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port the franking accounts of Congress
men, the contribution by the corporation 
would be prohibited Under 18 U.S.C. 610.

(c) A Member of Congress may, of 
course, make expenditures for attitudi- 
nal research within his constituency for 
purposes of measuring the voter’s senti
ments on policy issues, job approval per
ceptions, and the like. However, unless 
the expenditures for the attitudinal re
search are paid from funds appropri
ated for legislative purposes by Congress 
or from a Congressional franking ac
count and are used to print or prepare 
matter mailed under the frank, they will 
be treated as an expenditure from the 
Member’s office account and will be sub
ject to the limitations provided in 18 
U.S.C. 608 as well as the other provisions 
of the Act. See Notice 1975-18, supra. 
The fact that a Member of Congress is 
an announced candidate thus would not 
make any difference in how expenditures 
for attitudinal research will be treated.

The provisions of this opinion repre
sent the opinion of the Commission as 
to the effect of 2 U.S.C. 437(a)(9), 2 
U.S.C. 439a, 18 U.S.C. 608, 18 U.S.C. 610, 
and 39 U.S.C. 3210(f) on contributions 
and expenditures from the office or 
franking account of a Federal office
holder.

The provisions of this opinion are re
flected in the proposed regulations which 
the Commission has submitted to Con
gress, see Notice 1975-18, supra.

Pursuant to the Administrative' Pro
cedure Act the Commission will hold 
public hearings on the proposed regula
tion on September 16 and 17, 1975, at 
the U.S. Court of Claims in Washington, 
DC.

Advisory Opinion 1975-17
CAMPAIGN CONTRIBUTIONS PROM 

A PARTNERSHIP

This advisory opinion is rendered un
der 2 U.S.C. 437(f) in response to a re
quest for an advisory opinion .submitted 
by Congressman Neal and published in 
the July 17, 1975 Federal R egister (40 
FR 30259). Interested parties were given 
an opportunity to submit writteii com
ments relating to the request.

The question raised in Congressman 
Neal’s request is “ fhlow  much money in 
campaign contributions may a candidate 
for Federal office accept from a partner
ship” under the Federal Election Cam
paign Act of 1971, as amended in 1974*.

Section 608(b) (1) of Title 18, United 
States Code, states that :

(1) Except as otherwise provided by para
graphs (2) and (3) no person shall make con
tributions to any candidate with respect to 
any election for Federal office which, in the 
aggregate, exceed $1,000 (italic added for 
emphasis) ?  *

2 The exceptions to 18 U.S.C. 608(b) (1) are 
not relevant to the question of the amount a 
candidate may receive from a partnership, 
and contributions to a candidate for nomi
nation to the office of President are subject 
to an overall $1,000 limit during the entire 
pre-nomination period. See 18 U.S.C. 608(b) 
(5).

Section 591(g) of Title 18, United 
States Code, defines "person” as an indi
vidual, partnership, committee, associa
tion, corporation, or any other organiza
tion Or group of persons, * * *” (italic 
added for emphasis).

It is the opinion of the Commission 
that the cited statutory provisions im
pose a $1,000 limit on the amount a part
nership may contribute to a candidate 
for Federal office with respect to each 
separate election wherein that candidate 
seeks nomination or election. The Com
mission further concludes that when a 
partnership makes a contribution to a 
candidate for Federal office it counts 
against each individual partner’s limita
tion under 18 U.S.C. 608(b) (1) in direct 
proportion to each partner’s share of 
partnership profits. For example, in the 
case of a four member partnership (each 
partner having an equal share) which 
makes a $1,000 contribution to a Federal 
candidate, one-fourth of the $1,000, or 
$250, is counted toward each individuai 
partner’s limit. Therefore, each partner 
may contribute no more than an addi
tional $750 to the same Federal candidate 
with respect to the same election.

Under the general theory of partner
ship law a partner is an agent for the 
partnership, and the partnership has no 
legal capacity to act as a person in its 
own right. Therefore, even though a 
partnership is a “person” for purposes of 
18 U.S.C. 608(b), as well as 2 U.S.C. 431, 
et seq. contributions made in the part
nership’s name must be attributed to the 
individual partners in relation to each 
partner’s interest in the partnership 
profits. Furthermore, when a contribu
tion is made in the partnership name 
without accompanying information as to 
each partner’s proportionate share 
thereof, the candidate or committee re
cipient must obtain a written statement 
providing the requisite information 
within 30 days after receiving the 
contribution.

If this information is not timely ob
tained the contribution must be returned. 
Otherwise, the candidate or committee 
will be regarded as in violation of 18 
U.S.C. 614 which prohibits an individual 
from making a contribution in the name 
of another "person,” i.e. partnership, and 
also prohibits the knowing acceptance of 
such a contribution.

Dated: August 22,1975.
Neil Staebler,

Vice Chairman for the 
Federal Election Commission.

\ [FR Doc.75-22941 Filed 9-2-75;8:45 am]

[Notice 1975-33; A .0 .1975-10]
INTERNAL TRANSFERS OF FUNDS BY 

CANDIDATES OR COMMITTEES
Advisory Opinion

The Federal Election Commission an
nounces the publication today of Ad
visory Opinion 1975-10. The Commis
sion’s opinions are in response to ques
tions raised by individuals holding Fed
eral Office, candidates for Federal office

and political committees, with respect to 
whether any specific transaction or ac
tivity by such individual, candidate, or 
political committee would constitute a 
violation of the Federal Election Cam
paign Act of 1971, as amended, of Chap
ter 95 or Chapter 96 of Title 26 United 
States Code, or of sections 608, 610, 611, 
613, 614, 615,616, or 617 of Title 18 United 
States Code.

A dvisory O pinion 1975-10
INTERNAL TRANSFERS OF FUNDS BY CANDI

DATES OR COMMITTEES

This advisory opinion is rendered un
der 2 U.S.C. 437f in response to four re
quests, published as AOR 1975-10 in the 
July 9, 1975 Federal R egister (40 FR 
28944). All of the requests relate to vari
ous types of transfers of funds by candi
dates or political committees. Interested 
parties were given an opportunity to sub
mit written comments pertaining to the 
requests.

A. Request of Congressman John J. 
McFall. The issue presented is whether 
a principal campaign committee of a can
didate for Federal office may transfer 
funds from a checking account at a desig
nated campaign depository to a savings 
account in the same bank or to a savings 
account in another financial institution 
which is not a designated campaign 
depository.

Section 437b (a)(1) of Title 2, U.S. 
Code, provides that “ felach candidate 
shall designate one or more national or 
State banks as his campaign deposi
tories.” This section further requires that 
the principal campaign committee shall 
maintain a checking account at the des
ignated depository, shall deposit any con
tributions received by it into such ac
count, and shall make all expenditures 
from said checking account. The statute 
is silent as to the establishment and use 
of savings accounts.

It is clear that the statute requires all 
contributions and all expenditures to pass 
through the checking account at the des
ignated campaign depository. However, 
the statute would not preclude a transfer 
from a checking account to a savings ac
count if full disclosure is made and the 
committee retains its complete control 
of the funds‘so transferred at all times.

To assure compliance with the report
ing requirements of 2 U.S.C. 434(b) and 
the specific language of section 43 7b (a)
(1) that all contributions and all ex
penditures flow through the checking ac
count at the designated depository, the 
Commission will require:

(1) That all funds transferred from 
the checking account described above to 
any savings account, certificates of de
posit or other interest bearing account be 
reflected clearly on the reporting forms 
required to be filed with the Commission 
under 2 U.S.C. 434(b) ;

(2) That all funds transferred out of 
the designated checking account, as de
scribed above, be eventually transferred 
baek into such account and clearly re
flected on the reporting forms required 
to be filed with the Commission under 2 
U.S.C. 434(b) ;
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(3) That any interest earned from 

funds transferred to any savings account, 
certificates of deposit or other interest- 
bearing account be timely reflected on 
the reports required to be filed with the 
Federal Election Commission under 2 
U.S.C. 434;

(4) That no expenditures be made 
from any funds transferred to an ac
count other than the checking account 
at the designated campaign depository.

B. Request of Thomas Coleman. This 
request raises the question as to how one 
should report the transfer of surplus 
campaign £unds remaining from an elec
tion campaign for local or State office to 
a Federal election campaign committee. 
The Commission’s response to this ques
tion should not be construed as adversely 
affecting any donor’s rights provided by 
State law as to the use of the donor’s 
original contribution made in connection 
with a campaign for State or local elec
tive office.

Funds received by a political commit
tee which are transferred from any other 
source are contributions as defined in 
2 U.S.C. 431(e) (3). As such, they are re
quired to be reported under the provi
sions of 2 U.S.C. 434(b) (2) (4) and (7). 
Specifically, full information as to the 
source of all funds transferred to a re
porting political committee, as well as 
the amounts and dates of all individual 
contributions included in the transfer, 
must be reported. The Commission 
agrees that Mr. Coleman may presume 
that tiie surplus transferred to his Fed
eral campaign committee is comprised of 
those individual contributions last re
ceived before the State election. The 
Commission contemplates future regu
lations that will provide more specific 
guidance as "to the proper reporting of 
transfers of this type.

The Commission also concludes that 
the funds to be transferred to the Fed
eral campaign committee may not in
clude any contributions by national 
banks or corporations, labor organiza
tions, Government contractors, or agents 
of foreign principals. See 18 U.S.C. 610, 
611, and 613. Furthermore, no contribu
tions which exceed $1,000 from any one 
person and were made after January 1, 
1975, may be transferred to the Federal 
campaign committee. Finally, any funds 
that were under Mr. Coleman’s personal 
dominion and control, although contrib
uted to a State campaign committee, 
may be transferred to the Federal cam
paign committee only to the extent per
mitted under 18 U.S.C. 608(a).

C. Request of the Circle Club. The 
question presented is whether a pre
existing political committee with resid
ual funds may obtain consent from the 
original contributors of these funds to 
“earmark”  their contributions for a spe
cific Federal candidate, and transfer said 
earmarked contributions to the principal 
campaign committed of the candidate 
designated by the contributor.

Under 18 U.S.C. 608(b) persons (other 
than qualified multicandidate political 
committees) may not lawfully make con
tributions to any Federal candidate in 
excess of $1,000 with respect to any elec

tion. Subsection (b) (2) allows certain 
political committees to make $5,000 con
tributions to any Federal candidate with 
respect to each separate election.

In the event that contributions are 
earmarked by the donor (or on the 
donor’s behalf), or otherwise directed 
through an intermediary or conduit to a 
particular candidate, they are treated 
as contributions to that candidate' from 
the original donor and are, therefore, 
subject to applicable limits under sec
tion 608(b). Section 608Tb) (6) would not 
apply to situations where donors relin
quish complete control over their con
tributions and do not at a later time 
regain such control either by actual re
turn of their contribution or, as in this 
instance, by request of the recipient com
mittee for authorization to earmark a 
contribution originally given without 
such restriction. Since in this case the 
committee will be asserting some con
trol over the earmarking by reason of 
the fact that it will actively seek to ob
tain consent from the donors to earmark 
funds for a specific Federal candidate, 
it follows that the committee, as well as 
the original donor, should be regarded 
as having made the contribution.

Hence, both aspects of the transaction 
are subject to limitation under 18 U.S.C. 
608(b)(1). The committee must regard 
its involvement in procuring the author
ization to earmark as tantamount to its 
own contribution and, therefore, subject 
to the $5,000 limit in 18 U.S.C. 608(b) (2), 
if it is otherwise qualified to make con
tributions in that amount. Further, such 
designated contributions must be re
ported to the Commission and the in
tended recipient by the political commit
tee as provided in 18 U.S.C. 608(b)(6). 
Until issuance of final regulations, this 
may be accomplished by complying with 
the reporting provisions of 2 U.S.C. 434 
(b) and the earmarking regulations is
sued by the previous supervisory officers 
and adopted by the Commission on an 
interim basis on June 2, 1975, 40 FR 
23833.

D. Request of Senator James Buckley. 
The Friends of Jim Buckley Committee 
has established an internal method of 
allocating political expenditures from 
“non-political” expenditures for constit
uent services. The Committee has solic
ited funds for both political and non
political purposes through its fundrais
ing appeals. Senator Buckley requests an 
opinion as to:

(1) Whether the Commission will rec
ognize the functional distinction be
tween the two types of expenditures;

(2) Whether it will be necessary to 
establish another committee to handle 
funds expended for constituent services; 
and
* (3) If a separate committee is estab
lished, whether a separate committee for 
constituent services will be able to re
ceive funds from the political committee.

The matter of constituent service ac
counts is controlled by the provisions of 
2 U.S.C. 439a and such rules as may be 
necessary to carry out the provisions of 
section 439a. The Commission has for
mally proposed such rules which treat

contributions to and expenditures by 
constituent service funds as transactions 
of a political committee. See Notice 1975- 
18, August 5, 1975 (40 FR 32951).

Furthermore, in Advisory Opinion 
1975-14, decided August 7,1975, the Com
mission held that contributions to con
stituent service accounts are subject to 
18 U.S.C. 608, 610, 611, 613, 614, and 
615. Accordingly, the Commission has no 
objection to transfers of funds from the 
existing political committee to another 
one newly organized, but recognizes no 
functional distinctions between the two 
types of expenditures described in the 
request. Finally, the Commission con
cludes that all expenditures made by 
either the existing political committee 
or a new constituent service committee 
are subject to the spending limits appli
cable to a candidate under 18 U.S.C. 
608(c).

Dated: August 21,1975.
T homas B. Curtis, 

Chairman for the 
Federal Election Commission.

[PR Doc.75-22658 Piled 9-2-75;8:45 am]

[Notice 1975-37, AOR 1975-38—AOR 1975-57] 
ADVISORY OPINION REQUESTS

In accordance with the procedures set 
forth in the Commission’s Notice 1975-4, 
published on June 24,1975 (40 FR 26660), 
Advisory Opinion Requests 1975-38 
through 1975-57 are published today. 
Some of the Requests consist of similar 
inquiries from several sources which have 
been consolidated in cases where appro
priate.

Interested persons wishing to comment 
on the subject matter of any Advisory 
Opinion Request may submit written 
views with respect to such requests within 
10 calendar days of the date of the pub
lication of the request in the Federal 
R egister. Such submission should be sent 
to the Federal Election Commission, Of
fice of General Counsel, Advisory Opin
ion Section, 1325 K Street, NW., Wash
ington, D.C. 20463. Persons requiring ad
ditional time in which to respond to any 
Advisory Opinion Request will normally 
be granted such time upon written re
quest to the Commission. All timely com
ments received by the Commission will 
be considered by the Commission before 
it issues an advisory opinion. The Com
mission recommends that comments on 
pending Advisory Opinion Requests refer 
to specific AOR number of the Request 
commented upon, and that statutory 
references be to the United States Code 
citations, rather than to the Public Law 
Citations.
AOR 1975-38: Use of Excess Campaign 

Funds for Office Expenses and Fed
eral Preemption (Request Edited 
by the Commission).

G entlem en : I  am writing to request 
advisory opinions on the following ques
tions, with regard to the Federal Election 
Laws.

(1) If I, as a Member of Congress, 
elect to use left-over campaign funds for
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legitimate office expenses, will these ex
penditures be counted in determining 
whether I, or my Campaign Committee, 
have reached any of the spending limits 
set forth under the new law?

(2) If I elect to use campaign funds 
for legitimate office expenses, will it still 
be necessary for me or my Campaign 
Committee to file periodic reports with 
the Clerk of the House up to and until 
I again announce myself as a Candidate, 
or may I close out my accounts until that 
time?

(3) Does the new Federal Election Law 
supercede state campaign regulations, or 
must state laws be adhered to separately?

Silvio O. Conte, 
Member of Congress.

Source : Representative Silvio O. Conte, 
House of Representatives, 239 Cannon 
House Office Building, Washington, D.C. 
20515. (July 15, 1975.)
AOR 1975—39: Settlement of Campaign 

Debts Owed to Corporations (Re
quest Edited by the Commission). 

G entlemen: Your recent Advisory 
Opinions 1975-5 and 1975-6 prompt us to 
ask on behalf of the Metzenbaum Post- 
Campaign Committee:

May a candidate’s committee, which 
incurred debts during the 1974 sena
torial campaign, settle those debts 
with corporate or non-corporate cred
itors, if the committee has made a 
serious effort to bring down the 

' amount of said debts since the date of 
the election and has little likelihood 
of raising additional funds sufficient 
to pay all debts in full?

After the election, we found ourselves 
indebted to the extent of about $113,-
000.00. A number of fund-raising events 
iand personal solicitations have been 
made to the point that the committee 
has now been successful in decreasing 
that debt to under $79,000.00. The com
mittee has a cash balance of a little over 
$5,000.00 at the present time. Some of 
the creditors, both individuals and cor
porations, have indicated a willingness 
to settle the amounts due them if we 
will offer a cash settlement. We believe 
it may be possible for us to solicit a mod
est amount of additional money. How
ever, the last sentence of Advisory 
Opinion 1975-6 issued by the Commis
sion on July 23, 1975 makes reference to 
the problem possibly faced by corporate 
creditors that acceptance of such settle
ments could be construed as violations 
of the Federal Election Campaign Act.
: * * * * * 

M elvin S. Schwarzwald, 
Counsel for the Metzenbaum 

Post-Campaign Committee.
Source: Metzenbaum Post-Campaign 

Committee by Counsel, Melvin S. 
Schwarzwald, Metzenbaum, Gaines & 
Stern, 1700 Investment Plaza, 1801 East 
9th Street, Cleveland, Ohio 44114. (Au
gust 1, 1975.)
AOR 1975—40: Reporting Contributions 

from Political Action Committees 
(Request Edited by the Commis
sion) .

* * * The Federal Election law ap
pears to be ambiguous on the question 
of the requirement of campaign commit
tees to report contributions by political 
action committees when such funds are 
used to purchase tickets to a recep
tion. * * *

It is my understanding * * * that 
campaign committees are not required 
to report individual contributions of $100 
or less by political action committees 
when such contributions are made for 
the purpose of purchasing tickets to a 
reception. * * *

[Tlhis Committee requests a formal, 
written [advisory opinion] on whether 
a campaign committee is required to dis
close publicly contributions of $100 or 
less by political action committees when 
such contributions are made for the pur
pose of purchasing tickets to a reception.

I would also like to know the rules 
covering reporting by donor organiza
tions. I understand they must report 
their contributions, regardless of the 
amount.

y . W all y ^Joh anson,
Treasurer,

Source: Wally Johanson, Treasurer, 
Oberstar for Congress, Volunteer Com
mittee, P.O. Box 465, Duluth, Minne
sota 55802. (July 17, 1975.)
AOR 1975—41: Investment or Savings 

Deposits of Contributions or Other 
Receipts (Request edited by the 
Commission).

D ear M r. Curtis: Our Committee * * * 
formally makes his request of the Com
mission for an Advisory Opinion as to 
when, if ever, receipts from contribu
tions, sales, collections, loans and/or 
transfers may be deposited in an interest- 
bearing savings account in a state and/or 
national bank, or invested in government 
treasury notes.

(Mrs.) Ann M. Eppard,
"Assistant Treasurer.

Source: (Mrs.). Ann M. Eppard, As
sistant Treasurer, Shuster for Congress 
Committee, Star Route 5, Everett, Penn
sylvania 15537. (July 24, 1975.)
AOR 1975—42: Application of Spending 

limits to Candidate Purchase of Ad
vertising in Directories and Year
books (Request Edited by the 
Commission).

D ear M r. Chairman: I have been in
vited by the editors of Hawaii’s annual 
“Labor Director” to purchase a Vs page 
advertisment in the Directory. My photo
graph will appear with the Words “Aloha 
to Labor from Sparky” superimposed. I 
have also been invited to purchase a 
quarter-page advertisement in the Ha
waii State Little League Baseball “Sou
venir Yearbook,” which is published 
annually at the end of the Little League 
Baseball season. My photograph Will ap
pear with the words “Aloha and Best 
Wishes, (s) Spark Matsunaga, Member 
of Congress.”

I would appreciate receiving the Com
mission’s opinion as to whether this ex
penditure must be recorded as a “cam
paign expenditure” under the provisions

of the Federal Elections Campaign Act, 
as amended. If so, would the cost of the 
advertisement be credited toward the 
Primary Election campaign expenditure 
ceiling established in 1974?

If the proposed advertisement is not 
a '“ campaign expenditure” under the 
provisions of the Federal Elections Cam
paign Act, could funds from my con
gressional Communications Fund be used 
for its purchase? A report of receipts 
and expenditures under my Communica
tions Fund has been filed with the Clerk 
of the U.S. House of Representatives and 
the Lieutenant Governor of the State of 
Hawaii.

Spark M atsunaga, 
Member of Congress.

Source: Representative Spark Matsu
naga, 422 Cannon House Office Building, 
Washington, D.C. • 20515. (Two letters 
dated July 22,1975.)
AOR 1975—43: Establishment by Cor

poration of Voluntary Employee 
Political Donation Program (Request 
Edited by the Commission). 

G entlemen: On behalf of TRW, I 
would like to respectfully request your 
advice on the following situation:

TRW operates a Good Government 
Program whereby employees who desire 
to participate are permitted to have a 
certain amount of their paycheck with
held and sent to a designated candidate 
or party. [The Commission notes that 
the TRW/ Good Government Program 
registered as a political committee on 
August 7, 19751

All contributions made by our employ
ees to the designated candidates or com
mittees are fully disclosed to the in
tended recipient. Each recipient receives 
a check in the total amount of all con
tributions designated for such recipient 
and in addition receives a list of every 
employee who designated a contribution 
to such candidate or committee together 
with the amount contributed by such 
employee. TRW simply acts as an agent 
of the employee in forwardiing the desig
nated contribution much as a bank oper
ates as an agent of a depositor when a 
check is written and the bank honors 
that check upon presentment.

However, it would appear possible to 
argue that TRW is an “intermediary or 
conduit” within the meaning of Title 18 
608(b) (6) of the United States Code. 
TRW does not believe that our program 
is within the ¿pint of this section. How
ever, since the point is arguable we would 
like to request the Commission’s position 
on this point.

Should the Commission rule that TRW 
is an “intermediary or conduit” rather 
than a simple agent of its employees, we 
would like to be informed of the Com
mission’s requirements for our fund 
particularly in the following respects: 

(1) How frequently should we re
port or file with the Commission?

In some cases, our payroll depart
ments issue checks biweekly in other 
cases payroll periods are semi-monthly, 
monthly or weekly. In some cases the 
amounts to be withheld pursuant to
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the employees direction are withheld 
in each paycheck and others the de
duction is made only once a year. I 
am sure that neither TRW nor the 
Commission desires to be inundated 
with paperwork for this program. Ac
cordingly, if the Commission feels a 

o report is necessary at all, TRW re
spectfully suggests that such report be 
provided to the Commission annually.

(2) What form  should we use for 
the report?

We are not aware of any form which 
can be appropriately used for pur
poses of § 608(b) (6), Accordingly, if 
the Commission desires TRW to report 
its program under this section we re
spectfully request that the Commis
sion adopt some form on which we may 
make the report or at least inform us 
of the various items which the report 
should contain.

*  g *  *  *

W illiam A. Hancock.
Senior Counsel.

Source: TRW Good Government Pro
gram by Counsel, William A. Hancock, 
TRW, Inc., 23555 Euclid Avenue, Cleve
land, Ohio 44117. (July 28, 1975.)
AOR 1975—44: Request of Socialist 

Workers 1976 National Campaign 
Committee (Request Edited by the 
Commission).

Dear Commissioners:
* * * * *

We seek advisory opinions under 2 
U.S.C. 437f from the Commission on sev
eral questions regarding the Act and the 
1974 Amendments.

1. In our letter of January 31, 1975 
we requested clarification on the $1,000 
limitation on contributions. Does this 
limit apply separately to primary, run
off (if any), and general elections? Sec
tion 608(b) (5) indicates that the lim
itation is $2,000 for presidential candi
dates but fails to give any time limita
tion. Is it for instance, $1,000 before the 
primary and an additional $1,000 be
tween the primary and the general elec
tion? If the limitation does apply sep
arately for candidates contending in pri
mary and run-off elections, does it also 
apply separately for candidates contest
ing only the general election ?

2. Regarding the limitation of $100.00 
on petty cash purchases and transactions 
(18 U.S.C. 615), does this mean that 
no check to the order of “ cash” can be 
made for over $100.00? What does a cam
paign committee do in a situation where 
a candidate or representative of a can
didate is out of town and requires emer
gency funds in excess of $100.00? What 
does a committee do in the case where 
its checks are unacceptable as a means 
of payment for a certain vendor, for 
example, the U.S. Postal Service?

4» *  *  4» *

4. When candidates are not contesting 
(special, primary, or run-off elections, 
what are the reporting requirements re
garding the 10-day preelection and 30- 
day postelection reports?,

* * * * *

6. What constitutes a “debt” or “obli
gations” itemizable under parts 11 and 
12 of the reports? Does this refer to long
term debts and obligations of say, 60 
days, or something else?

7. Do the non-principal campaign 
committees have tp be authorized in 
writing by the candidates?

8. What constitutes “affiliation” and 
“relationship” of committees?

* JF * * *
A ndrea M orell, 

Treasurer, Socialist Workers
1976 National Campaign Committee«
Source: Andrea Morell, Treasurer, So

cialist Workers 1976 National Campaign 
Committee, 14 Charles Lane, New York, 
New York 10014. (July 10,1975.)
AOR 1975—45 : Legality of the Establish

ment and Administration of “Inde
pendent Autonomous” Multicandi
date Political Committees (Request 
Edited by the Commission).

D ear Sir : We represent the Agricul
tural & Dairy Educational Political Trust 
(“ADEPT” ) .

* * * * *
ADEPT submits this advisory opinion

request, by counsel, pursuant to the pro
visions of 2 U.S.C. 437f (a ).

The pertinent facts are that ADEPT 
is considering the establishment in sev
eral states of the Union of independent 
and autonomous political committees 
which, like ADEPT, would be multiple 
candidate committees and which, like 
ADEPT, would be political committees 
* * *. Each such committee would oper
ate solely within the state in which it was 
organized; would be governed by com
mittee members at least one of whom 
would be resident in such state; would 
make political contributions as defined 
by the provisions of 2 U.S.C. 431(e) and 
18 U.S.C. 591(e); would exercise its in
dependent judgment as to the benefi
ciaries and amounts of its contributions; 
would report to the Federal Election 
Commission pursuant to the provisions of 
2 U.S.C. 434(a); and, except to the ex
tent it might receive unanticipated and 
unsolicited donations, would depend sole
ly for its funds upon transfers from 
ADEPT (which transfers would be re
ported by ADEPT as contributions by 
ADEPT) ; and which might receive the 
benefit of accounting, clerical, legal or 
similar services in kind from ADEPT 
(which services also would be reported 
by ADEPT as contributions from 
ADEPT).

The basic question is whether such 
committees may be established.

If the basic question be answered in the 
affirmative, ADEPT would propound the 
following questions.

1. May the Treasurer of ADEPT also 
serve as the treasurer of one or more of 
the state committees?

2. Would the limitations upon the 
quantum of contributions set forth in 18 
U.S.C. 608(b) (2) be applicable (1) sep
arately to ADEPT and to each such com
mittee or (2) in the aggregate to ADEPT 
and each and every such committee?

3. May one or more members of the 
ADEPT committee also hold membership 
on one or more state committees?

4. May each state committee be funded 
by transfers of funds from ADEPT? In 
this connection ADEPT envisions that 
upon being notified by a particular state 
committee that the funds thereof were 
depleted to the sum of $1,000.00 or some 
other relatively small sum, ADEPT would 
transfer to that particular state commit
tee a substantial sum, as for example, 
$25,000.00. No part of the transfer would 
be earmarked for a particular contribu
tion. The state committee would be free 
to spend the money as it deemed appro
priate. The state committee then would 
be expected to advise ADEPT when at 
some subsequent date its funds available 
for contribution again dropped to 
$1,000.00.

* * * * *
M arion Edw yn  Harrison.

Source: Marion Edwyn Harrison, Har
rison, Lucey, Sagle & Solter, 1701 Penn
sylvania Avenue, NW„ Washing* on, D.C. 
20006. (July 15, 1975.)
AOR 1975— 46: Fee for the Televised Ap

pearance of A Member of Congress 
(Request Edited by the Commission).

Dear M r. Curtis: I am writing on be
half of United States Representative 
Barbara Jordan, 18th District of Texas 
to request advisory opinions regarding 
section 616 of the "Federal Election 
Campaign Act Amendments of 1975.” As 
you know, that section deals with the 
“Acceptance of Excessive Honorariums.”

Miss Jordan has been asked to provide 
editorial comment once a month which 
is recorded on video tape, for presenta
tion on the C.B.S. television Morning 
News Show. She is paid One Hundred 
and Fifty Dollars for each taping.

It is our position that this payment is 
salary for services for which a fee is tra
ditionally required, and therefore, should 
not be included when computing her ac
ceptance of honorariums for the calen
dar year. * * *

R ufus (Bud) M yers.
Source: Representative Barbara Jor

dan by Rufus Myers, Administrative As
sistant; 1534 Longworth House Office 
Building, Washington, D.C. 20515. (July
3,1975.)
AOR 1975—47: Expenditures of Corpo

rate Funds by Host Committees for 
the Benefit of National Political 
Party (Request Edited by the Com
mission) .

D ear Commissioners:
*  *  *  *  *

On behalf of the Democratic National 
Committee, a supplementary advisory 
opinion is requested in this regard.

Specifically, Advisory Opinion 1975-1 
provided, in part, that local corporations 
which are engaged in certain retail busi
nesses may contribute funds to a local 
civic association, or other similar type of 
business association (“Host Commit
tee” ) , which payment, under certain 
conditions, would not constitute a pro-
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hibited corporate contribution within the 
provisions of 18 U.S.C. 610. The Opinion 
did not cover the purposes for which a 
Host Committee could expend its funds, 
including funds derived by it from local 
retail corporations referred to above.

An Opinion is respectfully requested 
that a Host Committee may offer to the 
National Committee any of the services, 
benefits, or uses of property described in 
paragraphs (1) through (7), inclusive, of 
Advisory Opinion 1975-1, without vio
lating 18 U.S.C. 610, and that such trans
actions do not involve “expenditures” 
under 26 U.S.C. 9008(d)..

Stuart E. Seigel.
Source: Stuart E. Seigel, Cohen and 

Uretz, 1775 K Street, NW.,Washington, 
D.C. 20006. (August 4,1975.)

AOR 1975—48: Attribution of Contribu
tion to Political Party to Candidate 
Receiving Funds from that Party 
(Request edited by Commission).

D ear Commissioner: * * * We request 
that the Federal Election Commission 
issue an Advisory Opinion in answer to 
this question:

Because the 1974 Act imposes a $1,000 
limit on contributions by an individual to 
a candidate for election to Federal office, 
If a contributor makes a contribution of 
less than $1,000 to a candidate’s cam
paign committee and thereafter is asked 
to contribute to one or more state and 
local party committees, some portion of 
whose receipts from contributions will be 
contributed by that committee to or ex
pended for the election of that same can
didate, but where the portion of the in
dividual’s contribution has not been ear
marked for that candidate either by the 
contributor or the party committee, can 
the contributor make that contribution 
to the state or local party committee 
Without being considered to have ex
ceeded the $1,000 limitation?

If the answer to the foregoing question 
Is no, what steps must the state or local 
party committee or the contributor take 
in order to Insure that his total contri
butions to the Federal candidate do not 
exceed the $1,000 limit?

R ichard C. F rame, 
State Chairman.

- Source: Richard C. Frame, State 
Chairman, Republican State Committee 
o f Pennsylvania, P.O. Box 1624, Harris
burg, Pa. 17105. (August 5, 1975.)
AOR 1975—50: Application of 1974 

Amendments to Debt Transaction 
Incident to Special Election in 1975 
(Request edited by Commission).

D ear M r. Curtis: After studying the 
latest Federal Election Commission Ad
visory Opinion (1975-76) there remain 
specific questions to be answered con
cerning campaign debts owed by this 
Committee.

Jeff LaCaze was a candidate for the 
U.S. House of Representatives from The 
Sixth District of Louisiana. The results 
of the general election of November 5,

1974 was disputed and after litigation 
the state courts ordered a new election 
for January 7, 1975.

* * * * *
* * * [Contributions in excess of 

$1,000 were received by this Committee 
during 1975 and used for an election held 
in 1975 * * * .

Please clarify this [question], i.e. were 
contributions received subsequent to De
cember 31, 1974 and prior to January 8,
1975 subject to the 1971 Act * * * or 
subject to provisions of the 1974 Act as 
indicated in Advisory Opinion 1975-6?

Additionally, please consider the fol
lowing for an [advisory opinion]:

1. Promissory notes made in 1974.
a. Are accrued interest payments 

made in 1975 on these notes, “debt” 
incurred during 1974 and therefore, 
payable with contributions as outlined 
in Advisory Opinion 1975-6?

b. Can makers of these notes (i.e. 
co-guarantors, etc.) pay interest ac
cumulated on these notes without hav
ing these contributions being subject 
to the 1974 Act?

2. Corporate debts owed by a Candi
date or Committee.

a. Can debts owed by a candidate or 
committee to a corporation be forgiven

I or settled for sums less than those 
previously billed without such forgive
ness of debt being considered an “ille
gal contribution” as outlined under 
18 U.S.C. 610-611?

b. Can a corporation write off as 
bad debts, any debts owed by a candi
date or committee for which payment 
cannot be made?

T ed E. D ove, 
Treasurer.

Source: Ted E. Dove, Treasurer, The 
Jeff Lacaze Committee, P.O. Box 14649, 
Baton Rouge, Louisiana 70808. (August
5,1975.)
AOR 1975—51: Use of Excess Campaign

Funds to Purchase Congressional
Office Equipment (Request edited
by the Commission).

D ear M r. Curtis: * * * This is a re
quest for an advisory opinion on the use 
of campaign funds to defray Congres
sional office expenses above the usual 
electrical equipment and clerk-hire al
lotments.

Our office plans to install a computer 
terminal to meet the demands of con
stituent mail. H ie cost of the terminal 
will exceed our office allotment and, 
therefore, we would like to use excess 
campaign funds to establish a separate 
Oberstar Office Equipment account.

In checking with the Office of the 
Clerk of the House, Mr. Moss recom
mended this separate account and sug
gested the account be set up in a man
ner allowing a staff member to make 
'disbursement, rather than require the 
Member’s signature.

Mr. Moss assured me that the use of 
campaign funds in the manner pre
scribed is legal and preferred (reference 
Section 439(a) of the 1974 Federal Elec

tion law). However, he felt a letter to 
your office asking for an advisory opin
ion would be wise. * * *

James L. O berstar, 
Member of Congress.

Source: Congressman James L. Ober
star, Room 323, Cannon House Office 
Building, Washington, D.C. 20515. (July 
8, 1975.)
AOR 1975—52: Assistance by Multi-can

didate Committee to Pay Off a Can
didate’s Past Campaign Debt (Re
quest Edited by the Commission).

G entlemen: I am writing to inquire as 
to whether or not in your opinion a State 
Committee may assist a successful candi
date for the Congress to pay off his 1974 
election debt without impairing the lim
itations on the amount of money it may 
give to said Congressman under the new 
law should he be a candidate for re-elec
tion in 1976?

John R. L innell.
Source: John R. Linnell, Maine Re

publican State Committee, 187 State 
Street, Augusta, Maine 04330. (July 14, 
1975.)
AOR 1975—53: Application of Limita

tions on Contributions and Expendi
tures to Nomination by Petition Ef
fort (Request edited by the Commis
sion) .

D ear M r. Curtis: A group of inter
ested citizens in the State of Maryland 
have formed a political committee of 
which I am Chairman to explore the pos
sibility of promoting the independent 
candidacy of Bruce Bradley for the of
fice of United States Senator in 1976.

In the process of gathering preparatory 
information, we find that under Mary
land law, an independent candidate may 
qualify by petition to have his name 
placed on the ballot for the general 
election.

In reviewing the provisions of the Fed
eral Election Campaign Act of 1971 [as 
amended in 1974] * * * we find the 
language of 18 U.S.C. 608(c) (1) * * * 
sufficiently vague as to request a formal 
advisory opinion from you on the follow
ing specific issues:

1. * * * Under Maryland law an in
dependent candidate for United States 
Senator must qualify for election by pe
tition, a method which, while involving 
the expenditure of funds for political 
purposes, is not an expenditure of politi
cal funds for nomination by election in a 
primary election sponsored by an or
ganized political party. We would like an 
opinion as to whether or not nomina
tion by petition in this case is consid
ered legally equivalent to any other pri
mary election contemplated, under [18 
U.S.C. 608(c)(1)(C )] * * *. We would 
interpret an affirmative ruling in this 
case to mean that an independent can
didate for nomination for election to the 
office of U.S. Senator from the State of 
Maryland attempting to qualify as a can
didate for the general election by peti
tion would be eligible to raise funds and
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spend them as if he were any other can
didate attempting to obtain nomination 
for election through the political pri
mary process. Further, such an inter
pretation would mean that the limita
tions of [18 U.S.C. 608 (c) (1) (C )l * * * 
would apply to all political activities of 
an independent candidate up until such 
time as he is legally certified as a can
didate for the general election by com
petent state authority.

2. Assuming that the above ruling is 
in the affirmative, and that an independ
ent candidate is considered for purposes 
of the spending limitations as any other 
candidate for nomination by primary, 
would there be any restrictions on funds 
used to qualify by petition other than 
those imposed by the Federal Election 
Campaign Act of 1971, as amended? We 
would interpret a no restriction ruling as 
permitting the expenditure of funds 
raised to qualify for election by petition 
for the same types of activities and serv
ices as would be procured under the law 
by any other candidate seeking nomina
tion by primary, i.e. payment of staff 
salaries, media advertisements, airplane 
or car rentals, and publications of a pro
motional nature.

3. If, in fact, qualification by petition 
constitutes a primary for purposes of [18 
U.S.C. 608(c)(1)(C )] * * * and a sur
plus remains^at the time the candidate’s 
petition is certified and he is, in fact, 
qualified for election under State law, 
can the surplus be carried over for use 
in the general election campaign with
out regard to the limitations imposed 
under [18 U.S.C. 608 (c)(1 )(D )]? * * *

John F. Falconer.
Source: John F. Falconer, Chairman, 

Bradley for Senate. Committee, 10600 
Seneca Ridge Drive, Gaithersburg, Mary
land 20760. (June 30,1975.)
AOR 1975—54: Application of Contribu

tion and Expenditure Limitations 
to Each Election Held in a State 
(Request edited by the Commission).

G entlemen: * * * Utah has a some
what unique nomination process. At the 
respective State Nominating Conven
tions, attended by delegates elected at 
precinct mass meetings, primary con
tenders are reduced to two. If, however, 
one candidate receives 70 percent of the 
vote, he becomes the nominee, without 
a primary. Both Senator Jake Gam (R - 
Utah), and his opponent, former Con

gressman Wayne Owens (D-Utah) in 
1974 received a 70 percent convention 
nomination.

Were there, in Utah, to be 3 phases of 
a Federal campaign (i.e., convention, 
primary and general) would the cam
paign limitation apply to each phase, 
with no carry-over from one time frame 
to another? Under the prior law the Sec
retary of the Senate answered this ques
tion affirmatively, denoting, accurately, 
no difference between primary run-offs 
and the Utah system.

Your advisory opinion on the question 
raised is sought.

K ent Shearer, 
Legal Counsel.

Source: Kent Shearer, Legal Counsel, 
Utah Republican Central Committee, c/o  
Mock, Shearer and Carling, 1000 Con
tinental Bank Building, Salt Lake City, 
Utah 84101. (June 28, 1975.)
AOR 1975—55: Organizational Contribu

tions to Charity in Lieu of Honorari
um To Federal Office-Holders or 
Scholarship Fund (Request Edited 
by the Commission).

Dear Mr. Chairman: I write to request 
a clarification and interpretation of the 
requirements and limitations under Sec
tion 616 of Title 18 of the U.S. Code with 
respect to honorariums received by a 
Member of Congress.

Would it be proper, assuming no self
dealing or self-serving implications of 
any kind, for private organizations to 
make contributions to.legitimate chari
ties, either in lieu of or in addition to 
honorariums that I might otherwise re
ceive? Would such contributions in any 
way count with respect to the limitations 
imposed under Section 616?

In addition, a special situation would 
be the possible establishment of a schol
arship fund, properly set up with no self
dealing and an unrelated board of di
rectors. If a private organization were 
asked in lieu of an honorarium, to make 
such a contribution only if they wished, 
and not as a condition for my appear
ance, would this be proper?

Al  Ullman, 
Member of Congress.

Source: Representative Al Ullman, 
House of Representatives, Washington, 
D.C. 20515. (August 11, 1975.)

AOR 1975—56: Office Account Expendi
tures Chargeable to Primary or 
General Election Campaign.

D ear Sir : I hereby request an advisory 
opinion in regard to the follow ing:

Are expenditures by an office account 
to be counted against the expenditure 
limitations applicable to a campaign for 
election (general) or should they be 
counted against the campaign for nom
ination for election (primary).

Stephen J. Solarz, 
Member of Congress.

Source: Representative Stephen J. 
Solarz, House of Representatives, 1228 
Longworth House Office Building, Wash
ington, D.C. 20515. (August 12,1975.)
AOR 1975—57: Application of Limits to 

Post-election Contributions to Singfe 
Candidate Committee (Request 
Edited by the Commission).

D ear Sir : We would appreciate a rul
ing from you regarding certain points 
of law regarding candidates/campaigns 
for Federal Office (U.S. Senate), Title 
m  of Public Law 92-225,' the Federal 
Election Campaign Act.

Please give us a ruling on the follow
ing:

(1) Is there any limitation as to time 
that contributions can be accepted 
subsequent to the election?

(2) Is it permissible to accept funds 
raised from Testimonials, Dinners, etc. 
(given for the benefit of the candidate) 
subsequent to the election?

(3) If post election contributions 
are acceptable, is it in any way'con
trary to the law to repay the candi
date for funds loaned to his own cam
paign fund, which has been used to 
defray campaign expenses?

^ A. R . G rigsby, 
Treasurer,

John L. Grady Campaign Fund.
Source: A. R. Grigsby, Treasurer, John 

L. Grady Campaign Fund, Belle Glade, 
Florida 33430. (August 1,1975.)

Dated: August 25,1975.
T homas B. Curtis, 

Chairman for the 
Federal Election Commission. 

[FR Doc.75-22942 Filed 9-2-75;8:45 am]
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N o t e : For another document from the 
Food and Drug Administration on this mat
ter see 40 FR 40520, in this issue.

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE

Food and Drug Administration
[  21 CFR Parts 1, 2, 5, 6, 8, 10, 11, 80, 90, 

100, 102, 121, 202, 310, 312, 314, 328, 
330, 429, 430, 4 3 l, 433, 511, 514, 601, 
701,1003,1004, 1210]

[Docket No. 75N-0001]
ADMINISTRATIVE PRACTICES AND 

PROCEDURES
Notice of Proposed Rule Making

The Commissioner of Pood and Drugs 
is proposing rules governing the admin
istrative practices and procedures of the 
Food and Drug Administration. The reg
ulations proposed herein were the sub
ject of a notice of rule making, published 
in the Federal R egister of May 27, 1975 
(40 FR 22950), which the Commissioner 
is revoking elsewhere in this issue of the 
F ederal R egister.

The May 27th order specified that the 
regulations would become effective on 
July 28, 1975, except for two provisions 
that were to become effective on Novem
ber 24, 1975, and invited public comment 
on the regulations on or before July 28, 
1975, for the purpose of making subse
quent modifications as appropriate. In 
a notice published in the Federal R egis
ter of June 20, 1975 (40 FR 26027), the 
Commissioner extended the comment pe
riod to August 27, 1975.

On July 23,1975, the American College 
of Neuropsychopharmacology brought 
suit in the United States District Court 
for the District of Columbia to enjoin the 
effectiveness of the regulations, contend
ing that section 553 of the Administrative 
Procedure Act (5 UJS.C. 553) requires 
that they be proposed for comment prior 
to publication in the Federal R egister 
as a final rule. Pursuant to request of the 
Court, the Food and Drug Administration 
agreed to delay the effectiveness of the 
regulations pending a decision on the 
plaintiff’s motion for a preliminary in
junction. This action was announced in 
a notice published in the F ederal R egis
ter of July 28, 1975 (40 FR 31605), stay
ing the effectiveness of the regulations 
until August 4, 1975.

On July 31, 1975, the District Court 
issued an Order permanently enjoining 
the Commissioner from issuing the regu
lations “without complying, as a condi
tion precedent, with the requirements of 
section 553 of the Administrative Proce
dure Act, 5 U.S.C. 553.” American College 
of Neuropsychopharmacology v. Wein
berger, et al., Civil Action No. 75-1187. 
Accordingly, in a notice published in the 
F ederal R egister of August 4, 1975 (40 
FR 32750), the Commissioner stayed the 
effectiveness of the regulations until fur
ther notice. Pursuant to the Court’s Or
der, the Commissioner had the Court’s 
Findings of Fact, Conclusions of Law, 
and Order published in the F ederal R eg
ister of August 6, 1975 (40 FR 33063).

The Commissioner is of the opinion 
that the Court’s action is in error. The 
legal basis and justification for issuing 
the rules governing Food and Drug Ad

ministration administrative practices 
and procedures as final regulations were 
set forth in the preamble to the regula
tion of May 27 and in the Memorandum 
of Points and Authorities in Opposition 
to Plaintiff’s Motion for a Preliminary 
Injunction filed in the court proceeding. 
Nevertheless, the Commissioner has con- 
ciuded that the regulations should im
mediately be issued as proposed rules 
with additional opportunity for com
ment. The delays and uncertainties in
volved in attempting to obtain reversal 
of the decision of the District Court make 
it impractical to pursue any other course.

The Order of the District Court en
joins the promulgation of the regula
tions “as final,” subject to compliance 
with the rule making provisions of the 
Administrative Procedure Act. The 
regulations incorporate many practices 
and procedures that were being fol
lowed within the Food and Drug Ad
ministration prior to May 27 ; many that 
are unavoidable in the Commissioner’s 
discharge of the various statutory re
sponsibilities vested in him; and many 
that apply exclusively to the internal 
processes of the agency. The Commis
sioner does not interpret ‘ the Court’s 
Order as foreclosing observance of a 
particular practice or procedure simply 
because it is codified in the regulations,
e.g., the requirement in § 2.22 (21 CFR 
2.22) that certain agency officials main
tain public calendars. Were the Order 
to be given that effect, the agency would 
be literally incapable of operating. 
Rather, the Commissioner views the Or
der as preserving the status quo, and as 
therefore permitting the agency to fol
low the procedures that it had previously 
observed, or could have observed, in 
carrying out its activities without the 
regulations. The Commissioner has no 
intention of taking any action in con
travention of the Court’s Order. Neces
sarily, the decision whether a particular 
procedure may be followed will require 
the exercise of judgment of those agency 
officials immediately involved.

The regulations proposed herein re
tain §§ 2.23(b) and 2.330(b) (2) (ii), 
which were indefinitely stayed, for rea
sons unrelated to the action of the Dis
trict Court, in an order published in the 
Federal R egister of July 25, 1975 (40 
FR 31234). The Commissioner recog
nizes that these provisions are contro
versial and could, if implemented, pose 
problems for, respectively, associations 
desiring to participate in agency pro
ceedings and individuals invited to serve 
as liaison members of advisory commit
tees. Their retention in the proposed 
regulations does not reflect a commit
ment to adopt them in final form. The 
Commissioner desires to receive addi
tional comment on both provisions, and 
particularly encourages the submission 
of other possible regulations that would 
address the problems that those pro
visions attempt to solve.

To avoid controversy about the man
ner in which this rule making is con
ducted, the Commissioner has concluded 
that the contents of the May 27th no
tice of rule making should be repub
lished, including the bulk of the pream
ble. The introductory statement and the

discussion under the heading “Effective 
Date” in the preamble are omitted to 
prevent confusion. Other references in 
the preamble that were originally 
phrased to indicate action already taken 
have been changed to refer to action 
proposed. The paragraph describing the 
nature of the action announced in the 
document and- the authority under 
which it is taken has been modified to 
reflect that the rules that follow are 
proposed and not final. The final para
graph of the May 27th regulation, re
lating to the effective date, is omitted.

Several minor changes are also incor
porated in this republished document to 
correct typographical errors, inadvertent 
omissions, and incorrect cross-references.

The Commissioner has concluded that 
30 days should be allowed for public com
ment on these proposed regulations. 
Their full text has been publicly available 
in the F ederal R egister since May 27, 
1975. It is widely known that individuals 
and groups concerned with Food and 
Drug Administration activities have been 
actively preparing written comments for 
submission by August 27, the last day of 
the extended comment period. Any inter
ested individuals or groups that did not 
originally plan to submit comments must 
necessarily have been acquainting them
selves with the regulations during the 
more than 2 months since their initial 
publication in order to be in a position 
to comply with, or take advantage of, 
the regulations as of the original effec
tive date of July 28. Any such individuals 
and groups will have 30 additional days 
in which to record and submit any com
ments on the proposed regulation which 
they may now wish to make. Comments 
submitted in response to the invitation 
of May 27 will be deemed comments on 
this proposal, and need not be submitted.

When issued as a final rule, the pro
posed Regulations will have an effective 
date of 30 days after publication in the 
Federal R egister. Although the regula
tions are proposed in a single, compre
hensive document* the Commissioner 
may issue them as final regulations either 
as one document or as several documents 
published at different times. The latter 
course will permit regulations about 
which there is little controversy, or that 
are essential to the efficient functioning 
of the agency, to be put into effect with
out unnecessary delay.

This notice proposes administrative 
practices and procedures governing ac
tivities of the Food and Drug Adminis
tration. It includes the procedures under 
which citizen petitions would be sub
mitted to and considered by the agency, 
the justification for and conduct of for
mal evidentiary public hearings, public 
hearings -before a Public Board of In
quiry, public hearings before a public 
advisory committee, public hearings be
fore the Commissioner, regulatory hear
ings before the Food and Drug Adminis
tration, and standards of conduct and 
conflicts of interest. It would amend ex
isting agency regulations to conform 
them to the proposed regulations govern
ing practices and procedures.

The present administrative practices 
and procedures of the Food and Drug
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Administration are largely uncodified 
and, to the extent that they are included 
in existing regulations, are spread 
throughout numerous sections in the 
Code of Federal Regulations and in 
agency manuals. Many of these prac
tices and procedures have been developed 
over the years on an ad hoc basis, to 
meet immediate needs, without sys
tematically integrating them into the 
agency’s overall practices and proce
dures. Many of the agency’s practices 
and procedures have not been written 
down in any manual or regulation. Ac
cordingly, the Commissioner of Food and 
Drugs has concluded that a thorough 
review of agency practices and proce
dures should be undertaken, and that 
comprehensive regulations should be 
adopted to codify existing requirements, 
establish new requirements where none 
currently exist, and conform present reg
ulations so that practices and procedures 
will be applied consistently throughout 
the agency. This notice of proposed rule 
making reflects the continuing efforts of 
the Food and Drug Administration on 
this project for more than a year.

The Commissioner notes that this no
tice proposes regulations dealing with 
administrative practices and procedures 
exclusive of regulatory enforcement ac
tivities. The Food and Drug Administra
tion is presently at work codifying the 
agency’s enforcement practices and pro
cedures, which will include regulations 
relating to imports, criminal prosecution 
(including both the use of citations un
der section 305 and the criteria for rec
ommending criminal prosecution), recall 
and detention of products, publicity, reg
ulatory letters, and related matters. 
These regulations will be published in 
the F ederal R egister in the future.

A dministrative P ractices - and
P rocedures (P art 2)

The Commissioner has concluded that 
Part 2 of Title 21 of the Code of Federal 
Regulations should be set aside to con
tain all regulations governing Food and 
Drug Administration administrative 
practices and procedures. Accordingly, 
under this proposal, the existing pro
visions in Subparts H and M of Part 2, 
relating to delegations of authority and 
organization of the Food ana Drug Ad
ministration, would be transferred to a 
new Part 5. The provisions relating to 
formal evidentiary public hearings in 
present Subpart F of Part 2 are sub
stantially out of date, and would be re
voked and superseded by the new regu
lations in Subpart B of Part 2.

G eneral (Subpart A)
Subpart A of proposed Part 2 would 

encompass all of the general provisions 
relating to the agency’s practices and 
procedures. The Commissioner antici
pates that, as additional agency policy 
is established with regard to general 
practices and procedures, it would be 
added in the form of new sections in 
this subpart.

SCOPE (§2 .1 )
Subpart A of proposed Part 2 deals 

with a number of provisions that have 
general applicability throughout the 
agency. It contains, for example, uni
form requirements with respect to all in
formation filed with the Hearing Clerk, 
and a standard form for petitions to be 
filed with the Hearing Clerk. The Com
missioner recognizes, however, that 
specific provisions in other subparts of 
Part 2, or in other sections of Title 21 of 
the Code of Federal Regulations, state 
different requirements applicable to a 
particular matter. Thus, the form for a 
new drug application (NDA) in 
§ 314.1(c) (2) would of course remain ap
plicable, as would all of the other specific 
forms and formats specified throughout 
present agency regulations. NDA’s would 
continue to be submitted to the Bureau 
of Drugs as provided in § 314.1 (c ), a food 
additive ‘ petition would continue to be 
submitted to the Bureau of Foods as 
provided in § 121.51(c), and other forms 
would be submitted as provided in cur
rent agency regulations. In summary, all 
information submitted to the Hearing 
Clerk would have to comply with the re
quirements specified in new § 2.5, ex
cept to the extent that other specific 
sections in existing regulations contained 
different requirements that are incon
sistent with the provisions of new § 2.5. 
Thus, new general requirements would be 
established that would apply consistently 
and uniformly throughout the agency, 
except to the extent that they are ex

plicitly overridden by specific provisions 
in other sections.

DEFINITIONS (§ 2.3)
Proposed § 2.3 contains uniform defi

nitions for use throughout all of Part 2. 
Some of the more important definitions 
are as follows:

The proposed definitions clearly dis
tinguish between a “party” to 'and a 
“participant” in a formal evidentiary 
public hearing or a Board of Inquiry. A 
“party” is any person who has exercised 
the right to request a hearing and as a 
result of whose action a hearing has 
been granted. A “participant” means any 
person who wishes to participate in any 
proceeding, including the parties and 
other interested persons. The bureau of 
the Food and Drug Administration re
sponsible for the matter involved is 
always a party in any hearing.

The terms “interested person” and 
“ any person who will be adversely af
fected” are defined very broadly to mean 
any person who wishes to participate in 
any proceeding of the Food and Drug 
Administration. There is no requirement 
that such person exhibit any particular 
interest, or show any specific economic 
or other harm or other indicia of “stand
ing.” Since Food and Drug Administra
tion activities directly affect all members 
of the public, all members of the public 
who wish to participate are “interested 
persons” and “adversely affected” by 
definition. The courts have ruled that all 
citizens who wish to challenge agency 
actions affecting food and drugs are

“adversely affected” and thus may 
properly submit objections and otherwise 
participate in administrative proceed
ings where the statute requires such a 
showing. See Reade v. Ewing, 205 F. 2d 
630 (2d Cir. 1953).

The term “petition” is defined broadly 
to include any form of formal request for 
agency action, including petitions, 
applications, or other similar documents. 
It does not include routine corre
spondence which does not purport to 
meet the requirements for a petition pro
posed in § 2.6(a) of the regulations.

The proposed definitions distinguish 
between a “regulation” and an “order,”, 
for purposes of application of the re
quirements of the Administrative Pro
cedure Act. Regulations are agency 
rules of general or particular applicabil
ity and future effect that are issued in 
the F ederal R egister and codified in the 
Code of Federal Regulations. A regula
tion may state either a legal requirement 
or a recommendation of the Food and 
Drug Administration. Orders mean final 
agency disposition of an administrative 
proceeding other than by the issuance of 
a regulation, including the issuance or 
revocation of product licenses.

A “meeting” is defined to include any 
oral discussion, whether by telephone or 
in person.

“Administrative action” includes every 
form and kind of act, including the re
fusal or failure to act, involved in the 
implementation of the laws administered 
by the Commissioner. The referral of ap
parent violations to United States attor
neys for the institution of criminal and 
civil proceedings, including any enforce
ment activity in preparation for or inci
dental to such referral, is specifically 
excluded from this definition, however, 
since such enforcement action is solely 
within the discretion of the Commis
sioner and is not subject to petitions or 
other action by interested persons out
side the agency. Thus, such compliance 
activity as factory inspection, requests 
for samples, section -305 citations, and 
similar matters related to the agency’s 
law enforcement role are not included in 
this definition.

SUMMARY OF PROCEDURES (§ 2.4)
Many interested persons have com

plained that it is difficult to know and 
understand all of the administrative pro
cedures utilized by the Food and Drug 
Administration. The Commissioner rec
ognizes that public understanding of 
agency procedures is essential to encour
age and facilitate public participation in 
all agency activities. Accordingly, § 2.4 of 
the regulations would require prepara

tion  and broad dissemination of sum
maries of agency procedures, perhaps in 
pamphlet form, in terms that will be 
readily understood and usable by the lay 
public.
SUBMISSION OF DOCUMENTS TO HEARING

CLERK; COMPUTATION OF TIME; AVAIL
ABILITY FOR PUBLIC DISCLOSURE (§2 .5 4 )
Proposed § 2.5 contains new uniform 

requirements for submission of all docu
ments to the Hearing Clerk, except where

FEDERAL REGISTER, VOL. 40, NO. 171— WEDNESDAY, SEPTEMBER 3, 1975



40684 PROPOSED RULES

other provisions in agency regulations 
specify different requirements,

Under proposed § 2.5, submissions 
would have to be filed in quintuplicate, 
except for comments filed by individuals, 
and would have to include all data and 
information referred to or in any way re
lied upon unless the material has been 
previously submitted as part of the ad
ministrative file in the same proceeding,
e.g., a petition for reconsideration may 
refer to the previously established ad
ministrative record without reproduc
ing any portion of it. All such documents 
would be considered as submitted on the 
date on which they are postmarked or 
delivered in person during regular busi
ness hours, unless an applicable regula
tion or F ederal R egister notice specifies 
otherwise. Actual copies of all documents 
to which reference is made are needed 
because of the Commissioner’s experi
ence that they are frequently hard to 
locate. Documents in a foreign language 
would have to be translated to avoid sub
stantial agency resources being devoted 
to such translation and delay necessi
tated by obtaining translation.

Submission would have to be signed by 
the person making the submission or by 
an attorney or other authorized repre
sentative. An attorney or other author
ized representative could, of course, sub
mit comments or other documents in his 
own name, without revealing that he is 
acting on behalf of a client. If a submis
sion revealed that an attorney or repre
sentative were not acting on his own be
half, there would have to be documenta
tion verifying his authority to act in a 
representative capacity.

The Commissioner advises that the 
Food and Drug Administration will re
quire rigid adherence to these proposed 
requirements. Failure to comply with the 
requirements of §, 2.5, or any other ap
plicable requirements for format and 
content in these proposed regulations,
e.g„ § 2.112 relating to objections and re
quests for hearing, would result in rejec
tion of the submission for filing or, if 
it has been filed, in exclusion from con
sideration of any portion of the submis
sion which fails to comply. The courts 
have held that administrative agencies 
may properly reject a filing when it is 
deficient in form. See, e.g.. Municipal 
ligh t Boards v. Federal Power Comm’n., 
450 F. 2d 1341,1345-1346 CD.C. Cir. 1971), 
cert, denied, 405 U.S. 989 (1972). ;

The Commissioner recognizes that it 
will be difficult for the Hearing Clerk to 
determine compliance by the hundreds 
of thousands of submissions made year
ly to the Food and Drug Administration 
with ah of the technical requirements of 
these proposed regulations. The appro
priate bureau, the Chief Counsel, and the 
Associate Commissioner for Compliance 
could be called upon by the Hearing 
Cfierk to advise as to whether a particular 
submission should be filed. It is antici
pated that some submissions which did 
not comply might erroneously be filed. 
Accordingly, the proposed regulations 
provide that acceptance for filing does 
not mean or imply that a document in 
fact meets all applicable requirements of 
the regulations.

Under some Food and Drug Adminis
tration regulations, acceptance for fil
ing means that the agency has deter
mined that a petition contains reason
able grounds for the action requested and 
that the action requested is in accord
ance with the law. In view of the fact 
that the Hearing Clerk is not in a posi
tion to make these determinations, the 
proposed regulations would explicitly 
provide that acceptance for filing of any 
document by the Hearing Clerk does not 
mean or imply anything with respect to 
the merits of the request.

Because the office of the Hearing 
Clerk is located in Rockville, MD, it is 
sometimes inconvenient to deliver a sub
mission which is required to be received 
by the Hearing Clerk on a specific date. 
Accordingly, any document delivered to 
Rm. 6819 of the Food and Drug Admin
istration downtown headquarters build
ing at 200 C Street, SW., Washington, 
DC, would be considered as having been 
received by the Hearing Clerk on the date 
on which it is logged in at that office. 
The Commissioner emphasizes that this 
provision would apply only to documents 
that are required to be received by the 
Hearing Clerk by a specific date, and not 
to documents that are required to be 
mailed to the Hearing Clerk by a specific 
date.

All submissions to the Hearing Clerk 
constitute a representation that, to the 
knowledge and belief o f the person mak
ing the submission, the statements made 
are true and accurate. The False Re
ports to the Government Act, 18 U.S.C. 
1091, provides that a willfully false state
ment in any submission of this type is 
a felony. All submissions would be re
quired to be signed by the person making 
the submission, and that individual 
would therefore be subject to this provi
sion of the law.

Proposed § 2.5 (j) governs the avail
ability for public examination and copy
ing of all submissions to the Hearing 
Clerk. Thus, it would apply to such mat
ters as petitions and comments on peti
tions, and also to all evidence and plead
ings submitted to the Hearing Clerk in 
the course of a formal evidentiary public- 
hearing pursuant to Subpart B of Part 
2, a public hearing before a Public Board 
of Inquiry pursuant to Subpart C, a pub
lic hearing before the Commissioner pur
suant to Subpart Ë, or any alternative 
form o f public hearing used pursuant to 
§ 2.117 in lieu o f a formal evidentiary 
public hearing. It would not apply to a 
public hearing before a public advisory 
committee pursuant to Subpart D except 
when it is being used pursuant to § 2,117 
or to a regulatory hearing before the 
Food and Drug Administration pursuant 
to Subpart F, however, because those 
two subparts would not provide for sub
mission of material to the Hearing Clerk. 
Accordingly, separate provisions in 
§ § 2.316 and 2.514 would govern examina
tion of the administrative record of a 
public hearing before a public advisory 
committee and a regulatory hearing be
fore the Food and Drug Administration.

Proposed § 2.5( j) would divide submis
sions to the Hearing Clerk into three 
categories: those that may be seen and

copied by the public, those that may be 
seen but not copied by the public, and 
those that may be neither seen nor copied 
by the public .

The Commissioner concludes that all 
petitions and _ comments thereon sub
mitted to the Hearing Clerk should be 
available for public review and copying. 
These involve public procedures, and any 
action to be taken must be justified by 
the Commissioner to the public. For ex
ample, the Commissioner must publicly 
explain his action in accepting or reject
ing any comment on a proposed regula
tion. Accordingly, under the proposed 
regulations, material which any person 
did not wish to become available to the 
public should not be submitted to the 
Hearing Clerk with a petition or com
ment. Of course, since NDA’s, NADA’s, 
and applications for biologies licenses are 
submitted directly to the bureaus and not 
to the Hearing Clerk, their availability 
for public disclosure would be governed 
by the provisions on public information 
in Part 4 and the regulations referenced 
therein, and not by the provisions of 
§ 2 .5(j). ■;

The Commissioner is of the opinion 
that the type of issue which is likely to 
be considered at a public hearing before 
the Commissioner pursuant to Subpart E 
of Part 2 would be very similar to the 
type of issue likely to be considered in 
petitions and comments. Such a hearing 
would involve policy issues, not technical 
issues of the kind that will require sub
mission and detailed consideration of 
trade secret material. For example, any 
valuable safety and effectiveness data 
relevant to such a hearing could be dis
cussed in summary form without submit
ting the full reports in a way that would 
destroy their commercial value. Accord
ingly, all material submitted by any per
son at a public hearing before the Com
missioner pursuant to Subpart E would 
also be fully available to the public.

The only exception to this would be 
when a public hearing before the Com
missioner were being used pursuant to 
§ 2.117 in lieu of a formal evidentiary 
public hearing. In that situation the 
same rules on examination and copying 
of the administrative record would apply 
as would apply if it were held pursuant 
to Subpart B, i.e., § 2.5(j) (2) and (3) 
would be applicable. The Commissioner 
concludes that the same disclosure rules 
should apply to all alternative forms of 
public hearing used under § 2.117.

Objections and requests for hearing 
filed pursuant to Subpart B, and material 
submitted at either a formal evidentiary 
public hearing or a public hearing before 
a Public Board of Inquiry, would also be 
fully available to the public except to the 
extent prohibited hy the provisions in 
§ 2.5(j) C2) and (3), discussed below, 
which limit public access tq particular 
types of material. The Commissioner is of 
the opinion that public proceedings of 
any type should be held on the basis of 
publicly available data and information 
wherever possible. Unless this is true, 
participants in the proceeding hiay not 
be in a position to review and evaluate 
all relevant information, and thus to par
ticipate in such proceedings in a mean-
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ingful way. Accordingly, the Commis
sioner proposes that all data and infor
mation submitted to the Hearing Clerk 
relating to such proceedings should be 
available for examination and copying 
by the public, with only very limited 
exceptions.

The exceptions to the general rule for 
public disclosure of material submitted to 
the Hearing Clerk are proposed in § 2.5
(j) (2) and (3), and relate solely to data 
and information which constitute trade 
secrets or which represent a clearly Un
warranted invasion of personal privacy.

With respect to data and information 
involving personal privacy, the Commis
sioner has previously stated in paragraph 
127 of the preamble to the public infor
mation regulations promulgated in the 
F ederal R egister of December 24, 1974 
(39 FR 44602) that the right to privacy 
is a fundamental principle of law and 
ethics. Accordingly, §§4.63 and 4.82 
would prohibit discretionary release of 
any information that falls within the 
personal privacy exemption to the Free
dom o f Information Act. That policy is 
fully reflected in § 2.5(j) (3) . which would 
similarly prohibit public disclosure of 
material submitted to the Hearing Clerk 
which contains data and information of 
a privacy nature, e.g., names of medical 
patients. The Commissioner anticipates 
that the prohibition against submission 
of such material to the Hearing Clerk in 
§ 2.5(c) (4) would prevent its submission. 
If it is submitted and filed, however, it 
would not be available for public disclo
sure.

With respect to data and information 
which constitute trade secrets and con
fidential commercial or financial infor
mation, the agency’s public information 
regulations published on December 24, 
1974 reflect detailed consideration of the 
application of the provisions of 21 U.S.C. 
331 (j) and 18 U.S.C. 1905, which need not 
be repeated here. Those regulations 
clearly distinguish between material 
which provides a competitive advantage 
because it is needed for submission to the 
Food and Drug Administration by each 
person who wishes to Obtain approval for 
marketing of a particular product (safety 
and effectiveness data) and material 
which, if known to any competitor, 
could be put to use directly by that com
petitor in his business activity (manu
facturing and quality control procedures, 
production ^ând sales data, quantitative 
and semiquantitative formulas, and de
sign and construction information). The 
former have an indirect competitive 
effect, and the latter have a direct com
petitive effect. Accordingly, slightly dif
ferent rules were adopted in the provi
sions of Part 4 and the regulations refer
enced therein with respect to these two 
different categories of material.

The Commissioner is of the opinion 
that the same distinction should be re
flected in the provisions of proposed 
§ 2.5(j) (2) and (3) with respect to public 
disclosure of material filed with the 
Hearing Clerk. Data and information 
relating to safety and effectiveness, 
which of course necessarily reveal the 
protocols involved, would be placed on

public display in the office of the Hear
ing Clerk but would not be available for 
copying. In contrast, data and informa
tion relating to such trade secrets as 
manufacturing processes and quantita
tive formulas would not be available 
either for examination or for copying by 
the public. Of course, any data and in
formation which are available for public 
disclosure pursuant to Part 4 and the 
regulations referenced therein would be 
available for public examination and 
copying pursuant to proposed § 2.5(j) (1) 
and would hot be subject to the limita
tions set out in proposed § 2.5(j) (2) or
(3).

Thus, the provisions in proposed § 2.5
(j) (2) relating to limited availability of 
safety and effectiveness information 
would apply only to new drugs and new 
animal drugs. Safety and effectiveness 
data relating to food additives, antibio
tics, and biologies would be available for 
public disclosure pursuant to the public 
information regulations promulgated on 
December 24,1974.

In accordance with the provisions of 
Part 4 and the regulations referenced 
therein, a summary of secret safety and 
effectiveness data is itself not secret, be
cause no NDA or NADA can properly be 
approved on the basis of such a sum
mary. Moreover, the public information 
regulations promulgated on December 
24, 1974, provide that the Food and Drug 
Administration will release, for every 
NDA or NADA, a summary of the safety 
and effectiveness data on the basis of 
which the approval was made. Accord
ingly, any hearing which concerns the 
safety or effectiveness of a new drug or 
new animal drug would permit full public 
participation, since any participant 
would be able to obtain a copy of the 
summary of all of the relevant data and 
information and would then be able to 
check that summary against the full re
ports of the data and information con
tained in the office of the Hearing Clerk.

At the same time, providing the full 
reports only in the office of the Hearing 
Clerk, and prohibiting their copying or, 
if they should be copied, subsequent sub
mission to the Food and Drug Adminis
tration in support of any petition or ap
plication, would protect their commercial 
value to the maximum extent that is 
consistent with a public hearing. The 
Commissioner notes that the trade secret 
status of this type of data and informa
tion consists not in actual knowledge of 
the content of the reports, but in their 
availability for submission to the agency 
to support an NDA or NADA. By pre
cluding such submission, the commercial 
value of this material would be preserved.

The Commissioner is unaware of any 
formal evidentiary public hearing on an 
NDA or NADA conducted by the Food 
and Drug Administration since 1938 in 
which manufacturing processes and sim
ilar information were relevant. All such 
hearings have related to issues of safety 
and effectiveness. Under the provisions 
of proposed Subpart B, only the relevant 
portions Of the NDA or NADA would be 
submitted to the Hearing Clerk, and the 
irrelevant portions would not become a

part of the administrative record. Ac
cordingly, it is highly probable that, in 
practice, all participants in virtually all 
future hearings would have access to all 
of the data and information needed for 
meaningful participation. It would only 
be the rare instance where, in order to 
protect valid trade secrets, relevant in
formation could not be made available 
to all participants.

In order to reduce the possibility of 
damage to commercial interests, proposed 
§ 2.5(j) (2) provides that safety and ef
fectiveness data and information which 
constitute trade secrets would be avail
able for public examination only as long 
as is necessary for participation in a 
hearing and any subsequent judicial 
review.

The Commissioner notes that the pro
visions of proposed § 2.5(j) (2) represent 
a compromise between the need for pub
lic availability of information relevant to 
a public hearing, and the need for pro
tection of trade secrets. Greater access 
to the data and information involved 
would be provided than is the situation 
where no public hearing is held, but less 
access would be provided than for data 
and information which do not constitute 
trade secrets. The Commissioner con
cludes that this resolution of the matter 
is consistent with applicable statutes and 
is in the public interest.

The Commissioner realizes that, in 
some instances, it would be a hardship 
to require that a participant in a pro
ceeding, who is located elsewhere in the 
country, come to the Hearing Clerk’s 
office in Rockville, MD, to review data 
and information that are available for 
examination in the Hearing Clerk’s of
fice but not for copying. Where this would 
occur, the Commissioner would entertain 
a petition requesting that the data and 
information involved be sent to the near
est Food and Drug Administration Dis
trict Office, where they might be exam
ined by the participant.

The Commissioner emphasizes that the 
provisions in proposed § 2.5(j) will be 
strictly followed. If a person submitted 
comments on a regulation and marked 
some of the attachments as “confiden
tial,” those attachments would be placed 
on public display in accordance with the 
provisions of proposed §§2 .5 (j)(l) and 
4.27 without consultation with the person 
who submitted the information.

In some proceedings, the proposed reg
ulations would require the Food and Drug 
Administration to file the prior adminis
trative record, which would Include the 
relevant portions of an NDA or NADA. 
In performing this function, the Food 
and Drug Administration could either re
quest that the holder of the NDA or 
NADA review and make an initial desig
nation of those portions for which full 
public access is not warranted, pursuant 
to proposed § 2.5(j) (2) or (3), after 
which the agency could make its final 
determination on the matter; or the 
agency could itself make a determination 
and then consult with the holder of the 
NDA or NADA on any close questions 
pursuant to the provisions of § 4.45.
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INITIATION OP ADMINISTRATIVE 
PROCEEDINGS (§2 .6 )

Proposed § 2.6 would recognize that an 
administrative proceeding may be ini
tiated in any of three ways*. On the 
initiative of an interested person outside 
the agency, on the agency’s initiative, or 
at the request of a court.

The Supreme Court has held, in the 
four decisions it handed down on June 18, 
1973, relating to the agency’s regula
tion of new drugs, that the Food and 
Drug Administration has primary juris
diction to' make the initial adminis
trative determination on issues within 
its statutory mandate: “A decision that 
FDA lacks authority to determine in its 
own proceedings the coverage of the Act 
it administers, subject of course to judi
cial review, would seriously impair FDA's 
ability to discharge the responsibility 
placed on it by Congress/* Ciba Corp. v. 
Weinberger, 412 U.S. 640, 643 (1973). Ac
cordingly, proposed § 2.6(b) would pro
vide that the agency will request a court 
to dismiss, or to hold in abeyance its 
determination of, or to refer to the 
agency for administrative determina
tion, any issue within the agency’s jur
isdiction which has not previously been 
determined by the agency or which, if it 
has previously been so determined, the 
agency concludes should be reconsidered 
and subject to a new administrative de
termination.

CITIZEN PETITION (§ 2.7)
The Administrative Procedure Act, 5 

U.S.C. 553(d), provides that every agency 
shall accord any interested person the 
right to petition for the issuance, amend
ment, or repeal of a rule. Even more 
fundamental, the First Amendment to 
the Constitution explicitly recognizes the 
right of the people to petition the gov
ernment for a redress of grievances. Ac
cordingly, preposed § 2.7 provides that 
any person may submit to the agency a 
citizen petition requesting the Commis
sioner to issue, amend, or revoke a -regu
lation or order to take or refrain from 
taking any other form of administrative 
action.

Under proposed § 2.7 the citizen peti
tion is intended to cover every form of 
agency administrative activity, includ
ing a refusal to act. It may relate to fac
tual, policy, or legal issues. The proposed 
regulation does not set out all of the pos
sible activities involved because it is in
tended to be all-inclusive and any such 
list would necessarily be incomplete. It 
would not cover, however, referral. o$ 
matters to United States attorneys for 
enforcement action in the courts and 
related regulatory activity.

In the past, there has been no form or 
other procedural requirements relating 
to a citizen petition. This has resulted in 
confusion and uncertainty on the part of 
those who wish to petition the agency 
on a particular matter, as well as on the 
part o f those In the agency who have re
ceived various forms of requests and 
have been unable to determine how they 
should be handled.

The provisions of proposed § 2.7 would 
not apply to routine correspondence.

Where members of the public address 
letters to the Food and Drug Adminis
tration making informal requests or sug
gestions, they would be handled in the 
same way as other correspondence rather 
than as petitions under proposed § 2.7. 
For example, anyone could send a letter 
to the agency suggesting particular ac
tion which, if the agency then pursued 
the matter on its own initiative, would 
obviate filing a petition pursuant to pro
posed § 2.7. Denial of an informal re
quest or suggestion encompassed in rou
tine correspondence would not be suf
ficient, however, to constitute final 
agency action and to invoke the right to 
judicial review of administrative aetion 
as set out in proposed § 2.11. Only those 
matters specifically raised in a formal 
petition submitted pursuant to proposed 
§ 2.7 would require a formal response 
by the Commissioner which constituted 
final agency action subject to such court 
review. v

Proposed § 2.7 would therefore in no 
way impede the normal flow of informal 
and routine correspondence by the 
agency, on the basis of which most of its 
daily work is accomplished. Rather, § 2.7 
would be reserved for those specific mat
ters where, perhaps after informal dis
cussion and correspondence, a member of 
the public concludes that a formal pro
ceeding should be initiated to resolve 
a particular'matter. Thus, the agency 
would easily be able to distinguish be
tween informal discussion and formal 
petitions in a way that has not previously 
been possible.

The petition would have to include the 
action requested, a statement of grounds, 
and the environmental impact, if any, 
of the action requested. In addition to 
including all data, information, and 
views on which the petition relies, it 
would also have to include representa
tive data and information known to the 
petitioner that are unfavorable to the 
petition. The Commissioner has found, 
in reviewing petitions submitted in, the 
past, that adverse or unfavorable infor
mation is omitted and ignored, thus re
sulting in a very unbalanced and mis
leading presentation. It is for this rea
son that, in recent regulations, the Com
missioner has required submission of rep
resentative unfavorable information in 
order to provide a more balanced and 
reasonable presentation, e.g., § 328.30(c) 
18 relating to submission of data and in
formation on in vitro diagnostic products 
in connection with the development of a 
standard. Without such a requirement, a 
person submitting a petition could pre
sent only one side of the story and thus 
mislead both the Food and Drug Admin
istration and the public as to the true 
situation. This provision would prevent, 
for example, a manufacturer from sub
mitting only data showing the safety 
and utility of an ingredient or product, 
or a consumer advocate from submitting 
data showing only the hazards from an 
ingredient or product. In both instances, 
a balanced presentation, showing repre
sentative data on both sides of an issue, 
would be required. The failure to include 
such data and information would con

stitute a violation of the False Reports 
to the Government Act, 18 U.S.C. 1001.

Any petition which appears to meet 
the requirements set out in this proposed 
regulation would be filed by the Hearing 
Clerk and handled in accordance with 
the provisions of this regulation. A dock
et number would be assigned to each pe
tition (or to related petitions) which 
would be used to identify the adminis
trative file established by the Hearing 
Clerk for all submissions relating to that 
petition.

The Commissioner on occasion re
ceives petitions on which others wish to 
comment before the Commissioner takes 
action. The proposed regulation would 
provide that such comments may be sub
mitted to the Hearing Clerk and would 
be included as part of the administrative 
file.

The Commissioner would review and 
riile upon every petition as soon as possi
ble, taking into consideration the agency 
resources, the priority assigned to the 
matter, and time requirements estab
lished by statute. Perhaps the greatest 
problem facing the Food and Drug Ad
ministration today is the scarcity o f re
sources to deal with petitions and other 
similar requests. Quite frequently, a lack 
of resources, and the high priority nec
essarily given to health-related matters, 
requires that important but lower prior
ity matters be deferred for a substantial 
period of time. It is evident that not all 
petitions can be handled in a short pe
riod o f time, simply because of the lack 
of resources available. Thus the Com
missioner anticipates that, in a signifi
cant number of instances, petitions with 
a relatively low priority would not be 
acted upon promptly.

An apparent delay in responding to a 
petition might also result from  the fact 
that the agency is in the process of tak
ing action of the type sought in the peti
tion, but has not reached the point of 
implementation. To grant the relief 
sought jn the petition in such instances 
would be premature; to deny the peti
tion would constitute final administra
tive action possibly triggering the unnec
essary initiation of judicial review fey 
the petitioner. A delay in ruling on the 
petition would be prudent in such in
stances.

A determination with respect to the 
priority to be assigned to any particular 
petition or other matter must of neces
sity be within the discretion of the Com
missioner, who is charged with the re
sponsibility for implementing all provi
sions of the laws subject to his jurisdic
tion. . .

A petitioner could supplement or 
umend his petition at any time, and 
could withdraw it without agency ap
proval at any time before the Commis
sioner rules on it.

The decision of the Commissioner on a 
petition would have to be in writing and 
would have to be sent to the petitioner as 
well as placed in the public administra
tive file in the office of the Hearing Clerk. 
The Commissioner has inherent discre
tionary power to set any reasonable ef
fective date relating to any decision re
sulting from a citizen petition.
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In reviewing the matter and making 
his decision, the Commissioner could, in 
his discretion, utilize any of a wide va
riety of optional procedures specified in 
the proposed regulation.

The record of the administrative pro
ceeding would be specified in proposed 
§2.7(i). Under proposed §2 .7(j), that 
administrative record would constitute 
the exclusive basis for the Commission
er’s decision. Accordingly, any subse
quent judicial review would be based 
solely upon that administrative record 
and the Commissioner’s decision. If the 
Commissioner or any interested person 
wished to rely upon other data or infor
mation not included in the administra
tive record, the new information would 
have to be submitted with a new peti
tion seeking to modify the decision.

The Hearing Clerk would be required 
to maintain a chronological list of all 
petitions filed pursuant to this section, 
including all requests for advisory opin
ions pursuant to proposed § 2.19, show
ing the docket number, the date of filing, 
the name of the petitioner, and the sub
ject matter involved. This list would ex
clude petitions submitted elsewhere in 
the agency pursuant to proposed § 2.6(a)
(1) . Those other petitions would be listed 
in the list of regulations prepared pur
suant to proposed § 2.10(i) or in other 
lists, e.g., the list of approved NDA’s 
available pursuant to § 4.117(a) (1) of 
the newly-promulgated public informa
tion regulations published in the F ederal 
R egister of December 24, 1974 (39 FR 
44602)-.

ADMINISTRATIVE RECONSIDERATION OF 
ACTION (§ 2.8)

Proposed § 2.8(a) would recognize the 
inherent right of any administrative offi
cial to reopen and reconsider any matter, 
at any time, on his own initiative or on 
the petition of any interested person, for 
any reason whatever. This principle has 
long been recognized by the courts. See, 
e.g., United States v. Pierce Auto Freight 
Lines, Inc., 327 U.S. 515, 534-535 (1946) ; 
Interstate Commerce Comm’n. v. Jersey 
City, 322 U.S. 503, 517-518 (1944) ; Amer
ican Chain & Cable Co. v. F.T.C., 142 F. 
2d 909, 911 (4th Cir. 1944); and Cia 
Mexicana De Gas v. Federal Power 
Comm’n., 167 F. 2d 804, 806-807 (5th Cir. 
1948).

Proposed § 2.8(b) contains a specific 
form for use by any interested person 
who wishes to request reconsideration by 
the Commissioner of any part or all of a 
decision rendered on the basis of a peti
tion submitted pursuant to proposed § 2.6
(a), i.e., either in the form specified in 
proposed § 2.7(b) or in a form specified in 
any other applicable section in Food and 
Drug Administration regulations. A peti
tion for reconsideration would be limited 
to the administrative record on which 
the Commissioner made his decision, and 
would have to be filed within 30 days 
after the date of the decision involved 
and before legal action is brought in the 
courts to review such action. A petition 
for reconsideration submitted later than 
30 days after the date of decision would

have to be denied as untimely. The Com
missioner proposes that a strict time 
limit of 30 days should be established for 
such a petition, as well as for a petition 
for an administrative stay of action pur
suant to proposed § 2.9, in order to make 
certain that such matters are settled 
promptly. Although filing such petitions 
would not operate to delay any adminis
trative action, the uncertainty that would 
be generated by permitting such petitions 
a t any point in time would undermine 
effective implementation of the act.

A petition for reconsideratioh would be 
limited to those situations involving re
consideration of a matter arising out of 
a petition submitted pursuant to pro
posed § 2.6(a). The Commissioner is of 
the opinion that, although he could, and 
in many instances would, reconsider 
other matters on his own initiative or at 
the request of an interested person, a 
formal petition for reconsideration 
should be limited to those situations in 
which a well-defined administrative rec
ord delineates the data and information 
on which a decision is reached, and where 
the decision is in writing. In the future, 
this would cover all matters where inter
ested persons have formally requested 
action of the Commissioner, since all 
such formal requests would have to be the 
subject of a petition filed pursuant to 
§ 2.6(a). Formal reconsideration of any 
other action would have to be initiated 
in the form of a petition pursuant to § 2.7, 
so that an appropriate administrative 
record could be delineated and consid
ered. This procedure would be utilized, 
for example, where the Commissioner 
took action on his own initiative rather 
than pursuant to a petition, and thus the 
formal administrative record of the type 
specified in proposed § 2.7 could not yet 
be designated and ready for reconsidera
tion.

The Commissioner has broad discre
tion in determining whether he should 
reconsider a matter as a result of a peti
tion for reconsideration. If he concluded 
that a matter should be reconsidered, he 
would be required promptly to review the 
merits of the matter and reaffirm, mod
ify, or overrule his prior decision. His 
decision on reconsideration, like his ini
tial decision, would be made in writing, 
sent to the petitioner, and filed with the 
Hearing Clerk. In the event that recon
sideration is undertaken, all pertinent 
records would become part of the admin
istrative record of the proceeding.

ADMINISTRATIVE STAY OF ACTION (§ 2.9)
As proposed, § 2.9(a) would recognize 

the inherent authority of an administra
tive official to set and to stay or postpone 
the effective date of any administrative 
action on his own initiative, or on the 
petition of any interested person, for 
good cause. See, e.g., 5 U.S.C. 705 and 
N.L.R.B. V. Pool Mfg. Co., 339 U.S. 557, 
580-582 (1950) ; Moog Industries, Inc. v. 
Federal Trade Comm’n., 355 U.S. 411 
(1948) ; Niagara Mohawk Power Corp. v. 
Federal Power Comm’n., 379 F.2d 153, 
158-159 (D.C. Cir. 1967); 1 Davis, Ad
ministrative Law Treatise § 6.07 (1958 
ed.).

In contrast to the provisions govern
ing reconsideration of action, which 
would be limited to matters arising from 
petitions submitted pursuant to § 2.6(a), 
proposed § 2.9(b) would provide that an 
administrative stay of action may be re
quested with respect to any decision of 
the Commissioner. Such request for stay 
would have to be in the form specified 
in the regulations, and be submitted 
within 30 days after the date of the deci
sion involved. For any decision published 
in the F ederal R egister, the date of de
cision would be the date of such publica
tion.'A  request for postponement or ex
tension of the effective date of any regu
lation would have to be made by submit
ting a petition for a stay pursuant to 
this regulation. The record of the ad
ministrative proceeding with respect to 
any requested stay would become part of 
the total administrative proceeding re
lating to that matter.

For the same reasons that court en
forcement action would be excluded 
from the definition of administrative ac
tion and thus could not be the proper 
subject of a petition, it also could not be 
a proper subject of a petition for an ad
ministrative stay of action.

The proposed regulations would point 
out that the mere filing of a petition for 
a stay of action pursuant to this section 
would not, in itself, operate to stay or 
otherwise delay any administrative ac
tion by the Commissioner, including en
forcement action of any kind, unless the 
Commissioner, in his discretion, deter
mined that a stay or delay is in the public 
interest, or a statutory provision required 
a stay, or a court ordered a stay. Simi
larly, other procedural actions taken by 
an interested person in accordance with 
the proposed regulations, e.g., the filing 
of a petition or a request for advisory 
opinion or any other related action, 
would not stay or delay any administra
tive action to which it may relate. The 
Commissioner is charged with enforce
ment of important regulatory statutes 
vitally affecting the public health, and a 
determination as to when enforcement or 
other administrative action is appropri
ate must be subject to his discretionary 
determination, subject of course to judi
cial review.

The Commissioner could grant a stay 
or an extension of time for as short or 
as long a period of time as is justified un
der the circumstances. Such a stay could 
be for a specific time period, which can 
later be extended, or for an indefinite 
time period.

The Commissioner advises that adop
tion of a regulation itself would con
stitute a finding by the Commissioner 
that the regulation is in the public inter
est, and requires a substantial showing 
to justify a stay.
promulgation of  regulations for the

EFFICIENT ENFORCEMENT OF THE LAW
<§ 2 .1 0 )

The Commissioner’s general authority 
under section 701(a) of the Federal Food, 
Drug, and Cosmetic Act to promulgate 
regulations for the efficient enforcement 
of tiie act permits the establishment of
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any regulations which are "reasonably, 
related to the purposes o f the enabling 
legislation.” See Mourning v. Family 
Publications Services, Inc., 411 U.S. 356, 
369 (1973), and Thorpe v. Housing Au
thority of the City of Durham, 393 U.S. 
268, 280-281 (1969). All such regulations 
are subject to the procedural require
ments and exemptions for informal rule 
making set out in the Administrative 
Procedure Act, 5 U.S.C. 553.

In addition to the general rule mak
ing authority under section 701(a) of 
the act, section 701(e) and certain other 
sections of the act specify particular 
provisions of the law with respect to 
which Congress concluded that more de
tailed and formal procedural require
ments should be established. Those par
ticular provisions, which are specified 
in proposed § 2.12(c) (1) through (15), 
require rule making "on a record” and 
thus are subject to a formal evidentiary 
public hearing pursuant to the require
ments of 5 U.S.C. 556 and 557, as spelled 
out In the provisions contained in Sub
part B of Part 2 of the proposed regula
tions. As proposed, the provisions of 
§ 2.10 would therefore apply only to regu
lations not subject to the provisions of 
§ 2.12 except insofar as § 2.12 and Sub
part B incorporate by reference some of 
the general requirements of § 2.10.

Proposed § 2.10(b) spells out the proce
dure for the promulgation of regulations 
to implement the laws administered by 
the Commissioner.

Each notice of proposed rule making 
would have to contain in the first or sec
ond paragraph a general statement de
scribing the substance of the document 
in broad and simple terms, similar to the 
first paragraph of this notice proposing 
these new regulations. The Commissioner 
has received numerous requests that the 
agency include such a paragraph in all 
notices so that it can be reproduced and 
used by interested publications to de
scribe, in terms readily understood by the 
public, the scope an intended impact of 
the proposal.

Each proposed regulation would also 
contain a proposed effective date. Most 
proposals published in the past have not 
specified the proposed effective date, and 
thus interested persons who have sub
mitted comments have not had an op
portunity to express their views on this 
aspect of the matter.

Ordinarily, 60 days would be provided 
for comment on a proposal, although the 
Commissioner could reduce or extend 
this time period for good cause. Approxi
mately 3 years ago, the normal period for 
comment was extended from 30 days to 
60 days in order to provide sufficient time 
for comment on most proposals, and to 
avoid the constant requests for additional 
time for comment that were then preva
lent. Unfortunately, the Commissioner 
has found that many people do not take 
the stated time for'com m ent seriously, 
and instead wait until the last minute 
before beginning work on their submis
sion, with the belief that any request for 
extension will usually be granted. In the 
future, therefore, the Commissioner 
would deny requests for time extension

without an extremely persuasive showing 
of good cause. Extensions of time to com
ment would not routinely or ordinarily 
be granted.

Two types of time extension could be 
utilized, where justified. First, a short pe
riod of time, of less than 30 days, could 
be granted to one or more persons by 
letter or memorandum filed with the 
Hearing Clerk without the necessity of a 
published notice in the F ederal R egister. 
Second, any extension of time for com
ment of 30 days or longer would have to 
be the subject of a notice published in 
the F ederal R egister and would be ap
plicable to all interested persons.

Ordinarily, in accordance with pro
posed § 2.5, all comments would have to 
be submitted to the Hearing Clerk in 
quintuplicate. The Commissioner recog
nizes, however, that this ’would be a bur
den upon individual members of the pub
lic who usually submit comments by 
letter, without enclosing any copies. Ac
cordingly, individuals would have to sub
mit only one copy of their comments.

Any interested person could of course 
petition for the establishment of a regu
lation in accordance with proposed § 2.6
(a ). In the past, there have been no ex
plicit criteria for determining when the 
Commissioner will issue a proposal to be 
published in the F ederal R egister on the 
petition of an interested person. The pro
posed regulation spells out the criteria 
for making this discretionary determina
tion.

The Commissioner could, in his discre
tion, issue for publication two or more 
alternative proposals on the same subject 
to obtain comment on the different alter
natives. Where thé Commissioner did not 
have sufficient information to make a 
determination whether a proposal should 
be published, he could instead issue a 
notice stating.that the petition has been 
filed and requesting additional comment 
and information to determine whether a 
proposal is justified.

After the time for comment on a pro
posed regulation had expired, the Com
missioner would review the comments 
and terminate the proceeding, issue a 
new proposal, or promulgate a final regu
lation. Once again, the time within which 
this can be accomplished would be deter
mined according to the priority of the 
matter in relation to other matters pend
ing before the agency and the resources 
available to the agency for this type of 
work at that moment. No specific time 
period could be established with respect 
to this process because of the uncertain
ties involved.

The proposed regulations point out 
that the Commissioner’s decision must be 
based on the entire administrative rec
ord, and that the quality and persuasive
ness of the comments, rather than the 
number or length of comments, will de
termine the Commissioner’s conclusions 
on them. In the past, many persons have 
erroneously believed that the number of 
comments is in some way relevant to the 
Commissioner’s decision. As a result, on 
several occasions the Commissioner has 
been flooded with thouandsof form let
ters, each making the identical point, and

often in identical words. The Commis
sioner advises that such repetitive com
ments would be given no more weight 
than a single comment, and indeed that 
a single well-reasoned comment, relying 
upon sound data and information, would 
be given far greater weight than a large 
number of form letters which simply sup
port or oppose a proposal in conclusory 
terms.

The Commissioner notes that agency 
experience shows that most comments 
filed in response to a proposal oppose the 
proposal in whole or in part. Indeed, in 
many instances all comments will oppose 
the proposal. This is true because per
sons opposing a proposal are far more 
likely to respond to the invitation for 
comment than are persons who support 
it. It is therefore apparent that the num
ber of comments supporting or opposing 
a .proposal must be regarded as imma
terial to the Commissioner’s ultimate 
decison.

Under the Administrative Procedure 
Act, 5 U.S.C. 706, a final regulation will 
be upheld by a court unless it is found, 
in light of the administrative record 
before the Commissioner at the time he 
made his decision, to be arbitrary, ca
pricious, an abuse of discretion, or other
wise not in accordance with law. 
Accordingly, the Commissioner’s deter
mination with respect to the final regu
lation would have to rest upon all of the 
information in the administrative record, 
including both the data and information 
submitted with the comments and the 
data and information identified by the 
Commissioner as relevant to the matter. 
It is this administrative record, and only 
this record, on which the Commissioner 
would make his decision.

The Administrative Procedure Act, 5 
U.S.C. 553(c), requires that the agency 
incorporate in each regulation it promul
gates “a concise general statement” of 
the basis and purpose of the regulation. 
The courts bave held that, although the 
agency is not required to develop spe
cific and detailed findings and conclu
sions of the kind customarily associated 
with formal proceedings, it does require a 
sufficiently reasoned articulation of the 
administrative decision to permit mean
ingful judicial review. See, e.g., Federal 
Trade Comm’n. v. Sperry & Hutchison 
Co., 405 U.S. 233, 245-250 (1972); Se
curities & Exchange Comm’n. v. Chenery 
Corp., 318 U.S. 80, 87-95 (1943); Na
tional Nutritional Foods Ass’n. v. Wein
berger, F.2d (2d Cir. 1975) ; Consumers 
Union v. Consumer Product Safety 
Comm’n., 491 F.2d 810, 812 (2d Cir. 
1974) ; Kennecott Copper Corp. v. Envi
ronmental Protection Agency, 462 F.2d 
846, 850 (D.C. Cir. 1972) ; Environmental 
Defense Fund v. Ruckelshaus, 439 F.2d 
584, 597-598 (D.C. Cir. 1971) ; and Auto
motive Parts & Accessories Ass’n. v. Boyd, 
407 F.2d 330, 338 (D.C. Cir. 1968). The 
proposed regulations therefore would re
quire that the preamble to the final regu
lation summarize each type of comment 
received, state the Commissioner’s con
clusions with respect to it, and contain a 
thorough and comprehensible articula-
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tion for the Commissioner’s decision on 
each issue so raised.

The Administrative Procedure Act, 5 
Ü.S.C. 553(b), provides that regulations 
that are interpretive, or that relate to 
agency practices and procedures, may be 
published as final regulations without 
time for comment. Nevertheless, as a 
matter of policy, the Commissioner has 
concluded that ordinarily such regula
tions should be published with time for 
comment before they are adopted, with 
the exceptions discussed below. Thus, 
they would be handled in the same way 
as any other regulations. This is in ac
cordance with recent recommendations 
of the Administrative Conference of the 
United States, and codifies the practice 
of the Commissioner for the past 3 years.

On occasion, the Commissioner issues 
for publication in the F ederal R egister 
informational notices of interest to the 
regulated industry or the public, state
ments of legal interpretation, and mat
ters involving agency organization and 
delegations of authority. In accordance 
with the Administrative Procedure Act, 
these would be published without time 
for comment, since they are intended 
solely for informational purposes and are 
not the type of material on which public 
comment is relevant.

In accordance with the provisions of 
the Administrative Procedure Act, 5 
U.S.C. 553(b), the Commissioner could 
dispense with the requirements of notice 
and public procedure when he deter
mines for good cause that they are im
practicable, unnecessary, or contrary to 
the public interest. However, the pro
posed regulations provide that, whenever 
this procedure is used, the notice promul
gating the regulation would have to pro
vide an opportunity for submission of 
comments to determine whether the reg
ulation should subsequently be modified 
or repealed.

This procedure would assure both that 
regulations could be promulgated in final 
form where that is essential, and that 
even under those circumstances the 
policy of the Administrative Procedure 
Act and these proposed regulations of 
providing time for public comment would 
nonetheless be implemented. Moreover, 
in the event that a court should deter
mine that the regulation must first be 
published for comment, this defect would 
already have been cured by explicitly 
inviting comments and, by expediting 
consideration of those comments, the 
agency would be in a position to assure 
prompt promulgation of a final regula
tion.

The requirement that a regulation first 
be published as a proposal for comment 
would also be inapplicable to food addi
tive and color additive petitions and to 
new animal drug regulations. Food addi
tive and color additive petitions are sub
ject to a notice of filing rather than to a 
proposal, as provided in sections 409(b)
(5) and 706(d) (1) of the act, and new 
animal drug regulations are promulgated 
by notice pursuant to section 512(i) of 
the act.

The proposed regulations would pro
vide for a number of alternative optional

procedures that the Commissioner could, 
in his discretion, use in reviewing any 
proposed or final regulations. All of these 
procedures have been used by the agency 
on occasion in the past, and this provi
sion simply recognizes current practice.

The proposed regulations would specify 
the data and information which are in
cluded in the record of the administra
tive proceeding, and on which the Com
missioner must base his decision and any 
reviewing court must base its review. Any 
interested person who subsequently re
quested that new information be consid
ered by the Commissioner would have to 
submit it with a new petition to modify 
the final regulation.

The Hearing Clerk would be required 
to maintain a chronological list of all 
regulations proposed and promulgated 
pursuant to the provisions of this sec
tion and proposed § 2.12, which deals 
with regulations promulgated after an 
opportunity for a formal evidentiary 
hearing. The list would have to show the 
docket number, the name of the peti
tioner, if any, and the subject matter in
volved. This list would exclude those reg
ulations resulting from petitions filed 
and assigned a docket number pursuant 
to proposed § 2.7, which would appear 
separately on the list of petitions re
quired to be maintained pursuant to pro
posed § 2.7(1).

Thus, proposed § 2.10 sets out a com
prehensive procedure for issuance of the 
vast majority of the regulations promul
gated by the Food and Drug Administra
tion. For the most part, it would simply 
codify and unify current practice. In the 
future, all employees of the agency and 
all interested persons outside the agency 
would have available a consistent and 
fair procedure, in writing, for handling 
these matters.
COURT REVIEW OF FINAL ADMINISTRATIVE

actio n ; exhaustion  of administrative
REMEDIES (§2 .11 )
Once the Commissioner had promul

gated a final regulation pursuant to 
§ 2.10, it would be subject to judicial re
view in accordance with the Administra
tive Procedure Act, 5 U.S.C. 701 et seq., 
and, in many instances, the Declaratory 
Judgment Act, 28 U.S.C. 2201. All other 
forms of final administrative action 
taken by the Commissibner would also be 
subject to court review in this way, except 
for those that are solely within the Com
missioner’s discretion. Proposed § 2.11 
would establish the practices and proce
dures governing such judicial review of 
most actions. Actions subject to the pro
visions of proposed § 2.12 and Subpart B  
of Part 2 would, however, be governed by 
the provisions in Subpart B  and not by 
§ 2.11, since unique statutory require
ments apply to them.

As already noted, § 2.7 would establish 
a procedure by which any interested per
son could formally request action from 
the Commissioner. Accordingly, § 2.11(b) 
would provide that this administrative 
procedure must be exhausted before any 
person may properly seek relief in court 
with respect to a particular matter. If 
any person filed suit in court before ex

hausting his administrative remedies, the 
Commissioner would object to such court 
action and request its dismissal or refer
ral to the agency on the grounds of a 
failure to exhaust administrative reme
dies, the lack of final agency action, and 
the lack of an actual controversy.

An existing Food and Drug Admin
istration regulation is subject to judicial 
review under the Administrative Proce
dure Act, 5 U.S.C. 701 et seq., at any time 
by any interested person. If the regula
tion was promulgated some years ago, 
however, any person who concludes to 
challenge its legality might wish first to 
petition the Commissioner pursuant to 
proposed § 2.7 to amend or revoke the 
regulation. The Commissioner’s decision 
on that petition, as well as the regulation 
itself, would then be subject to judicial 
review in accordance with proposed 
§ 2. 11.

A request that the Commissioner stay 
any form of administrative action would 
first have to be directed to the Commis
sioner in accordance with the provisions 
of proposed § 2.9 before any request were 
made that a court stay such action. Pur
suant to § 2.9 (b) and (f), such adminis
trative relief would have to be requested 
within 30 days after the action involved 
were taken. If no such request were made 
within 30 days, any right to request such 
relief would be deemed to have been 
waived, and the Commissioner would ob
ject to any subsequent request for a 
judicial stay on the ground of a failure 
to exhaust administrative remedies.

The Commissioner recognizes the right 
of any interested person to seek Judi
cial review of any final agency admin
istrative action, in accordance with Ab
bott Laboratories v. Gardner, 387 U.S. 
136 (1967). Once a final agency decision 
has been made, it is the policy of the 
Food and Drug Administration not to 
interpose technical objections, such as a 
lack of standing, to the right of any in
terested person to seek court review. Of 
course a decision of the Commissioner to 
institute or not to institute civil or 
criminal enforcement action in the ¿ourts 
on a particular matter is not subject to 
judicial review because it is committed 
by the law solely to his discretion.

The matters handled by the Food and 
Drug Administration, governing the 
safety, effectiveness, functionality, and 
labeling of consumer products that repre
sent over 25 percent of the consumer dol
lar spent daliy in this country, vitally 
and directly affect the interests of every 
citizen. Accordingly, applying the stand
ards established in Sierra Club v. Mor
ton, 405 U.S. 727 (1972), it is the opinion 
of the Commissioner that every citizen 
has standing in the courts to contest any 
action of the agency, and that no objec
tion relating to such standing will be in
terposed by the agency in such cases. The 
Commissioner has followed this policy for 
the past 3 years.

The Commissioner is also of the opin
ion that current judicial decisions re
quire any court review of final adminis
trative action taken by the Food and 
Drug Administration to be based solely 
on the administrative record of the pro-
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ceeding identified in these regulations, 
on the basis of which the Commissioner 
made his decision. No additional data, 
information, or views may properly be 
presented to a reviewing court without 
first presenting them to the Commis
sioner by a petition pursuant to pro
posed § 2.6(a), with a request that the 
action be modified or revoked on the 
basis of such new information. In short, 
both the Commissioner and any other 
person who is interested in any matter 
pending before the Pood and Drug Ad
ministration are obligated to submit and 
identify all relevant data and informa
tion at the administrative stage of the 
proceeding. It is improper for either to 
wait until the matter is pending before 
the courts and then to identify new in
formation, Or to present new arguments, 
to support a position. See e.g., Camp v. 
Pitts, 411US. 138 (1973 ), Citizens to Pre
serve Overton Park, Inc. v. Volpe, 401 
U.S. 402, 419-420 (1971), and Bradley v. 
Weinberger, 483 F.2d 410, 414-415 (1st 
Cir. 1973).

Accordingly, all cases involving review 
of Food and Drug Administration action 
in the future should properly be decided 
solely on motions to dismiss or for sum
mary judgment. A trial de novo or the 
submission of additional written or oral 
testimony or other evidence would not be 
proper. Pursuant to recent court deci
sions, it is apparent that judicial review 
of administrative action pursuant to the 
Administrative Procedure Act must pro
ceed on the basis solely of the adminis
trative record involved in the decision in 
the same way that administrative review 
of action taken after a formal evidenti
ary public hearing proceeds on the basis 
of the established administrative record. 
New information cannot be introduced at 
the judicial level, only at the administra
tive level.

The Commissioner recognizes that, on 
occasion, the administrative record re
lating to a particular matter may be 
found, upon judicial review, to be unclear 
or incomplete. Under these circum
stances, the Commissioner would request 
that the court remand the matter for 
further administrative proceedings, prior 
to a final judicial ruling on the matter. 
See, e.g., Securities & Exchange Comm’n. 
v. Chenery Corp., 318 US. 80, 93-94 
(1943) . The Commissioner views this 

procedure as preferable to a court de
cision based on an inadequate record, 
after which the Food and Drug Adminis
tration could in any event reopen the 
matter at the administrative level and 
correct the deficiencies in the adminis
trative record, thereby requiring further 
judicial review on the basis of the new 
record.

Similarly, on occasion the adminis
trative record relating to a particular 
matter might be found, upon judicial re
view, to be clear and complete, but the 
court could require further elucidation of 
the rationale for the administrative ac
tion. Under these circumstances, the 
Commissioner could either request that 
such further explanation be provided in 
writing directly to the court without fur
ther administrative proceedings, or that

the matter be remanded to the agency 
for further administrative proceedings 
in order to provide the requested expla
nation. This choice will depend upon the 
facts of the specific situation. In neither 
event, however, would it be necessary or 
proper for a court to conduct its own 
evidentiary hearing on the matter. “A 
failure of the agency adequately to ex
plain its actions is hot a warrant to the 
district court to conduct a de novo evi
dentiary hearing,” but rather justifies a 
remand to the agency for a more com
plete articulation of its reasoning or a 
court hearing limited to that purpose. 
See, e.g., National Nutritional Foods 
Ass’n. v. Weinberger, 512 F. 2d 688, 701 
(2d Cir. 1975) j

Depending upon the nature of the spe
cific matter involved, it might well be ap
propriate for a regulation or other ad
ministrative action to remain in effect 
pending remand to the agency or further 
court proceedings under these circum
stances. Where this is in the public in
terest, the Commissioner will request 
that the court not stay the matter pend
ing such remand. See, e.g., Twin City 
Milk Producers Ass’n. v. McNutt, 122 F. 
2d 564,568 (8th Cir. 1941).

The Commissioner is of the opinion 
that the requirement that his decision, 
and subsequent court review, be based 
solely on the administrative record will 
in no way diminish justifiable reliance 
upon the experience and expertise of the 
agency with respect to the matters in
volved. The Federal Trade Commission 
has for many years exercised its expertise 
in similar matters through written opin
ions, and reviewing courts have properly 
deferred to such expertise where it has 
been exercised in a reasonable manner 
and articulated through the written 
opinion. The requirement that a decision 
be based upon the record does not mean 
that such expertise and judgment must 
in some way be encapsulated in docu
mentary evidence or “proved” as a 
“ fact,”  but simply that it be referred 
to and explained in the comprehensive 
written statement of . the basis for the 
Commissioner’s decision on a particular 
matter, so that it is a matter of record. 
For éxample, the courts have uniformly 
deferred to the expertise of the Fed
eral Trade Commission in determining 
that advertising is misleading to the 
public without the need for specific evi
dence that particular persons have been 
so misled, and the Commissioner an
ticipates that the expertise, experience, 
and judgment of the Food and Drug 
Administration in such matters would be 
similarly recognized. See, e.g., United 
States v. An Article of Drug . . . Bacto- 
Unidisk, 394 U.S. 784, 791-792 (1969) 
and Federal Trade Comm’n. v. Colgate- 
Palmolive Co., 380 U.S. 374, 384-392 
(1965).

Thus, § 2.11 would establish a consis
tent administrative policy with respect to 
judicial review. First, it would strongly 
encourage any person who believes that 
the agency is acting improperly to par
ticipate in the proceeding at the admin
istrative level, and to advance all infor
mation and arguments at that point

rather than wait until the matter has 
proceeded to the courts. Second, it would 
require the Food and Drug Administra
tion to identify the data and information 
on which it bases a decision, and to 
articulate the reasons for that decision. 
Third, it would- encourage any person 
who believes that the agency has acted 
improperly to seek judicial review, and 
guarantees that the Food and Drug Ad
ministration will not interpose technical 
procedural issues but rather will meet 
the substantive issue on its merits. 
Fourth, it would guarantee to the courts 
that there will be a specific and desig
nated administrative record and a 
thorough explanation of the decision on 
the basis of which an informed judicial 
review can be conducted, and would 
guarantee to the Commissioner that the 
court in conducting its review will con
sider only the data and information re
viewed by the Commissioner rather than 
new information which the Commis
sioner has had no opportunity to review. 
In the opinion of the Commissioner, this 
procedure would establish an extremely 
fair and reasonable method of proceed
ing for all interested persons.

The Commissioner is aware of the pos
sibility of a multiplicity of suits in vari
ous jurisdictions challenging a particular 
matter. The Supreme Court pointed out 
in Abbott Laboratories v. Gardner, 387 
U.S. 136,154-155 (1967), that:
* * * the courts are well equipped to deal 
with such eventualities. The venue; transfer 
provision, 28 U.S.C. § 1404(a), may be in
voked by the Government to consolidate sep
arate actions. Or, actions in aU but one juris
diction might be stayed pending the conclu
sion of one proceeding. * * * A court may 
even in its discretion dismiss a declaratory 
judgment or injunctive suit if the same 
issue is pending in litigation elsewhere.
* * * In at least one suit for a declaratory 
judgment, relief was denied with the sug
gestion that the plaintiff intervene In a 
pending action elsewhere * * *

Further, the declaratory judgment and in
junctive remedies are equitable in nature, 
and other equitable defenses may be inter
posed. If a multiplicity o f suits are under
taken in order to harass the Government or 
to delay enforcement, relief can be‘ denied 
on this ground alone. * * * The defense of 
laches could be asserted if the Government 
is prejudiced by a delay. * * * And courts may 
even refuse declaratory relief for the non
joinder of interested parties who are not, 
technically speaking, indispensable.
Accordingly, If suit Is brought in more 
than one jurisdiction on the same mat
ter, the Commissioner will recommend 
one or more of the procedural mecha
nisms suggested by the Supreme Court to 
deal with the matter.
PROMULGATION OF REGULATIONS AND ORDERS

AFTER AN OPPORTUNITY FOR A FORMAL EVI
DENTIARY PUBLIC HEARING (§ 2.12)
In contrast to the regulations issued 

under section 701(a) of the act and 5 
U.S.C. 553, sqme regulations and orders 
are designated in the act as requiring an 
opportunity for development “on the 
record,” i.e., for a formal evidentiary 
trial-type public hearing conducted in 
accordance with the Administrative Pro
cedure Act, 5 U.S.C. 556 and 557. In en
acting the present act, Congress desig-
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nated a limited number of provisions 
subject to this formal requirement. Pro
posed § 2.12(c) (1) through (18) speci
fies those provisions of the law, some of 
which are listed in section 701 (e) of the 
act and others of which are designated 
elsewhere in the act or other laws, and 
provides that they are subject to the 
special provisions established in Subpart 
B of Part 2. Those proceedings desig
nated in § 2.12(c) (1) through (15) relate 
to rule making. Those designated in 
§ 2.12(c) (16) through (18) relate to ad
judication. The different procedures that 
would apply to each category are set out 
in proposed Subpart B.

The Commissioner has carefully con
sidered whether the wording of section 
701(e) of the act and the related provi
sions in the other sections of the act 
listed in proposed § 2.12(c) require de
velopment of a formal record pursuant to 
the Administrative Procedure Act, 5 
U.S.C. 556 and 557. This matter has never 
directly been adjudicated in the courts. 
In a recent decision, however, the 
Supreme Court used section 701 (e) of the 
act as an example of a statutory provi
sion which requires a hearing “on the 
record” and thus a formal evidentiary 
public hearing. See United States v. 
Florida East Coast Railway Co., 410 U.S. 
224, 237-238 (1973). Although this was 
dictum, and not a holding, the Commis
sioner concludes that it represents the 
Supreme Court’s current thinking on the 
matter and thus should be followed with
out further litigation. Accordingly, the 
proposed regulations require an op
portunity for a formal evidentiary public 
hearing for all regulations and orders 
listed in section 701 (e) and related pro
visions of the act and the Fair Packaging 
and Labeling Act.

A similar question arises with respect 
to the biological licensing provisions con
tained in section 351(a) of the Public 
Health Service Act, 42 U.S.C. 362(a). 
This legal issue has never become a mat
ter of contention, and has never been 
addressed by the courts. The provisions 
of 5 U.S.C. 558 relating to licensing do 
not change the requirement in 5 U.S.C. 
554(a) that a formal evidentiary public 
hearing pursuant to 5 U.S.C. 556 and 557 
is required only where the applicable 
statute specifically provides for an op
portunity for a hearing “ on the record.” 
See, e.g., Lincoln Transit Co. v. United 
States, 256 F. Supp. 990, 993-994 (S.D. 
NY. 1966). Section 351(a) of the Public 
Health Service Act does not require a 
hearing “on the record.” Nevertheless, 
the Commissioner is of the opinion that 
an opportunity for a formal evidentiary 
public hearing should be available with 
respect to the licensing of biologies to 
the same extent that it is available for 
nonbiological drugs, i.e., new drugs and 
antibiotics. Presently, § 310.4 exempts 
biological drugs licensed pursuant to 
section 351(a) from the new drug re
quirements of section 505 of the act. In 
promulgating the review procedures for 
determining the safety, effectiveness, 
and proper labeling of biological drugs 
in § 601.25 of the regulations, however, 
the Commissioner announced in the 
F ederal R egister of August 18, 1972 (37
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FR 16679) that this exemption would be 
superseded and revoked as the results of 
the biologies review become available. 
Accordingly, upon completion of the bio
logies review, § 310.4 will be totally re
voked, and all biologies will be subject 
to the new drug provisions of the act as 
well as to the licensing requirements of 
section 351(a) of the Public Health Serv
ice Act. This means that the same pro
cedural requirements will be applicable 
to biologies as are applicable to other 
new drugs, including an opportunity for 
a formal evidentiary public hearing. If 
thesé procedures are to be changed, as 
the Commissioner and the Administra
tive Conference of the United States be
lieve they should, this is properly done 
by Congress. Accordingly, the proposed 
regulations provide that denial or rev
ocation of a license pursuant to section 
351(a) of the Public Health Service Act 
shall be subject to an opportunity for a 
formal evidentiary public hearing.

In contrast to the licensing provisions 
of section 351(a) of the Public Health 
Service Act,'the standards authorized by 
section 351 (d) are properly issued in reg
ulations promulgated pursuant to the 
general rule making provisions of the 
Administrative Procedure Act, 5 U.S.C. 
553, because they are not required to be 
based “on the record,” and thus are sub
ject to the general rule making provi
sions in proposed § 2.10 rather than to 
the formal evidentiary hearing provisions 
in proposed §2.12 and Subpart B. The 
same is true of performance standards 
for electronic products promulgated pur
suant to section 358 of the Public Health 
Service Act, 42 U.S.C. 263f, for which a 
hearing “on the record” 'also is not re
quired by the statute. See United States 
v. Allegheny-Ludlum Steel Corp., 406 
U.S. 742, 756-757 (1972).

SEPARATION OF FUNCTIONS; EX PARTE 
COMMUNICATIONS (§ 2.13)

In the Federal R egister of March 24, 
1972 (37 FR 6107), the Commissioner 
issued à proposé regulation to revise 
former § 2.104, dealing with separation of 
functions and ex parte communications 
before and during formal evidentiary 
public hearings. Former § 2.104 would be 
revoked and replaced by these proposed 
regulations. The preamble to that pro
posal stated that, although present law 
does not require separation of functions 
in formal rule making proceedings and 
does not prohibit ex parte communica
tions during formal hearings of any kind, 
as long as they are made a matter of 
record, the Commissioner had concluded 
that strict separation of functions and 
an outright prohibition of ex parte com
munications should be adopted in both 
formal rule making and adjudication 
proceedings to avoid even the appearance 
of unfairness.

Two comments were received on this 
proposal, one from a law student and the 
other from a trade association. The law 
student generally favored the proposal, 
although he enclosed an excerpt from 
Davis, Administrative Law Text, sec. 
13.05 (1972), which strongly opposes 
formal hearings or separation of func
tions with regard to any Food and Drug
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Administration rule making. The trade 
association also generally approved the 
thrust of the proposal, although it sug
gested a number of clarifying changes 
and requested republication for further 
comment. The Commissioner concluded 
to defer final action on this proposal un
til a complete revision of all of the agen
cy’s procedural regulations could be un
dertaken.

Under the 1972 proposal, separation of 
functions would have occurred as of the 
moment of publication of a regulation or 
order on which there is an opportunity 
for a formal evidentiary public hearing. 
In the intervening 3 years, the Com
missioner has as a matter of policy im
posed separation of functions in the fol
lowing way.

With respect to all rule making except 
the revocation of antibiotic monographs, 
separation of functions has been imposed 
as of the date of publication of a notice 
of hearing, rather than as of the date of 
publication of the final regulation which 
preceded the notice of hearing. This has 
allowed customary negotiations and at
tempts at settlement after the regulation 
is published and requests for hearing are 
made, and before it is finally concluded 
that a hearing must be held. Once it is 
determined that a hearing is necessary, 
and a notice of hearing has been pub
lished, strict separation of functions has 
been imposed.

With respect to all adjudication and 
revocation of antibiotic monographs, the 
Commissioner has imposed separation of 
functions as of the date of publication 
of the notice of opportunity for hearing 
or, in the case of an antibiotic mono
graph, the date of the request for hear
ing. This approach to separation of func
tions was promulgated in the Federal 
R egister of March 13,1974 (39 FR 9750), 
for new drugs and antibiotics; It would be 
adopted by cross-reference for biologies 
in these proposed regulations and would 
be adopted for new animal drugs in pro
posed amendments to § 514.200 to be 
published in the Federal R egister in the 
near future.

The Commissioner concludes that the 
practice developed during the past 3 
years should be adopted In proposed 
§ 2.13. It has worked effectively and effi
ciently. It has assured all parties to a rule 
making proceeding that, once it is deter
mined that a formal evidentiary public 
hearing must be held, all reasonable steps 
will be taken to make certain that no 
party to the proceedings improperly or 
unduly influences either the presiding 
officer or the Commissioner. It has sim
ilarly assured all parties to an adjudica
tion (and to the related proceeding for 
revocation of an antibiotic monograph) 
that, once a formal evidentiary public 
hearing is requested, both the decision 
about whether a matter is properly sub
ject to summary judgment or requires a 
hearing, and the decision resulting from 
any hearing, will be independently con
sidered and resolved by the office of the 
Commissioner without ex parte com
munications from the bureau.

Accordingly, proposed § 2.13 provides 
that, in any matter which is subject by 
statute to an opportunity for a formal
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evidentiary public hearing, the rules on 
separation of functions and ex parte 
communications would become operable 
for rule making (except antibiotic mono
graphs), as of the date of publication in 
the Federal R egister of the notice of 
hearing, and for adjudication and anti
biotic monographs at the time of the 
notice of opportunity for hearing and re
quest for hearing.- After that time, for 
either a rule making or an adjudication 
proceeding, the bureau of the Food and 
Drug Administration which is a party to 
the proceeding and the other parties to 
the proceeding would be precluded from 
ex parte communications or any other 
form of participation with the presiding 
officer or the Commissioner, except in 
the way that all parties openly partici
pate in the proceeding. Under the current 
regulations governing adjudicatory pro
ceedings such as withdrawal of approval 
of an NDA, the bureau involved in the 
matter submits to the office of the Com
missioner a proposed final order grant
ing or denying a hearing, without mak
ing this document available to the NDA 
holder or others, but there may be no ex 
parte communications between the bu
reau and the office of the Commissioner 
about that matter. In the event ex parte 
communications did take place, they 
would have to be the subject of a written 
memorandum, and any person involved 
in such communications would be made 
available for appropriate cross-examina
tion and rebuttal testimony.

REFERRAL BY COURT (§  2 .14 )

As a result of the Food and Drug Ad
ministration’s primary jurisdiction Over 
the matters within its statutory man
date, any Federal, State, or local court 
may hold in abeyance, or refer to the 
Commissioner, any matter for an initial 
administrative determination. In such 
circumstances, the Commissioner should 

x promptly agree or decline to accept any 
such referral. The Commissioner would 
make every reasonable effort to accept 
such referrals and to institute proceed
ings to determine the matters so referred, 
but would reserve the right to decline a 
referral in light of other agency priorities 
and the resources available to the agency. 
In handling such a matter, the Com
missioner could, in his discretion, utilize 
any of the various procedures established 
in the proposed regulations.

The Commissioner would encourage 
the judiciary to utilize the provisions of 
this proposed section. Referral of com
plex and technical issues falling within 
the jurisdiction of the Food and Drug 
Administration to the agency for an ini
tial administrative determination will 
promote consistent and fair interpreta
tion and application of the law. See 
Weinberger v. Hynson, Westcott and 
Dunning, Inc., 412 U.S. 6Q9, 624, 627 
(1973), Ciba Corp. v. Weinberger, 412 
U.S. 640, 643-644 (1973), Weinberger v. 
Bentex Pharmaceuticals, Inc., 412 U.S. 
645, 652-654 (1973); National Ethical 
Pharmaceutical Ass’n. v. Weinberger, 365
F. Supp. 735 (D.S.C. 1973), aff’d. per 
curiam, 503 F. 2d 1051 (4th Cir. 1974); 
Purdue Frederick Co. v. Acme United

Corp., CCH F.D. Cosm. L. Rep., Para. 
38,002 (D. Conn,, January 30, 1975),
MEETINGS AND CORRESPONDENCE (§2.15)

In addition to formal proceedings, such 
as public hearings, the Commissioner 
recognizes that informal procedures are 
properly utilized to handle administra
tive determinations. Indeed, without 
them, the entire administrative process 
would bog down in stifling formality.

Such informal procedures include 
meetings and correspondence. Section’ 
2.15 o f  the proposed regulations sets out 
the rules governing use of these pro
cedures.

Proposed § 2.15(b) relates to the use 
of an open public meeting to discuss any 
matter pending before the agency. Pub
lic notice of any such meeting would be 
given through the agency’s public calen
dar, and could, depending upon the time 
involved:, also be published in the F ed
eral R egister. Any interested person 
could attend and participate although no 
transcript and recording would be re
quired, one could be taken and in any 
event a written summary would be pre
pared and retained in any relevant 
administrative file.

The Commissioner notes that this pro
cedure has usefully been employed in the 
recent past on a number of occasions. 
See e.g., the notices on microwave ovens 
published in the Federal R egister of De
cember 5,1973438 FR 33510), on digoxin 
published in the Federal R egister of 
March 8,1974 (39 FR 9219), and on high 
intensity mercury vapor discharge lamps 
published in the Federal R egister of 
January 29, 1975 (40 FR 4328). Such 
meetings would be conducted informally, 
very much like a town meeting, and 
are not to be structured. Unlike a pub
lic hearing before the Commissioner, as 
proposed in Subpart E of Part 2 of the 
proposal, there would be no fixed order 
in which persons may participate nor 
any advance notice required of those who 
intend to attend and participate. The 
Commissioner would Anticipate increased 
use of these public meetings to explore 
pending matters in the future.

Under proposed § 2.15(c), any meeting 
between an employee of the Food and 
Drug Administration and any person 
outside the Department of Health, Edu
cation, and Welfare relating to a pending 
case or other regulatory action or deci
sion would have to be recorded in a writ
ten memorandum, and filed in the ad
ministrative file on the matter, unless it 
involved only a brief description of the 
matter provided for informational pur
poses. This would assure that an ade
quate administrative record would be 
maintained of all contacts outside the 
Department on any regulatory matter, 
to avoid the possibility or appearance of 
improper influence.

Thus, if a person in another govern
ment agency outside the Department, or 
in Congress, were to telephone any per
son in the Food and Drug Administration 
to make any suggestion about a pending 
regulatory decision, a memorandum 
would be prepared summarizing the dis
cussion. Other meetings with persons

within the Federal government, however, 
which do not involve a pending regula
tory matter, would not be subject to this 
requirement. Preparation of memoranda 
of meetings with representatives of Con
gress would be subject to additional rules 
proposed in paragraph (g) of § 2.15, dis
cussed below.

Proposed § 2.15(d) deals with any pri
vate meeting between a person and a 
representative of the. Food and Drug 
Administration in the agency offices. The 
Commissioner is of the opinion that it 
is a fundamental right of every citizen to 
meet with his government in private. The 
Federal government is created by the 
people, and absent explicit statutory au
thority, the government has no right to 
impose upon any citizen who requests an 
opportunity for a private meeting with 
a representative of the government a re
quirement that others outside of the gov
ernment be present. Accordingly, § 2;15
(d)(1 ) would provide that neither the 
Food and Drug Administration nor any 
other person may require the attendance 
of any person who is not a Federal gov
ernment employee or consultant without 
the agreement of the person requesting 
such a private meeting.

At the same time, by statute, the Food 
and Drug Administration is responsible 
for matters that- affect all members of 
the public. Accordingly, whenever a pri
vate meeting involved a matter covered 
by paragraph (c) or any other important 
matter, a decision on an issue, or state
ments or advice or conclusions to which 
future reference may be required as part 
of the administrative record, a written 
memorandum summarizing the sub
stance of any private meeting would be 
prepared by a representative of the 
agency. This would assure that any mat
ter which should be documented as part 
of the public record is in fact so recorded. 
The availability of such memoranda for 
public disclosure would be determined 
by the provisions of the agency’s public 
information regulations in Part 4 and 
the regulations referenced therein. The 
Commissioner believes that this will ade
quately protect the public interest, with
out infringing upon the citizen’s right 
to a private meeting.

Somewhat different rules would apply 
where the Food and Drug Administration 
was requested to send a representative to 
a meeting to be held outside agency of
fices. The Commissioner recognizes that 
agency employees have a responsibility 
to meet with all segments of the public 
in order to promote the objectives of the 
act and the agency. Accordingly, pro
posed § 2.15(e) states that, where an 
agency representative is invited to attend 
an outside meeting, he may do so where 
he concludes that it is in the public in
terest and will promote the objectives 
of the act and the agency. He could, of 
course, request that such meeting be an 
open meeting when he concludes that 
this would be in the public interest. He 
could agree or decline to participate in 
any such meeting which is held as a pri
vate meeting, depending upon which ac
tion he concludes would best serve the 
public interest. In no event, however,
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could an agency representative know
ingly participate in any meeting which 
is closed on the basis of sex, race, or 
religion. All outside meetings would be 
subject to the requirements relating to 
preparation of memoranda summarizing 
the substance of the meeting.

In addition to meetings initiated by 
outside persons, Pood and Drug Admin
istration representatives could also initi
ate meetings with any person. Any such 
meetings with one or two people, e.g., 
relating to a pending petition, could be 
held as a private meeting. Any such 
meeting with a large number of people, 
however, would have to be held as an 
open public meeting pursuant to pro
posed § 2.15(b), and thus would be pub
licly announced so that any person could 
attend and participate. Again, all such 
meetings would be subject to the rules 
for preparation of a memorandum sum
marizing the substance of the matter, 
whether they are private or open.

The Commissioner recognizes that the 
content of summaries of oral discussions, 
whether by telephone or in person, could 
differ depending upon the person who 
prepares the summary. Accordingly, 
proposed § 2.15(g) provides that, in addi
tion to the agency summary, any outside 
person participating in such a meeting 
may prepare and submit to the agency 
for inclusion in the administrative record 
his own written memorandum recording 
the substance of the meeting. Pursuant 
to § 4.104(c) of the public information 
regulations, this summary would be re
leased along with the agency summary 
whenever public request is made for 
them.

All memoranda of meetings and cor
respondence would be filed in any appro
priate public administrative file and 
made a part of the administrative rec
ord of the relevant proceeding.

Any meeting between a Pood and Drug 
Administration employee and a repre
sentative of Congress, e.g., a committee 
staff member, relating to any pending or 
potential investigation, inquiry, or hear
ing would be recorded in a written memo
randum which would be forwarded to the 
agency’s Office of Legislative Services. 
This provision would not restrict the 
right of any agency employee to partici
pate in any such meeting, but would 
guarantee that the agency would be 
aware of any congressional concern about 
agency activities and thus be in a position 
to respond in an adequate way.
DOCUMENTATION OF SIGNIFICANT DECISIONS 

IN ADMINISTRATIVE FILES (§ 2.16)
Section 2.16 would require all Pood and 

Drug Administration employees to docu
ment, in an appropriate manner, every 
significant agency decision.

The agency employees responsible for 
handling any matter would be responsible 
for assuring that the agency has a com
plete administrative file on it. The file 
would contain appropriate documenta
tion, including the recommendations and 
decisions of responsible employees. It 
would have to reveal any significant con
troversies or differences of opinion and 
their resolution. Any agency employee

working on a matter would have the op
portunity to record his views on that 
matter, for inclusion in the file. Once a 
written, signed, and dated ittemorandujn 
were placed in the file, it could not be 
altered, added to, or removed. Rather 
than permit changes to be made in a doc
ument by a person other than the person 
who prepared that document, such 
changes would be reflected by preparing 
a new memorandum. This would provide 
a complete record of the development of 
the matter within the agency.

Memoranda and other documents pre
pared by agency employees not contained 
in the administrative file would have no 
status or effect. Thus, the file would con
tain all pertinent material, and would 
represent the definitive record of the ad
ministrative handling of the matter.

Memoranda placed in the administra
tive file would relate to the issues under 
consideration, and would be sent to other 
appropriate agency employees. Such 
memoranda would be required to avoid 
defamatory language, intemperate re
marks, undocumented charges, or irrele
vant matters, e.g., personnel complaints. 
To the extent that a memorandum rec
ords the views of any agency employee 
in addition to the author, it would be fur
nished to such other employee who would, 
pursuant to the new regulations, have an 
opportunity to respond in any way that 
they believed appropriate.

All agency employees working on a 
matter would have access to the adminis
trative file on that matter, as appropri
ate for the conduct of their work. Rea
sonable restrictions could be placed upon 
access by employees to such files in order 
to make certain that the files do not 
become dismantled, lost, or unavailable 
to others who need them for their work.

The Commissioner is o f . the opinion 
that these rules would guarantee full par
ticipation of all agency employees in the 
mattef s on which they were working and 
adequate documentation of the manner 
in which, and the reasons for which, de
cisions are made within the agency, with
out at the same time entangling the 
agency in endless red tape and producing 
pointless paperwork.
" INTERNAL AGENCY REVIEW OF DECISIONS 

(§ 2.17)
Many Pood and Drug Administration 

decisions vitally affect Interested persons 
and groups outside the agency. Inquiries 
are constantly received, throughout the 
agency, from individual consumers, man
ufacturers, and affected professionals, as 
well as organizations representing these 
interests. Few people outside the agency 
understand- Where their questions and 
complaints should be directed.'

Section 2.17 of the proposed regulations 
provides for an orderly process of ad
ministrative review of decisions within 
the agency, and thus advises those out
side the agency of how they should pur
sue matters which interest and concern 
them. Any decision of an agency em
ployee would be subject to review by that 
employee’s supervisor at the request of 
the employee himself, on the initiative of 
the supervisor, at the request of any in-
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terested person outside the agency, or as 
required by duly promulgated delega
tions of authority. Such review ordinar
ily would follow the established agency 
channels of supervision or review for the 
specific matter involved. Where a person 
outside the agency requested internal 
agency review of any decision, it would be 
done only through established agency 
channels. Review would take place to re
solve issues, to review policy matters, in 
unusual situations requiring immediate 
review in the public interest, and as re
quired by the delegations of authority.

Thus, where a matter had not yet been 
reviewed by a bureau director, any re
quest from outside the agency that he 
review it would be denied until the mat
ter was first reviewed at lower levels. 
Similarly, any request for intervention 
or review by the office of the Commis
sioner would be denied until the matter 
had been fully considered within the 
bureau and forwarded to the office of the 
Commissioner. It is, of course, entirely 
within the Commissioner’s discretion to 
grant or deny a request to review any 
matter.

Any internal agency review of a deci
sion would have to be based solely upon 
the data and information available in the 
administrative file. If any interested per
son presented new data or information 
not previously considered, the matter 
would be returned to the appropriate 
lower level within the agency for a re- 
evaluation before it is again subjected to 
internal review at a higher level. Thus, 
bureau directors and the office of the 
Commissioner would act in basically the 
same way as a reviewing court. Division 
personnel could be assured that higher 
agency officials would not intervene be
fore a matter is fully considered at the 
lower level, and would not review any 
issue on the basis of information not 
available at that level.

DISSEMINATION OF DRAFT FEDERAL REGISTER 
NOTICES AND REGULATIONS (§2 .1 8 )

Until relatively recently, there has been 
no Pood and Drug Administration policy 
or regulations governing the dissemina
tion of draft Federal R egister notices 
and regulations. As a result, such docu
ments have at times been given to some 
persons and not to others, in a way that 
raised public concern about agency 
activities.

Proposed § 2.18 would codify the policy 
that has been followed by the Food and 
Drug Administration on this matter dur
ing the past 2 years."

The Food and Drug Administration 
welcomes assistance from anyone in de
veloping its policy and regulations. Gen
eral concepts could be discussed by 
agency employees with any interested 
person. Details of a document, or a draft 
of a document, could not be furnished to 
any interested person outside the Execu
tive Branch of the Federal Government 
unless and until it was made available to 
all interested persons by a notice pub
lished in the Federal R egister. See, e.g., 
the notices with respect to the availabil
ity of the GMP regulations for low-acid 
canned foods published in the F ederal
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R egister of November 14, 1972 (37 PR 
24117), and the various regulations for 
shellfish control published in the F ederal 
R egister of December 13, 1973 (38 PR 
34353) and January 14, 1975 (40 FR 
2607).

In some instances, detailed discussion 
of a draft document would be necessary 
for proper development of administrative 
policy. This could be especially true 
where a specific industry which is the 
subject of a particular regulation had de
tailed technical knowledge not otherwise 
available to the Pood and Drug Adminis
tration, and which was critical in devel
oping an effective regulation. Where this 
occurred, the draft document would be 
made available to all interested persons 
through an announcement in the F ederal 
R egister, and any other appropriate pro
tective procedures would be undertaken 
to make sure that a full and impartial 
administrative record would be estab
lished. Thus, public regulations, would not 
be negotiated in private.

In certain limited instances, it has long 
been agency policy that a draft of a final 
regulation relating to a particular ingre
dient or product, e.g., a regulation relat
ing to a food additive, new animal drug, 
or antibiotic drug, may be furnished to 
the petitioner for comment on the tech
nical accuracy of such regulation. The 
proposed regulations would continue this 
long-standing practice. In these situa
tions, where only technical accuracy 
rather than any policy issue is involved, 
publication of the availability of the 
draft regulation in the F ederal R egister 
would be unnecessary in order to protect 
the public interest.

The provisions of the Radiation Con
trol for Health and Safety Act of 1968, 
42 U.S.C. 263f, explicitly require the Com
missioner to consult with interested per
sons in the development of performance 
standards. Accordingly, the Commis
sioner would publish in the Federal R eg
ister an announcement that a perform
ance standard is being considered, and 
thereafter a draft of a proposed or final 
performance standard, including any 
amendment thereof, would be furnished 
to any interested person upon request 
and could be discussed by agency em
ployees in detail with any interested per
son at any time through final considera
tion of such a document.

All such documents would be continu
ously available to the public after pub
lication of the notice in the Federal 
R egister, and it would therefore be un
necessary to publish in the Federal 
R egister a specific notice of the avail
ability of each draft of the document.

The regulations recognize that the re
strictions on discussion and disclosure of 
draft Federal R egister notices and regu
lations proposed in this paragraph would 
not apply to those situations in which 
internal agency documents were properly 
disclosed under §§ 4.83 through 4.89 of 
the agency’s public information regula
tions. Such situations include disclosure 
to consultants, other Federal depart
ments and agencies, Congress, State and 
local government officials, and foreign 
government officials, as well as disclosure

required by court order and in adminis
trative or court proceedings. Thus, it 
would be entirely proper to provide a 
draft regulation to an advisory commit
tee without making it publicly available 
to all interested persons. If it should be
come available to some members of the 
general public, however, the agency 
would make it available for public dis
closure to all interested persons pursuant 
to § 4.21, as was done with a draft of re
vised drug GMP regulations by a notice 
published in the Federal R egister of 
March 19, 1975 (40 FR 12535).

ADVISORY OPINIONS (§ 2.19)
Throughout its history, the Food and 

Drug Administration has issued advisory 
opinions in various forms. Early advisory 

^pinions, between 1938 and 1946, were is
sued as trade correspondence (TC’s). 
More recently, advisory opinions have 
been codified in the agency’s Compliance 
Policy Guides manual, which is available 
from the Public Records and Documents 
Center, in other documents designated 
as “ advisory opinions,” and in preambles 
to Federal R egister documents. The pro
posed regulations recognize the continu
ing status of these prior documents as 
advisory opinions except to the extent 
that they are revoked. Some of these ad
visory opinions, particularly those in the 
form of trade correspondence, have been 
revoked, e.g., the notice published'ln the 
F ederal R egister of May 20, i969 (34 FR 
7922).

Prior Food and Drug Administration 
policy has not distinguished between for
mal advisory opinions and informal oral 
advice and correspondence. As a result, 
confusion and uncertainty has been en
gendered both within the agency and 
outside as to whether opinions expressed 
in correspondence or orally carry the 
weight of the agency or only of the in
dividual agency employee involved.

Absent specific regulations to the con
trary, the statements of a government 
employee do not bind the government. 
See, e.g., Bentex Pharmaceuticals, Inc. v. 
Richardson, 463 F.2d 363, 368 n.17 (4th 
Cir. 1972), rev’d on other grounds, 412 
U.S. 645 (1973); Udall v. Oelschlaeger, 
389 F.2d 974, 977 (D.C. Cir. 1968), cert, 
denied, 392 U.S. 909 (1968); AMP Inc. v. 
Gardner, 275 F. Supp, 410, 412 n.l 
(S.D.N.Y. 1967), aff’d, 389 F.2d 825 (2d 
Cir. 1968); and United States v. 354 Bulk 
Cartons . . . Trim Reducing-Aid Ciga
rettes, 178 F. Supp. 847, 853-854 (D.N.J. 
1959). Accordingly, because of the lack 
of any agency regulations on this matter, 
none of the correspondence or oral ad
vice previously issued by the agency has 
had any binding legal effect.

In many instances, important agency 
correspondence relating to the legal 
status of ingredients and products has 
not been compiled or reviewed in any 
comprehensive or systematic way, with 
the result that few in the agency have 
known about the existence of such corre
spondence nor has the fact that such 
correspondence has no legal status been 
understood by the public. For this reason, 
on recent occasions the agency has been 
forced to issue regulations formally with

drawing prior opinion letters relating to 
the food additive and new drug status of 
products. See 21 CFR 121.11 and 310.1Q0.

The Commissioner would resolve the 
present uncertainty by the proposal of 
regulations that would clearly and ex
plicitly recognize the difference between 
the informal opinion of an individual in 
the agency, which represents his best in
formation and advice, and the formal 
opinion of the agency, which represents 
a position of the Food and Drug Admin
istration that is binding and commits 
the agency to the views expressed until 
they are formally modified or revoked. 
Section 2.19 of the proposed regulations 
would establish such a system.

Under § 2.19, a request for a formal ad
visory opinion would be made pursuant to 
a specified form. The resulting advisory 
opinion would have to be followed by the 
agency until it is amended or revoked. 
Amendment or revocation of an advisory 
opinion would be required to be made 
with the same degree of public dissemi
nation as adoption o f the original advis
ory opinion, or by publishing notice of 
such revocation in the F ederal R egister, 
which by statute constitutes adequate 
public notice. See 44 U.S.C. 1508; North 
American Pharmacal, Inc. v. Department 
of HEW, 491 F.2d 546 (8th Cir. 1973). An 
advisory opinion, would, however, have 
to be explicitly revoked, and could not be 
revoked by implication as a result Of 
publication of other advisory opinions or 
regulations.

The Commissioner advises that a re
quest for an advisory opinion would be 
granted whenever feasible. The fact that 
a course of action was already being fol
lowed by the person requesting the ad
visory opinion, or that an investigation 
or regulatory action was already pending 
with respect to the matter, would not op
erate to preclude an advisory opinion.

On the other hand, the Commissioner 
recognizes that there are some circum
stances where an advisory opinion might 
not be feasible. For example, where there 
was insufficient information on which to 
base an informed opinion, e.g., further 
investigation was necessary bèfore such 
opinion could be given, or where the 
subject matter was so complex that any 
opinion would be too qualified and in
definite to be helpful, a request for an 
advisory opinion could be denied. An ad
visory opinion would ordinarily concern 
policy matters or issues of broad appli
cability. Thus, advisory opinions ordi
narily would not be given with respect 
to a particular product or label, unless a 
policy issue of broad applicability were 
involved. Similarly, a request for an ad
visory opinion on the legality of a prod
uct marketed by a competitor, or on any 
similar matter, would also ordinarily be 
denied, although the Food and Drug Ad
ministration would investigate com
plaints about the legality of products or 
practices when filed by any interested 
person.

All statements or advice given by a 
Food and Drug Administration employ
ee orally or in writing, but which did not 
constitute an advisory opinion, would 
represent informal communications that
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contain the best information and opinion 
available to that employee at that time, 
but would not have the same binding 
effect as an advisory opinion. Accord
ingly, such informal communications 
would in no way obligate or commit the 
agency to the views expressed.

On occasion, the Pood and Drug Ad
ministration receives oral or written re
quests which require resolution of im
portant issues that have broad applica
bility, but which do not specifically re
quest an advisory opinion. Under the 
proposed regulations, the Commissioner 
could, in his discretion, handle such in
quiries as a request for an advisory 
opinion in order to provide a definitive 
agency position on the. matter and to 
give it wide dissemination.

Ordinarily, an advisory opinion would 
commit the Pood and Drug Administra
tion to the position stated in the opinion, 
until it is amended or revoked. In un
usual situations involving an immediate 
and significant danger to health, how
ever, the Commissioner could take ap
propriate civil enforcement action con
trary to an advisory opinion prior to 
amending or revoking it. Thus, although 
an advisory opinion would in virtually 
all instances be binding upon the agency 
until amended or revoked, the regula
tions would provide for sufficient flexi
bility to permit immediate action where 
essential to public protection.

The Commissioner has carefully con
sidered whether advisory opinions should 
be published in the Federal R egister. In 
view of the potentially large number of 
advisory opinions and the resources that 
would be necessary to accomplish this, 
the Commissioner has concluded that it 
would not be feasible. Such advisory 
opinions may be compiled as part of the 
agency’s Compliance Policy Guides man
ual, or in a separate compilation of ad
visory opinions. The substance of these 
advisory opinions would undoubtedly be 
disseminated widely by the agency 
trade associations, and the trade press.

One particular issue has frequently 
arisen within the Pood and Drug Ad
ministration within the past few years. 
Companies have often requested the 
agency for so-called “certificates of free 
sale,” i.e., a statement from the Food 
and Drug Administration that a particu
lar ingredient or product may lawfully 
be sold in this country. Such “certifi
cates” are often required by foreign gov
ernments before a product may be im
ported into that country.

In the-opinion of the Commissioner, 
an unrestricted “certificate” of this kind 
cannot be given because the Food and 
Drug Administration cannot guarantee 
the legality of any particular product at 
all times. Nor would a formal advisory 
opinion be appropriate, since it would 
involve a particular product and the 
agency’s resources are insufficient to-pro
vide this service for all products. The 
agency would, however, provide an in
formal letter stating specific informa
tion with respect to a product, e.g., that 
it is the subject of an approved NDA or 
food additive regulation, or that the 
agency does not presently object to the
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product’s labeling, if sufficient informa
tion had been submitted to make such 
a determination and if there were suffi
cient agency resources to provide this 
service/ Such “certificates” would thus 
not constitute a formal advisory opinion 
on the status of a product, but would pro
vide informal written views which state 
the current views of the agency employee 
who signs the letter.
FOOD AND DRUG ADMINISTRATION REGTT-

TIONS, GUIDELINES, RECOMMENDATIONS,
AND AGREEMENTS (§ 2.20)
The Commissioner is aware that there 

is uncertainty about the status of some 
of the various types of documents 
adopted by the Food and Drug Adminis
tration. In general, these documents fall 
into the following four categories: Regu
lations, guidelines, recommendations, 
and agreements. Proposed § 2.20 would 
clarify the status and legal effect of these 
different types of documents.

Proposed § 2.20(a) would provide that 
all agency regulations having general ap
plicability and legal effect shall be pro
mulgated in the Federal R egister pur
suant to proposed § 2.10 or § 2.12. This is 
in accordance with the requirements of 
the Administrative Procedure Act and 
current case law. Any document, other 
than a statute, which the Food and 
Drug Administration intended to enforce 
as a legal requirement, would have to be 
published as a regulation in the Federal 
R egister.

Of course, the agency is not required 
to issue regulations implementing the 
law before it takes legal action to en
force specific statutory provisions 
against persons or products in violation 
of the law. Thus, the agency could con
tinue to seize a food product containing 
a poisonous or deleterious substance, or 
a new drug which is being marketed il
legally without an approved NDA, re
gardless whether it has first issued a 
regulation designating that substance 
as poisonous or deleterious or that drug 
as a new drug. On the other hand, if the 
agency chose to bring such action, it 
could not rely upon any guidelines it 
may have issued as establishing sub
stantive legal requirements.

In addition to provisions which would 
be enforced as legal requirements, reg
ulations could contain provisions which 
were intended only as guidelines and 
recommendations. The specific language 
of each provision in a regulation would 
state its intended application. For exam
ple, provisions which stated that a per
son “shall”  take certain action would 
establish a legal requirement, whereas 
provisions which stated that a person 
“should” or “may” take certain action 
would establish guidelines and recom
mendations which would not be legal 
requirements. Thus, the fact that a 
provision was published in the Federal 
R egister as a regulation would not be 
determinative of whether it established 
a legal requirement or guidelines and 
recommendations.

Proposed § 2.20(b) would govern the 
establishment and use of Food and Drug 
Administration guidelines, which would

S '  ' ■

40695

not be published in the Federal R egister 
as regulations. The Commissioner recog
nizes that such guidelines, which do not 
have the legal status of regulations, are 
increasingly important in providing as
sistance both to the regulated industry 
and to agency employees who are 
charged with consistent and fair admin
istration of the law. In many instances, 
such guidelines would be available on an 
informal basis before comparable regu
lations could be promulgated. For ex
ample, the Commissioner might wish to 
issue guidelines for acceptable premarket 
substantiation for safety of cosmetics, 
as required by § 740.10(a), published in 
the Federal R egister of March 3, 1975 
(40 FR 8912), in order to obtain ex
perience with such guidelines before pub
lishing them in a proposed regulation. 
Moreover, not all guidelines would be 
appropriate for publication in the Fed
eral R egister as regulations. Some would 
be intended as no more than informal 
suggestions. Others would be so volumi
nous and complex as not to be appropri
ate for Federal R egister dissemination.

Still others would be subject to such 
frequent change as to make their pub
lication for comment virtually impossi
ble. Under these circumstances, the de
velopment and use of guidelines that rep
resented acceptable conduct from the 
(Standpoint of the agency, but which 
would not be published in the form of 
regulations are imperative for efficient 
administrative implementation of the 
law.

As the use of guidelines in the agency 
has increased, their methods of develop
ment, their availability, notice of any 
changes, and an opportunity to partici
pate in their development and modifica
tion, have become more important. These 
proposed regulations would regularize 
these matters, and in the judgment of 
the Commissioner would provide for ade
quate notice and opportunity to partici
pate for all interested persons.

Proposed § 2.20(b)(1) defines “guide
lines” broadly to include all technical 
or policy criteria relating to any matter 
subject to the jurisdiction of the Com
missioner. Guidelines state procedures 
or standards of general applicability 
which are not legal requirements but 
which are acceptable to the agency 
with respect to a particular sub
ject matter. Although analytical methods 
are clearly guidelines, they would be ex
cepted from the provisions of this reg
ulation because of their large number, 
their length and complexity, and the 
volume and frequency of amendments 
involved. Such analytical methods are, 
of course, available for public disclosure 
pursuant to the public information reg
ulations contained or cross-referenced 
in 21 CFR Part 4.

Although a person may rely upon an 
agency guideline with assurance that it 
is acceptable to the Food and Drug Ad
ministration, he is also free to use any 
different procedure or standard even 
though it is not provided for in a guide
line. When a person chooses to differ 
from a guideline, he may, but is not re
quired to, discuss the matter further with
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the agency to prevent the expenditure of 
money and effort on work that may later 
be determined to be unacceptable. The 
Commissioner is concerned that innova
tion not be stifled by the adoption of 
guidelines. Nor does the Commissioner 
believe that, in all instances, a person 
who deviates from a guideline should feel 
obligated to consult with the agency first. 
Where such consultation is requested, 
however, the agency is obligated to pro
vide the best answer available to it at 
that moment.

The Commissioner emphasizes that 
following a testing guideline does not in 
any way guarantee that the ingredient 
or product so tested will receive agency 
approval. Approval must depend, of 
course, upon all of the available informa
tion relating to the matter. The results 
may indicate that the ingredient or prod
uct should be disapproved, or that addi
tional testing must be undertaken. 
Similarly, poor quality testing will not 
be acceptable even if the protocol com
plies with a guideline.

Guidelines would be issued by filing 
them in the public file established by the 
Hearing Clerk for this purpose, and 
publishing a notice of availability of the 
guideline in the Federal R egister. 
Amendments to a guideline would be is
sued in the same way. Any interested 
person could, of course, petition the 
agency pursuant to proposed § 2.7 to 
issue a guideline relating to any matter.

When a guideline was amended or re
voked, just as where an advisory opinion 
was amended or revoked, the question 
would inevitably arise as to whether 
work undertaken or completed in good 
faith reliance on the prior version of the 
guideline would remain acceptable to 
the Food and Drug Administration. The 
Commissioner believes that such work 
should remain acceptable unless sub
stantial public1 interest considerations 
preclude continued acceptance. This de
termination would be made on the basis 
of all o f the surrounding facts. Where 
the guideline consisted of a protocol for 
an animal study which was simply be
ing revised to reflect the latest knowl
edge about appropriate scientific pro
cedures rather than because of any con
cern about the scientific validity of prior 
results under the former protocol, the 
old work would undoubtedly remain ac
ceptable. Where the guideline or ad
visory opinion consisted of labeling 
standards, however, labels meeting the 
old guideline ordinarily would no longer 
remain acceptable after an appropriate 
transition period. Whenever possible, the 
notice of an amended guideline would 
state when it has been determined that 
work previously undertaken or com
pleted on the basis of the prior guideline 
no longer remains acceptable.

For the same reasons that Federal 
R egister notices and regulations must be 
available to all members of the public 
on an equal basis, all draft guidelines 
must similarly be accessible to all inter
ested persons on the same basis. Accord
ingly, the dissemination of draft guide
lines would be subject to the require
ments of proposed § 2.18. Similarly, to

guarantee an opportunity for interested 
persons to comment on guidelines and to 
suggest modifications, the notice of 
availability of a guideline would state 
the individual or office responsible for 
each guideline so that written comments 
could be filed. Such comments could then 
be used by the agency in considering 
further modifications.

The Commissioner advises that guide
lines would have the same legal status 
as an advisory opinion. Until modified 
or revoked, they would represent the 
formal position of the agency and bind 
the agency to that position. Other in
formal communications relating to ac
ceptable procedures or standards would 
represent the best information and opin
ion available to a particular employee 
at a particular time, but would not con
stitute a guideline or advisory opinion 
and thus would not obligate the agency 
to follow the views expressed.

The Commissioner emphasizes that 
only those guidelines which were issued 
by the Food apd Drug Administration 
pursuant to proposed § 2.20(b) would 
have any official status. Other written 
documents would, until issued as guide
lines, stand on the same legal footing 
as any informal communication by an 
agency employee. Accordingly, it would 
be important for all such written docu
ments relied upon throughout the 
agency to be reviewed and a decision 
made whether they should be issued as 
guidelines pursuant to these provisions 
or should no longer be used by the 
agency. To complete this process, § 2.20 
.(b). would not become effective for 180 
days. Those internal written documents 
which had not beeh issued as guidelines 
by that time would no longer be regarded 
as having official agency approval as 
representing acceptable procedures or 
standards and would have no status 
other than as representing the views of 
a particular employee.

Proposed § 2.20(c) deals with agency 
recommendations which are not pub
lished in the F ederal R egister as regula
tions. In addition to guidelines, which re
late to regulatory matters that fall with
in the laws administered by the Commis
sioner, the Food and Drug Administra
tion also formulates and disseminates 
recommendations about matters which 
are authorized by, but do not involve di
rect regulatory action under those laws. 
Examples are model State and local ordi
nances, recommendations for physicians 
and technicians in the proper use of ma
chines and products, and other similar 
matters.

The Commissioner is of the opinion 
that recommendations of this nature 
should be handled pursuant to the pro
cedures for guidelines, except that they 
should be included in a separate public 
file established by the Hearing Clerk. 
Thus, recommendations could be made 
public in the same systematic and com
prehensive way. Of course, recommenda
tions could also be incorporated in 
agency regulations.

Finally, proposed §2.20 (d) deals with 
agency agreements. The Food and Drug 
Administration enters into agreements,

memoranda of understanding, and other 
similar formal written documents with 
government agencies, foreign govern
ments, companies subject to the 
agency’s regulatory jurisdiction, and 
other persons. All of these would be re
quired to be published in the Federal 
R egister and included in the public file 
on agreements established by the Public 
Records and Documents Center pursu
ant to §4.108. Any such document not 
included in that public file would be 
deemed to be rescinded and would have 
no force or effect whatever.
' PARTICIPATION IN OUTSIDE STANDARD

SETTING ACTIVITIES (§ 2.21)
As the Food and Drug Administration 

has increased its reliance upon regula
tions to establish standards to regulate 
the practices and products of those sub
ject to the laws administered by the 
Commissioner, questions about the ac
tivities of agency employees in outside 
s tandard-setting activities have arisen. It 
is the Commissioner’s opinion that 
agency policy on this matter should be 
reflected in proposed § 2.21.

“Standard-setting activities” is de
fined broadly to include all of the same 
technical and policy criteria that are 
properly the subject of agency regula
tions and guidelines. In general, the 
Food and Drug Administration encour
ages employee participation in outside 
standard-setting activities that are in 
the public interest.

Proposed § 2.21 divides outside stand
ard-setting activities into three cate
gories : Those conducted by other Federal 
government agencies; those conducted 
by State and local government agencies 
and by United Nations organizations and 
other international organizations and 
foreign governments pursuant to treaty; 
and those conducted by private groups 
and organizations.

With respect to all three categories of 
standard-setting activities, any agency 
employee could participate after the ap
proval by the relevant bureau director or 
the Commissioner of Form PHS3763 
(“Request for approval of appointment 
as liaison representative” ) covering the 
activity involved. This form and all per
tinent background material describing 
the activities would have to be included 
in the public file on standard-setting ac
tivities established for this purpose by 
the Public Records and Documents Cen
ter. The Food and Drug Administration 
employee who participated in these ac
tivities would refer all requests for in
formation about or participation in such 
activities to the group or organization 
responsible. Where, as often occurs, the 
agency employee could invite members 
of the public to accompany him at any 
meeting relating to such activities, such 
invitation would have to be extended to 
a representative sampling of the public 
and not just to one interest group.

Special additional requirements would 
apply with respect to standard-setting 
activities by private groups and organiza
tions. The Food and Drug Administra
tion employee could participate either 
as a voting or as a nonvoting liaison
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representative, but participation by the 
individual would not connote Pood and 
Drug Administration agreement with, or 
endorsement of, any decisions reached. 
Should the matter come before the 
agency at a later date, that employee 
could not serve as the deciding official on 
the matter involved. Nor would the fact 
of that employee’s participation, per se, 
be relevant in any subsequent agency de
termination with respect to that matter.

In addition, the proposed regulation 
would establish minimum standards that 
would apply to all outside private stand
ard-setting activities in which Food and 
Drug Administration employees partic
ipated. The activities would have to be 
based upon sound scientific and tech
nological information, and be designed 
to protect the public against unsafe, 
ineffective, or deceptive products or prac
tices, The activities could not be de
signed for economic benefit of any com
pany, group, or organization, or involve 
violation of the antitrust laws. Perhaps 
most important, the group or organiza
tion responsible for the standard-set
ting activities would be required to have 
a procedure through which any inter
ested person would have an opportunity 
to provide information and views on 
the activities involved, without the pay
ment of fees. The exact manner in which 
this was accomplished, including 
whether such presentation was in per
son or in Writing, would be at the dis
cretion of the group or organization 
responsible for the activities.

In some situations involving private 
standard-setting activities, the Food and 
Drug Administration has a particular 
regulatory interest which justifies direct 
participation as an agency activity. Ex
amples of such activities include the de
velopment of uniform State and local 
laws and regulations that will implement 
the same policies that are expressed in 
the laws administered by the Commis
sioner, and development of analytical 
methods used for regulatory purposes. In 
these situations, the Commissioner may 
determine that agency participation 
would be an official activity that does 
connote agreement with or endorsement 
of the decisions reached, and that partic
ipation by the individual would not in 
any way disqualify him from considera
tion of the matter .if it arose within 
the agency. Any such determination 
would be included in the public file on 
the matter.

Many Food and Drug Administration 
employees have close daily contact with 
associations of State and local govern
ment officials who have parallel respon
sibilities at the local level. Many agency 
employees are members of these asso
ciations, and participate in their activ
ities. The Commissioner concludes that 
the standard-setting activities of these 
associations, of which 11 are listed in the 
new regulations, should not be subject 
to the requirements of this section. In
stead, a list of all committees and other 
groups of these associations would be 
included in the public file on standard
setting activities so that agency partici

pation in these matters would -be a 
matter of public record.

PUBLIC CALENDARS (§ 2.22)
Proposed § 2.22 would provide for two 

types of public calendars to be dissemi
nated weekly: A prospective calendar of 
public proceedings that would contain 
all public meetings and similar events 
for the following 4 weeks, and a retro
spective calendar of private meetings of 
top agency officials for the previous week 
with persons outside the Federal govern
ment.

The prospective calendar would con
tain public meetings,^conferences, hear
ings, advisory committee meetings, semi
nars, and other public proceedings of 
the Food and Drug Administration, as 
well as significant public events involv
ing the agency, such as congressional 
hearings and court cases. It would not 
contain future private meetings or simi
lar nonpublic events, or public events of 
organizations other than the Food and 
Drug Administration in which agency 
employees participated. It is the opinion 
of the Commissioner that inclusion of 
such meetings and events would neces
sarily be incomplete and inaccurate be
cause of the need to schedule or cancel 
meetings or agenda items on short no
tice, and would serve no useful purpose 
because others would not be entitled to 
attend private meetings and would in 
any event be able to obtain memoranda 
of meetings shown on the retrospective 
calendar to the extent permitted by the 
public information regulations contained 
in 21 CFR Part 4 and the regulations 
referenced therein.

The retrospective public calendar 
would contain, for the preceding week, 
all of the meetings with persons outside 
the Federal government and other sig
nificant events involving designated top 
officials of the Food and Drug Adminis
tration. The agency officials subject to 
this requirement are set forth in pro
posed § 2.22(b) (3) .

The Commissioner has concluded that 
the retrospective public calendar should 
include all personal meetings, but might 
or might not include oral discussions by 
telephone at the option of the official 
making the report. Any meeting with an 
onsite contractor, e.g., at the National 
Center for Toxicological Research, would 
not have to be included because of the 
impracticalities involved. Meetings with 
other persons in the Federal government, 
e.g., with an official of another govern
ment agency or a member of Congress, 
would not be shown on the retrospective 
public calendar regardless of whether 
those other persons had also invited to 
the meeting persons from outside the 
Federal government.

The regulation would provide that 
meetings with the working press also 
would not be included in the retrospec
tive calendar at this time. This issue was 
closely debated within the Pood and 
Drug Administration, and there is a con
trariety of views on it. Some agency of
ficials believe that, because of the unique 
status of the press in this country, such

discussions should not be required to be 
made a matter o f public record. Other 
agency officials strongly believe that the 
same principles should apply to the 
working press as to any other member of 
the public, with respect to meetings and 
discussions. The Commissioner proposes 
that, for purposes of these regulations, 
the working press be exempt on an 
interim basis. The Commissioner partic
ularly invites comment on this aspect of 
the regulations so that a determination 
can be made on the matter.

Finally, the Commissioner recognizes 
that meetings which would prejudice 
law enforcement activities, or would in
vade privacy, are properly excluded from 
the retrospective public calendar, and 
the regulations would so provide.

REPRESENTATION BY AN ORGANIZATION 
(§2.23)

It is common practice for organiza
tions to represent their members by filing 
petitions, comments, objections, and 
otherwise participating in any adminis
trative proceeding of the Food and Drug 
Administration. The Commissioner be
lieves that this is an entirely proper 
function and that it serves very useful 
purposes.

At the same time, the Commissioner 
believes that, when a trade association 
participates in the administrative proc
ess in this way, such representation is 
properly interpreted as expressing the 
viewpoint of all of the members of the 
trade association except those specifi
cally excluded by name in any submis
sion. Accordingly, proposed § 2.23(b) 
would require that every submission 
either attach a list of the members of 
the trade association or refer to such 
a list that is placed on permanent file 
with the Hearing Clerk and is kept cur
rent by the „ trade association. In this 
way, the representation of the trade 
association would be made a matter of 
public record.

When a trade association filed an ob
jection or request for hearing in a pro
ceeding that permits an opportunity for 
a formal evidentiary public hearing, all 
subsequent action by the association 
with respect to such matters would bind 
each member except to the extent that 
that member independently filed its own 
objection or request for hearing or was 
otherwise specifically excluded from rep
resentation by the trade association in 
the m atter'in which case its rights would 
be entirely separate and distinct.

It has been common practice for trade 
associations and other organizations to 
file declaratory judgment actions or 
other judicial review proceedings on be
half of their members to determine the 
legality of Food and Drug Administra
tion action. Again, the Commissioner be
lieves that such activity is entirely proper 
and serves a useful public purpose. In the 
opinion of the Commissioner, a trade as
sociation or other membership organiza
tion has standing in the courts to repre
sent its membership in such matters, and 
the Food and Drug Administration would 
not iijterpose procedural objections to 
such standing.
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In the past, however, after a trade 
association has obtained an adverse 
judicial interpretation with respect to a 
particular issue, its members have con
tinued to litigate the matter in sepa
rate judicial proceedings. For example, 
after the Pharmaceutical Manufacturers 
Association unsuccessfully challenged 
agency regulations governing adequate 
and well-controlled clinical investiga
tions in Pharmaceutical Manufacturers 
Ass’n v. Richardson, 318 F. Supp. 301 
(D. Del. 1970), and did not appeal that 
adverse determination, individual PMA 
members continued to litigate the same 
issues in courts throughout the country, 
and ultimately in the Supreme Court. 
Thus, the benefit of the initial represent
ative legal action by the trade associa
tion to settle an issue on behalf of its 
members has been wholly destroyed, and 
litigation has proliferated, wasting pub
lic resources without the benefit of a de
finitive decision. The Commissioner be
lieves that such proliferation is contrary 
to the public interest and to the purpose 
of such litigation, and that a determina
tion in any suit involving a trade associa
tion properly binds all members of the 
association and precludes further litiga
tion of the same issues by any associa
tion member.

In the future, the Commissioner in
tends to take two independent steps 
to assure that representative actions 
brought by trade associations or other 
organizations on behalf o f their mem
bers settle issues and preclude further 
litigation by the membership. First, the 
Commissioner will take appropriate legal 
measures in such cases to have the case 
brought or considered as a class action 
or otherwise as binding upon all mem
bers of the association or organization 
except those explicitly excluded by 
name. Second, regardless whether the 
case iŝ  brought or considered as a class 
action or as otherwise binding upon all 
members, the Commissioner will take the 
position in any subsequent suit involving 
the same issues and any member of the 
association or organization not explicitly 
excluded by name from the prior suit 
that such issues are precluded from fur
ther litigation by such member pursuant 
to the doctrines of collateral estoppel or 
res judicata. Accordingly, proposed § 2.23
(c) gives adequate notice to all trade 
associations or organizations and” their 
membership that future litigation by the 
association or organization will have this 
legal effect. See, e.g., Abbott Laborato
ries v. Gardner, 387 U.S. 136, 154-156 
(1967), National Automatic Laundry and 
Cleaning Council v. Schultz, 443 F. 2d 
689, 704 (D.C. Cir. 1971), and Acree v. 
Air Line Pilots Ass’n., 390 F. 2d 199, 202 
(5th Cir. 1968).

SETTLEMENT PROPOSALS (§2.24)
The Commissioner wishes to encourage 

settlement of issues without hearings and 
litigation wherever this is feasible; Ac
cordingly, proposed § 2.24 would provide 
that settlement proposals and related 
matters could be raised by any person 
at any point in any administrative pro
ceeding, and that unaccepted proposals

of this nature would not be admissible 
in evidence in any Food and Drug Ad
ministration proceeding. The Food and 
Drug Administration would oppose ad
mission of such proposals in any other 
administrative or court proceeding. Thus, 
settlement could be proposed without 
fear that it would later be used against 
the individual to imply that he did not 
have confidence in his ease or was will
ing to concede the incorrectness of part 
of his position. The Commissioner rec
ognizes that all settlement involves com
promise on the part of all persons in
volved, and unless this protection is 
granted the possibility of settlement 
would be severely diminished.

On the other hand, where a compro
mise is accepted, it may well be necessary 
to submit the various settlement pro
posals and related matters in evidence 
in an administrative or court proceeding 
in order adequately to ¡explain the com
promise reached. Proposed § 2.24 there
fore would apply only to unaccepted pro
posals for settlement.

WAIVER, SUSPENSION, OR MODIFICATION
OF PROCEDURAL REQUIREMENTS (§2.25)
The Commissioner is of the opinion 

that it is important to establish detailed 
procedural rules for the various public 
hearings conducted by the agency. With
out such rules, which are set forth in 
proposed Subparts B through F, neither 
the presiding officers nor the participants 
would have sound guidance on how to 
proceed, and the uncertainty and con
fusion that would prevail would sub
stantially hinder the progress of these 
hearings.

By providing such detailed regulations, 
on the other hand, there is the danger 
that, on occasion, variations will be nec
essary. The Commissioner recognizes that 
the procedural requirements for these 
hearings must have sufficient flexibility 
to be workable in a wide variety of situa
tions. It is simply not possible to take 
account of all reasonable variations and 
exceptions that have occurred in the 
past and will occur in the future. Accord
ingly, § 2.25 would provide that the Com
missioner or the presiding officer in any 
such hearing could modify any proce
dural requirement with respect to a par
ticular hearing to assure a fair and effi
cient hearing, where this would serve the 
interests of justice and not prejudice ahy 
participant.
Formal E videntiary Public Hearings 

(S ubpart B)
Proposed Subpart B would establish 

the requirements applicable to those 
situations where there is a statutory 
right to an opportunity for a hearing 
“on a record,” i.e., a formal evidentiary 
trial-type public hearing, usually before 
an administrative law judge, or where 
the Commissioner concludes, in his dis
cretion, that such an opportunity should 
be provided. The statutory provisions 
under which such an opportunity would 
be granted are listed in § 2.12(c) (1) 
through (181. Proposed Subpart B would 
replace former Subpart F of Part 2 and 
the provisions in other parts of the regu
lations relating to such specific matters

as food additives and new drugs, which 
now govern formal agency hearings.

Section 701(e) of the act originally re
quired a formal evidentiary public hear
ing for every regulation promulgated 
pursuant to that section, regardless 
whether any controversy existed on the 
matter. Because this inflexible require
ment was obviously unworkable, it was 
amended to require a'hearing only upon 
receipt of objections and a request for 
a hearing. See Pub. L. No. 83-335, 68 
Stat. 55 (1954) and Pub. L. No. 84-905, 
70 Stat. 919 (1956). The courts have since 
narrowed the requirement for a hearing 
still further, as reflected in the provisions 
of proposed § 2.113(b), discussed below.

One commentator has pointed out that 
“some of this country’s gravest adminis
trative deficiencies stem from lawyer- 
induced overreliance on courtroom meth
ods to cope with problems for which they 
are unsuited.” Gellhorn, Administrative 
Procedure Reform; Hardy Perennial, 48 
Am. Bar Ass’n. Journal 243 (March 
1962). Largely as a result of lengthy 
trial-type hearings on the regulations 
for special dietary foods and peanut but
ter, there has been virtually unanimous 
Criticism of the way in Which section 
701(e) has been utilized. See, e.g., Byer- 
ley, Rx for Administrative Ills: Simplifi
cation, Association of Food & Drug Offi
cials of the United States Quarterly 
Bulletin, Vol. 34, No. 1, p. 17 (January 
1970) ; Note, FDA Rule-making Hear
ings: A Way Out of the Peanut Butter 
Quagmire, 40 Geo. Wash. L. Rev. 726 
(1972). In 1971, the Administrative Con
ference of the United States released a 
report on the agency’s use of formal 
hearings in which a number of recom
mendations for improvement were made. 
See Hamilton, Rulemaking on a Record 
by the Food and Drug Administration, 50 
Tex. L. Rev. 1132 (1972). Subsequently, 
the Administrative Conference has also 
issued a report and recommendations 
suggesting modification of the present 
statutory requirements for formal hear
ings. See Hamilton, Procedures for the 
Adoption of Rules of General Applica
bility: The Need for Procedural Innova
tion in Administrative Rulemaking, 60 
Cal. Law R. 1276 (1972) and Crampton, 
Causes and Cures of Administrative De
lay, 58 American Bar Ass’n. Journal 937 
(September 1972), •

At about the same time, the American 
Bar Association appointed a special com
mittee to consider thé agency’s hearing 
procedures, ' which also issued a report 
and recommendations. See Pendergast, 
The Diagnosis and Treatment of FDA 
Hearings, Association of Food & Drug 
Officials of the United States Quarterly 
Bulletin, Vol. 34, No. 1, p. 23 (January 
1970). These various reports and recom
mendations have been widely discussed. 
See, e.g., Hamilton, Rulemaking on a 
Record, 26 Food Drug Cosmetic Law 
Journal 627 (December 1971) ; Goodrich, 
A Reply to Professor Hamilton’s Com
ments and Recommendations for Pro
cedural Reform, 26 Food Drug Cosmetic 
Law Journal 639 (December 1971) .

The Commissioner has carefully con
sidered all of the comments and sugges-
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tions made in the course of these reports 
and discussions. Many are incorporated 
into these proposed regulations.

During the same period, the courts 
have realized that the use of a formal 
evidentiary public hearing is not always 
appropriate for agency decisionmaking. 
In American Airlines, Inc. v. Civil Aero
nautics Board, 359 F .'2d 624, 629 (D.C. 
Cir. 1965), cert, denied, 385 U.S. 843 
(1966), the court noted that “rulemaking 
is not to be shackled, in the absence of 
clear and specific congressional require
ment, by importation of formalities de
veloped for the adjudicatory process and 
basically unsuited for policy rulemak
ing.” In Marine Space Enclosures, Inc. v. 
Federal Maritime Commission, 420 F. 2d 
577, 589-590 (D.C. Cir. 1969), it was sug
gested that, in appropriate situations, a 
formal evidentiary public hearing “may 
usefully approach the legislative rather 
than the adjudicatory model.” In Walter 
Holm & Co. v. Hardin, 449 F. 2d 1009, 
1016 (D.C. Cir. 1971) , the court stated 
that “This requirement of hearing is not 
shackled by rigidities of procedure that 
may stultify the regulatory program.” 
More recently, in Cooper Laboratories, 
Inc. v. Commissioner, 501 F. 2d 772, 792- 
793 (D.C. Cir. 1974), it was suggested 
that the hearing required by the Federal 
Food, Drug, and Cosmetic 'Act with re
spect to withdrawal of approval of an 
NDA “need not borrow the character
istics of conventional courtroom contro
versy, burdened with the impedimenta 
of tiie kind of arcane questions with 
which lawyers often bedevil expert wit
nesses,” but rather “can perhaps best be 
provided by an on-the-record confer
ence-hearing procedure, modeled on con
ference discussions between lawyers and 
experts.”

Thus, thp Commissioner has recognized 
that, in those situations where complex 
scientific and medical issues are involved, 
a searching scientific inquiry conducted 
by independent experts may well be more 
appropriate to resolve the matters In
volved than a formal evidentiary public 
hearing. Use of a public hearing before 
a Board of Inquiry pursuant to Subpart
C, or a public hearing before a public 
advisory committee pursuant to Subpart
D, would therefore be authorized. Sim
ilarly, where a legislative-type public 
hearing before the Commissioner pur
suant to Subpart E would be appropriate 
to consider broad policy issues, the pro
posed regulations would provide for this 
mechanism.

The courts have recently sustained the 
use of section 701(a) of the act for sub
stantive rule making, in addition to sec
tion 701(e), so that the Food and Drug 
Administration “may follow streamlined 
procedures designed to avoid the endless 
delays that have tended to paralyze ad
judicatory hearings and render them in
effective as a means of utilizing agency 
expertise.” See National Nutritional^ 
Foods Ass’n. v. Weinberger, 512 F. 2d 688, 
697 (2d Cir. 1975). As the Court stated in 
that case, which involved an agency rule 
making proceeding with respect to the 
safety of vitamins A and D, “Since the 
decision did not turn on precise factual

issues or on the credibility of witnesses 
but represented a judgment based upon 
consideration of relevant medical and 
scientific data, we doubt that a trial-type 
adversary hearing would have shed any 
further light on the question * * *”

There has been substantial concern ex
pressed in recent years about the need 
for development of more appropriate pro
cedures than trial-type hearing for re
solving difficult scientific issues. See, eg., 
Hall, A. “ * * * Diet Wholesome, But Not 
Excessive,” Food Technology, Vol. 27, No. 
7, p. 61 (1973) and Katz, One Profes
sion’s Finding of Fact is not Necessarily 
Another’s, 22 National Academy of Sci
ences News Report, No. 6, pp. 4-5 (June- 
July 1972). The Commissioner believes 
that a Public Board of Inquiry or a pub
lic advisory committee represents a feas
ible approach to this problem, combining 
the features of traditional scientific in
quiry with the need of the law to develop 
a full record on which to base the Com
missioner’s decision and subsequent ju 
dicial review; The Commissioner is hope
ful that the flexibility provided by the 
range of procedures available under the 
proposed regulations would be fully uti
lized by the public and the regulated in
dustries to avoid inappropriate use or 
abuse of formal trial-type hearings.

SCOPE OP STTBPART (§ 2.100)
Proposed Subpart B would be applica

ble both to adjudicatory and to rule mak
ing proceedings subject to the require
ments for a formal evidentiary public 
hearing in the Administrative Procedure 
Act, 5 U.S.C. 554, 556, and 557. For the 
most part, the procedures are identical 
in both situations. In a few instances, 
however, the proposed regulations would 
provide different provisions for these two 
types of hearings.

In addition to formal evidentiary pub
lic hearings required by statute, the Com
missioner could also, in his discretion, 
hold such a hearing with respect to any 
matter where he concluded that it would 
be in the public interest. Thus, even if a 
formal evidentiary hearing were re
quested but not justified pursuant to the 
proposed regulations, the Commissioner 
could order that a hearing be held on the 
matter pursuant to this Subpart if he 
concluded that there were sound puhlic 
policy reasons for doing so.
INITIATION OF A FORMAL EVIDENTIARY PUB

LIC HEARING INVOLVING THE ISSUANCE,
AMENDMENT, OR REVOCATION OF A REGU
LATION (§ 2-HO) *
Proposed § 2.110 would govern initia

tion of a formal evidentiary public hear
ing involving rule making. The statutory 
provisions covered by this section are set 
out in proposed § 2.12(c) (1) through 
(15).

In general, rule making that would be 
subject to an opportunity for a formal 
evidentiary public hearing pursuant , to 
§ 2.12(c) (1) through (15) is no differ
ent than rule making that is subject only 
to the notice-and-comment procedures 
under 5 U.S.C. 553 and § 2.10 of the pro
posed regulations, up through promulga
tion of the final regulations. After publi

cation of a final regulation subject to this 
Subpart, however, any person who would 
be adversely affected would have 30 days 
within which to file written objections 
and a request for a formal evidentiary 
public hearing.

The Commissioner notes that section 
701(e) of the act and the other related 
statutory provisions explicitly provide 30 
days within which objections and re
quests for hearing may be submitted. The 
Commissioner has no legal authority to 
extend this time period. In the past, many 
persons have requested, and been denied, 
an extension of this 30-day period. Ac
cordingly, the proposed regulations would 
explicitly provide that this 30-day period 
shall not be extended by the Commis
sioner.

The statutory provisions relating to 
color additives and food additives are 
somewhat different from those for other 
regulations subject to this Subpart. Un
der sections 409 and 706 of the act, the 
notice of filing of a petition published in 
tiie Federal R egister takes the place of 
the customary proposal, and thereafter 
the final order is published with time for 
objections and a request for hearing but 
no time for additional comment. Under 
§§8.9 and 121.51(h) (21 CFR 8.9 and 
121.51(h)), as established in the recently 
promulgated public information regula
tions, the Commissioner will make avail
able for public disclosure all safety and 
functionality data relating to any color 
additive or food additive at the time of 
filing of the petition, so that public com
ment can be prepared meaningfully and 
submitted prior to publication of the final 
regulations.

Similarly, the statutory provisions re
lating to new animal drug regulations ex
plicitly eliminate the need for a proposal 
before promulgating a final regulation. 
Under section 512(i) of the act, a new 
animal drug regulation is promulgated by 
notice, which upon publication In the 
Federal R egister is effective as a 
regulation.

For many years, it has been customary 
to promulgate technical amendments to 
antibiotic monographs as final regula
tions rather than as proposals because 
they usually involve only technical con
siderations rather than policy issues, are 
prepared in consultation with the manu
facturers who must meet them, and im
pose new safety requirements in the 
public interest. The propose«! regulations 
would permit the continuation of this 
practice under these circumstances. 
Where controversy or significant policy 
issues exist, such amendments would be 
published as proposals unless public 
health considerations required that they 
be made effective immediately.
initiation of a formal evidentiary pub

lic HEARING INVOLVING ISSUANCE,
AMENDMENT, OR REVOCATION OF AN ORDER
( §  2 . 111 )

Proposed § 2.111 would govern the 
initiation of a formal evidentiary public 
hearing that is adjudicatory in nature. 
The statutory provisions involved are set 
out in proposed § 2.12(c) (16) through 
(18), and relate to approval or with-
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drawal of approval of new drugs, new 
animal drugs, and biological licenses.

In these circumstances, the Commis
sioner would issue a notice of opportunity 
for hearing on any proposal to take ad
verse action with respect to the partic
ular matter involved. The applicant for 
or holder of the order in question, and 
all other persons subject to the notice, 
e.g., the manufacturer of an identical, 
related, or similar drug that is covered by 
the order, would have 30 days after the 
issuance of the notice within which to 
request a formal evidentiary public hear
ing on the matter. .

The Commissioner notes that, pursu
ant to the statutory provisions involved, 
only specified persons would have the 
legal right to exercise the opportunity 
for a hearing'on these matters. Unlike 
the situation involved in public rule mak
ing, where every member of the public is 
entitled to an opportunity for a hearing, 
the statute explicitly states that only the 
persons directly affected by the agency 
action, i.e., those who hold or are covered 
by the license involved, have an oppor
tunity for a hearing with respect to the 
matters involved under these three statu
tory provisions. Thus, for example, a 
physician has no legal right to a hearing 
to contest withdrawal or approval of a 
new drug.

Nonetheless, the Commissioner could, 
in his discretion, grant a formal eviden
tiary public hearing, or some other type 
of public hearing, e.g., a public hearing 
before the Commissioner pursuant to 
proposed Subpart E, upon the request of 
any interested person even though he 
may not have the statutory right to a 
hearing. The Commissioner would con
sider any request for a hearing involving 
a new drug, new animal drug, or biologies 
license, even though the person submit
ting the request had no statutory oppor
tunity for a hearing on the matter 
involved.

Specific provisions are included in 
other sections in agency regulations re
lating to a request for hearing upon ad
verse action relating to new drugs, new 
animal drugs, and biological licenses, i.e., 
§§ 314.200, 514.200, and 601.7(a). The 
proposed regulations cross-reference 
these existing provisions.
FILING OBJECTIONS AND REQUESTS FOR A

HEARING ON A REGULATION OR ORDER
( §  2 . 112 )

Section 2.112 of the proposed regula
tions specifies with particularity the form 
in which objections to agency action and 
requests for a hearing must be submit
ted. In general, each objection must be 
separately numbered and, if a hearing is 
requested on it, accompanied by a de
tailed description and analysis of the 
specified factual information intended to 
be presented in support of the objection 
if a hearing is held. Under proposed 
§ 2.113(b) (6), the failure to follow this 
form, or to file it within the time period 
specified, would result in denial of a 
hearing. As discussed in paragraph 16 
of the preamble to the hearing regula
tions for new drugs and antibiotics pub
lished in the F ederal R egister of March

13, 1974 (39 FR 9750), it is not necessary 
to submit unfavorable data and infor
mation in requesting a hearing, but if 
a hearing is granted such unfavorable 
data and information would be required 
to be, submitted pursuant to proposed 
§ 2.153(a) (2) and (b).
RULING ON OBJECTIONS AND REQUESTS FOR 

HEARING (§ 2.113)
Based upon any objections or requests 

for hearings filed pursuant to proposed 
§§ 2.111 and 2.112, the Commissioner 
would have a number of options to pur
sue. First, he could modify or revoke the 
regulation or order involved. Second, he 
could order a formal evidentiary public 
hearing or an alternative form of hear
ing on the matter. Third, he could deny 
any hearing as unjustified and let the 
regulation or order stand unmodified.

Proposed § 2.113(b) sets out the cri
teria under which the Commissioner 
could determine whether a request for 
hearing has been justified. The Commis
sioner believes that these criteria accu
rately reflect the legal standards ehun- 
ciated by the courts in litigation on these 
matters during the past few years. See, 
e.g., Weinberger v. Hynson, Westcott & 
Dunning, Inc., 412 U.S. 609, 620-622 
(1973); Cooper Laboratories, Inc. v. 
Commissioner, 501 F.2d 772,-776-777, 780 
n.22 (D.C. Cir. 1974); Hess & Clark v. 
Food & Drug Administration, 495 F.2d 
975, 982-985 (D.C. Cir. 1974); Gulf States 
Utilities Co. v. Federal Power Comm’n., 
411 U.S. 747, 772-775X1973).; Federal 
Power Comm’n. v. Texaco, 377 U.S. 33, 
39-41 (1964); United States v. Storer 
Broadcasting Co., 351 U.S. 192, 202-205 
(1956); Municipal Light Boards v. Fed
eral Power Comm’n., 450 F.2d 1341,1345- 
1346 (D.C. Cir. 1971); Citizens for Alle
gan County, Inc. v. Federal Power 
Comm’n., 414 F.2d 1125, 1128-1129 (D.C. 
Cir. 1969); Total Telecable, Inc. v. Fed
eral Communications Comm’n., 411 F.2d 
639, 641-642 (9th Cir. 1969); Virginia 
Electric & Power Co. v. Federal Power 
Comm’n., 351 F.2d 408, 410 (4th Cir. 
1965); and Dyestuffs and Chemicals, Inc. 
V. Flemming, 271 F.2d 281, 286-287 (8th 
Cir. 1959) , "cert, denied, 362 U.S. 911 
(1960).

To justify a hearing, there must be a 
genuine and substantial issue of fact for 
resolution at the hearing. If there are 
only policy or legal issues involved, rather 
than factual issues, there is no require-, 
ment that a hearing be held on the 
matter.

The factual issue must, moreover, be 
capable of being resolved by available 
and specifically identified reliable evi
dence. A request for hearing accompa
nied only by general allegations or de
nials or descriptions of contentions would 
not be sufficient to justify a hearing. 
Such a request would have to be accom
panied by a detailed description and 
analysis of the specific factual informa
tion intended to be presented in the event 
that a hearing were held, not by general 
allegations. The failure to identify reli
able evidence to be presented at the 
hearing would result in a decision that 
the hearing had not been justified.

The specific evidence identified in a re
quest for hearing must be adequate to 
justify resolution of the factual issue in 
the way sought by the person submitting 
the request. If the Commissioner con
cluded that, even assuming the truth and 
accuracy of all of the data and informa
tion submitted in support of the objec
tion and request for the hearing, they 
are insufficient to justify the factual de
termination urged, there would be no 
issue of fact remaining and thus no point 
whatever in conducting a hearing on the 
matter. For example, an allegation that 
a regulation may have a particular eco
nomic impact could be accepted by the 
Commissioner as factually true, without 
the need for a hearing, and still not re
quire any change in the regulation in
volved. Summary disposition of the mat
ter would be clearly warranted at that 
stage of the proceeding. If, on the other 
hand, the data and information sub
mitted were on their face sufficient to 
justify the factual determination urged 
and the Commissioner would change the 
regulation or order if such facts were 
proved to be true, a hearing on the issue 
would be warranted. Thus, a hearing 
would be denied only where there was 
no relevant factual issue in dispute.

Resolution of the factual issue in the 
way sought by the person must be ade
quate to justify the relief requested in 
the objections and requests for hearing. 
Irrelevant factual- contentions that are 
not determinative or controlling with re
spect to the relief requested. would not 
justify a hearing. In some instances in 
the past, the Commissioner has received 
requests for a hearing on food standards 
which faff to include a product, but which 
do not exclude or otherwise affect that 
product. Under these circumstances, a 
hearing is not justified. Whenever there 
is an effect upon a product, however, a 
hearing may be justified. See, e.g., A. E. 
Staley Mfg. Co. v. Secretary of Agri
culture, 120 F.2d 258 (7th Cir. 1941).

The action requested must not, on its 
face, be inconsistent with or in violation 
of any provision of the act or in any 
agency regulation particularizing the 
statutory standards. Instead of request
ing a hearing under these circumstances, 
the proper procedure for the person to 
follow is to request an amendment or 
waiver from the regulation involved. For 
example, the Food and Drug Adminis
tration is presently engaged in rule mak
ing proceedings to establish monographs 
for OTC drug products and for biological 
products. Once those monographs are 
promulgated and made effective, new 
drug applications and biological licenses 
which are not in conformity with the 
monographs will be revoked or required 
to be amended to be consistent with the 
monograms. Hearings would not be 
granted with respect to such revocation 
or amendment, since the issue would al
ready have been decided in the rule mak
ing proceeding. The proper procedure for 
any aggrieved manufacturer would be to 
request an amendment of or waiver from 
the monograph.

In some instances, a request for hear
ing may present a close question as to
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whether a hearing is Justified, or the 
Commissioner may otherwise be uncer
tain as to whether the public interest 
justifies a hearing. In such circum
stances § 2.113(d) would provide that the 
Commissioner may serve upon the party 
involved a proposed order denying a 
hearing, and the party would have 30 
days within which to respond with jus
tification for the heating.

MODIFICATION OR REVOCATION OF
REGULATION OR ORDER (§ 2.114V

Based upon objections or a request for 
hearing, the Commissioner could modify 
or revoke the regulation or order in
volved, in whole or in part. Such modifi
cation or revocation would be accom
plished through a further Federal R egis
ter notice. Thereafter, further objections 
or requests for hearing would be sub
mitted with respect to such modification 
or revocation, but not with respect to any 
other provisions in the regulation or or
der involved. Such other provisions would 
become final upon expiration of the orig
inal 30 days provided for objections or 
requests for hearing, and could not 
thereafter be reopened except upon fur
ther notice by the Commissioner spe
cifically reopening them.

DENIAL OF FORMAL EVIDENTIARY PUBLIC 
HEARING IN WHOLE OR IN PART (§ 2.115)

Where the Commissioner concluded 
that a formal evidentiary public hearing, 
or the alternative form of hearing re
quested, was not justified, proposed 
I 2.115 would require that he issue a no
tice of such determination in the Fed
eral R egister. In accordance with pre
sent procedure and applicable case law, 
any such determination would specify 
the reasons therefor.

Proposed § 2.115(b) specifies the rec
ord of the administrative proceeding. 
That administrative record would con
stitute the exclusive record for the Com
missioner’s decision, and the record upon 
which subsequent court review of the 
denial of a hearing could be obtained.

In some instances, a request for hear
ing could be granted on some issues and 
denied "on others. Under these circum
stances, the denial would constitute final 
agency action on that matter, and would 
be subject to judicial review pursuant to . 
the specific statutory provisions relat
ing to that subject matter. The time for 
filing a petition for judicial review 
would begin to run on the date of publi
cation in the F ederal Register of the 
Commissioner’s determination denying a 
public hearing on those particular issues. 
The failure to file such a petition within 
the time period established by the specific 
statutory provisions governing the mat
ter would constitute a waiver of the right 
to judicial review of those particular is
sues at any later time, regardless whether 
a hearing had been granted on other is
sues. In this way, there would be prompt 
judicial review of any partial denial of a 
hearing. In the event that a reviewing 
court concluded such denial to be im
proper, the issues involved could then be 
added to the hearing before it was con
cluded.

JUDICIAL REVIEW AFTER WAIVER OF HEARING 
ON A REGULATION (§ 2.116)

In the past, it has been assumed that 
any person who wishes to obtain judicial 
review of the Commissioner’s decision 
on a final regulation which is subject to 
an opportunity for a hearing must re
quest a hearing, and go through the 
entire hearing process, before he may 
obtain such review in the courts. The 
Commissioner concludes that this is a 
wasteful procedure that is not required 
by the statute. Accordingly, proposed 
§ 2.116 provides a procedure under which 
judicial review could be obtained on 
any regulation which is subject to an 
opportunity for a formal evidentiary 
public hearing without the necessity of 
requeuing or conducting such a hearing.

Under this procedure, the interested 
person need submit only an objection to 
the final regulation involved. After the 
Commissioner issued a notice in the Fed
eral Register ruling upon any such ob
jection, the person could then appeal the 
Commissioner’s ruling on that objection 
to a United States Court of Appeals pur
suant to the applicable statutory provi
sions in the act. The record for review 
would be the administrative record of the 
proceeding designated in the proposed 
regulations.

The Commissioner notes that this 
procedure would not be available where 
a hearing is in fact requested and justi
fied on the particular matter involved by 
some other person. Under those circum
stances, since the matter would be the 
subject of a formal evidentiary hearing 
or an alternative form of hearing, it 
would be impermissible to have it also 
subject to immediate court review while 
the issue is being reviewed in a hearing. 
If a hearing were requested and justified 
on an unrelated aspect of the matter, 
however, immediate court review of an 
adverse ruling on an objection could, 
and indeed should, be obtained pursu
ant to this new procedure. The failure 
to file a petition for court review within 
the statutory time period after the Com
missioner’s determination rejecting the 
objections would constitute a waiver of 
judicial review on those objections.

This procedure is quite similar to the 
procedure used for review of regulations 
issued by the Commissioner under sec
tion 701(a) of the act which are review- 
able in the courts under the Administra
tive Procedure Act, 5 U.S.C. 701 et seq., 
except that the statutory provisions of 
the act permit direct review in a United 
States Court of Appeals rather than in 
a United States District Court. The rec
ord for review upon such appeal would 
be, however, the same record in both in
stances, i.e., the administrative record 
compiled before the Commissioner on the 
basis of which he made his decision.

The Commissioner concludes that this 
procedure would substantially expedite 
matters by eliminating the necessity for 
a public hearing prior to court review 
of any matter on which an interested 
person wishes to institute legal challenge. 
It would provide a fair and efficient pro
cedure for such challenge, without bur
dening both the party involved and the

Food and Drug Administration in a 
needless public hearing. The courts 
would moreover, have a full administra
tive record to review, even without the 
public hearing. That record would con
sist of all of the relevant Federal R eg
ister notices, a full articulation of the 
Commissioner’s decision, including the 
reasons for his rejection of the objections 
filed to the final regulation, and all of 
the data and information on which the 
Commissioner and the other parties to 
the matter relied. The reviewing court’s 
determination of whether the Commis
sioner’s decision were supported by sub
stantial evidence of record in this in
stance would therefore be no more dif
ficult, and indeed probably no different, 
than its determination after a public 
hearing was held on a matter.
REQUEST FOR ALTERNATIVE FORM OF PUBLIC 

HEARING (§ 2.117)
For the reasons already noted above, 

the Commissioner is of the opinion that 
it is important to establish alternative 
forms of public hearings in addition to 
the formal evidentiary public hearing 
provided in Subpart B of the proposed 
regulations. Proposed § 2.117 would pro
vide that a person who had a right to 
an opportunity for a formal evidentiary 
hearing could waive that opportunity 
and, in lieu thereof, request a public 
hearing before a Public Board of Inquiry 
pursuant to Subpart C, a public hearing 
before a public advisory committee 
pursuant to Subpart D, or a public hear
ing before the Commissioner pursuant to 
Subpart E. Such a waiver could, but 
would not have to, be conditioned upon 
the grant of one of these alternative 
forms of hearing. Such a request could be 
on his own initiative or at the suggestion 
of the Commissioner. The Commissioner 
anticipates that, in many instances, such 
a person would request a hearing under 
Subpart B and then indicate his willing
ness to waive that right to a hearing, 
conditioned upon the use of an alterna
tive form of hearing. A request for an 
alternative form of hearing could be filed 
by the Hearing Clerk in the same ad
ministrative file as any related objec
tions and request for hearing under Sub
part B.

It is the opinion of the Commissioner 
that an alternative form of hearing 
would be used only where all persons 
who had a right to a formal evidentiary 
public hearing, and who had justified 
such a hearing, agreed to the alternative 
form. Under recent case law, it is clear 
that an alternative form of hearing could 
in many instances be required even with
out the consent of the parties. The Com
missioner believes, however, that it will 
be unnecessary to resort to this type of 
requirement, and that parties to a hear
ing would readily agree to the form of 
hearing that would resolve the issue most 
expeditiously. Should this not occur, 
however, the Commissioner would re
consider this portion of the proposed 
regulations and might require use of 
alternative forms of hearings where they 
were more appropriate under the cir
cumstances involved.
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The Commissioner could, of course, 
determine to hold an alternative form of 
public hearing even where the formal re
quirements for justifying a formal evi
dentiary public hearing had not been 
fully satisfied. Where close questions 
arose with respect to justification for a 
formal evidentiary public hearing, it 
could well be in the best interests of all 
parties to agree to the use of an alterna
tive form of hearing rather than to con
duct litigation on the question whether a 
formal evidentiary public hearing had 
been justified.

If the Commissioner determined that 
an alternative form of public hearing 
should be used, a Federal R egister notice 
would be published setting forth all of the 
pertinent information relating to the 
hearing, including any provision of the 
regulation or order which had been 
stayed, the issues to be considered at the 
hearing, and similar matters. If the hear
ing were to be conducted by a Public 
Board of Inquiry or a public advisory 
committee, the notice would state 
whether the findings and conclusions re
sulting from the hearing would be 
handled as a recommended decision or as 
an initial decision.

notice of hearing ; stay of action 
(§2.118)

If the Commissioner determined that a 
request for hearing justified a formal 
evidentiary public hearing, he would 
have to issue a notice of that determina
tion in the Federal R egister, setting 
forth all relevant information about the 
hearing, such as a statement as to which 
parts, if any, of the regulation or order 
involved are stayed pending the hearing, 
the parties to the hearing, the issues to 
be considered at the hearing, whether 
the presiding officer will prepare a rec
ommended decision or an initial decision, 
and similar matters. The presiding officer 
and the time of the prehearing confer
ence could be included in the notice of 
¡hearing or be published in a later notice. 

I The Commissioner notes that the vari
ous provisions of the act that would be 
subject to proposed § 2.12 and Subpart B 
state different requirements with respect 
to whether a regulation or order is auto
matically stayed pending a public hear
ing. All regulations and orders subject to 
sections 505 and 701(e) of the act are 
automatically stayed by the filing of 
proper objections and requests for a 

1 hearing. Under section 409 of the act, the 
: Commissioner has discretion to stay or 
not to stay a food additive regulation 
pending a hearing. Neither section 507 of 
the act nor section 351 of the Public 
Health Service Apt provides for a stay of 
an antibiotic or biologic regulation or 
order pending a hearing, and accordingly 
the Commissioner also has discretion to 
grant or deny a stay under these provi
sions. Where the Commissioner has dis
cretion to consider a stay, any request 
for a stay pending a hearing would have 
to be submitted pursuant to proposed 
§ 2.9.

The statement of the factual issues 
raised by the objections or requests for 
hearings contained in the notice of hear

ing would determine the scope of the 
hearing. Although the presiding officer 
could revise or restate the issues, he 
could not add other issues or delete any 
of those issues contained in the notice of 
hearing.
EFFECTIVE DATE OF A REGULATION (§2.119)

If no objections were filed and no hear
ing requested, the regulation would be
come effective as specified in the notice 
promulgating it, and the Commissioner 
would publish an appropriate notice in 
the Federal R egister confirming the 
effective date of the regulation involved. 
Based upon additional information, the 
Commissioner could also extend the time 
for compliance with the new regulation.

EFFECTIVE DATE OF AN ORDER (§ 2.120)
If no hearing were requested in re

sponse to a notice of opportunity for 
hearing, the Commissioner would pub
lish a final order withdrawing approval 
of the NDA, NADA, or biologies license 
involved. Such withdrawal could, of 
course, involve the entire approval or 
only a portion of it, e.g., elimination o f a 
single indication from labeling. The final 
order would establish the date on which 
it becomes effective.

Any person subject to the notice of op
portunity for hearing, e.g., the manu
facturer or distributor of a drug product 
which is identical, related, or similar to 
a drug product named in the notice, who 
did not request a hearing would be bound 
by the final order as of its effective date. 
If one person requested a hearing and 
others did not, the Commissioner could 
publish a final order covering those who 
did not request a hearing before he ruled 
upon the other person’s request for hear
ing, or he could delay any such final order 
and handle them all at once.

In accordance with section 512(i) of 
the act, a final order withdrawing or 
modifying approval of an NADA would 
require that a corresponding change 
forthwith be made in the regulation 
reflecting the action taken.

APPEARANCE AND PRACTICE (§§ 2.130 AND 
2.131)

Proposed §§ 2.130 and 2.131 relate to 
the filing of a notice of appearance in 
any formal evidentiary public hearing. 
No person would have to be licensed or 
otherwise specially qualified to appear on 
his own behalf or on behalf of any other 
interested person.

No person could participate in any 
proceeding without first having filed a 
written notice of appearance under these 
provisions. A notice of appearance could 
be stricken by the presiding officer, for 
good cause, in which case the person in
volved could no longer participate in the 
proceeding.

PRESIDING OFFICER (§§ 2.140-2.144)
Proposed §§ 2.140 through 2.144 relate 

to the authority and functions of the 
presiding officer. In most instances the 
presiding officer will be an administra
tive law judge. In general, the presiding 
officer will have the authority aiid duty

to conduct a fair and expeditious 
hearing.

The Food and Drug Administration 
presently has no subpoena power, and 
accordingly the presiding officer would 
have no authority to require witnesses to 
answer questions. In the event that a 
person whose direct testimony has been 
presented then declines to answer any 
question presented by the presiding of
ficer or by any other participant on cross- 
examintion, however, the presiding of
ficer could strike all the testimony of 
that witness. Similarly, where a partici
pant in the hearing fails to abide by the 
regulations and the orders issued by the 
presiding officer, all evidence presented 
by that participant could properly be 
stricken from the record.

HEARING PRODEDURES (§§ 2.150-2.165)
Proposed §§ 2.150 through 2.165 con

tain the procedures that would be utilized 
in the conduct of the formal evidentiary 
public hearing.

FILING AND SERVICE OF SUBMISSIONS 
(§ 2.150)

Proposed § 2.150 would require all sub
missions relating to a formal evidentiary 
public hearing to be filed with the Hear
ing Clerk in accordance with proposed 
§ 2.5. Copies of any such submission 
would be served on all participants in 
the proceeding except for documentary 
data and information.

PETITION TO PARTICIPATE IN FORMA 
PAUPERIS (§ 2.151)

Proposed § 2.151 provides that the 
Commissioner could grant a participant’s 
petition to proceed in forma pauperis, 
where the person was indigent and there 
was a strong public interest justification 
in his participation, or where such 
participation was in the public interest 
because it primarily benefited the gen
eral public. Under these circumstances, 
the participant would have to file only 
one copy of each submission with the 
Hearing Clerk, and the Hearing Clerk 
would then be responsible for serving 
copies upon all other participants.

ADVISORY OPINIONS (§ 2.152)

Proposed § 2.152 provides for the use of 
advisory opinions to settle issues during 
the course of a formal evidentiary pub- 
lic hearing.
DISCLOSURE OF DATA AND INFORMATION BY 

THE PARTICIPANTS (§ 2.153)
Proposed § 2.153 would require the 

director of the agency bureau responsible 
for the matter involved in the hearing to 
submit to the Hearing Clerk, before pub
lication of the notice of hearing, all 
relevant portions of the administrative 
proceeding, all documents in the bureau 
files containing relevant factual data and 
information, whether favorable or unfa
vorable, all other documentary data and 
information on which the bureau relies 
for its position, and a narrative state
ment of his position on the f  actual issues 
involved and the type of evidence in
tended to be introduced in the hearing. 
Within 60 days after publication of the
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notice of hearing, all other participants 
would have to file with the Hearing Clerk 
the same information. The failure to 
comply with this requirement would 
constitute a waiver of the right to 
participate further in the hearing and, 
in the case of a party, a waiver of the 
right to a hearing.

The Commissioner notes that those 
portions of the administrative record 
not relevant to the issues in the hearing 
would not be included in the documents 
filed by the bureau director. For example, 
if the manufacturing and quality control

1973); City of Chicago v. Federal Power 
Comm’n., 458 F.2d 731, 739 (D.C. Cir. 
1971), cert, denied, 405 U.S. 1074 (1972); 
American Airlines, Inc. v. Civil Aeronau
tics Board, 359 F.2d 624, 627-632 (D.C. 
Cir. 1966), cert, denied, 385 U.S. 843 
(1966); 1 Davis, Administrative Law 
Treatise §5.01; 2 Davis, Administrative 
Law Treatise § 15.03; and Note, The Ju
dicial Role in Defining Procedural Re
quirements for Agency Rulemaking, 87 
Harv. L. Rev. 782 (1974). This is par
ticularly true with respect to Food and 
Drug Administration proceedings. Al-

procedures for a new drug were not in—though revocation of an antibiotic mono
issue in a hearing relating to the drug’s 
safety or effectiveness, they would not 
be a part of the hearing record and, be
cause they are otherwise prohibited from 
public disclosure pursuant to the provi
sions of Part 4 and the regulations refer
enced therein, would not be available for 
public disclosure.

Such submissions could be supple
mented later in the proceeding with the 
approval of the presiding officer, but the 
Commissioner emphasizes that good 
cause would have to be shown as to why 
such supplemental material was not rea
sonably known or available, or why its 
relevance could not reasonably have been 
foreseen.

No participant would have to file data 
and information already filed by the 
Food and Drug Administration or by any 
other participant. Thus, participants are 
encouraged to exchange and consolidate 
lists of documentary evidence to reduce 
duplicative submissions.
purpose; oral and written  testim ony ;

BURDEN OF PROOF (§ 2.154)
Proposed § 2.154 would govern the 

■presentation of evidence and the burden 
of proof in a formal evidentiary public 
hearing. The Commissioner is of the 
opinion that, since the use of oral direct 
testimony and the use of cross-examina
tion have been the principal causes for 
delay of Food and Drug Administration 
hearings in the past, most of the hearing 
should be developed through the submis
sion of written documentary and testi
monial evidence. Oral evidence should be 
permitted only where necessary for a full 
and true disclosure of relevant evi
dentiary facts. See, e g., Long Island R.R. 
v. United States, 318 F / Supp. 490 
(E.D.N.Y. 1970).

Under the Administrative Procedure 
Act, 5 U.S.C. 556(d), all direct evidence 
in a formal evidentiary public hearing 
involving rule making may be required 
to be introduced in writing, and a party 
to an adjudicatory proceeding may in
troduce direct testimony either orally or 
in writing. Commentators and the courts 
have pointed out, however, that it is vir- 
tualljT impossible to draw a clear line 
between rule making and adjudicatory 
proceedings, and thus that the true na
ture of any proceedings and the require
ments applicable to them must be con
sidered by reviewing the nature of the 
issues involved rather than by the use of 
arbitrary labels. See, e.g., Appalachian 
Power Co. v. Environmental Protection 
Agency, 477 F.2d 495, 500-501 (4th Cir.

graph and withdrawal of approval of a 
new drug on grounds of lack of safety or 
effectiveness involve the identical issue, 
the former is technically regarded as 
“rule making” whereas the latter is tech
nically regarded as “adjudication.” It is 
apparent, and the courts have recog
nized, that this distinction is meaning
less and that, under the circumstances, 
an agency may apply similar procedural 
requirements depending upon the nature 
of the issues involved.

Accordingly, the Commissioner believes 
that the need for oral direct testimony 
should depend upon whether the type of 
proceeding involves “adjudicatory” facts 
or “legislative” facts. Where the issues 
involved a particular party or product 
and had no general applicability, e.g., 
the failure of one manufacturer to use 
adequate quality control in processing a 
specific drug product, they would be re
garded as adjudicatory in nature. Where 
the issues had general applicabity, as is 
true with the safety and effectiveness of 
a class of drugs produced by a number of 
companies, they would be regarded as 
“legislative” or “rule making” in nature. 
Accordingly, all issues of general appli
cability would be subject to the require
ment for written direct testimony, 
whereas issues involving specific appli
cability and particular parties would be 
considered adjudicatory in nature and 
each party would determine whether, 
and the extent to which, he wished to 
present bis direct testimony orally or in 
writing.

With respect to cross-examination, the 
Administrative Procedure Act, 5 U.S.C. 
556(d), states that the same rules shall 
apply in both rule making and adjudica
tory proceedings. Under the law, cross- 
examination shall be permitted upon a 
showing that it is necessary for a full 
and true disclosure of the facts. The 
Commissioner therefore would adopt this 
standard, under which the presiding of
ficer would in all cases determine 
whether cross-examination has been jus
tified. The burden would be on the party 
involved to justify cross-examination in 
each instance in which it is requested. 
Ordinarily, cross-examination would be 
justified when it related to witness per
ception or credibility, but not when it 
related to a judgment based on scien
tific, medical, or technical data.

The Commissioner emphasizes that 
these new'regulations would not elimi
nate either oral direct examination or 
oral cross-examination. Rather, they 
would require that any participant in a

formal evidentiary public hearing justify 
the need for such oral presentation. 
Where the lack of an oral presentation 
could be shown to prejudice any par
ticipant, the proposed regulations would 
provide that such an oral presentation 
should be permitted. Accordingly, formal 
evidentiary public hearings would be far 
less protracted and legalistic but would 
preserve the right of each participant to 
make a full and fair presentation of his 
case.

It is the Commissioner’s opinion that 
these rules fully meet the requirements 
of the Administrative Procedure Act, as 
interpreted by the courts. They would 
neither hinder the parties in developing 
the relevant facts, nor unduly prolong 
the proceeding to the detriment of the 
public interest. Any diligent party would 
have full opportunity to present all rele
vant information for consideration by 
the presiding officer and the Commis
sioner.

Pursuant to the Administrative Pro
cedure Act, 5 U.S.C. 556(d), the propo
nent of a regulation or order has the bur
den of proof in any formal evidentiary 
public hearing. Except as otherwise pro
vided by statute, this means that, where 
an interested person submits a petition 
to the agency but the agency modifies it 
in any significant way, the agency itself 
must bear the burden of proof with re
spect to such modification. Where the 
matter involves a drug, food additive, or 
color additive, however, the provisions of 
the act specifically place the burden of 
proof on the person contending that the 
product is safe of effective or both and 
who is requesting approval or contesting 
withdrawal of approval. In these situa
tions, the burden of proof remains on any 
such participants regardless whether the 
proceeding involves a denial of approval 
in the flsrt instance, or revocation of 
prior approval. See, e.g., Environmental 
Defense Fund v. Finch, 428 F.2d 1083, 
1092 n.27 (D.C. Cir. 1970) and Dow 
Chemical Co. v. Ruckelshaus, 447 F.2d 
1317, 1324 (8th Cir. 1973).

PARTICIPATION OF NONPARTIES (§2.155)
Proposed § 2.155 provides that a non- 

party participant would have basically 
the same rights as a party to the pro
ceeding, except that he could not sub
mit written interrogatories or conduct 
cross-examination except to the extent 
that the presiding officer found that such 
additional rights should be granted be
cause the participant’s interests would 
not be adequately protected otherwise, or 
it would be required for a full and true 
disclosure of relevant evidentiary facts. 
Any person whose petition was the sub
ject of the hearing would have the same 
rights as a party, even though he did not 
meet the definition of a party in pro
posed § 2.3(a) (10).
CONDUCT AT ORAL HEARINGS OR CONFERENCES 

(§ 2.156)

Proposed § 2.156 would require digni
fied and ethical conduct by all partici
pants in a hearing. Failure to observe this 
requirement would result In exclusion 
from the proceeding by direction of the
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presiding officer. Exclusion of a partici
pant for. improper conduct at a hearing 
has been upheld in the courts. See, e.g., 
Ubiotica Corp. v. Food and Drug Admin
istration, 427 F.2d 376, 382 (6th Cir. 
1970).

TIME AND PLACE OF PREHEARING 
CONFERENCE (§2.157)

Proposed § 2.157 provides for a pre- 
hearing conference to be held as sched
uled in the notice of hearing or in a 
subsequent notice.

PREHEARING CONFERENCE PROCEDURE 
(§ 2.158)

Proposed § 2.158 describes the matters 
to be determined at a prehearing confer
ence. In general, the purpose of the pre- 
hearing conference is to lay out the full 
course of the hearing to the extent feas
ible, to identify all issues, to resolve all 
matters in contention between the par
ticipants with respect to the conduct of 
the hearing, and otherwise to take what-, 
ever action Is necessary to assure a fair 
and efficient hearing. At the conclusion 
of the prehearing conference, the pre
siding officer must prepare a written pre- 
hearing order summarizing all of the de
cisions made, which would control the 
subsequent course of the hearing unless 
later modified for good cause shown. The 
presiding officer may revise the prehear
ing order as the evidence develops in 
the course of the hearing.

SUMMARY DECISIONS (§ 2.159)
Proposed § 2.159 provides that, just as 

in court proceedings, part or all of a for
mal evidentiary public hearing would be 
decided by summary judgment at any 
point in the proceeding.

RECEIPT OF EVIDENCE (§2.160)
Proposed § 2.160 relates to the develop

ment of evidence at a formal evidentiary 
public hearing. All participants will be 
submitting evidence during the same 
time period, rather than having it de
veloped in sequence. Separate rules are 
provided with respect to written and 
oral evidence.

A written submission to the record 
would be admissible as evidence unless 
the document was not authentic or was 
excluded in order to enforce the pro
cedural requirements of Subpart B. Thus, 
all of a participant’s évidence would be 
excluded if he failed to comply with the 
requirements for a hearing.

Written evidence would not be ex
cluded as inadmissible on the ground that 
it was irrelevant, immaterial, or repeti
tive. All such evidence would be admitted 
even though it was of no probative value 
whatever. The admission of written evi
dence therefore would not indicate that 
it was of any weight or value in deter
mining the issues raised at the hearing. 
The Commissioner believes that it is far 
preferable to admit all written evidence 
and then to disregard irrelevant ma
terial in reaching a decision, than it 
would be to spend substantial time in 
debating the admissibility of such evi
dence at the hearing. For example, a 
scientific study or consumer survey would

be admissible in evidence without the 
extensive voir dire that usually precedes 
it, in full court trials, and the other 
participants would then submit evidence 
on any alleged defects in the study or 
survey in order to support any conten
tions they might wish to make with re
spect to the weight that should be given 
to it. Admitting all written testimony 
into evidence, without consideration of 
evidentiary objections, would substan
tially shorten the time necessary to con
duct a hearing.

Oral testimony, whether on direct or 
on cross-examination, would be admis
sible as evidence unless it was excluded 
as irrelevant, immaterial, or repetitive, 
or to" enforce the procedural require
ments relating to the hearing. If such 
evidence was excluded, it woüld remain 
a part of the administrative record, as a 
proffer of proof, in the event that such 
ruling was later challenged on judicial 
review. The Commissioner believes that 
excluding irrelevant, immaterial, and re
petitious oral testimony would expedite 
the hearing by reducing the need for 
lengthy trial-type proceedings. Accord
ingly, by encouraging the use of written 
testimony and limiting oral testimony 
the proposed regulations woud prevent 
the type of prolonged and contentious 
hearings for which the agency has been 
criticized in the past.

On occasion, oral testimony might be 
offered relating to matters which con
stitute trade secrets and which, pursuant 
to proposed §2.5(j)(3), would be pro
hibited from public disclosure. After the 
presiding officer had assured himself that 
this was in fact the situation, he would 
order the portion of the hearing closed 
which dealt exclusively with oral testi
mony, whether on direct examination or 
cross-examination, relating to such mat
ters. Testimony relating to other matters 
could not be offered during such a closed 
session. The only persons who could at
tend and participate in such a closed 
session would be the witness, his counsel, 
and Federal Government Executive 
Branch employees and special govern
ment employees.

Any party could at any time in the 
course of the proceeding move for an 
order that the submission of oral and 
written evidence be concluded. It would 
be within the power of the presiding of
ficer to grant or deny such order. Once 
the taking of evidence was concluded, no 
additional evidence could be submitted 
and considered as part of the record 
unless the record was reopened for that 
purpose.

OFFICIAL NOTICE (§ 2.161)
Under proposed § 2.161, the presiding 

officer could take official notice of speci
fied matters on his own initiative or on 
the motion of any participant. All par
ticipants would have an opportunity to 
object to any specific matter of which 
official notice was proposed to be taken.

BRIEFS AND ARGUMENT (§.2.162)
Proposed § 2.162 would assure all par

ticipants of the right to file briefs, to
gether with proposed findings of fact and

conclusions of law, at the conclusion of 
the proceeding. The presiding officer 
could also permit oral argument in his 
discretion.

Where a formal evidentiary public 
hearing involved trade secret matters 
prohibited from public disclosure pursu
ant to proposed § 2.5(j) (3), the partici
pants who had access to this informa
tion, and particularly Food and Drug 
Administration representatives, would be 
expected to make a reasonable effort to 
avoid disclosing the details of such mat
ters in a way that would reveal the trade 
secrets involved, in their pleadings and 
oral arguments. Where such matters 
were at the very heart of the issue, how
ever and it was essential that they be 
discussed for the issue to be resolved, 
Whatever presentation is necessary under 
the circumstances would be permitted.

INTERLOCUTORY APPEAL FROM RULING OF 
PRESIDING OFFICER (§ 2.163)

Ordinarily, an interlocutory appeal 
from a ruling of the presiding officer to 
the Commissioner would not be permit
ted. Such an appeal pursuant to proposed 
§ 2.163 would be allowed only where spe
cifically provided for with respect to a 
particular matter in the subpart, or upon 
certification of the matter by the pre
siding officer.

OFFICIAL TRANSCRIPT (§2.164)
All oral testimony would be trans

cribed.
MOTIONS (§ 2.165)

Under proposed §2.165, any partici
pant could make a motion with respect 
to any matter by filing it with the Hear
ing Clerk and providing it to the other 
participants in the proceeding.
ADMINISTRATIVE RECORD (§§ 2.170-2.173)
Proposed §§ 2.170 through 2.173 desig

nate the contents of the adminstrative 
record, provide for its examination and 
correction, and state that the record will 
be the sole basis for decision on the mat
ter involved.

The administrative record begins with 
the final regulation or order and the ob
jections and requests for hearing there
on, and thus would not include any pro
posed regulation and comments on it 
which led to the final regulation. The 
Commissioner’s decision on the matter 
would have to be based upon the evi
dence introduced at the hearing, and not 
upon earlier comments. The original pro
posal and some or all of the comments on 
it could, of course, be introduced as evi
dence by any participant in the hearing 
who wished to rely upon such material.

The Commissioner has carefully con
sidered the handling of data and infor
mation relevant to a formal evidentiary 
public hearing which would otherwise be 
prohibited from public disclosure pursu
ant to 21 U.S.C. 33l<j) and 18 U.S.C. 
1905, as interpreted and applied in the 
recently promulgated public information 
regulations contained in 21 CFR Part 4 
and the regulations referenced therein. 
For the reasons already fully discussed 
above, §2.5(j) (2) and (3) would pro
vide that safety and effectiveness data
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and information will be available for ex
amination but not for copying, and that 
manufacturing procedures and related 
information will not be available for ex
amination or copying. In the Commis
sioner’s experience, this would mean 
that, in virtually all formal evidentiary 
public hearings, all of the data and in
formation necessary to full and meaning
ful participation by members of the 
public would be accessible.

RECOMMENDED, INITIAL, TENTATIVE, AND 
FINAL DECISIONS (§§ 2.180-2.185)

Sections 2.180 through 2.185 of the 
proposed regulations would govern the 
initial decision of the presiding officer 
and.the final decision of the Commis,- 
sioner. Food and Drug Administration 
regulations now provide that the pre
siding officer in a formal evidentiary pub
lic hearing shall never prepare an initial 
decision on the matters involved, but 
shall always prepare a report and cer
tify the record to the Commissioner. 
Thereafter, the Commissioner prepares 
a tentative order, with tone for excep
tions by any party, and then a final 
order after which judicial review can be 
obtained.

The Commissioner proposes that the 
new regulations should provide for the 
full flexibility permitted by the Adminis
trative Procedure Act, 5 U.S.C. 557(b), 
and thus should state that the Commis
sioner will in each instance decide, in 
the notice of hearing, whether the pre
siding officer will prepare a recom
mended decision or an initial decision.

Where toe notice of hearing states that 
the presidng officer will prepare a rec
ommended decision, the proposed regula
tions provide for the same procedure that 
has been used in the past. That recom
mended decision would be certified to 
the Commissioner with“ the full record, 
and the Commissioner would then pub
lish tentative and final decisions. This 
procedure would ordinarily be used where 
the hearing involved broad policy issues.

Where toe notice of hearing stated 
that toe presiding officer will prepare an 
initial decision, or where toe notice of 
hearing was silent on this matter, toe 
proposed regulations provide that the 
initial decision shall stand as the final 
decision unless it is appealed by a party 
to the Commissioner, or the Commis
sioner concludes on his own initiative to 
review it. This procedure would ordinar
ily be used where toe hearing involved 
narrow technical issues.

Hie same rule would apply with re
spect to the handling of trade secret in
formation prohibited from public dis
closure pursuant to § 2.5 (jX (3) in an 
initial or recommended decision as would 
apply under § 2.162 (c) for briefs and oral 
argument by the participants.

If the initial decision was appealed to 
the Commissioner, or he concluded to 
review it on his own initiative, the Com
missioner would have all the powers he 
would have had in making toe initial 
decision, and could take whatever action 
was necessary in the interest of justice, 
including a remand to the presiding of
ficer for further proceedings. The scope
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of the issues on appeal would be toe 
same as toe scope of the issues at the 
public hearing unless toe Commissioner 
concluded to limit the issues as permitted 
by the Adminstrative Procedure Act, 5 
U.S.C. 557(b). The Commissioner’s deci
sion would, of course, have to be based 
upon substantial evidence of record, and 
would be published in the Federal Reg
ister, Following his final decision, any 
participant could petition for reconsid
eration or a stay of action.

JUDICIAL REVIEW <§§ 2.190 AND 2.191)
Proposed §§ 2.190 and 2.191 provide 

for judicial review of the Commissioner’s 
final decision,. pursuant to the specific 
statutory provisions governing toe mat
ter involved.
Public Hearing Before A Public Board 

Of Inquiry (Subpart C)
Subpart C of the proposed regulations 

would establish, as an alternative to a 
formal evidentiary public hearing, an 
informal public hearing before a Public 
Board of Inquiry that would be con
ducted in the form of a scientific inquiry 
rather than as a legal trial. The reasons 
for providing this alternative to a formal 
evidentiary public hearing have been dis
cussed fully above.

SCOPE OF SUBPART (§ 2.200)
The Commissioner could convene a 

Public Board of Inquiry whenever he 
concluded, in his discretion, that it was 
in the public interest to hold a public 
hearing before such a Board with re
spect to any matter pending before the 
agency. Although no agency regulations 
currently provide for the right to a pub
lic hearing before a Board of Inquiry, 
toe Commissioner may in toe future 
promulgate regulations providing this 
right. A Public Board of Inquiry could 
also be requested by any person who had 
an opportunity for a hearing pursuant 
to Subpart B, and who waived that op
portunity and instead requested pursuant 
to proposed § 2.117 the establishment of 
a Board to act as an administrative law 
tribunal with respect to toe matters in
volved. The Commissioner could, in his 
discretion, accept or deny such a request.

The Commissioner notes that the only 
persons who could request a Board of 
Inquiry pursuant to §2.117 are those 
who would, by statute, be entitled to an 
opportunity for a hearing under Sub
part B. For example, an NDA applicant 
or holder who had received a denial of 
approval or withdrawal of approval 
would have a statutory right to request a 
hearing on the matter, but no other 
member of the public would have such a 
right. A physician or other citizen who 
wished to have a Board inquire into the 
matter could request the Commissioner 
to order such a hearing pursuant to his 
discretionary authority, but he would 
have no legal right to require either a 
formal evidentiary public hearing or the 
establishment of a Board of Inquiry.

NOTICE OF A PUBLIC HEARING BEFORE A 
PUBLIC BOARD OF INQUIRY (§ 2.201)

Once it was determined that a Board 
would be established, a notice of hearing

407C3

would be published pursuant to proposed 
§ 2.201 which would provide the essential 
information about the hearing. If toe 
hearing was in lieu of a formal eviden
tiary public hearing the notice of hear
ing would provide all of toe information 
required by § 2.117(e), and the criteria 
for granting a stay of the matter pend
ing the hearing would be the same as for 
a formal evidentiary public hearing..
MEMBERS OF A PUBLIC BOARD OF INQUIRY 

(§  2 .2 0 2 )

Proposed § 2,202 would require that the 
members of a Board have medical, tech
nical, scientific, or other qualifications 
relevant to toe issues to "be considered at 
the hearing. The members would be spe
cial government employees and thus sub
ject to the conflict of interest rules ap
plicable to such employees. Although a 
Board member could be a full-time or 
part-time Federal government employee 
or serve on a Food and Drug Administra
tion advisory committee, he could not be 
a full-time or part-time employee of the 
agency or otherwise act as a consultant 
to the agency unless all of the parties to 
the proceeding agreed.

Within 30 days after toe notice of the 
hearing before the Board was published 
in the Federal Register, each of toe par
ties to toe proceeding and any person 
whose petition was the subject of the 
hearing would submit a list of five nomi
nees for members of toe Board. Such per
sons could agree upon a single list of 
nominees. Following receipt of such lists, 
such persons could submit comments on 
toe other lists submitted. The Commis
sioner would then review the lists and 
comments and select one member of the 
Board from toe lists submitted by the 
director of the agency bureau involved 
and any person whose petition was toe 
subject of toe hearing, one member from 
the lists submitted by the other parties, 
and one member of his own choosing 
from any source whatever who would 
serve as the Chairman of the Board. 
Thus, although the parties would have 
a right to participate in the selection 
of the members of toe Board, the Com
missioner would have the final determin
ation on this matter.

In lieu of toe nomination procedure 
set out above, the parties to such a pro
ceeding and any person whose petition 
was the subject of the hearing could 
meet and agree upon any other method 
of selection that was reasonable, sub
ject to the approval of toe Commissioner. 
For example, any standing advisory com
mittee of the agency could be utilized as 
the Board for a particular proceeding.

Since toe Board would be acting as 
an adminstrative law tribunal with the 
consent of toe parties involved, it would 
not meet the definition of an “advisory 
committee” and thus would not be sub
ject to the requirements of the Federal 
Advisory Committee Act or Subpart D 
of these regulations. On the other hand, 
the procedures established for a Board 
clearly meet all of the requirements with 
respect to public notice and participa-, 
tion for an advisory committee. The only 
■difference is that a Board would utilize 
a public notice of hearing rather than a<
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charter, and would not be required to be 
approved by the Office of Management 
and Budget and the Department.
SEPARATION OF FUNCTIONS,* EX PARTE COM

MUNICATIONS,* ADMINISTRATIVE SUPPORT
(§ 2.203)
To assure objectivity and fairness, the 

proceedings of a Board would be subject 
to the same provisions with respect to 
separation of functions and ex parte 
communications as the proceedings of a 
formal evidentiary public hearing. Simi
larly, administrative support for a Board 
would be provided only by the office of the 
Commissioner and not by the Bureau 
which was a party to the proceeding.
SUBMISSIONS TO A PUBLIC BOARD OF INQUIRY 

(§ 2.204)
All submissions to the Board would be 

filed with the Hearing Clerk in accord
ance with the general requirements es
tablished in proposed § 2.5. Documentary 
data and information would have to be 
filed only with the Hearing Clerk, but all 
submissions that were generally regarded 
as “pleadings,” such as transmittal let
ters, summaries, statements of position, 
and other similar documents, as well as 
any certification of service required by 
proposed § 2.204(d), would be sent to each 
participant so that he would understand 
the position of all of the participants and 
would be able to follow the progress of 
the proceeding. The same provisions with 
respect to participating in forma pauperis 
would apply to a public hearing before a 
Public Board of Inquiry as would apply 
to a formal evidentiary public hearing,
DISCLOSURE OF DATA AND INFORMATION BY 

THE PARTICIPANTS (§ 2.205)

f  Proposed § 2.205 Would require that the 
director of the responsible agency bureau 
file with the Hearing Clerk, before the 
notice of hearing was published, the 
relevant portions of the administrative 
record of the proceeding up to that time, 
a list of the persons whose views would 
be presented orally or in writing at the 
hearing, all relevant documents in the 
agency files containing factual data and 
information, whether favorable or un
favorable, and all other documentary 
data and information on which he relied. 
In this way, the full position of the 
agency with respect to the matters in
volved would be made public at an early 
date.

Within 60 days after the notice of 
hearing, each participant in the proceed
ing who had submitted a notice of ap
pearance would be required to submit the 
same information. Because the agency 
would already have filed its information, 
no participant would have to submit 
duplicatiye documents. This will substan
tially reduce the amount of paperwork 
involved.

These submissions could be supple
mented later in the proceeding upon a 
showing of good cause, but no partici
pant could fail to conduct an adequate 
search and then later supply new infor- 

' mation that could reasonably have been 
found at the time of the initial submis- 

; sion. !

The Commissioner believes that it will 
be important that this section be com
plied with fully. Accordingly, the failure 
to comply, e.g., the failure to submit any 
data and information as required by 
§ 2.205 (a) and (h), would constitute a 
waiver of the right to participate fur
ther in the hearing and, in the case of a 
party, would constitute a waiver of the 
right to a hearing.
PROCEEDINGS OF A PUBLIC BOARD OF INQUIRY 

(§ 2.206)
Proposed § 2.206(a) would make it clear 

that the purpose of a Board is to review 
complex technical issues in a reasonably 
short time by using the informal ap
proach of a scientific inquiry rather than 
the formal procedures of a legal trial. 
Accordingly, it is anticipated that there 
will be little, if any, need for participa
tion by attorneys in the proceeding. The 
participants will primarily be the scien
tists and others with technical back
grounds who wish to present data and 
information relevant to issues raised at 
the hearing. The agency’s Chief Counsel 
would participate only to the extent that 
he is requested by the Chairman of the 
Board to provide legal assistance to the 
Board.

The Chairman of the Board would de
termine the order in which the parties 
and participants make their presenta
tions. Such order of presentation could 
well be the subject of a prior agreement. 
Each participant could then proceed with 
his presentation, which would be made 
without interruptions and without ob
jection or other legalistic procedures. At 
the conclusion of a participant’s presen
tation, each of the other participants 
could briefly state questions or criticism 
and suggest further questioning with re
spect to specific matters. The members 
of the Board could interrupt a participant 
at any time to ask questions, and eould 
conduct further questioning at the con
clusion of the participant’s full presen
tation either on their own initiative or 
at'the suggestion of the other partici
pants. The exact nature of the proceed
ing would largely be in the discretion of 
the Chairman, who would be the presid
ing officer and would have all of the 
powers necessary to conduct a fair and 
expeditious hearing.

Following the initial session, each par
ticipant would have 30 days within which 
to submit additional written informa
tion. If a second session was requested 
and justified by any participant, the 
Chairman would schedule it. Each hear
ing would be subject to the same proce
dural requirements.

In addition to hearing the views of the 
participants, the Board could independ
ently consult with any other person who 
it concluded may have useful informa
tion. All such consultation would have' to 
be at an announced hearing of the Board 
unless all participants agreed that it 
could be done in writing.

Moreover, any participant in the pro
ceeding could submit to the Board a re
quest that it consult with specific persons 
who could have useful information. The

Board could accept or deny such a re
quest, in its discretion.

All hearings of a Board would be con
ducted in open session, and thus could be 
attended by any interested person, ex
cept for presentation of data and in
formation constituting trade secrets pro
hibited from public disclosure pursuant 
to proposed § 2.5(j) (3). Presentation of 
such material would be at a session closed 
to all persons except those making and 
participating in the presentation and 
Federal Government Executive Branch 
employees and special government em
ployees. The person making the presenta
tion could bring with him only such per
sons who are employees, consultants, or 
ether persons with whom he had a com
mercial arrangement within the meaning 
of § 4.81(a), and thus to whom disclosure 
could properly be made without destroy
ing the trade secret status of the 
material.

At the conclusion of all hearings, the 
Board would permit the participants to 
submit written statements on their posi
tions, with proposed findings and con
clusions. Oral argument could also be 
permitted, in the discretion of thé Board. 
The Board would then prepare its find
ings and conclusions on the matter 
involved.
ADMINISTRATIVE RECORD OF A PUBLIC BOARD 

OF INQUIRY (§ 2.207)
Proposed § 2.207 specifies the adminis

trative record of a hearing before a 
Board. The administrative record would 
be on public display and, except for trade 
secrets and other confidential informa
tion, available for copying.

EXAMINATION" OF ADMINISTRATIVE RECORD 
(§ 2.208)

The same provisions with respect to 
confidentiality of information submitted 
in the course of the hearing would apply 
to the proceedings of a Board as would 
apply in a formal evidentiary public 
hearing. In addition, both the lists of 
nominees for members of a Board and 
any comments thereon would not be 
made available for public examination 
or copying at any time.

RECORD FOR ADMINISTRATIVE DECISION 
- (§ 2.209)

The administrative record of the pub
lic hearing would constitute the exclusive 
record for decision on the matter. If the 
public hearing was held in lieu of a for
mal evidentiary public hearing pursuant 
to proposed § 2.117, the findings and con
clusions of the Board would constitute 
an initial decision unless the notice of 
hearing specifically states that they are 
to constitute a recommended decision. 
Thereafter, the participants in the 
proceeding could pursue the administra
tive and court remedies that are avail
able as specified in proposed §§ 2.180 
through 2.191.
P ublic Hearing Before a Public Advi

sory Committee (Subpart D)
Proposed Subpart D would govern all 

proceedings and activities of Food and 
Drug Administration advisory commit
tees.
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SCOPE OP SUBPART (§ 2.300)

Because of the requirements in this 
subpart for public notice and participa
tion, all proceedings before a public ad
visory committee would constitute a pub
lic hearing on the matters involved. Any 
interested person would be entitled to 
present his views for the consideration of 
the advisory committee, and the commit
tee proceedings would constitute part of 
the administrative record on the basis 
of which the agency would make its 
determination with respect to that 
matter.

The Commissioner could utilize a public 
advisory committee with respect to any 
matter on his own initiative, pursuant to 
specific provisions in other sections of 
agency regulations, or at the request of 
any interested person. Proposed § 2.300
(a) (2) lists five specific provisions in ex
isting laws and regulations which provide 
for the use of a public hearing before a 
public advisory committee as part of the 
administrative process. Pursuant to 
§ 2.117, a person who had a right to an 
opportunity for a formal evidentiary 
public hearing could waive that oppor
tunity and in-lieu thereof request a pub
lic hearing before a public advisory 
committee.

As defined in the Federal Advisory 
Committee Act and in proposed § 2.3(a)
(14), an advisory committee means any 
group or subgroup thereof that is not 
composed wholly of full-time employees 
of the Federal government and is estab
lished or utilized by the Food and Drug 
Administration to obtain advice or 
recommendations. On the basis of guide
lines established by the Office of Manage
ment and Budget and the Department of 
Justice, and other available materials, 
the Commissioner proposes in § 2.300(b) 
a set of general principles governing the 
determination whether a committee or 
group falls within the definition of an ad
visory committee. All Food and Drug Ad
ministration advisory committees are also 
listed in proposed § 2.340.

In general, an advisory committee 
would ordinarily have a fixed member
ship, a defined purpose of providing ad
vice to the agency on a particular matter, 
regular or periodic meetings, and an or
ganizational structure, and would serve as 
a source of independent advice rather 
than as a representative of or advocate 
for any particular interest. The Commis
sioner notes that the agency is charged 
with seeking out the views of all segments 
of the public on enforcement of the laws 
he administers. Thus, the fact that the 
agency meets with and requests the com
ments of a group on pending regulatory 
matters, or that a group regularly meets 
with the agency, does not necessarily 
mean that it is an advisory committee 
which is utilized by the agency. Hie pro
visions relating to advisory committees 
would not be applicable, for example, to 
routine meetings, discussions, and other 
dealings, including exchanges of views, 
between the agency and any committee 
representing or advocating the particular 
interests of consumers, industry, profes
sional organizations, or, others* If this 
were not true, the Food and Drug Ad

ministration would be precluded from 
meeting with any group of individuals 
interested in the activities of the agency. 
Thus, when a consumer organization or 
trade association meets with the agency 
to obtain a briefing on various matters, or 
to protest certain action or lack of ac
tion, it would not be an advisory commit
tee for that purpose.

ESTABLISHMENT AND RENEWAL OP PUBLIC 
ADVISORY COMMITTEES (§ 2.301)

Before any advisory committee could 
be established by the Commissioner, it 
would first have to be approved by the 
Department and the Office of Manage
ment and Budget. Its establishment 
would then be published in the F ederal 
R egister, and the permanent list of 
standing advisory committees in pro
posed § 2.340 would be amended to in
clude it.

TERMINATION OP PUBLIC ADVISORY COM
MITTEES (§ 2.302)

All advisory committees except those 
established by statute would terminate 
every 2 years unless renewed for an ad
ditional period. The only two permanent 
statutory advisory committees estab
lished under the laws administered by 
the Commissioner are the Technical 
Electronic Product Radiation Safety 
Standards Committee (TEPRSSC) and 
the Board of Tea Experts.
PURPOSE OP PUBLIC HEARING BEFORE PUB

LIC ADVISORY COMMITTEE (§ 2.303)

The Commissioner could use a public 
advisory committee to hold a public 
hearing on any matter pending before 
the Food and Drug Administration. The 
function of the advisory committee would 
be to provide advice and recommenda
tions to the Commissioner. The Commis
sioner is charged with sole statutory re
sponsibility for making the ultimate de
termination with respect to action that 
would be taken and policy that would be 
expressed with respect to such matters.

PORTIONS OP PUBLIC ADVISORY COM
MITTEE MEETINGS (§ 2.304)

An advisory committee meeting could 
have four separable portions as described 
below. Every advisory committee 
meeting would have to have at least the 
first portion (an open public hearing). 
Whether or not it also had the other 
three portions would depend upon the 
specific meeting involved.

1. The open public hearing. Every ad
visory committee meeting would have to 
include an open portion which would 
constitute a public hearing on the issues 
pending before the advisory committee. 
During this portion, any interested per
son could present data, information, or 
views, orally or in writing. Proposed 
§ 2.312 specifies the manner in which the 
hearing would be conducted.

2. The open committee discussion. All 
discussion of any pending matter by an 
advisory committee would be in an open 
portion of its meeting, unless that por
tion had been closed in accordance with 
the provisions in proposed § 2.318. The 
Commissioner is of the opinion that, to

the maximum extent feasible, an advis
ory committee should conduct its discus
sion of pending matters in the open por
tion. Ordinarily, there would be no pub
lic participation during this discussion 
by the advisory committee, but the chair
man of the advisory committee could 
permit such further public participation 
when he concludes that it would be in the 
public interest and helpful to the ad- 

■ visory committee.
3. The closed presentation of data. On 

occasion, it may be important for an in
terested person to present to an advisory 
committee, for its consideration, data 
and information which are prohibited 
from public disclosure pursuant to the 
provisions relating to public information 
contained in Part 4 of the agency regu
lations. Such presentations would be 
made in a closed portion of a meeting.

, The Commissioner emphasizes, however, 
that this would be the exception rattier 
than the rule, and would occur only when 
the information was clearly confidential.

4. The closed committee deliberations. 
Deliberations with respect to matters 
pending before an advisory committee 
could properly be made in a closed por
tion of its meeting, if the Commissioner 
made an appropriate determination pur
suant to § 2.318. A court has specifically 
held that a Food and Drug Administra
tion advisory committee may properly 
conduct its deliberations in private, and 
other courts have similarly recognized 
the need to protect the confidentiality of 
such internal discussions in order to pro
mote free and frank consideration of is
sues among government employees and 
consultants. See Smart v. Food and Drug 
Administration (N.D. Cal. 1974); Wash
ington Research Project, Inc. v. Depart
ment of Health, Education, and Welfare, 
504 F.2d 238, 246-252 (D.C. Cir. 1974); 
Montrose Chemical Corp. v. Train, 491
F.2d 63, 66-71 (D.C. Cir. 1974) ;  Grum
man Aircraft Engineering Corp. v. Re
negotiation Board, 482 F.2d 710, 718-720 
(D.C. Cir. 1973); Wu v. National Endow
ment for Humanities, 460 F.2d 1030,1032 
(5th Cir. 1972); Soucie v. David, 448 F.2d 
1067,1078 n.44 (D.C. Cir. 1971).
NOTICE OF PUBLIC HEARING BEFORE A PUBLIC 

ADVISORY COMMITTEE (§ 2.305)

Before the first day of each month, and 
at least 15 days before any meeting, the 
Commissioner would have to issue a 
notice in the Federal R egister contain
ing information on all advisory commit
tee meetings to be held during the coming 
month. Additional notices might also be 
published, at least 15 days in advance of 
the meeting, except that a shorter notice 
period could be authorized where an im
mediate meeting of an advisory commit
tee was required, and no notice in the 
F ederal R egister would be required in 
emergency situations. Whenever shorter 
notice was given or no notice was pub
lished in the F ederal R egister, public 
notice would be given at the earliest time 
and in the most accessible form feasible.

The Federal Register notice would in
clude all relevant information on the ad
visory committee meeting, including the 
agenda items and, if any portion of the
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meeting is to be closed, the time of the 
open and closed portions. The name, 
address, and telephone number of the 
advisory committee executive secretary 
would also be included.

Where a public hearing before a pub
lic advisory committee is to be used in 
lieu of a formal evidentiary public hear
ing pursuant to proposed § 2.117, the 
initial notice of hearing would be pub
lished separately in the Federal Register 
containing all of the information de
scribed in § 2.117(e). The Commissioner 
could also publish such separate notices 
in the Federal Register whenever he 
concluded that it would be informative 
to do so, e.g., the notices relating to public 
hearings before advisory committees on 
intrauterine devices published in the 
Federal Register of July 15, 1974 (39 
FR 25967), on reserpine published in the 
Federal Register of October 1, 1974 (39 
FR 35404), and on medroxyprogesterone 
acetate injectable and other systemic 
steroidal contraceptives published in the 
Federal Register of March 21, 1975 (40 
FR 12830).

In addition to- the notice published in 
the Federal Register, the Food and Drug 
Administration would also distribute its 
list of advisory committee meetings to 
the press and would place them on its 
prospective public calendar.

CHAIRMAN OF A PUBLIC ADVISORY 
COMMITTEE (§ 2.306)

The advisory committee chairman 
would have full authority to conduct the 
meetings of the advisory committee. 
Each advisory committee would also have 
an executive secretary or other desig
nated agency employee, and an alternate, 
appointed by the Commissioner, who 
would serve as staff to the advisory com
mittee for the agency.

As required by the Federal Advisory 
Committee Act, a designated Federal em
ployee would be assigned to each advisory 
committee, and would be authorized to 
adjourn any meeting whenever he deter
mined adjournment to be in the public 
interest. No advisory committee meeting 
could be conducted without the presence 
and approval of the designated Federal 
employee.

MEETINGS OF A PUBLIC ADVISORY 
COMMITTEE (§ 2.307)

Proposed § 2.307 would require that 
there be an agenda for every advisory 
committee meeting. The Commissioner 
notes that, because the agenda would 
ordinarily have to be prepared at least 
30 days in advance of a committee meet
ing to meet the requirement for publica
tion in the Federal Register before the 
first day of each month and at least 15 
days before the meeting, it is entirely 
possible that other agenda items might 
be added after its publication. The 
agency would take reasonable steps to 
anticipate agenda items, in order to 
minimize this problem. Where an agenda 
item was added to those published in 
the Federal Register, an attempt would 
be made to inform those persons known 
to be interested in the matter.. Such 
changes would be announced at the be

ginning of the open portion of the meet
ing.

As a general rule, all advisory commit
tee meetings Would be held in Washing
ton, DC, or Rockville, MD, where the 
Food and Drug Administration is located. 
A different location could be approved, 
to obtain cost savings, or when it was at 
a more central location, or the majority 
of the advisory committee members 
would be there at no expense to the Food 
and Drug Administration for other rea
sons, or to facilitate increased participa
tion on any matter, or to be near specific 
information or facilities relevant to the 
advisory committee’s work, e.g., a labora
tory working on a particular matter.

Discussion of advisory committee pro
ceedings by members of the committee 
has often been a source of confusion. The 
proposed regulations would provide that 
such discussion is permissible, as soon as 
the meeting is completed and before offi
cial minutes or à report are available, 
within the specific rules set out in the 
regulations. In general, there could be no 
attribution of individual views or discus
sion relating to trade secrets or specific 
matters that were determined by the ad
visory committee or the agency to be 
confidential, but all other matters could 
be freely discussed.
CONSULTATION BY A PUBLIC ADVISORY COM

MITTEE WITH OTHER PERSONS (§ 2,308)

An advisory committee could consult 
with any person who it concludes may 
have Useful data, information, or views 
relating to any matter pending before 
it. Other interested persons could also 
recommend that the advisory committee 
consult with specific individuals, and the 
advisory committee could grant or deny 
such a request.
ADDITIONAL RULES FOR A PARTICULAR PUBLIC 

ADVISORY COMMITTEE (§ 2.309)
The Commissioner recognizes that, in 

addition to the rules established for all 
Food and Drug Administration advisory 
committees, any individual advisory com
mittee might wish to adopt additional 
rules. Proposed § 2.309 would permit such 
additional rules with the concurrence of 
the agency, as long as they were not in
consistent with the new regulations or 
legal requirements.
COMPILATION OF MATERIALS FOR MEMBERS 
OF A PUBLIC ADVISORY COMMITTEE (§ 2.310)

The Food and Drug Administration 
has been criticized for failing to provide 
a comprehensive compilation of salient 
information and background material 
to all advisory committee members for 
their periodic review relating to their 
duties and responsibilities. Section 2.310 
of the proposed regulations provides that 
such a compilation will be prepared and 
disseminated, and will contain all perti
nent background information that may 
be helpful to the specific committee in
volved.

WRITTEN SUBMISSIONS TO A PUBLIC 
ADVISORY COMMITTEE (§ 2.311) ■

Proposed § 2.311 would permit any in- 
rested person to make written submis -

sions to a public advisory committee 
before, during, or after any advisory 
committee meeting. Such submissions 
could be at the request of the advisory 
committee or on the initiative of any 
interested person. Ten copies of such 
submissions would be sent to the execu
tive secretary of the advisory committee. 
No copies would have to be sent to the 
Hearing Clerk.

The Commissioner would provide to an 
advisory committee all data and infor
mation he concluded to be relevant to 
any matter pending before the advisory 
committee, but any member of the‘ad
visory committee would upon request also 
be provided whatever other material is 
available to the agency which related 
to the matter. In particular, any mem
ber of the advisory committee would be 
entitled to review raw data underlying 
any summary or report, if he wished to 
do so. Raw data could not routinely be 
provided to all committee members in all 
instances because of the massive amount 
of paperwork involved, but all advisory 
committee members who wished to re
view such data could do so.

CONDUCT OF a public Hearing BEFORE A
PUBLIC ADVISORY COMMITTEE f§ 2 .312) j
Under proposed § 2.312, no Food and 

Drug Administration advisory committee 
could meet without having an open por
tion for public participation which would 
be a public hearing on the matters being 
considered by the advisory committee. 
The hearing would be at least 1-hour 

tiong, unless the public participation did 
not last that long, and could last for 
whatever length of time the advisory 
committee chairman determined would 
facilitate the work of the committee.

In the past, agency notices of public 
advisory committee meetings have speci
fied a 1-hour open portion, where the 
remainder of the meeting is closed, and 
have failed to point out that this is the 
minimum rather than the maximum 
time allocated for public participation. 
In many instances, the hearing has 
lasted far beyond the allotted hour, and 
has extended up to the entire day. Ac
cordingly, notices of advisory committee 
meetings would make this clear. A par
ticular advisory committee meeting 
which was scheduled for more than one 
day nonetheless would constitute a single 
meeting for purposes of scheduling the 
open and closed portions.

Proposed § 2.312 specifies the manner 
in which the public hearing before a pub
lic advisory committee would be con
ducted. Persons who wished to be assured 
of an opportunity to make an oral pres
entation would have to so inform the 
committee executive secretary prior to 
the meeting. The executive secretary 
would then allot to each such person 
reasonable time for his presentation. j

At the hearing, each person could use 
his allotted time in any reasonable way. 
The person making the presentation 
could be accompanied by others, to assist 
him. Persons making presentations would j 

be taken in order, and if anyone was not 
present for his allotted time an attempt 
would be made to hear him at the con-J
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elusion of the hearing, as well as others 
who did not request an opportunity to 
make an oral presentation.

The chairman and other members of 
the advisory committee would sit as a 
panel in conducting the hearing. They 
could question any person during or at 
the conclusion of his presentation, but no 
other person attending the hearing could 
conduct such questioning. The hearings 
would be informal in nature, without 
motions or objections or other similar 

, legal procedures. In short, the hearing 
would be conducted very much like hear
ings conducted by legislative bodies, in 
the same manner as a public hearing 
before the Commissioner pursuant to 
Subpart E.

MINUTES AND REPORTS OF PUBLIC ADVISORY 
COMMITTEE MEETINGS (§ 2.313)

For every advisory committee pro
ceeding, the executive secretary would 
have to prepare detailed minutes of the 
committee’s activities. In the past, such 
minutes have at times been very detailed 
and at other times very general. The 
Commissioner has advised all executive 
secretaries that detailed minutes are re
quired, and these regulations would so 
provide.

Under the proposed regulations, an ad
visory committee meeting is broken down 
into open and closed portions.

The open portion has two parts and 
includes both the open public hearing 
and the open advisory committee discus
sion. The open public hearing involves 
the presentation of views by interested 
members of the public, and any presen
tation of data and information by the 
Food and Drug Administration which 
are not confidential. The open portion 
may also include discussion by the ad
visory committee of all of the available 
data and information, to the extent that 
the presence of observers will not in
hibit the discussion and thus interfere 
with the advisory committee,or agency 
operations. The length of the open por
tion will vary from committee to com
mittee, and from meeting to meeting, 
depending upon the agenda and other 
relevant factors. In general, it is the 
policy of the Commissioner to conduct 
as much of an advisory committee meet
ing in open session as is feasible.

The closed portion of an advisory com
mittee meeting may include both the 
presentation of confidential information 
and closed advisory committee delibera
tions. Data ancfinformation that are pro
hibited from public disclosure pursuant 
to 21 U.S.C. 331 (j) and 18 U.S.C. 1905, or 
by any provision in the public informa
tion regulations in 21 CFR Part 4, may 
properly be presented in such a closed 
portion. The person who owns such data 
and information may make such pres
entation, and may be accompanied by a 
reasonable number of persons to assist 
him. The use of this procedure will, how
ever, be extremely rare. In accordance 
with 21 CFR Part 4 and the regulations 
referenced therein, a summary of safety 
and effectiveness data is itself not confi
dential. Accordingly, oral presentation of

such data will be in open session unless it 
relates to matters that are truly confi
dential, e.g., an IND or NADA the ex
istence of which has not previously been 
disclosed to the public.

The other part of a closed advisory 
committee meeting is the executive ses
sion, during which the advisory commit
tee deliberations take place and the rec
ommendations of the advisory committee 
are formulated. This portion is closed to 
permit free and open discussion of views, 
and formulation of the best advice pos
sible for the consideration of the Com
missioner. In addition, such closed ses
sion may involve discussion of trade se
cret material, information that may not 
be released on the ground that it would 
invade personal privacy, and confidential 
regulatory issues pending before the 
agency.

To facilitate release, advisory commit
tee minutes would be kept separately for 
three portions of the meeting: The open 
portions, the closed portion for presenta
tion of confidential information, and the 
closed executive session for advisory com
mittee deliberations. The minutes of a 
closed executive session of a meeting 
would not refer to advisory committee 
members by name, to encourage free 
discussion of the issues involved.

TRANSCRIPTS OF PUBLIC ADVISORY 
COMMITTEE MEETINGS (§ 2.314)

Present law does not require that a 
transcript or other recording be made of 
either open or closed portions of an ad
visory committee meeting. The Commis
sioner has concluded that each advisory 
committee should decide whether some 
type of recording should be made and, if 
so, by what means, e.g., stenographer or 
tape.-Any transcript or recording of any 
portion of an advisory committee meet:, 
ing that is made by the agency, or other
wise furnished to the agency, would be 
retained by the agency and would not be 
discarded or erased.

The Commissioner emphasizes, how
ever, that a transcript or recording of a 
closed portion of an advisory committee 
meeting would be retained as confidential 
by the agency and would not be consid
ered by the agency or included in the 
record of the advisory committee pro
ceeding, for the reasons set out in the 
preamble to the notices discussing this 
subject in the context of the OTC drug 
review, published in jthe F ederal R eg
ister of June 4 and November 8,1974 (39 
FR 19878, 39556). The Commissioner 
would not refer to or otherwise consider 
any such transcript or recording in his 
review of the advisory committee recom
mendations and his decision on the mat
ter involved.
ADMINISTRATIVE RECORD OF A PUBLIC HEAR

ING BEFORE A PUBLIC ADVISORY COMMIT
TEE (§ 2.315)

Proposed § 2.315(a) specifies the ad
ministrative record of the advisory com
mittee proceedings with respect to a 
specific matter. That record would be in
cluded as a part of the record of any 
administrative proceeding involving that 
matter.

EXAMINATION OF ADMINISTRATIVE RECORD 
AND OTHER ADVISORY COMMITTEE RECORDS 
(§ 2.316)
Proposed § 2.316(a) sets out, in detail, 

the specific time at which the various 
portions of the administrative record and 
other advisory committee records would 
be made available for public disclosure.

As a general rule, data and informa
tion contained in the administrative rec
ord which were provided to the advisory 
committee by the agency and are exempt 
from public disclosure pursuant to the 
public information regulations, or which 
were presented to the advisory commit
tee by a person making a présentation 
and which are prohibited from public 
disclosure pursuant to such regulations, 
would not be available for public ex
amination and copying. The sole excep
tion to this general rule would be where 
a public hearing before a public advisory 
committee was being used in lieu of a 
formal evidentiary hearing pursuant to 
proposed § 2.117, in which case the 
limited disclosure of safety and effective
ness data pursuant to proposed § 2.5(j)
(2) would be applicable.

The proposed regulations would require 
that the Public Records and Documents 
Center maintain a file for each advisory 
committee containing the principal rec
ords relating to that committee,- i.e., the 
advisory committee charter, the list of 
members and their curricula vitae, the 
advisory committee minutes, and any 
formal advice or report of the advisory 
committee. These are the records for 
which public disclosure is most often 
sought.
PUBLIC INQUIRIES AND REQUESTS FOR PUB

LIC ADVISORY COMMITTEE RECORDS 
(§ 2.317)

All requests for records would be in 
accordance with the recently promul
gated public information regulations, 
and particularly § 4.40. General inquiries 
could be handled by the agency’s Com
mittee Management Officer or the exec
utive secretary of a particular advisory 
committee.
DETERMINATION TO CLOSE PORTIONS OF 

PUBLIC ADVISORY COMMITTEE MEETINGS 
(§ 2.318)

Proposed § 2.318 sets out the circum
stances under which the Commissioner 
could make a determination to close a 
portion of a public advisory committee 
meeting. As already noted, under no cir
cumstances would all portions of a public 
advisory committee meeting be closed to 
the public.

The executive secretary of an advisory 
committee would prepare the initial re
quest for a determination, to close a por
tion of an advisory committee meeting, 
which would be forwarded to the agency 
Committee Management Officer and, 
from his office, to the office of the Chief 
Counsel and to the Commissioner. Based 
upon this request, the Commissioner 
could conclude to close a portion of the 
meeting, if the requirements of the regu
lations were satisfied, or could conclude 
that the portion should remain open. J
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The regulations set out various cri
teria for determining whether to close a 
portion of a meeting. Information pro- 
hibited from disclosure under 21 CFR 
Part 4 and the regulations referenced 
therein, e.g., trade secrets or material 
that would invade personal privacy, 
would be discussed only in closed session. 
Advisory committee deliberation on reg
ulatory decisions with respect to specific 
ingredients or products or pending ap
plications for IND or NDA products would 
ordinarily be conducted in closed session. 
On the other hand, discussion of policy 
issues, such as general testing protocols 
or labeling for a class of drugs, or other 
information that has already been dis
closed to the public, would be conducted 
only in open session.

A closed session would be limited to the 
advisory committee members and em
ployees and consultants of the Executive 
Branch of the Federal Government. If 
any other person attended such a portion, 
except to present confidential material, 
it would be opened to all interested per
sons. Of course, the Food and Drug Ad
ministration could properly limit attend
ance of consultants and employees at 
advisory committee meetings to those 
whose attendance was appropriate for 
the conduct of their work.

ADMINISTRATIVE REMEDIES' (§ 2.319)
Proposed § 2.319 provides procedures 

under which any person could contest 
action taken by an agency employee or 
an advisory committee relating to any 
aspect of proposed Subpart D or thé Fed
eral Advisory Committee Act. If improper 
action had been taken, the Commissioner 
would take appropriate steps to remedy 
the error and to prevent its recurrence.

APPLICABILITY TO CONGRESS (§ 2.320)
Under the Federal Advisory Commit

tee Act, Congress stands on the same 
legal footing as any other member of the 
public. Accordingly, the provisions of 
proposed Subpart D would apply to Con
gress in the same way that they would 
apply to any other member of the public, 
except that disclosure of advisory com
mittee records to Congress would be gov
erned by § 4.87 of the public informa
tion regulations.
COMMITTEES WORKING PURSUANT TO A CON

TRACT WITH THE POOD AND DRUG ADMIN
ISTRATION (§ 2.321)

The Department of Justice has pro
vided an opinion to the Food and Drug 
Administration that, when the agency 
contracts with another organization to 
obtain advice and recommendations on 
particular matters, and that organization 
in turn utilizes a committee to prepare 
such advice and recommendations, the 
provisions of the Federal Advisory Com
mittee Act do not apply if the governing 
body of that organization undertakes 
substantial policy and factual review of 
the committee’s work. In short, the ap
plicability of Subpart D of the proposed 
regulations to such committee would de
pend Upon whether the advice obtained

is the advice of the organization pr of a 
committee of the organization.

Hie Commissioner has concluded, as a 
matter of policy, that committees work
ing pursuant to a contract with the Food 
and Drug Administration should be sub
ject to certain minimum standards re
gardless whether the other provisions of 
Subpart D are applicable to that com
mittee. The Commissioner believes that 
such minimum standards should be ap-* 
plicable to assure that a fair procedure 
will be followed by such committees even 
though they are not subject to the specific 
requirements of the Federal Advisory 
Committee Act and Subpart D of the pro-_ 
posed regulations.

Accordingly, proposed § 2.321(b) would 
require that any such committee give 
public notice of its meetings and agenda, 
and provide any interested person an op
portunity to submit relevant data, in
formation, and views orally and in writ
ing. Such notice could be published in the 
F ederal R egister or disseminated by any 
other reasonable means, but would in any 
event be filed with the Hearing Clerk at 
least 15 days before the meeting involved. 
Minutes of all open sessions would be 
maintained, but minutes of closed 
sessions would not be required. Finally, 
the organization would be required to 
apply the same principles relating to 
conflicts of interest as the agency does 
in establishing its own public advisory 
committees, but the organization would 
in no way be obligated to consult with 
the Food and Drug Administration on 
such matters. Upon request, the agency 
would assist or provide guidance to any 
organization in meeting this require
ment.

These minimum standards would apply 
only to a committee of an independent 
scientific or technical organization which 
was working pursuant to a contract ini
tially executed with the Food and Drug 
Administration on or after July 1, 1975. 
Accordingly, such ongoing projects as the 
GRAS list review, being conducted by the 
Federation of American Societies of Ex
perimental Biology, would not be affected. 
The Commissioner concludes that it 
would be unfair to impose such require
ments retroactively upon such an orga
nization which had entered into a project 
of this kind in good faith and had had no 
advance warning that such requirements 
might become applicable, m  all future 
documents relating to contracts, such re
quirements will clearly be spelled out so 
that no misunderstanding can exist.

APPLICATION OR ANTICANCER CLAUSES 
(§ 2.322)

The Food and Drug Administration has 
previously determined issues relating to 
the potential application of the anti
cancer clauses in the act in a number 
of different ways. The Commissioner 
proposes that, in the future, such issues 
shall ordinarily be referred to the newly 
created Toxicology Advisory Committee, 
so that a consistent application of the 
law will be obtained.

QUALIFICATIONS FOR MEMBERS OF STANDING
POLICY AND TECHNICAL ADVISORY COM
MITTEES (§ 2.330).
Proposed § 2.330 sets out general quali

fications for advisory committee mem
bers. The proposed regulations would 
recognize that representatives of partic
ular interest groups, e.g., labor, industry, 
consumers, or agriculture, could properly 
be included on policy advisory commit
tees, but not technical advisory commit
tees, as voting members specifically to 
represent such interests, and the regula
tions would constitute a determination 
pursuant to 18 U.S.C. 208(b) that no dis
qualifying conflict of interest existed by 
reason of the fact of such representation. 
The representational role of these mem
bers is clearly understood, and the Com
missioner concludes that their viewpoint 
is essential for the type of general and 
broad issues considered by a policy ad
visory committee.

Advisory committee members could be 
removed from membership by the Com
missioner for good cause. Although it is 
not possible to specify the precise con
tent of “good cause,” excessive unjusti
fied absenteeism from meetings, a dem
onstrated bias, or a failure to abide by 
the advisory committee rules and regu
lations, would be adequate justification 
for removal from the advisory committee.
NOMINATIONS OF VOTING MEMBERS OF 
STANDING ADVISORY COMMITTEES (§ 2.331)

Proposed § 2.331 provides a mechanism 
for any interested member of the pub
lic to nominate persons for considera
tion as voting members of standing ad
visory committees. The members of any 
advisory committee could be chosen from 
among the lists of nominees and from 
any other sources.

Voting members of standing technical 
advisory committees would serve as indi
viduals, and not as representatives of any 
group or organization which might have 
nominated them or with which they 
might be affiliate^.
NOMINATIONS AND SELECTION OF NONVOT-

ING MEMBERS OF STANDING TECHNICAL
ADVISORY COMMITTEES (§ 2.332)
Proposed § 2.332 provides a mechanism 

for nominating and selecting nonvoting 
members of standing technical advisory 
committees. In the past 3 years, the 
Commissioner has increasingly included 
such nonvoting members to represent 
consumer and industry interests on 
standing technical advisory committees. 
These members serve in ajiaison func
tion with those whom they represent. !

Nonvoting consumer liaison members 
would be nominated and selected by con
sumer organizations and other interested 
consumers, and nonvoting industry liai
son members would be selected by indus
try associations. Because they have no 
vote and their liaison role for particular 
interests is well understood, the regula
tions would constitute a determination 
pursuant to 18 U.S.C. 208(b) that any 
financial interest they may have in the 
particular class which they represent
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does not constitute a disqualifying con
flict of interest. Thus, an industry liaison 
representative would not be disqualified 
because he held stock in the regulated 
industry which he represents, but a con
sumer liaison representative would be 
disqualified if he were to hold stock in 
the regulated industry affected by the 
work of the technical advisory committee 
of which he was a member .
RIGHTS AND RESPONSIBILITIES OF NONVOTING

MEMBERS OF ADVISORY COMMITTEES
(§ 2.333)
Proposed § 2.333 sets out the rights and 

responsibilities of nonvoting consumer 
and industry liaison members of advisory 
committees. In general, it is their re
sponsibility to represent the consumer 
and industry interests fairly in all 
deliberations, but they must also exercise 
restraint in performing these functions 
and not engage in unseemly advocacy or 
attempt to exert undue influence over 
the other members of the advisory com
mittee.

The Commissioner notes that non
voting consumer and industry liaison 
representatives have served on all of the 
OTC drug review advisory committees, 
the biologies review advisory committees, 
and the medical device classification 
panels, with enormous success. With rare 
exception, their conduct has been entire
ly dignified and proper, and they have 
made major contributions to the Issues 
pending before those advisory commit
tees.

AD HOC ADVISORY COMMITTEE MEMBERS 
(§ 2.334)

Proposed § 2.334 provides that, when 
the Commissioner, in his discretion, uti
lizes an ad hoc advisory committee to 
review and consider a specific matter, he 
may select the members pursuant to 
§§ 2.331 and 2.332 or in any other appro
priate manner.
COMPENSATION OF PUBLIC ADVISORY COM

MITTEE MEMBERS (§ 2.335)
Proposed § 2!335 provides for uniform 

compensation of all members of Food 
and Drug Administration public advisory 
committees, except for those who waive 
such compensation. The criteria under 
which an advisory committee member 
would be compensated for an agency- 
directed assignment when it was per
formed at a time other than at an ad
visory committee meeting are proposed in 
this regulation.

LIST OF STANDING ADVISORY COMMITTEES 
(§ 2.340)

Proposed § 2.340 sets out a list of all 
current Food and Drug Administration 
standing advisory committees, including 
the date established and the function 
of the advisory committee. This list will 
be amended to add and delete advisory 
committees as they are formed and 
terminated.
technical electronic product radiation

SAFETY STANDARDS COMMITTEE (TEPRSSC)
(§§ 2.350-2.354)
Proposed §§ 2.350 through 2.354 would 

govern the establishment and procedures

of TEPRSSC, one of the two permanent 
statutory advisory committees of the 
Food and Drug Administration. These 
provisions are to a large extent governed 
by provisions of the Radiation Control 
for Health and Safety Act of 1968, and 
have been in effect for this advisory com
mittee for some time.

COLOR ADDITIVE ADVISORY COMMITTEES 
(§§ 2.360-2.364)

Proposed §§ 2.360 through 2.364 would 
govern the establishment and procedures 
of a color additive advisory committee 
pursuant to section 706(b) (5) (B) of the, 
act, as added by the Color Additive 
Amendments of 1960. There is a legal 
right to such an advisory committee for 
the limited purpose of reviewing the ap
plication of the anticancer clause con
tained in section 706 of the act to a spe
cific color additive, and the Commis
sioner could, in his discretion, also refer 
to any such advisory committee other 
issues relating to a color additive.

Section 706(b) (5) (D) of the act pro
vides that a color additive advisory com
mittee would be composed of experts se
lected by the National Academy of Sci
ences or, if the NAS was unable or re
fused to act, by the Secretary. The law is 
clear that the recommendations and ad
vice should be provided by the advisory 
committee, not by the NAS. Accordingly, 
the provisions of the Federal Advisory 
Committee Act and Subpart D of Part 2 
would be fully applicable, and § 2.321, 
relating to committees working pursuant 
to a contract with the Food and Drug 
Administration, would not be applicable.

The Commissioner notes that section 
203 of the Color Additive Amendments 
of 1960, which contain transitional pro
visions relating to commercially estab
lished colors, provided for reference of 
matters to a color additive advisory com
mittee and for an opportunity for a 
formal evidentiary public hearing on cer
tain matters, for a period of 2y2 years 
after enactment of that statute. Since 
that time period has now expired, those 
provisions are no longer applicable and 
thus there is no right either to a color 
additive advisory committee or to an op
portunity for a hearing on such matters 
at this time.

Some of the provisions contained In 
these proposed sections are now con
tained in §§ 8.12 through 8.14 of the 
agency regulations. Those sections will 
therefore be revoked by this proposal.
STANDING TECHNICAL PUBLIC ADVISORY COM

MITTEES FOR HUMAN PRESCRIPTION DRUGS
(§§ 2.370—2.373)

Proposed §§ 2.370 through 2.373 would 
govern the use of standing technical pub
lic advisory committees to conduct public 
hearings on and to consider issues with 
respect to human prescription drugs, in
cluding antibiotic drugs and biologies. In 
the past few years, as the medical and 
scientific issues raised by the agency’s 
review of human prescription drugs have 
increased in complexity, the Commis
sioner has increasingly relied upon the 
use of standing technical public advisory 
committees for advice and recommenda

tions on such matters. Advisory commit
tees of this nature have brought to the 
agency the experience and expertise of 
outstanding experts in the field. The 
Commissioner concludes that this use of 
advisory committees has important bene
fits for the public and the agency and 
should be subject to clear guidelines pro
posed in these new regulations.

Proposed § 2.371 would establish the 
criteria for those investigational and 
marketed drugs for which there is a high 
priority for review by the appropriate 
standing technical advisory committee. 
Such drugs include those which represent 
a significant therapeutic advance, new 
single chemical entities, and issues that 
have attracted wide public interest. An 
advisory committee could also request the 
Commissioner for an opportunity to hold 
a .public hearing on and to review any 
particular drug which fell within the 
pharmacological class covered by the ad
visory committee. Advisory committee 
members could be invited to bureau 
meetings and discussions relating to par
ticular issues.

In the past, advice and recommenda
tions on pending issues relating to 
human prescription drugs have at times 
been provided by advisory committees 
orally. This practice has led to some un
certainty about the specific opinions 
rendered by the advisory committee. Ac
cordingly, § 2.372 provides that advice 
and recommendations given by these ad
visory committees would ordinarily be in 
the form of a written report, which could 
consist of the approved minutes or a 
separate written document. The written 
report would respond to the specific issues 
posed to the advisory committee, and 
state the basis of the advice and recom
mendations given.

The Commissioner is aware that in
terested persons outside the agency might 
at times disagree with an important 
agency decision with respect to a par
ticular drug. Section 2.373 would there
fore permit such interested persons to 
request that the agency refer any such 
matter to an advisory committee. The 
Commissioner could, of course, grant or 
deny any such request.

P ublic H earing B efore the
Commissioner (Subpart E )

Proposed Subpart E would establish 
procedures governing a legislative-type 
pffblic hearing during which any person 
may state his views,'together with sup
porting data and information, with re
spect to the matters involved-

The Commissioner has cohcluded that 
a hearing of this type, which is basically 
the same as a hearing held by legislative 
bodies, is very useful when the agency is 
considering new regulations or broad 
policy or requirements which affect many 
interested persons. See, e.g., the notices 
of hearings on prescription drugs indi
cated for cough and allergy published in 
the F ederal R egister of May 15, 1973 
(38 FR 12769), and on the tentative final 
order for OTC antacid drugs published 
in the F ederal R egister of January 8, 
1974 (39 FR 1359). Such hearings assure 
concerned members of the public that
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the agency officials responsible for the 
matter will be directly presented with the 
issues involved, and provide agency of
ficials with an opportunity to engage 
those concerned about the matter in a 
meaningful dialogue on those issues. See 
O’Keefe, A Fine New Twist—A brief 
Commentary on the Commissioner of . 
Food and Drugs’ First Oral Hearing, 29 
Food Drug Cosmetic Law Journal 116 
(March 1974).

SCOPE OF SUBPART (§ 2.400)

Proposed § 2.400 provides that a public 
hearing before the Commissioner pursu
ant to Subpart E could be held in the 
discretion of the Commissioner, ór pursu
ant to specific provisions in other sections 
of agency regulations, or in lieu of a for
mal evidentiary public hearing pursuant 
to § 2.117. The only provision presently 
contained in Food and Drug Administra
tion regulations which specifically pro
vides for such a hearing is § 330.10(a) (8), 
which provides an opportunity for a 
public hearing before the Commissioner 
after the tentative final monograph is 
published for an over-the-counter (OTC) 
drug but before the final monograph is 
promulgated.

NOTICE OF A PUBLIC HEARING BEFORE THE 
COMMISSIONER (§2.401)

Proposed § 2.401 would require that 
public notice of a hearing before the 
Commissioner be published in the F ed
eral R egister. The hearing notice would 
state thè purpose of the hearing and 
include or refer to any written document 
which was to be the subject matter of 
the hearing. If the hearing was in lieu 
of a formal evidentiary public hearing, 
the notice would comply with the re
quirements of § 2.117(e).

In some instances, such a hearing 
would be limited to review of an existing 
administrative record. For example, pur
suant to § 330.10(a) (10) of the regula
tions governing the development of OTC 
drug monographs, the administrative 
record is closed when the advisory review 
committee issues its report and recom
mendations to the Commissioner. There
after, no additional data or information 
may be submitted or considered. ..

notice of appearance; schedule
FOR HEARING (§ 2.402)

After the notice appeared in the Fed
eral R egister, any person interested in 
participating in the hearing would be 
required to inform the Hearing Clerk or, 
if only a short period of time was in
volved, a specifically named Food and 
Drug Administration employee, of that 
interest. A specific amount of time should 
be requested for each presentation. As 
promptly as possible after the time for 
making such requests expires, each per
son would be informed of the time of his 
presentation and the amount 'o f time 
allocated for it.

CONDUCT OF A PUBLIC HEARING BEFORE 
THE COMMISSIONER (§ 2.403)

The Commissioner or his designee 
would preside at the hearing. Other 
agency employees could also accompany

the presiding officer and could serve as a 
panel in conducting the hearing.

The hearing would be conducted in the 
same way that a legislative hearing is 
conducted. Those making presentations 
could be accompanied by anyone of their 
choosing and could present any relevant 
data, information, or views during their 
allotted time. The presiding officer and 
those who serve with him could ask such 
questions as they deem appropriate, but 
no other person could ask questions. Ad
ditional time could be allotted to any 
person, in the discretion of the presiding 
officer, but the time allotted for any per
son could not be reduced.
WRITTEN SUBMISSIONS PERTAINING TO A

PUBLIC HEARING BEFORE THE COMMIS
SIONER (§ 2.404)\ _
Following the hearing, the record would 

remain open for 15 days for the filing of 
additional written submissions unless the 
notice of hearing or the presiding officer 
specified otherwise.
ADMINISTRATIVE RECORD OF A PUBLIC HEAR
ING BEFORE THE COMMISSIONER (§ 2.405)

Proposed § 2.405 specifies the adminis
trative record of the hearing. Such rec
ord would be included as part of the rec
ord of any administrative proceeding in
volving the matter.

EXAMINATION OF ADMINISTRATIVE 
RECORD (§ 2.406)

The entire administrative record of a 
public hearing before the Commissioner 
would be available for public examina
tion and copying, pursuant to the provi
sions of §2 .5 (j)(l), except that where 
this form of hearing was being used as 
an alternative form of hearing in lieu of 
a formal evidentiary public hearing the 
limitations in § 2.5(j) (2) and (3) would 
be applicable.^
R egulatory H earing B efore the F ood 

and D rug A dministration (Subpart F )
Proposed Subpart F would govern all 

informal fact-finding hearings held by 
the Food and Drug Administration in de
termining whether any, or what type of, 
regulatory action should be taken with 
respect to a particular matter involving 
a specified person- This type of hearing 
would involve consideration of direct 
regulatory action in a specific fact situa
tion limited to a particular firm, whether 
on an administrative basis or through 
the courts, and would not involve the 
type of policy issues usually considered 
in a public hearing before the Commis
sioner pursuant to Subpart E or other 
general matters such as the development 
of regulations. The requirements for a 
regulatory hearing, as proposed in this 
subpart, meet or exceed all the stand
ards for procedural due process of law 
delineated in Golfberg v. Kelly, 397 U.S. 
254 (1970).

SCOPE OF SUBPART (§ 2.500)
A regulatory hearing before the Com

missioner would be appropriate in two 
quite different types of situations. In 
some instances, the Commissioner could 
be considering a particular matter and

lack sufficient information to make a 
final determination as to whether any 
regulatory action is warranted and, if 
so, what type of action would be appro
priate. In the past, the opportunity for 
informal presentation of views pursuant 
to section 305 of the act was frequently 
used for this purpose. The Food and Drug 
Administration concluded some time ago, 
however, that this was an improper use 
of section 305 of the act, and that sec
tion 305 should be limited to situations 
where criminal action is seriously being 
considered. Accordingly, wherever crimi
nal action is not under serious considera
tion but additional information is needed 
for a regulatory determination, the Com- 
missioiner could use the regulatory hear
ing procedure proposed in this subpart as 
one method of gaining information to 
make a final determination on appro
priate action. If the Commissioner con
cluded that the possibility of criminal 
action should be considered after a regu
latory hearing was held, an opportunity 
for presentation of views would be given 
in accordance with section 305 of the act, 
but under no circumstances would a reg
ulatory hearing be required prior to a 
section 305 citation.

In addition, under some provisions of 
current agency regulations, persons af
fected by adverse agency action have an 
opportunity for a hearing. Present pro
visions of law do not require that this 
be a “hearing on a record,” and thus the 
provisions of Subpart B relating to a 
formal evidentiary public hearing would 
not be required to be applied. For the 
most part, present regulations simply 
provide an opportunity for a hearing, 
without specifying the fonn of the hear
ing or the procedure to be followed. Ac
cordingly, the Commissioner proposes 
that a specific procedure should be in
corporated in Subpart F for this purpose.

Proposed § 2.500(b) lists some 24 pro
visions of current agency regulations 
which provide a hearing, or which would 
be amended by these regulations to pro
vide for a hearing, upon a determination 
by the Food and Drug Administration 
that is adverse to the interests of the per
sons involved. In each of these instances, 
the provisions of Subpart F would be ap
plicable. The Commissioner invites all 
interested persons to identify, in com
ments on these proposed regulations, ad
ditional provisions of current regulations 
which should also be subject to an oppor
tunity for a regulatory hearing.

The Commissioner emphasizes that the 
proposed regulations would provide a 
right to a regulatory hearing only with 
respect to those specific matters listed 
in § 2.500(b). In all other instances, an 
opportunity for a regulatory hearing 
would be solely within the discretion of 
the Commissioner.
INAPPLICABILITY AND LIMITED APPLICABILITY 

(§ 2.501)
Section 2.501(a) of the proposed reg

ulations provides that the informal pres
entation of views before reporting a 
criminal violation pursuant to section 
305 of the act and section 5 of the Federal 
Milk Import Act would not be governed 
by the provisions of Subpart F. The Com-
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missioner intends in the near future to 
revise the regulations governing these 
presentations, in §§1.6 and 1210.31, to 
provide better guidance with respect to 
such matters. The Commissioner believes 
that these specific statutory proceedings 
are intended not to be adversarial in na
ture, but simply to provide'an oppor
tunity for discussion at an informal 
conference, for which the provisions of 
Subpart F would be inappropriate.

Similarly, proposed § 2.501(a) pro
vides that the hearing held with respect 
to a refusal of admission of any product 
offered for import into the country 
would not be governed by proposed Sub
part F. The courts have held that impor
tation of any product subject to the act 
into the United States is entirely within 
the discretion of the Commissioner and is 
not subject to the requirements for an 
Adjudicatory hearing pursuant to the 
Administrative Procedure Act, 5 U.S.C. 
554. See Sugarman v. Forbragd, 267 F. 
Supp. 817, 825-826 (N.D. Cal. 1967), afif’d, 
405 F.. 2d 1189 (9th Cir. 1968). The 
Commissioner concludes that, because of 
the large number of import detentions 
involved, the present procedure for in
formal conferences i ' more suited to this 
type of matter than a regulatory hearing 
under Subpart F.

The Commissioner recognizes that 
other specific procedural provisions in 
other sections of agency regulations, 
such as the new procedures governing 
emergency permit control under Subpart 
A of Part 90, should continue to govern 
those specific proceedings. Accordingly, 
where other specific procedural provi
sions exist, they would override the pro
visions of Subpart F except to the extent 
that the provisions in Subpart F supple
mented but were not in conflict with 
them. Thus, § 2.501(b) provides that the 
additional procedural safeguards pro
vided by the right to counsel, reconsid
eration and stay, and judicial review in 
Subpart F would be applicable in all in
stances, since no other Food and Drug 
Administration procedural regulations 
conflict with those provisions, except for 
the proceedings exempted in § 2.501(a).

PRESIDING OFFICER (§ 2.505)

Proposed § 2.505 provides that any 
Food and Drug Administration employee 
to whom the Commissioner delegated 
such authority, or any person designated 
by such employee, could serve as the pre
siding officer at a regulatory hearing. 
The presiding officer would be required 
to be, however, a neutral and unbiased 
official. Thus, he would not have partici
pated in the investigation or action which 
was the subject of the hearing, or be 
directly subordinate to a person who had 
participated in such investigation. The 
Food and Drug Administration could 
substitute a different presiding officer for 
the one originally designated, without 
notice to the parties, since the person 
originally designated as the presiding of
ficer could be unavailable-when the hear
ing occurred.

RIGHT TO COUNSEL (§ 2.506)

Proposed § 2.506 would guarantee to 
every party to a hearing the fundamental

due process right to be advised and ac
companied by counsel.
REGULATORY HEARING ON THE INITIATIVE OF 

THE COMMISIONER (§ 2.510)
Proposed § 2.510 would govern the pro

cedures to be followed at a regulatory 
hearing held on the initiative of the 
Commissioner. Such a hearing would be 
initiated by a notice of opportunity for 
hearing given by the Food and Drug Ad
ministration to the party or parties in
volved. Such notice would specify the 
facts and actions which are the subject 
of an opportunity for a hearing and re
quire a response within a stated time pe
riod to a specified individual.

If no response was filed within the 
stated time period, the offer for a hear
ing would be deemed to have been re
fused, and no hearing would be held. If 
a hearing was requested, it would take 
place at a time and location agreed upon 
by the parties or, in the absence -of such 
agreement, at a time and location des
ignated by the presiding officer.

REGULATORY HEARING PURSUANT TO 
REGULATION (§2.511)

Proposed § 2.511 deals with regulatory 
hearings initiated at the request of a 
party, rather than on the initiative of 
the Commissioner. Pursuant to the vari
ous provisions of the agency regulations 
listed in § 2.506(b), any person who was 
adversely affected by the particular ac
tion specified therein would have a right 
to an opportunity for a regulatory hear
ing. The Food and Drug Administration 
would be required to furnish any such 
person a notice of opportunity for hear
ing, which would include the amount of 
time within which he could request a 
hearing. The failure to request a hear
ing would be deemed to constitute a 
waiver of any right to a hearing.

Before the hearing, the Food and Drug 
Administration would, upon request, give 
to the party requesting the hearing rea
sonable notice of the matters to be con
sidered at the hearing, including a com
prehensive statement of the basis for the 
decision or action taken or proposed by 
the Commissioner and a general sum
mary of the information that would be 
presented by the agency at the hearing in 
support of such decision or action. The 
Commissioner believes that such notice 
would be necessary in order reasonably to 
inform the party of the matters involved. 
Because the time between the request for 
hearing and the hearing date could be 
short, however, such notice could be given 
either orally or in writing, in the discre
tion of the Commissioner.

The Commissioner could take such ac
tion pending a regulatory hearing under 
this section as he concludes to be neces
sary to protect the public health, except 
where expressly prohibited by statute or 
regulation. See Goldberg v. Kelly, 397 
U.S. 254, 263 n. 10 (1970). If action was 
taken and not stayed pending the hear
ing, the hearing on the matter would be 
expedited. After the hearing is con
cluded, a written decision would be pre
pared stating the reasons for whatever 
administrative action was taken by the

Commissioner, and the basis in the 
record.

HEARING PROCEDURE (§2.512)
Proposed § 2.512 specifies the procedure 

to be used in conducting any regulatory 
hearing pursuant to Subpart F. A regu
latory hearing would be a private hearing 
unless the party who requested the hear
ing determines otherwise. The determi
nation to make the hearing a public 
hearing could be made in either of two 
ways. First, the party requesting the 
hearing could simply request that it be 
conducted in public, in which case this 
would be done. Second, if the party re
questing the hearing wished to be ac
companied by any person other than an 
employee or consultant or other person 
subject to a commercial arrangement as 
defined in § 4.81(a), the hearing would 
have to be a public hearing and any in
terested person could attend.

At the hearing, employees of the 
agency would be required to give a full 
and complete statement of the action 
which was the subject of the hearing, to
gether with the information and reasons 
supporting it, and could present any in
formation relevant to the hearing. The 
Food and Drug Administration would 
have the burden of proof in any hearing 
conducted pursuant to the specific pro
visions listed in § 2.500(b). The party re
questing the hearing would have the right 
to present any oral or written informa
tion relevant to the hearing. All parties 
could conduct reasonable cross-examina
tion.

The Commissioner emphasizes that 
the regulatory hearing is intended to be 
informal in nature. The technical rules 
of evidence would not apply. Accordingly, 
objections on the basis of hearsay, lead
ing questions, or similar legal technicali
ties, would not be heard. All information 
in any way reasonably related to the 
matter would be included in the record.

The presiding officer would prepare a 
written report of the hearing. This re
port could be reviewed and corrected by 
all parties to the hearing If time per
mitted, i.e., if immediate action was not 
necessary in the public interest as a re
sult of information obtained during the 
hearing. If the hearing was transcribed, 
such transcription would be a part of 
the report of the hearing.
ADMINISTRATIVE RECORD OF A REGULATORY 

HEARING (§ 2.513)
Proposed § 2.513 specifies the record of 

the administrative proceeding. This rec
ord would be included as part of the rec
ord of any administrative proceeding 
involving the matter.
EXAMINATION OF ADMINISTRATIVE RECORD 

(§ 2.514)
The availability for public disclosure 

of the administrative record of a regu
latory hearing would be governed by the 
provisions of the public information reg
ulations. Thus, disclosure would depend 
upon the subject matter involved in the 
hearing. For example, trade secrets and 
information that would represent a 
clearly unwarranted invasion of personal
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privacy would not be available for public 
disclosure, pursuant to §§ 4.61 and 4.63. 
If the hearing involved an IND plan, the 
provisions of §§ 312.5 and 314.14 would 
apply, and if the hearing involved the 
safety of a cosmetic ingredient any safety 
inf ormation voluntarily submitted to the 
agency at the hearing would be available 
for public disclosure pursuant to § 4.111 
(data and information submitted volun
tarily to the Food and Drug Administra
tion). Investigatory records compiled for 
law enforcement purposes would be made 
available pursuant to the provisions of 
§ 4.64, i.e., all information disclosed to 
the party would immediately be available 
for public disclosure, except where pos
sible criminal prosecution was involved.

RECORD FOR ADMINISTRATIVE DECISION 
(§ 2.515)

For those matters where the Commis
sioner had offered an opportunity for a 
hearing in his discretion, pursuant to 
§2.500(a), the Commissioner could con
sider all relevant data and information 
as well as the administrative record of 
the hearing in determining whether reg
ulatory action should be undertaken and, 
if so, what form of action should be 
taken.

With respect to those regulatory hear
ings which would be provided pursuant 
to the specific provisions in the regula
tions cross-referenced in § 2.500(b), the 
administrative record of the hearing 
would constitute the exclusive record for 
decision by the Commissioner.

RECONSIDERATION AND STAY OF ACTION 
<§ 2.516)

Proposed § 2.516 provides that, follow
ing any final administrative action which 
was the subject of a hearing, any partici
pant could, petition for reconsideration 
or a stay of action pursuant to §§2.8 or 
2.9. This would exclude, of course, any 
decision to institute civil or criminal ac
tion in the courts.

JUDICIAL REVIEW (§ 2.520)
The availability of judicial review with 

respect to any administrative action 
which was the subject of a hearing pur
suant to Subpart F would be governed 
by § 2.11. The Commissioner has con
cluded that it would -not be feasible to 
propose definitive rules with respect to 
the availability of judicial review of ac
tion taken as a result of a regulatory 
hearing, because of the different types of 
action that may be the subject of such a 
hearing. If a regulatory hearing resulted 
in a seizure or injunction action or sec
tion 305 citation and criminal prosecution 
in the Federal courts, the proper remedy 
for any aggrieved party would be to con
test such action in the courts. Judicial 
review of the Commissioner’s decision to 
take such action would not be permissi
ble. Where the administrative action 
taken by the Commissioner was not final 
in nature, judicial review also would not 
be permitted. Where the Commissioner 
took final administrative action as a re
sult of a regulatory hearing, however, 
judicial review of such final action would 
clearly be permitted in accordance with

the provisions of § 2.11. Such review 
would, of course, be based solely upon the 
administrative record of the proceeding, 
arid would not properly consider any 

-data, information, or arguments not pre
sented in the course of the regulatory 
hearing.
S tandards of Conduct and Conflicts of 

Interest (Sttbpart G )
Subpart G of the proposed regulations 

would include, or cross-reference, all reg
ulations governing the standards of con
duct arid conflicts of interest with re
spect to present and former employees of 
the Food and Drug Administration, in
cluding special government employees 
and employees of the Food and Drug Di
vision of the Office of General Counsel.

SCOPE OF SUBPART (§2.600)
Although Subpart G would be estab

lished to include all pertinent regulations 
with respect to these matters for all pres
ent and former agency employees, many 
of these regulations are still in the proc
ess of development. Accordingly, the pro
visions proposed in Subpart G at this 
time represent only brief and initial 
statements of very general policy. The 
Commissioner anticipates that substan
tial further regulations will be added to 
this subpart, particularly relating to 
former employees and all special govern
ment employees.
REFERENCE TO DEPARTMENT REGULATIONS 

(§ 2 .6 X 0 )

AH Food and Drug Administration 
employees are fully subject to the regu
lations (45 CFR Part 73) governing 
standards of conduct for Department of 
Health, Education, and Welfare em
ployees, except that agency special gov
ernment employees are subject only to 
Subpart L of 45 CFR Part 73. In addition, 
only Food and Drug Administration em
ployees are subject to the provisions of 45 
CFR Part 73a, which supplement the De
partment regulations. The provisions of 
45 CFR Part 73a do not apply to special 
government employees of the"f’ood and 
Drug Administration.
CODE OF ETHICS FOR GOVERNMENT SERVICE 

(§ 2.611)
Proposed § 2.611 would make applicable 

to all Food and Drug Administration em
ployees, including special government 
employees, the code of ethics for govern
ment service adopted by Congress in 
1958. The Commissioner considers this 
code, embodying high ethical principles, 
applicable to all agency employees.
FOOD AND DRUG ADMINISTRATION CONFLICT

OF INTEREST REVIEW BOARD (§ 2.6X2)
Under proposed § 2.612, the Commis

sioner would establish a permanent five- 
member Conflict of Interest Review 
Board which would review and make 
recommendations to the Commissioner 
with respect to all matters brought be
fore it relating to conflicts of interest. The 
Associate Commissioner for Administra
tion would be responsible for bringing 
issues to the Review Board. In addition, 
any individual inside or outside the agen

cy whojyas the subject of an adverse de
termination of any kind by the Office of 
the Associate Commissioner for Admin
istration would have the right to an ap
peal to the Review Board with respect to 
that matter.

The Review Board would be a perma
nent body whose purpose would be to 
establish guidelines and precedents, 
through written decisions, guidelines, and 
regulations, that would govern all con
flict of interest issues within the agency. 
Whenever feasible, the policy adopted as 
a result of the work of the Review Board 
would be incorporated in regulations in 
Subpart G.

The Review Board would be sensitive to 
the privacy rights of individuals with re
spect to .the information it received. In 
some instances, the only information 
that would be disseminated publicly 
would be written in a form that did not 
reveal the identity of the individual in
volved. In other instances, either pur
suant to general regulations adopted by 
the agency or pursuant to a specific de
termination for a named individual, pub
lic disclosure of information related to 
an individual would be appropriate to 
provide public notice of the circum
stances under which the individual was 
serving as a government employee or 
special government employee. For ex
ample, information could routinely be 
filed with the Public Records and Docu
ments Center with respect to stockhold
ings of agency consultants which had 
been determined not to be substantial, to 
give pUbhc notice about such holdings, j

DUTY TO REPORT VIOLATIONS (§2.6X3) ]
Proposed § 2.613 would provide that all 

agency employees who had factual in
formation showing or who otherwise 
believed that any present or former Food 
and Drug Administration employee had 
violated or was violating any provision of 
the laws summarized in 45 CFR Part 73 
should report such information directly 
to the agency’s Policy Management Staff 
(HFA-20), which is responsible for han
dling all matters of this type. The Com
missioner advises that, under existing 
statutory and case law, the failure to 
report a violation, by itself, is-not suffi
cient to subject an individual who knows 
of such violation to potential criminal 
liability as an accessory or accomplice. 
Accordingly, § 2.613(a) would simply en
courage reporting of violations, but no 
penalty would or could be imposed for 
failure to report under these circum
stances. In considering reports submitted 
pursuant to this section, the Policy Man
agement Staff would consult with the 
Conflict of Interest Review Board when 
close issues arose that required policy 
consideration.

The records received and generated 
pursuant to this section would be main
tained by the agency in strictest confi
dence. Only those who were required to 
see such records 1n the performance of 
their duties would be given access to 
them.

The Commissioner has carefully con- 1 
sidered the provisions proposed in this 
section, and has consulted with a cross-.

FEDERAL REGISTER, VOL. 40, NO. 171— WEDNESDAY, SEPTEMBER 3, 1975



PROPOSED RULES 40715

section of employees throughout the 
agency on them. On the one hand, it is 
widely recognized that all citizens share 
a moral obligation to help enforce legal 
requirements. On the other hand, it is 
equally recognized that basic civil liber
ties must be respected, and that the 
rights of both the accuser and the ac
cused must be fully protected. The Com
missioner is of the opinion that the pro
visions in this section strike an adequate 
balance between these valid concerns. No 
one would be required to report viola
tions, but all would be encouraged to do 
so* Only those reports which a person was 
willing to put in writing would be re
garded as sufficiently serious to pursue. 
Those written records would be carefully 
safeguarded, so that there would be no 
concern about their improper release to 
persons who were not required to review 
them in the course of their duties.
PERMANENT DISQUALIFICATION OF FORMER 

EMPLOYEES (§ 2.620)
Proposed § 2.620 states the provisions 

of current law, 18 U.S.C. 207(a), with re
spect to permanent disqualification of 
former Pood and Drug Administration 
employees on particular matters involv
ing a specific party or parties in which 
the former employee participated per
sonally and substantially. It is the in
tention of the Commissioner that this 
statutory language be supplemented in 
the future by interpretive regulations to 
give better guidance to former employees 
with respect to permissible and imper
missible activity...
TEMPORARY DISQUALIFICATION OF FORMER 

EMPLOYEES (§ 2.621) ''
Proposed § 2.621 similarly summarizes 

the provisions of 18 U.S.C. 207(b) with 
respect to the 1-year disqualification of a 
former Pood and Drug Administration 
employee on any matter which was under 
his official responsibility within 1 year 
preceding termination of such responsi
bility. Again, additional interpretive reg
ulations will be issued to clarify this 
statutory disqualification.
Conforming Changes in  O ther P ood and

D rug A dministration Regulations

The new procedures proposed in Part 
2 of the regulations would require corres
ponding changes in numerous other exist
ing agency regulations in Title 21 of the 
Code of Federal Regulations. The fol
lowing is a brief summary of these 
changes. The Commissioner recognizes 
that other conforming changes might 
also be appropriate, and invites comment 
suggesting further amendments to the 
agency regulations.

Exemption  F rom R equired L abel 
Statements

Section 1.1a would be revised to pro
vide that exemptions from required label 
statements shall be adopted pursuant to 
Part 2.

Exemption P rom P ood L abeling 
I nformation R equirements

Section 1.8d(f) would be revised to 
state that a petition requesting an ex

emption from the food labeling informa
tion requirements in that section shall 
be submitted pursuant to Part 2.

D elegations of Authority and 
O rganization

Former Subparts H and M of Part 2 
would be recodified as a new Part 5. Ref
erences to the Assistant General Counsel 
for Food and Drugs, Office of General 
Counsel, Department of Health, Educa
tion, and Welf are would be revised to re
flect that he now has the additional title 
of Chief Counsel for the Food and Drug 
Administration.
Color A dditive A dvisory Committees

Section 8.12 would be revised to cross- 
reference the new provisions relating to 
color additive advisory committees in 
§§ 2.360 through 2.364; prior provisions 
in §§ 8.12 through 8.14 would be revoked.

Exemption F rom Color A dditive 
Certification

Section 8.18 would be revised to state 
that a petition for exemption from cer
tification for a color additive shall be 
submitted pursuant to Part 2.
O bjections and H earing^ R elating to 

Color A dditive R egulations

The existing provisions in §§8.19 
through 8.21 would be revoked, and a 
new § 8.19 would provide that objections 
and hearings relating to color additive 
regulations shall be governed by Part 2.
Color A dditive Certification R efusal

Section 8.27(b) would be amended to 
add a sentence stating that a person who 
wishes to contest a refusal to certify a 
batch of a color additive has an oppor
tunity for a regulatory hearing pursuant 
to Subpart F. No opportunity for a hear
ing now exists.

Certification Service R efusal

Section 8.28(b) would be revised to 
provide that a person who wishes to con
test refusal of certification service has 
an opportunity for a regulatory hearing 
pursuant to Subpart F of Part 2. The cur
rent provisions, which would be revoked, 
provide for a formal evidentiary public 
hearing. The Commissioner is of the 
opinion that the statute does not require 
an opportunity for a formal evidentiary 
public hearing, and that a regulatory 
hearing is more appropriate for this type 
of proceeding..
I nvestigational U se of Color A dditives

Section 8.33(a) would be amended to 
add a new sentence providing an oppor
tunity for a regulatory hearing pursuant 
to Subpart F upon a refusal to permit the 
use of food derived from animals on 
which investigational color additives are 
used. No opportunity for a hearing now 
exists.

F ood Standards

Section 10.2 would be revised to state 
that the procedure for establishing a 
food standard shall be governed by Part 
2. The provisions now contained in this 
section would be superseded by the more 
detailed provisions of Part 2.

F ood Standard T emporary P ermits

A new paragraph (1) would be added 
to § 10.5 to provide that a person who 
wishes to contest denial, modification, or 
revocation of a temporary permit to vary 
from a standard of identity has an op
portunity for a regulatory hearing pur
suant to Subpart F of Part 2. No oppor
tunity for a hearing exists.

Standards of Quality

Section 11.1(e) would be revised to 
state that standards of quality for foods 
for which there are no standards of iden
tity may be established pursuant to Part 
2 and to delete the reference to a former 
provision in Part 2 that would be revoked 
by the proposed regulations.

Special D ietary Foods

Section 80.1(b) (4) would be revised to 
delete the reference to a former provi
sion in Part 2 that would be revoked by 
the proposed regulations.

Emergency P ermit Control

Section 90.2(a) would be revised to 
refer to the provisions in Part 2 and to 
delete the reference to a former provi
sion in Part 2 that would be revoked by 
the proposed regulation.
N utritional Quality  G uidelines for 

Foods

Section 100.2 would be revised to refer 
to the provisions in Part 2 and to delete 
the reference to a former provision in 
Part 2 that would be revoked by the pro
posed regulations.

Common  or U sual N ames for 
N onstandardized Foods

Section 102.2(a) and (b) would be re
vised to refer to the provisions in Part 
2 and to delete the reference to a former 
provision in Part 2 that would be revoked 
by the proposed regulations.

F ood Additives

Sections 121.40(c)(1), 121.41(b)(1), 
and 121.4000(c) would be revised to re
fer generally to the new procedures con
tained in Part 2 rather than to proce
dures now used.

Section 121.55 would be revised to state 
that objections and hearings relating to 
food additive regulations shall be gov
erned by Part 2. All of the previous pro
cedural provisions relating to food addi
tives in Part 121 would be revoked^

Section 121.74 would be revised to state 
that the procedure for amending and re
pealing food additive regulations would 
be governed by Part 2.

A pproval of P rescription D rug 
Advertisements

Section 202.1 (j) (5) would be added to 
state that a regulatory hearing pursuant 
to Subpart F of Part 2 is available with 
respect to any determination that prior 
approval is required for advertisements 
concerning a particular prescription 
drug, or that a particular advertisement 
is not approvable. No opportunity for a 
hearing now exists.
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P rescription Exemption  P rocedure for 
N e w  D rugs

Section 310.200(b) would be revised to 
replace the procedure now set out in 
that provision with a reference to Part 
2.

P hase IV Clinical Studies

Section 310.303(b) would be revised to 
state that a proposal to require addi
tional or continued studies for a new 
drug shall be pursuant to Part 2.

I nvestigational N e w  D rugs

Section 312.1 (c) (1) and C4) and (d) 
would be revised to state that any per
son who wishes to contest any issue aris
ing out of disqualification of an investi
gator and his work, and termination of 
an IND, has an opportunity for a regu
latory hearing pursuant to Subpart F of 
Part 2. This would replace the current 
procedure which is similar in nature but 
not specified in detail.

These provisions would also be revised 
to state that an IND plan may be ter
minated immediately upon a finding of 
a danger to health, rather than requir
ing an imminent hazard to health, in 
order to conform them to proposed 
§ 2.511(e). Section 505(i) of the act does 
not require the Commissioner to find an 
imminent hazard to health before an 
IND plan may be terminated.
L aboratory R esearch on  Investigational 

N e w  D rugs

Section 312.9(c) (2) would be revised 
to state that any person who wishes to 
contest termination of aii investigational 
exemption for use of a new drug in labo
ratory research animals or in vitro tests 
has an opportunity for a regulatory hear
ing pursuant to proposed Subpart F of 
Part 2. Now, a  conference is permitted 
but there is no opportunity for a hearing.

H earings Involving N ew  D rugs

Section 314.200 would be revised to 
delete material that is duplicative of re
quirements contained in proposed Sub
part B of Part 2.

Section 314.201 would be added to state 
that hearings relating to new drugs shall 
be governed by Part 2. All of the prior 
procedural provisions relating to new 
drug hearings would be revoked.

Section 314.235 would be revised to 
conform it to the provisions of proposed 
Subpart B by deleting duplicative mate
rial.

In  V itro D iagnostic P roducts for 
H um an  U se

Section 328.30(a) Would be revised to 
refer to Part 2 and to delete the refer
ence to a provision in Part 2 which 
would be revoked by the proposed regula
tions.

OTC D rug R eview

'  Section 330.10(a) (12) would be revised 
to state that a petition to amend or re
peal any OTC drug monograph shall be 
submitted pursuant to Part 2.

In su lin

Section 429.50 would be revised to state 
that, upon suspension of insulin certifi

cation service, a person shall have an 
opportunity for a regulatory hearing pur
suant to Subpart F of Part 2. Now, a 
formal evidentiary public hearing is pro
vided. The Commissioner is of the 
opinion that a formal evidentiary public 
hearing is not required by statute and 
that a regulatory hearing pursuant to 
Subpart F is more appropriate for this 
type of proceeding.

Antibiotic  R egulations

Section 430.20(a) would be revised to 
state that the procedures for the issu
ance, amendment, or repeal of antibiotic 
regulations shall be governed by pro
posed Part 2. The remaining procedural 
provisions relating to antibiotic hearings 
would be revoked.

Section 430.20(d>, relating to requests 
for hearings with respect to the failure 
to issue an antibiotic regulation, or 
amendment or repeal of such a regula
tion, would be revised to make the same 
modifications that have been proposed in 
§ 314.200 for new drugs, to conform it 
to the provisions in Subpart B.

Certification of A ntibiotic D rugs

Section 431.52 would be revised to state 
that, upon suspension of certification 
service, a person shall have an oppor
tunity for a regulatory hearing pursuant 
to Subpart F of Part 2. Now, suspension 
of certification service is subject to a for
mal evidentiary public hearing. The Com
missioner is of the opinion that the stat
ute does not require a formal eviden
tiary public hearing under these circum
stances and that Subpart F provides a 
more appropriate procedure for this type 
of proceeding.
Exemptions F rom Antibiotic  Certifica

tion  and L abeling R equirements

A number of specific sections in Part 
433, relating to exemptions from anti
biotic certification and labeling require
ments, would be revised to provide that 
a person who wishes to contest adverse 
action by the Food and Drug Administra
tion shall be subject to an opportunity 
for a regulatory hearing pursuant to Sub
part F  of Part 2. Now, these provisions 
state only that such action is subject to 
a hearing, without specifying the type of 
hearing, or do not specify that any hear
ing is permitted.

The current provisions state that such 
exemptions can in some instances be 
revoked only after notice and oppor
tunity for hearing. The proposed, cross- 
reference to the provisions governing a 
regulatory hearing under Subpart F of 
Part 2 would mean that the Commission
er could make any such revocation effec
tive immediately if he found that this 
was necessary to protect thé public 
health, pursuant to § 2.511(e)....

N e w  Anim al  D rugs

A number of specific provisions in 
Parts 511 and 514 relating to investiga
tional and marketed new animal drugs 
would be revised in the same way as 
their counterpart provisions relating to 
investigational and marketed new drugs, 
to refer to the new procedural provisions

in Part 2. The prior procedural provisions' 
relating to hearings would be revoked.

L icensing of B iologicals
■ 1

The procedural provisions in Part 601 
relating to licensing of biologicals, revo
cation and suspension of a license, and 
hearings on such matters would be sub
stantially revised, consolidated, and sim
plified. Hearings-on denial, revocation, 
or suspension of a biologies license would 
be governed by Part 2. The procedural 
requirements for new drugs in § 314.200 
would be incorporated by reference. Pre
vious procedural provisions relating to 
biologies would be revoked.

Cosmetic Labeling

Section 701.3 (b) and (e) would be 
revised to refer to the provisions in Part 
2 and to delete the reference to a provi
sion in Part 2 that would be revoked by 
the proposed regulations. j
NOTIFICATION OF DEFECTS IN ELECTRONIC j 

PRODUCTS. - - ,n»
Section 1003.11(a) would be amended 

and § 1003.31(d) would be added to in
clude a provision stating that a  person 
who wishes to contest a determination 
that a product fails to comply or has a 
defect, and a denial of an exemption 
from the notification provisions, has an 
opportunity for a regulatory hearing 
pursuant to Subpart F of Part 2. Now, no j 
opportunity for a hearing exists.
REPURCHASE, REPAIRS, OR REPLACEMENT OF !

ELECTRONIC PRODUCTS
Section 1004.6 would be amended to 

add a new provision stating that, upon 
denial of a plan with respect to repur-1 
chase, repair, or replacement of an elec- j 
tronic product, a person shall have an op
portunity for a regulatory hearing pur- 1 
suant to Subpart F of Part 2. Now, no op- j 
portunity for a hearing exists.

-HEARINGS UNDER THE FEDERAL IMPORT MILK 
ACT

Section 1210.30 would be revised to 
state that a person who wishes to contest 
denial, suspension, or revocation of a 
permit has an opportunity for a regula
tory hearing pursuant to Subpart F of 
Part 2. All of the prior procedural pro- | 
visions would be revoked.

Therefore, pursuant to provisions of i 
the Federal Food, Drug, and Cosmetic \ 
Act, (Sec. 201 et seq., 52 Stat. 1040; 211 
U.S.C. 321 et seq.) , the Public Health | 
Service Act (sec. 1 et seq., 58 Stat. 682, j 
as amended; 42 U.S.C. 201 et seq.), the 
Comprehensive Drug Abuse Prevention 
and Control Act of 1970 (sec. 4, 84 Stat. 
1241; 42 U.S.C. 257a), the Controlled 
Substances Act (sec. 301 et seq., 84 Stat. 
1253 ; 21 U.S.C. 821 et seq.), the Federal 
Meat Inspection Act (sec. 409(b), 81 Stat.j 
600; 21 U.S.C. 679(b)), the Poultry Prod- 
nets Inspection-Act (sec. 24(b), 82 Stat. 
807; 21 U.S.C. 467f (b )) , the Egg Products 
Inspection Act (sec. 2 et seq., 84 Stat. 
1620; 21 U.S.C.1031 et seq.), the Federal 
Import Milk Act (44 Stat. 1101; 21 
U.S.C. 141 et seq.), the Tea Importation 
Act (21 U.S.C. 41 et seq.), the Federal 
Caustic- Poison Act (44 Stat. 1406; 15
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U.S.C. 401-411 notes), the Pair Packag
ing and Labeling Act (80 Stat. 1296; 15 
U.S.C. 1451 et seq.), and all other statu
tory authority delegated to him (21 CFR 
2.120), the Commissioner proposes to 
amend Chapter I of Title 21 of the Çode 
of Federal Regulations as follows :
PART 1— RÉGULATIONS FOR TH E  EN

FORCEMENT OF TH E  FEDERAL FOOD, 
DRUG, AND COSMETIC ACT AND TH E  
FAIR PACKAGING AND LABELING ACT
1. By revising § 1.1a to read as follows;

§ 1.1a Foods, drugs, devices, and cos
metics; labeling; procedure for re
questing variations and exemptions 
from  required label statements. .

Section 403(e) of the act (in this Part 
1, the term “ act” means the Federal 
Food,' Drug, and Cosmetic Act) provides 
for the establishment by regulation of 
reasonable variations and exemptions 
for small packages from the required 
declaration of net quantity of contents. 
Section 403 (i) of the act provides for the 

^establishment by regulation of exemp
tions from the required declaration of 
ingredients where such declaration is 
impracticable, or results in deception or 
unfair competition. Section 502(b) of 
the act provides for the establishment by 
regulation of reasonable variations and 
exemptions for small packages from the 
required declaration of net quantity of 
contents. Section 602(b) of the act pro
vides for the establishment,by regulation 
of reasonable variations and exemptions 
for small packages from the required 
declaration of net quantity of contents. 
Section 5(b) of the Fair Packaging and 
Labeling Act provides for the establish
ment by regulation of exemptions from 
certain required declarations of net 
quantity of contents, identity of com
modity, identity and location of manu
facturer, packer, or distributor, and from 
declaration of net quantity of servings 
represented, based on a finding that full 
compliance with such required declara
tions is impracticable or not necessary 
for thé adequate protection of consumers, 
and a further finding that the nature, 
form, or quantity of the packaged con
sumer commodity or other good and suf
ficient reasons justify such exemptions. 
The Commissioner, on his own initiative 
or on petition of an interested person, 
may propose a variation or exemption 
based upon any of the foregoing 
statutory provisions, including proposed 
findings if section 5(b) of the Fair Pack
aging and Labeling Act applies, pursuant 
to Part 2 of this chapter.

2. By revising § 1.8d(f) to read as 
follows :
§ 1.8d Food labeling; information panel. 

* $ * * %
(f) If the label of any package of food 

is too small to accommodate all of the 
information required by §§ 1.8a, 1.8c, 
1.10,1.13,1.17, and 1.18, and Parts 80 and 
125 of this chápter, the Commissioner 
may establish by regulation an accept
able alternative method of disseminating 
such information to the public, e.g., a 
type size smaller than one-sixteenth inch

in height, or labeling attached to or in
serted in the package or available at the 
point of purchase. A petition requesting 
such a regulation, as an amendment to 
this paragraph shall be submitted pursu
ant to Part 2 of this chapter.

, 3. By revising Part 2 to read as follows:

PART 2— ADMINISTRATIVE PRACTICES 
AND PROCEDURES 

Sqbpart A— General
Sec.
2.1 Scope.
2.3 Definitions.
2.4 Summary of administrative practices

and procedures.
2.5 Submission of documents to Hearing

Clerk; computation of time; avail- 
abiUty for public disclosure.

2.6 Initiation of administrative proceed
ings.

2.7 Citizen petition.
2.8 Administrative reconsideration of ac

tion.
2.9 Administrative stay of action.
2.10 Promulgation of regulations for the

efficient enforcement of the law.
2.11 Court review of final administrative

action; exhaustion of administra
tive remedies.

2.12 Promulgation of regulations and
orders after an opportunity for a 
formal evidentiary public hearing.

2.13 Separation of functions; ex parte com
munications.

2.14 Referral by court.
2.15 Meetings and correspondence.
2.16 Documentation of significant deci

sions in administrative file.
2.17 Internal agency review of decisions.
2.18 Dissemination of draft F ederal R eg

ister  n o t ic e s  a n d  reg u la tion s .
2.19 Advisory opinions.
2.20 Food and Drug Administration regula

tions, guidelines, recommendations, 
and agreements.

2.21 Participation'in outside standard-set-
ting activities.

2.22 Public calendars.
2.23 Representation by an organization.
2.24 Settlement proposals.
2.25 Waiver, suspension, or modification

of procedural requirements.
-Subpart B— Formal Evidentiary Public Hearings 

2.100 Scope of subpart.
2.110 Initiation of a formal evidentiary pub

lic hearing involving the issuance, 
amendment, or revocation of a regu
lation.

2.111 Initiation of a formal evidentiary pub
lic hearing involving the issuance, 
amendment, or revocation of an 
order.

2.112 Piling objections and requests for a
a hearing on a regulation or order.

2.113 Ruling on objections and requests-for
hearing.

2.114 Modification or revocation of regula
tion or order.

2.115 Denial of formal evidentiary public
hearing in whole or in part.

2.116 Judicial review after waiver of hear
ing on a regulation.

2.117 Request for alternative,form of public
hearing.

2.118 Notice of hearing; stay of action.
2.119 Effective date of a regulation.
2.120 Effective date of an order.
2.130 Appearance.
2.131 Written notice of appearance.
2.140 Presiding officer.
2.141 Commencement of functions.
2.142 Authority of presiding officer.
2.143 Disqualification of presiding officer.
2.144 Unavailability of presiding officer.
2.150 Filing and service of submissions.

Sec.
2.151 Petition to participate in forma pau

peris.
2.152 Advisory opinions.
2.153 Disclosure of data and information by

the participants.
2.154 Purpose; oral and written testimony;

burden of proof.
2.155 Participation of nonparties.
2.156 Conduct at oral hearings or confer

ences.
2.157 Time and place of prehearing confer

ence.
2.158 Prehearing conference procedure.
2.159 Summary decisions.
2.160 Receipt of evidence.
2.161 Official notice.
2.162 Briefs and argument.
2.163 Interlocutory appeal from ruling of

presiding officer.
2.164 Official transcript.
2.165 Motions.
2.170 Administrative record of a formal evi

dentiary public hearing.
2.171 Examination of administrative record.
2.172 Correction of administrative record.
2.173 Record for administrative decision.
2.180 Recommended decision or initial de

cision.
2.181 Tentative order.
2.182 Appeal from or review of initial de

cision. _
2.183 Decision by Commissioner after ex

ceptions to the tentative order.
2.184 Decision by Commissioner on appeal

or review of initial decision.
2.185 Reconsideration and stay of action.
2.190 Review by the courts.
2.191 Copies of petitions for judicial review.

Subpart C— Public Hearing Before a Public 
Board of Inquiry

2:200 Scope of subpart.
2.201 Notice -of a public hearing before a

Public Board of Inquiry.
2.202 Members of a Public Board of Inquiry.
2.203 Separation of functions; ex parte

communications; administrative 
support.

2.204 Submissions to a Public Board of In
quiry.

2.205 Disclosure of data and information by
the participants.

2.206 Proceedings of a Public Board of In
quiry.

2.207 Administrative record of a Public
Board of Inquiry.

2.208 Examination of administrative record. 
2209 Record for administrative decision.

Subpart D— Public Hearing Before a Public 
Advisory Committee

2.300 Scope of subpart.
2.301 Establishment and renewal of public

advisory committees.
2.302 Termination of public advisory com

mittees. ‘
2.303 Purpose of proceedings before a public

advisory committee.
2.304 Portions of public advisory committee

meetings.
2.305 Notice of public hearing before a pub

lic advisory committee.
2.306 Chairman of a public advisory

committee.
2.307 Meetings of a public advisory com

mittee.
2.308 Consultation by a public advisory

committee with other persons.
2.309 Additional rules for a particular pub

lic advisory committee.
2.310 Compilation of materials for members

of a public advisory committee.
2.311 Written submissions to a public ad

visory committee.
2.312 Conduct of a public hearing before

a public advisory committee.
2.313 Minutes and reports of public ad

visory committee meetings.
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Sec. .
2.314 Transcripts of public advisory com

mittee meetings.
2.315 Administrative record of a public

hearing before a public advisory 
committee meeting.

2.316 Examination of administrative record
and other advisory committee 
records.

2.317 Public inquiries and requests for pub
lic advisory committee records.

2.318 Determination to close portions of
public advisory committee meetings.

2.319 Administrative remedies. r
2.320 Applicability to Congress.
2.321 Committees working pursuant to a

contract with the Food and Drug 
Administration.

2.322 Application of anticancer clauses.
2.330 Qualifications for members of stand

ing policy and technical advisory 
committees.

2.331 Nominations of voting members of
standing advisory committees.

2.332 Nominations and selection of non
voting members of standing tech
nical advisory committees.

2.333 Rights and responsibilities of nonvot
ing members of advisory commit
tees. ’

2.334 Ad hoc advisory committee members.
2.335 Compensation of public advisory com

mittee members.
2.340 List of standing advisory committees.
2.350 Establishment of the Technical Elec

tronic Product Radiation Safety 
Standards Committee (TEPRSSC).

2.351 Functions of TEPRSSC.
2.352 Procedures of TEPRSSC.
2.353 Membership of TEPRSSC.
2.354 Conduct of TEPRSSC meetings ¡^avail

ability of TEPRSSC records.
2.360 Establishment of a color additive ad

visory committee.
2.361 Functions of a color additive advisory

committee. ^
2.362 Procedures of a color additive advisory

committee.
2.363 Membership of a color additive ad

visory committee.
2.364 Fees and compensation pertaining to

a color additive advisory committee.
2.370 Establishment of standing technical

public advisory committees for hu
man prescription drugs.

2.371 Utilization of a public advisory com
mittee oh the initiative of the Pood, 
and Drug Administration.

2.372 Advice and recommendations in writ
ing.

2.373 Utilization of a public advisory com
mittee at the request of an inter
ested person.

Subpart E— Public Hearing Before the 
Commissioner

2.400 Scope of subpart.
2.401 Notice of a public hearing before the

Commissioner.
2.402 Notice of appearance; schedule for

hearing.
2.403 Conduct of a public hearing before the

Commissioner.
2.404 Written submissions pertaining to a

public hearing before the Commis
sioner.

2.405 Administrative record of a public
hearing before the Commissioner.

2.406 Examination of administrative record.
Subpart F— Regulatory Hearing Before the 

Food and Drug Administration
2.500 Scope of subpart.
2.501 Inapplicability and limited applica

bility.
2.505 Presiding officer.
2.506 Right to counseL
2.510 Regulatory hearing on the initiative 

of the Commissioner.

Sec.
2.511 Regulatory hearing pursuant to reg

ulation.
2.512 Hearing procedure.
2.513 Administrative record o f  a regulatory

hearing.
2.514 Examination o f administrative record.
2.515 Record for administrative decision.
2.516 Reconsideration and stay of action. - 
2.520 Judicial review.

Subpart G;— Standards of Conduct and 
Conflict of Interest

2.600 Scope of subpart.
2.610 Reference to Department regulations.
2.611 Code of ethics for government service.
2.612 Food and Drug Administration Con

flict of Interest Review Board.
2.613 Duty to report violations.
2.620 Permanent disqualification of former

employees.
2.621 Temporary disqualification of former

employees.
A u t h o r it y  : Sec. 201 et seq., Pub. L. 717, 

52 Stat". 1040 as amended (21 U.S.C. 321 et 
seq.),; sec. 1 et seq., Pub. L; 410, 58 Stat. 682 
as amended (42 U.S.C. 201 et seq .); sec. 4, 
Pub. L. 91-513, 84 Stat. 1241 (42 U.S.C. 257a); 
sec. 301 et seq., Pub. L. 91-513, 84 Stat. 1253 
(21 U.S.C. 821 et seq .); sec, 409(b), Pub. L. 
242, 81 Stat. 600 (21 U.S.C. 679); sec. 24(b), 
Pub. L. 85-172, 82 I5tat. 807 (21 U.S.C. 467f 
( b ) );  sec. 2 et seq., Pub. L. 91-597, 84 Stat. 
1620 (21 U.S.C. 1031 et seq.) r sec. 1 et seq., 
Pub. L. 625, 44 Stat. 1101-1103 as amended 
(21 U.S.C. 141 et seq.)"; sec. 1 et seq., Chapter 
358, 29 Stat. 604-607 as amended (21 U.S.C. 
41 et seq.); Pub. L. 783, 44 Stat. 1406 as 
amended by 74 Stat. 381 (15 U.S.C. 401-411 
notes); sec. 2 et seq., Pub. L. 89-755, 80 Stat. 
1296 (15 U.S.C. 1451 et seq.).

Subpart A— General
§ 2.1 Scope.

(a) Part 2 governs practices and pro
cedures applicable to all petitions, hear
ings, and other administrative proceed
ings and activities conducted by the Food 
and Drug Administration pursuant to 
the Federal Food, Drug, and Cosmetic 
Act, the Public Health Service Act, and 
other laws with respect to which author
ity has been delegated to the Commis
sioner of Food and Drugs pursuant to 
§ 5.1 of this chapter, except to the extent 
that specific provisions in other sections 
of this chapter state different require
ments with respect to a particular 
matter.

(b) Where a specific provision in an
other section of this chapter states a dif
ferent requirement with respect to a par
ticular matter (e.g., the use of a form dif
ferent from the one specified in § 2.7 
(bD , the sections in this Part shall apply 
to the extent that they do not conflict 
with such other provisions (e.g., the re
quirements for inclusion of all data and 
information and for translations of for
eign language in § 2.5(b) shall apply re
gardless of which form is used).
§ 2.3 Definitions.

(a) As used in this Part, the follow
ing terms shall have the meanings spec
ified:

(1) “Act” means the Federal Food, 
Drug, and Cosmetic Act unless otherwise 
indicated.

(2) “Department” means the United 
States Department of Health, Education, 
and Welfare.

(3) “Secretary” means the Secretary 
of Health, Education, and Welfare.

(4) “Commissioner” means the Com
missioner of Food and Drugs, Food and 
Drug Administration, United States De
partment of Health, Education, and Wel
fare, or his designee.

(5) “Agency’i means the Fpod and 
Drug Administration.

(6) “Person” includes an individual, 
partnership, corporation, association, or 
other legal entity.

(7) “Presiding officer” means the 
Commissioner or his designee or .an Ad
ministrative Law Judge appointed as 
provided in 5 U.S.C. 3105.

(8) “Hearing Clerk” means the Hear
ing Clerk of the Food and Drug Adminis
tration, United States Department of 
Health, Education, and Welfare, Rm. 4- 
65, 5600 Fishers Lane, Rockvillfe, MD 
20852.

(9) “Proceeding” and “administrative 
proceeding” mean any undertaking to is
sue, amend, or revoke a regulation or 
order, or to take or refrain from taking 
any other form of administrative action.

(10) , “Party” means the bureau of the 
Food and Drug Administration responsi
ble for the matter involved and every 
person who either has exercised a right 
to request or has been granted the right 
by the Commissioner to have q, formal 
evidentiary public hearing pursuant to 
Subpart B of this Part or a regulatory 
hearing before the Commissioner pursu
ant to Subpart F of this Part, or who has 
waived any such right in order to obtain 
the establishment of a Public Board of 
Inquiry pursuant to Subpart C of this 
Part, and as a result of whose action a 
formal evidentiary hearing or a regula
tory hearing before the Commissioner 
has been granted or a Public Board of 
Inquiry has been established.

(11) “Participant” means ariy person 
participating in any proceeding, includ
ing each party and any other interested 
person.

(12) ..“Interested person” or “any per
son who will be adversely affected” 
means any person who submits a peti
tion or comment or objection or other
wise requests an opportunity to par
ticipate in any informal or formal ad
ministrative proceeding or court action.

(-13) “Public Board of Inquiry” or 
“Board” means an administrative law 
tribunal constituted pursuant to the pro
visions of Subpart C of this Part.

(14) “Public advisory committee” or 
“ advisory committee” means any com
mittee, board, commission, council, coiv 
ference, panel, task force, or other 
similar group, or any subcommittee or 
other subgroup thereof, that is not com
posed wholly of full-time officers or em
ployees of the Federal government and is 
established or utilized by the Food and 
Drug Administration to obtain advice or 
recommendations.

(15) “Formal evidentiary public hear
ing” means any hearing conducted pur
suant to the provisions of Subpart B of

P9,rt
(16) “Public hearing before a Public 

Board of Inquiry” means any hearing 
conducted by a Board pursuant to the 
provisions of Subpart C of this Part.
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(17) “Public hearing before a public 
advisory committee’’ means any hearing 
conducted by an advisory committee pur
suant to the provisions of Subpart D of 
thisPart.

(18) “Public hearing before the Com
missioner” means any hearing conducted 
by the Commissioner or his designee 
pursuant to the provisions of Subpart E 
of-this Part.

(19) “Regulatory hearing before the 
Food and Drug Administration” means 
any hearing conducted by an authorized 
employee of the Food and Drug Admin
istration pursuant to the provisions of 
Subpart F of this Part.

(20) “The laws administered by the 
Commissioner” means all the statutory 
provisions with respect to which author
ity has been delegated to the Commis
sioner pursuant to § 5.1 of this chapter.

(21) “Petition” means any petition, ap
plication, or other document requesting 
the Commissioner to establish, amend, 
or revoke a regulation or order, or to take 
or refrain from taking any other form 
of administrative action, under the laws 
administered by him.

(22) “Regulation” means any agency
rule of general or particular applicability 
and future effect implementing or apply
ing any law administered by the Com
missioner or relating to administrative 
practices and procedures. Pursuant to 
§ 2.20(a), all agency regulations shall be 
promulgated in the Federal R egister 
and codified in the Code of Federal Reg
ulations.  ̂ ‘ . ;v

(23) “Order” means any final agency 
disposition, other than the issuance of 
a regulation, in a proceeding concerning 
any matter and includes action on any 
new drug application, new animal drug 
application, or biological license.

(24) “Meeting” means any oral discus
sion, whether by telephone or in person.

(25) “Office of the Commissioner” in
cludes the offices of the associate and 
assistant commissioners and excludes the 
bureaus, the office of the Executive Di
rector for Regional Operations, and all 
regional and district offices.

(26) “Administrative action” includes 
every form and kind of act, including the 
refusal or failure to act, involved in the 
implementations of the laws adminis
tered by the Commissioner, except that 
it does not include the referral of appar
ent violations to United States attorneys 
for the institution of civil and criminal- 
proceedings and acts preparatory or in
cidental thereto.

(27) “Administrative file” or “admin
istrative record” means thé file main
tained by the Food and Drug Adminis
tration, either by the Hearing Clerk or 
by any other agency employee, in which 
all documents comprising the official rec
ord of any administrative proceeding are 
retained.

(28) “Food and Drug Administration 
employee” or “Food and Drug Adminis
tration representative” shall be deemed 
ta include members of the Food and 
Drug Division of the office of the Gen
eral Counsel of the Department of 
Health, Education, and Welfare.

(b) Any term which is defined in sec
tion 201 of the Federal Food, Drug, and 
Cosmetic Act or Part 1 of this chapter 
shall have that definition.

(c) Words in the singular form shall 
be deemed to include the plural, words 
in the masculine form shall be deemed 
to include the feminine form, and vice 
versa, as the case may require.

(d) Whenever any reference is made 
in this Part to any person in the Food 
and Drug Administration, e.g., the di
rector of a bureau, such reference shall 
also be deemed to include all persons to 
whom that person has delegated the spe
cific function involved.
§ 2.4 Summaries of administrative prac

tices and procedures.
The Commissioner shaH prepare for 

public distribution summaries of Food 
and Drug Administration administrative 
practices and procedures in terms that 
are readily understood in order to en
courage and facilitate participation in 
all agency activities.
§ 2.5 Submission of documents to Hear

ing Clerk; computation of time; 
availability for public disclosure.

(a) All submissions to the Hearing 
Clerk of petitions, comments, objections, 
notices, compilations of data and infor
mation, and any other documents pursu
ant to this Part or other sections in this 
chapter shall be filed in quintuplicate, 
except as otherwise specifically provided 
in any relevant Federal R egister notice 
or in other sections of this chapter. The 
Hearing Clerk shall be the agency cus
todian of such documents.

(b) All such submissions shall be 
signed by the person making the sub
mission, or by an attorney or other 
authorized representative on his behalf. 
If a submission is signed by an attorney 
or other authorized representative on 
behalf of another person, the submission 
shall be accompanied by a signed state
ment of authorization or other docu
mentation verifying his authority to sign 
the submission as such person’s repre
sentative, unless such authorization has 
previously been submitted as part of the 
administrative file in the same proceed
ing. Submissions by trade associations 
shall also be subject to the requirements 
of §2.23(b).

(c) All data and infeaqnation referred 
to or in any way relied upon in any such 
submissions shall be included in full and 
may not be incorporated by reference, 
unless previously submitted as part of 
the administrative file in the same 
proceeding.

(1) A copy of any article or other ref
erence or source cited shall be included.

(2) If any part of the material submit
ted is in a foreign language, it shall be 
accompanied by an English translation 
verified under oath to be complete and 
accurate, together with the name, ad
dress, and a brief statement of the qual
ifications of the person making the 
translation. Translations of literature or 
other material in a foreign language 
shall be accompanied by copies of the 
original publication.

(3) Where relevant data or informa
tion are contained in a document also 
containing irrelevant matter, the ir
relevant matter shall be deleted and 
-only the relevant data or information 
shall be submitted.

(4) Pursuant to § 4.63 (a) and (b) of 
this chapter, the names and other in
formation which would identify patients 
or research subjects shall be deleted 
from any record before it is submitted 
to the Hearing Clerk in order to preclude 
a clearly unwarranted invasion of per
sonal privacy.

(5) Defamatory, scurrilous, or intem
perate matter shall be deleted from any 
record before it is submitted to the 
Hearing Clerk.

(6) The failure to comply with the re
quirements of this paragraph or any 
other requirement in this Part shall re
sult in rejection of the submission for 
filing or, if it is filed, in exclusion from 
consideration of any portion of the sub
mission which fails to comply. If a sub
mission fails to meet any requirement 
of this section and such deficiency be
comes know to the Hearing Clerk, the 
Hearing Clerk shall return the submis
sion with a copy of the applicable regu
lations indicating those provisions not 
complied with in the submission. A de
ficient submission may be corrected or 
supplemented and subsequently filed.

(d) The filing of a submission shall 
mean only that the Hearing Clerk has 
not determined that it fails to meet the 
technical requirements for filing estab
lished in this section and in any other 
applicable sections in this chapter, e.g., 
§ 2.7 relating to a citizen petition. The 
filing of a petition shall not mean or 
imply that it in fact meets all applicable 
requirements or that it contains reason
able grounds for the action requested or 
that the action requested is in accord
ance with law.

(e) All submissions to the Hearing 
Clerk shall be considered as submitted on 
the date on which they are postmarked 
or, if delivered in person during regular 
business hours, on the date on which 
they are so delivered, unless a provision 
in this Part or an applicable Federal 
R egister notice specifically states that 
such documents must be received by a 
specified date, e.g., § 2.8 (g) relating to 
a petition for reconsideration, in which 
case they shall be considered submitted 
on the date actually received.

(f) All such submissions shall be 
mailed or delivered in person to the 
Hearing Clerk, Food and Drug Adminis
tration, Rm. 4-65, 5600 Fishers Lane, 
Rockville, MD 20852, except that a sub
mission which is required to be received 
by the Hearing Clerk by a specified date 
may be delivered in person to the Food 
and Drug Administration building in 
downtown Washington, Rm. 6819, 200 C 
St., SW., Washington, DC 20201 and 
shall be considered as received by the 
Hearing Clerk on the date on which it 
is logged in at Rm. 6819.

(g) The Food and Drug Administra
tion ordinarily will not acknowledge or 
give receipt for such documents, except:
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(1) Documents delivered in person or 
submitted by certified or registered mail 
with a return receipt requested.

(2) Petitions for which acknowledge
ment of receipt of filing is provided by 
regulations in this chapter or by cus
tomary practice, e.g., § 2.7(c) relating to 
a citizen petition.

(h) Saturdays, Sundays, and Federal 
legal holidays shall be included in com
puting the time allowed for the submis
sion of any document, except that when 
such time expires on a Saturday, Sun
day, or Federal legal holiday, such pe
riod shall be extended to include the 
next following business day.

(i) All submissions to the Hearing 
Clerk constitute a representation that, 
to the best of the knowledge, informa
tion, and belief of the person making the 
submission, all statements made in the 
submission are true and accurate. All 
such submissions are subject to the False 
Reports to the Government Act, 18 U.S.C. 
1001, under which a willfully false state
ment is a criminal offense.

(j) The availability for public exami
nation and copying of submissions to 
the Hearing Clerk shall be governed by 
the following rules:

(1) Except to the extent provided in 
paragraphs (j) (2) and (3) of this sec
tion, the following submissions, including 
all supporting material, shall be on pub
lic display and shall be available for pub
lic examination during regular business 
hours on Monday through Friday. Re
quests for copies of such submissions 
shall be filed and handled pursuant to 
the provisions of Subpart C of Part 4 
of this chapter.

(1) Petitions.
(ii) Comments on petitions, on docu

ments published in the F ederal R egister, 
and on similar public documents.

(iii) Objections and requests for hear
ings filed pursuant to Subpart B of this 
Part.

(iv) Material submitted at a formal 
evidentiary public hearing pursuant to 
Subpart B of this Part, a public hear
ing before a Public Board of Inquiry pur
suant to Subpart C of this Part, a pub
lic hearing before the Commissioner pur
suant to Subpart E of this Part, or an 
alternative form of hearing before a pub
lic advisory committee pursuant to 
§ 2.117(a)(2).

(v) Material placed on public display 
pursuant to regulations in this chapter, 
e.g., agency guidelines filed pursuant to 
§ 2.20(b).

(2) (i) Material submitted with objec
tions and requests for hearings filed pur
suant to Subpart B of this Part, or at 
a formal evidentiary public hearing pur
suant to Subpart B, a public hearing 
before a Public Board of Inquiry pursuant 
to Subpart C of this Part, or an alterna
tive form of public hearing before a pub
lic advisory committee or a public hear
ing before the Commissioner pursuant to 
§ 2.117(a) (2) or (3), of the following 
types shall be on public display and shall 
be available for public examination dur
ing regular business hours on Monday 
through Friday, but shall not be avail
able for copying or any other form of
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verbatim recording or transcription un
less it is otherwise available for public 
disclosure pursuant to the provisions of 
Part 4 of this chapter and the regula
tions referenced therein:

(a) Safety and effectiveness data and 
information, which include all studies 
and tests of an ingredient or product 
on animals and humans and all studies 
and tests on the ingredient or product 
for identity, stability, purity, potency, 
bioavailability, performance, and use
fulness.

(b) A protocol for a test or study.
(ii) Material submitted pursuant to 

the provisions of this paragraph (j) (2) 
shall be segregated from all other sub
mitted material and clearly so marked. 
Any person who does not agree that such 
a submission 4s properly subject to the 
provisions of this paragraph (j) (2) may 
request a ruling thereon from the As
sistant Commissioner for Public .Affairs 
whose decision on the matter shall be 
final, subject to judicial review pursuant 
to § 4.46 of this chapter.

(iii) Material submitted pursuant to 
the provisions of this paragraph (j) (2) 
shall be retained on public display and 
available for public examination only for 
such period of time as is appropriate to 
permit public participation in a public 
hearing and any related judicial review, 
and shall thereafter be subject to the 
provisions of paragraph (j) (3) of this 
section.

(ivX In accordance with the policy 
stated in § 4.86 of this chapter, the 
limited availability of material pursuant 
to this paragraph (j) (2) shall be deemed 
not to constitute prior disclosure to the 
public as defined in § 4.81 of this chapter 
and no such data and information shall, 
if copied or otherwise recorded or tran
scribed in violation of the provisions of 
this paragraph (j) (2), be submitted to or 
received or considered by the Food and 
Drug Administration by any other person 
in support of a petition‘or other request.

(3) (i) Material prohibited from pub
lic disclosure pursuant to § 4.63 of this 
chapter (clearly unwarranted invasion 
of personal privacy) as interpreted and 
applied in Part 4 of this chapter and 
the regulations referenced therein, and 
material submitted with objections and 
requests for hearings filled pursuant to 
Subpart B of this Part, or at a formal 
evidentiary public hearing pursuant to 
Subpart B of this Part, a public hearing 
before a Public Board of Inquiry pur
suant to Subpart C of this Part, or an 
alternative form of public hearing before 
a public advisory committee or a public 
hearing before the Commissioner pur
suant to § 2.117(a) (2) or (3), of the 
following types shall not be on public 
display, shall not be available for public 
examination, and shall not be ayailable 
for copying or any other form of ver
batim transcription unless they are 
otherwise available for public disclosure 
pursuant to the provisions of Part 4 of 
this chapter and the regulations refer
enced therein:

(a) Manufacturing methods of proc
esses, including quality control proce
dures.

(b) Production, sales, distribution, and 
similar data and information, except any 
compliation of such data and informa
tion aggregated and prepared in a way 
that does not reveal confidential data 
and information.

(c) Quantitative or semiquantitative 
formulas.
- (d) Data and information on design 
or construction of products.

(ii) Material submitted pursuant to 
the provisions of this paragraph (j) (3) 
shall be segregated from all other sub
mitted material and clearly so marked. 
Any person who does not agree that such 
a submission is properly subject to the 
provisions of this paragraph (j) (3) may 
request a ruling thereon from the Assist
ant Commissioner for Public Affairs 
whose decision on the matter shall be 
final, subject to judicial review pursuant 
to § 4.46 of this chapter.
§ 2.6 Initiation of administrative pro* 

ceedings.
An administrative proceeding under 

the laws administered by the Commis
sioner may be initiated in any, of the 
following three ways:

(a) Any interested person may peti
tion the Commissioner to issue, amend, 
or revoke a regulation or order, or to 
take or refrain from taking any other 
‘form of administrative action, under 
the laws administered by him? Any such 
petition shall be either (T) in the form 
specified in other applicable sections in 
this chapter, e.g., the form for a food 
additive petition in § 121.51 of this chap
ter or for a new drug application in 
§ 314.1 of this chapter or for a new ani
mal drug application in § 514.1 of this 
chapter, or (2) in the form for a citizen 
petition in § 2.7.

(b) The Commissioner may on his own 
initiative institute a proceeding to issue, 
amend, or revoke a regulation or order, 
or to take or refrain from taking any 
other form of administrative action, 
under the laws administered by him. 
The Food and Drug Administration has 
primary jurisdiction to make the initial 
determination on issues within its statu
tory mandate, and will request a court 
to dismiss, or to hold in abeyance its 
determination of or refer to the agency 
for administrative determination, any 
such issue which has not previously been 
determined by the agency or which, if 
it has previously been so determined, the 
agency concludes should be reconsidered 
and subject to a new administrative de
termination. The Commissioner may, in 
his discretion, utilize any of the proce
dures established in this. Part in review
ing and making a determination on any 
matter on his own initiative.

(c) The Commissioner shall institute 
a proceeding to determine whether he 
should issue, amend, or revoke a regula
tion or order, or take or refrain from 
taking any other form of administrative 
action under the laws administered by 
him, whenever any court holds in abey
ance or refers any such matter to him 
for an administrative determination 
and he concludes that such an admin-
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istrative determination is feasible in 
light of agency priorities and resources.
§ 2.7 Citizen petition.

(a) The provisions of this section shall 
.apply to any petition submitted by any
person, except to the extent'that specific 
provisions in other sections of this chap
ter state different requirements with 
respect to a particular matter.

(b) Any petition (including any at
tachments) shall be submitted in ac
cordance with § 2.5 and in the following 
form:

(Date)
Hearing Clerk, Food and Drug Administra

tion, Department of Health, Education, and
Welfare, Rm. 4-65, 5600 Fishers Lane,
Rockville MD 20852.

C it iz e n  P e t it io n

The undersigned submits this petition pur
suant t o __ _________ (relevant statutory
sections, if known) of the ____________ (Fed
eral Food, Drug, and Cosmetic Act and/or 
the Public Health Service Act and/or any- 
other statutory provision with respect to 
which authority has been delegated to the 
Commissioner of Food and Drugs pursuant 
to 21 CFR 5.1) to request the Commissioner
of Food and Drugs t o ____________ (issue,
amend, or revoke a regulation or order or 
take or refrain from taking any other form 
of administrative action).

A. Action Requested!..
((1) If the petition requests the Commis

sioner to issue, amend, or revoke a regula
tion, the exact wording of the existing reg
ulation (if any) and the proposed regulation 
or amendment requested.)

((2) If the petition requests the Commis
sioner to issue, amend, or revoke an order, 
a copy or the exact wording of and citation 
to the existing order (if any) and the exact 
wording requested for the proposed order.)

( (3) If the petition requests the Commis
sioner to take or refrain from taking any 
other form of administrative action, the 
specific action or relief requested.)

B. Statement of Grounds.
(A full statement of the factual and légal 

grounds upon which the petitioner relies. 
Such grounds shall include all relevant data, 
information, and views on which the peti
tioner relies, as well as representative data 
and information known to the petitioner 
which are unfavorable to the petitioner’s 
position, and shall be submitted in a well- 
organized format.)

C. Environmental Impact.
(An environmental impact analysis report 

in the form specified in 21 CFR 6.1(g), ex
cept for the types of actions specified in 21 
CFR 6.1(e).)

The undersigned certifies, that, to the best 
of his knowledge and belief this petition in
cludes all data, information, and views on 
which the petition relies, and that it includes 
representative data and information known 
to the petitioner which are .unfavorable to 
the petition.

Very truly yours,

(Signature)

(Name of petitioner)

(Mailing address)

(Telephone number)

(c) Any petition which appears to meet 
the requirements of paragraph (b) of 
this section and § 2.5 shall be filed by 
the Hearing Clerk, stamped with the 
date of filing, and assigned a docket 
number. The docket number shall be 
used to identify the administrative file 
established by the Hearing Clerk for all 
submissions relating to the petition, as 
provided in this Part. All subsequent 
submissions relating to the matter shall 
refer to such docket number and shall be 
filed in such administrative file. Identi
cal, similar, or related petitions may be 
filed together and given the same docket 
number. The Hearing Clerk shall 
promptly notify the petitioner in writing 
of the filing and docket number of a 
petition.

(d) Any interested person may submit 
written comments to the Hearing Clerk 
on any filed petition, which shall become 
part of the administrative file. Such com
ments shall specify the docket number of 
the petition and may support or oppose 
the petition in whole or in part. Any re
quest for alternative or different ad
ministrative action shall be in the form 
of a separate petition.
-  (e) The Commissioner shall review 
and rule upon every petition filed pur
suant to paragraph (c) of this section 
as promptly as is feasible, taking into 
consideration (1) the agency resources 
available to handle the category of sub
ject matter involved, (2) the priority as
signed to the petition in relation both to 
the category of subject matter involved 
and the overall work bf the agency, and
(3) time requirements established by 
statute. The Commissioner may grant or 
deny such a petition, in whole or in part, 
and may grant such other relief or take 
such other action as he may determine 
to be warranted by the petition. The 
petitioner shall be notified in writing of 
the Commissioner’s decision on a pe
tition. Such decision shall be placed in 
the public docket file in the office of the 
Hearing Clerk and may also be in the 
form of a notice published in the Fed
eral R egister.

(f) If a petition filed pursuant to 
paragraph (c) of this section requests 
the Commissioner to issue, amend, or 
revoke a regulation,-the provisions of 
§ 2.10 or § 2.12 shall also apply.

(g) A petitioner may supplement, 
amend, or withdraw his petition upon 
written request without agency approval 
prior to the time the Commissioner rules 
on the petition unless the petition has 
been referred for a hearing under Sub
parts B, C, D, or E of this Part. In all 
other instances, a petition may be sup
plemented, amended, or withdrawn only 
with approval of the Commissioner.

(h) In reviewing any matter which 
is the subject of a petition filed pursuant 
to paragraph (c) of this section, the 
Commissioner may, in his discretion, 
utilize any of the following procedures.

(1) Conferences, meetings, discussions, 
and correspondence pursuant to § 2.15. 
'• (2) A formal evidentiary public hear
ing pursuant to Subpart B of this Part.

(3) A public hearing before a Public 
Board of Inquiry pursuant to Subpart C 
of this Part.

(4) A public hearing before a public 
advisory committee pursuant to Subpart 
D of this Part.

(5) A public hearing before the Com
missioner pursuant to Subpart E of this 
Part.

(6) A regulatory hearing before the 
Food and Drug Administration pursuant 
to Subpart F of this Part.

(7) A notice published in the F ederal 
R egister requesting data, information, 
and views.

(8) A proposal to issue, amend, or 
revoke a regulation, in accordance with 
the provisions of § 2.10 or § 2.110.

(9) Any other specific public procedure 
established by the provisions in other 
sections of this chapter and explicitly 
made applicable to the matter by those 
provisions.

(i) The record of the administrative 
proceeding shall consist of the following :

(1) The petition, including all data 
and information on which it relies, filed 
by the Hearing Clerk.

(2) All comments received on the pe
tition, including all data or information 
submitted as a part of such comments.

(3) If the petition resulted in a pro
posal to issue, amend, or revoke a regu
lation, all of the documents specified in 
§ 2.10(g).

(4) The record, consisting of any tran
scripts, minutes of meetings, reports, 
Federal R egister notices, and other 
documents, resulting from any of the 
optional procedures specified in para
graph (g) of this section, except that it 
shall not include the transcript of any 
closed portion of any public advisory 
committee meeting.

(5) The Commissioner’s decision on 
the petition, including all data and in
formation identified or filed by the Com
missioner with the Hearing Clerk as 
part of the record supporting the deci
sion.

(6) All documents filed with the 
Hearing Clerk pursuant to § 2.15(f).

(7) If any petition for reconsideration 
or for a stay of action is filed pursuant 
to paragraph (j) of this section, the 
administrative record specified in § 2.8
(k) or § 2.9(h) respectively.

(j) The administrative record speci
fied in paragraph (i) of this section shall 
constitute the exclusive record for the 
Commissioner’s decision. The record of 
the administrative proceeding shall be 
closed as of the date of the Commis
sioner’s decision unless some other date 
for the closing of the record is specified 
by the Commissioner. Thereafter any in
terested person may submit a petition 
for reconsideration pursuant to § 2.8 and 
a petition for stay of action pursuant to 
§ 2.9. Any person who wishes to rely 
upon da.ta, information, or views not in
cluded in the administrative record shall 
submit it to the Commissioner with a 
new petition to modify the decision pur
suant to this section.

(k) The provisions of this section shall 
not apply to requests, suggestions, and
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recommendations made informally in 
routine correspondence received by the 
Food and Drug Administration. Such 
correspondence does not constitute a 
petition within the meaning of this sec
tion unless it purports to meet the re
quirements of this section. Action with 
respect to such routine correspondence 
does not constitute final administrative 
action which is subject to judicial review 
pursuant to § 2.11.

(1) The'' Hearing Clerk shall maintain 
a chronological list of all petitions filed 
pursuant to this section and §2.19, but 
excluding petitions submitted elsewhere 
in the agency pursuant to § 2.6(a )(1), 
showing:

(1) The docket number.
(2) The date the petition was filed by 

the Hearing Clerk.
(3) The name of the petitioner.
(4) The subject matter involved.

§ 2.8 Administrative reconsideration of 
action.

(a) The Commissioner may at any 
time conclude to reconsider any matter, 
on his own initiative or on the petition 
of any interested person.

(b) Any interested person may request 
reconsideration of any part or all of a 
decision of the Commissioner on any 
petition submitted pursuant to § 2.6(a). 
Any such request shall be submitted in 
accordance with § 2.5 and in the follow
ing form no later than 30 days after the 
date of the decision involved.

(Date)
Hearing Clerk, Pood and Drug Administra

tion, Department of Health, Education, and
Welfare, Rm. 4-65, 5600 Fishers Lane, Rock
ville, MD 20852

P e t it io n  for  R econ sideration  

Docket N o ._____
The undersigned submits this petition for  

reconsideration of the decision of the Com
missioner of Pood and Drugs in Docket 
N o .______

A. Decision Involved.
(A concise statement of the decision of the 

Commissioner which the petitioner wishes 
to have reconsidered.)

B. Action Requested.
(The decision which the petitioner re

quests the Commissioner to make upon re
consideration of the matter.)

C. Statement of Grounds.
(A full statement of the factual and legal 

grounds upon which the petitioner relies. 
Such grounds shall demonstrate that rele
vant data, information, and views contained 
in the administrative record were not pre
viously or not adequâtely considered by the 
Commissioner. No new data, information, or 
views may be included in a petition for re
consideration.)

Very truly yours,
(Signature)

(Name of petitioner)

(Mailing address)

(Telephone number)
(c) A petition for reconsideration re

lating to a petition submitted pursuant 
to § 2.6(a) (2) shall be subject to the

requirements of § 2.7 (c) and (d ), ex
cept that it shall be filed in the same 
docket file as the petition to which it re
lates.

(d) The Commissioner shall promptly 
review a petition for reconsideration. 
The Commissioner may grant such a 
petition in any proceeding when he de
termines that it is in the public interest 
and in the interest of justice. The Com
missioner shall grant a petition for re
consideration in any proceeding if he de
termines that all of the following apply:
(1) the petition demonstrates that rele
vant data, information, or views con
tained in the administrative record were 
not previously or not adequately consid
ered by the Commissioner, (2) the peti
tioner’s position is not frivolous and is 
being pursued in good faith, (3) the Peti
tioner has demonstrated sound public 
policy grounds supporting reconsidera
tion, and (4) reconsideration is not out
weighed by public health considerations 
or other public interests.

(e) A petition for reconsideration shall 
be based only on data, information, and 
views contained in the administrative 
record on which the Commissioner made 
his decision. Any interested person who 
wishes to rely upon data, information, or 
views not included in such administra
tive record shall submit it to the Com
missioner with a new petition to modify 
the decision pursuant to § 2.6(a ).

(f) The Commissioner’s decision on a 
petition for reconsideration shall be in 
writing and shall be placed on public dis
play as part of the administrative file on 
the matter in the office of the Hearing 
Clerk. A determination to grant recon
sideration shall be published in the Fed
eral R egister if the Commissioner’s 
original decision was published in the 
Federal R egister. Any other determina
tion to grant or to deny reconsideration 
may also be published in the Federal 
R egister.

(g) The Commissioner will consider a 
petition for reconsideration only if it is 
submitted within 30 days of the date of 
the decision involved and before such 
petitioner brings legal action in the 
courts to review such action, except that 
such a petition shall also be considered 
if the Commissioner has denied a petition 
for stay of action and such petitioner has 
petitioned for judicial review of the Com
missioner’s action and requested the re
viewing court to grant a stay pending 
consideration of such review. A petition 
for reconsideration submitted later than 
30 days after the date of the decision in
volved shall be denied as untimely. A 
petition for reconsideration shall be con
sidered as submitted on the day it is re
ceived by the Hearing Clerk.

(h) The Commissioner may on his own 
initiative decide to reconsidered all or 
part of any matter at any time after it 
has been decided or action has been 
taken. If review of such matter is pending 
in the courts, the Commissioner may re
quest that the court refer the matter back 
to the agency or hold its review in abey
ance pending administrative reconsid
eration. The administrative record of the 
proceeding shall Include all additional

documents relating to such reconsidera
tion.

(i) After determining to reconsider a 
matter, whether on the petition of an 
interested person or on his own initiative, 
the Commissioner shall review and rule 
on the merits of the matter pursuant to 
§ 2.7(e). The Commissioner may reaffirm, 
modify, or overrule his prior decision, in 
whole or in part, and may grant such 
other relief or take such other action 
as he may determine to be warranted.

(j) The Commissioner’s reconsidera
tion of any matter relating to a petition 
submitted pursuant to § 2.6(a) (2) shall 
be subject to the provisions of § 2.7(f) 
through (h), (j), and (k).

(k) The record of the administrative 
proceeding shall consist of the following.

(l) The record of the original petition 
specified in § 2.7 (i).

(2) The petition for reconsideration, 
including all data and information on 
which it relies, filed by the Hearing 
Clerk.

(3) All comments received on such 
petition, including all data or informa
tion submitted as a part of such 
comments.

(4) The Commissioner’s decision on 
such petition pursuant to paragraph (f) 
of this section, including all data and 
information identified or filed by the 
Commissioner with the Hearing Clerk as 
part of the record supporting the de
cision.

(5) Any Federal R egister notices or 
•other documents resulting from  such 
petition.

(6) All documents filed with the Hear
ing Clerk pursuant to § 2.15(f) .

(7) If the Commissioner reconsiders 
the matter, the administrative record re
lating to such reconsideration specified 
in § 2.7(i) .
§ 2.9 Administrative stay of action.

(a) The Commissioner may stay (in
cluding extend) the effective date of any 
relevant action pending or following his 
decision on any matter, on his own ini
tiative or on the petition of any inter
ested person.

(b) Any interested person may request 
the Commissioner to stay the effective 
date of any administrative action. Such 
a stay may be requested for a specific 
time period or for an indefinite time pe
riod. Any such request shall be submitted 
in accordance with § 2:5 and in the fol
lowing form no later than 30 days after 
the date of the decision involved.

(Date)
Hearing Clerk, Pood and Drug Administra

tion, Department of Health, Education, 
and Welfare, Rm. 4-65, 5600 Fishers Lane, 
Rockville, MD 20852

Pe t it io n  for  St a y  o f  A c tio n

The undersigned submits this petition re
questing that the Commissioner of Food 
and Drugs stay the effective date of his ac
tion with respect to the following matter.

A. Decision Involved.
(The specific administrative action being 

taken by the Commissioner for which a stay 
is requested, including the docket number or 
other citation to the action involved.)
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B. Action Requested.
(The length of time for which the stay is 

requested, which may be for a specific or in
definite time period.)

C. Statement of Grounds.
(A full statement of the factual and legal 

grounds upon which the petitioner relies for 
the stay.)

Very truly yours,

(Signature)

(Name of petitioner)

(Mailing address)

(Telephone number)
(c) A petition lor stay of action relat

ing to a petition submitted pursuant to 
§ 2.6(a) (2) shall be subject to the re
quirements of paragraphs (c) and (d) of 
§ 2.7, except that it shall be filed in the 
same docket file as the petition to which 
it relates.

(d) Neither the filing of a petition for 
a stay of action pursuant to this section 
nor action .taken by an interested person 
in accordance with any other administra
tive procedure in this part or in any 
other section of this chapter, e.g., the 
filing of a citizen petition pursuant to 
§ 2.7 or a petition for reconsideration 
pursuant to § 2.8 or a request for an ad
visory opinion, pursuant to § 2.18, shall 
operate to stay or otherwise delay any 
administrative action by the Commis
sioner, including enforcement action of 
any kind, unless one of the following 
applies:

(1) The Commissioner, in his discre
tion, determines that a stay or delay is 
in the public interest and stays the ac
tion.

(2) A statutory provision requires that 
the matter be stayed.

(3) A court orders that the matter be 
stayed.

(e) The Commissioner shall promptly 
review a petition for stay of action. The 
Commissioner may grant or deny such a 
petition, in whole or in part, and may 
grant such other relief or take such other 
action as he may determine to be war
ranted by the petition. The Commis
sioner may grant a stay in any proceed
ing if he determines that it is in the pub
lic interest and in the interest of justice. 
The Commissioner shall grant a stay in 
any proceeding if he determines that all 
of the following apply: (1) The peti
tioner will otherwise suffer irreparable 
injury, (2) the petitioner’s case is not 
frivolous and is being pursued in good 
faith, (3) the petitioner has demon
strated sound public policy grounds sup
porting the stay, and (4) the delay re
sulting from the stay is not outweighed 
by public health considerations or other 
public interests.

(f) The Commssioner’s decision on a 
petition for stay of action shall be in 
writing and shall be placed on public 
display, as part of the file on the matter 
in the office of the Hearing Clerk. A de
termination to grant a stay shall be 
published in the Federal R egister if the 
Commissioner’s original decision was 
published in the Federal R egister. Any 
other determination to grant or to deny

a stay may also be published in the Fed
eral R egister.

(g) A petition for a stay of action 
submitted later than 30 days after the 
date of the decision involved shall be 
denied as untimely. A petition for a stay 
of action shall be considered as submit
ted on the day it is received by the 
Hearing Clerk.

(h) The record of the administrative 
proceeding shall consist of the following:

(1) The record of the proceeding to 
which the petition for stay of action is 
directed.

(2) The petition for stay of action, in
cluding, all data and informtaion on 
which it relies, filed by the Hearing Clerk.

(3) All comments received on such 
petition, including all data or informa
tion submitted as a part of such com
ments.

(4) The Commissioner’s, decision on 
such petition pursuant to paragraph (e) 
of this section, including all data and 
information identified or filed by the 
Commissioner with the Hearing Clerk 
as part of the record supporting the 
decision.

(5) Any F ederal R egister notices or 
other documents resulting from such 
petition.

(6) All documents filed with the Hear
ing Clerk pursuant to § 2.15(f).
§ 2.10 Promulgation of regulations for 

the efficient enforcement of the 'law.
(a) The Commissioner may propose 

and promulgate regulations for the 
efficient enforcement of the laws admin
istered by him whenever he concludes 
that it is necessary or appropriate to do 
so. The issuance, amendment, or revoca
tion of any such regulation may be ini
tiated in any of the ways specified in 
§ 2.6.

(1) This section shall apply to any 
regulation (i) not subject to § 2.12 and 
Subpart B of this Part or (ii) if it is 
subject to § 2.12 and Subpart B of this 
Part, to the extent that those provisions 
make this section applicable.

(2) A regulation proposed by an in
terested person in a petition submitted 
pursuant to § 2.6(a) shall be published by 
the Commissioner in the Federal R egis
ter as a proposal if he determines that:

(i) The petition contains facts demon
strating reasonable grounds for the 
proposal.

(ii) The petition contains a substan
tial showing that the proposal is in the 
public interest and will promote the 
objectives of the act and the agency.

(iii) The requested proposal is lawful.
(3) The Commissioner may publish 

two or more alternative proposed regu
lations on the same subject in order to 
obtain comment on the different alterna
tives.

(4) The Commissioner may publish a 
regulation proposed by an interested per
son in a petition submitted pursuant to 
§ 2.6(a) together with the Commission
er’s preliminary views on the proposal 
and any alternative proposal.

(b) Except as provided in paragraphs
(d) and (e) of this section, any such

regulation shall be the subject of a notice 
of proposed rule making published in the 
F ederal R egister.

(1) Such notice shall contain (i) a 
general statement in the first or second 
paragraph describing the substance of 
the document in easily understandable 
terms, (ii) a preamble which summarizes 
the proposal and the facts and policy 
underlying it, (iii) references to all data 
and information on which the Commis
sioner relies for the proposal (copies or 
a full list of which shall be a part of the 
administrative file on the matter in the 
office of the Hearing Clerk), (iv) the au
thority under which the regulation is 
proposed, (v) either the terms or sub
stance of the proposed regulation or a 
description o f  the subjects and issues 
involved, (vi) a proposed effective date,
(vii) a reference to the existence or lack 
of need for an environmental impact 
statement pursuant to § 6.3 (a) (3) (ii) or
(iii) of this chapter, (viii) the time, 
place, and method for interested per
sons to submit written comments on the 
proposal, and a statement that comments 
shall be submitted in accordance with 
the requirements of this Part and (ix) 
the docket number of the matter, which 
shall be used to identify the administra
tive file established by the Hearing Clerk 
for all submissions relating to the matter, 
as provided in this Part.

(2) Such proposal shall ordinarily pro
vide 60 days for comment, although the 
Commissioner may reduce or extend this 
time period for good cause. In no event 
shall the time for comment be less than 
ten days.

(3) After publication of the notice of 
proposed rule making, any interested 
person may request the Commissioner to 
extend the comment period for an addi
tional specified period of time by sub
mitting a written request to the Hearing 
Clerk stating the grounds therefor. Such 
requests shall be pursuant to § 2.9, ex
cept that the heading shall be “RE
QUEST FOR EXTENSION OF COM
MENT PERIOD.”

(i) Any such request shall demonstrate 
why comments could not reasonably be 
submitted within the time permitted, or 
that important new information will 
shortly be available, or that sound pub
lic policy otherwise supports an exten
sion of the time for comment. The Com
missioner may grant or deny such re
quest or may grant an extension for a 
time period different than that re
quested. Extensions of time to comment 
will not ordinarily be granted. An exten
sion of time to comment may be limited 
to specific persons who have made and 
justified such a request, but shall or
dinarily apply to all interested persons.

(ii) Any extension of time to comment 
of 30 days or longer shall be the subject 
of a notice published in the F ederal 
R egister and shall be applicable to all 
interested persons. Any extension of time 
to comment of less than 30 days shall 
be the subject either of a letter or memo
randum filed with the Hearing Clerk or 
of a notice published In the F ederal 
R egister.
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(4) All comments shall be submitted in 
quintuplícate to the Hearing Clerk, ex
cept that individuals may submit single 
copies of comments. Comments will be 
stamped with the date of receipt and will 
be numbered chronologically.

(5) Persons submitting comments crit
ical of a proposed regulation are En
couraged to include alternative wording 
that they believe would be preferable.

(c) After the time for comment on 
a proposed regulation has expired, the 
Commissioner shall review the entire ad
ministrative record on the matter, in
cluding all comments, and shall termi
nate the proceeding, issue a new proposal, 
or promulgate a final regulation, by no
tice published in the Federal R egister.

(1) The quality and persuasiveness of 
the comments shall determine the Com
missioner’s decision with respect to such 
comments. The number or length of com
ments shall not be a significant factor in 
such decision.

(2) The decision of the Commissioner 
with respect to the matter shall be based 
solely upon the administrative record.

(3) The preamble to a final regulation 
published in the Federal R egister shall 
contain in the first and second para
graphs reference to prior notices relating 
to the same matter and a general state
ment describing the substance of the doc
ument in easily understandable terms, 
and shall summarize each type of com
ment submitted on the proposal and the 
Commissioner’s conclusions with respect 
to each such type of comment. The pre
amble shall contain a thorough and com
prehensible articulation of the reasons 
for the Commissioner’s decision on each 
issue.

(4) The notice promulgating a final 
regulation published in the F ederal R eg
ister shall specify the effective date. Such 
effective date shall be not less than 30 
days after the date of publication in the 
Federal R egister, except for:

(i) A regulation which grants an ex
emption or relieves a restriction.

(ii) Any other regulation where the 
Commissioner finds, and states in the no
tice, good cause for an earlier effective 
date.

(d) The provisions for notice and com
ment in paragraphs (b) and (c) of this 
section shall apply to interpretive rules 
and to rules of agency practice and pro
cedure except as provided in paragraph
(e) of this section. The provisions of 
paragraphs (b) and (c) of this section 
shall not apply to general statements of 
policy in the form of informational no
tices published in the Federal R egister 
or to1 matters involving agency organiza
tion.

(e) The requirements of notice and 
public procedure in paragraph (b) of this 
section shall not apply in any of the fol
lowing situations:

(1) When the Commissioner deter
mines for good cause that they are im
practicable, unnecessary, or contrary to 
the public interest. In such cases, the no
tice promulgating the regulation shall 
state the reasons for such determination, 
and shall provide an opportunity for the 
submission of comments to determine

whether the regulation should sub
sequently be modified or revoked.

(2) To food additive and color addi
tive petitions, which are subject to the 
provisions of § 2.110(b) (2).

(3) To new animal drug regulations, 
which shall be promulgated by notice 
pursuant to section 512(i) of the act.

(f ) In addition to the notice and pub
lic procedure required pursuant to para
graph (b) of this section, thé Commis
sioner may, in his discretion, also subject 
any proposed or final regulation, before 
or after publication in the Federal R eg
ister, to any of the following additional 
procedures, where they are reasonably 
applicable to the matter involved:

(1) Conferences, meetings, discus
sions, and correspondence pursuant to 
§ 2.15.

(2) A formal evidentiary public hear
ing pursuant to Subpart B of this Part.

(3) A public hearing before a Public 
Board of Inquiry pursuant to Subpart C 
of this Part.

(4) A public hearing before a public 
advisory committee pursuant to Subpart 
D of this Part.

(5) A public hearing before the Com
missioner pursuant to Subpart E of this 
Part.

(6) A  notice published in the Federal 
R egister requesting data, information, 
and views before the Commissioner 
determines whether to propose a 
regulation.

(7) A draft of a proposed regulation 
placed on public display in the office of 
the Hearing Clerk. If this procedure is 
used, the Commissioner shall publish an 
appropriate notice in the Federal R egis-  
ister stating that the document is avail
able and specifying the time within 
which comments may be submitted 
orally or in writing on the draft of the 
proposed regulation.

(8) A revised proposal published in 
the Federal R egister, which shall be 
subject to all the provisions in this sec
tion relating to proposed regulations.

(9) A tentative final regulation or 
tentative revised final regulation placed 
on public display at the office of the 
Hearing Clerk. If this procedure is used, 
the Commissioner shall publish an ap
propriate notice in the F ederal R egister 
stating that the document is available 
and specifying the time within which 
comments may be submitted orally or in 
writing on the tentative final regula
tion and shall mail a copy of the tenta
tive final regulation and the F ederal 
R egister notice to each person who sub
mitted comments on the proposed 
regulation.

(10) A final regulation published in 
the Federal R egister which provides an 
opportunity for the submission of fur
ther comments to determine whether the 
regulation should subsequently be modi
fied or revoked.

(11) Any other specific public proce
dure established by the provisions in 
other sections of this chapter and ex
plicitly made applicable to the matter 
by the terms of those provisions.

(g) The record of the administrative 
proceeding shall consist of all of the fol
lowing:

(1) If the regulation was initiated by 
a petition, the administrative record 
specified in § 2.7 (i) .

(2) If any petition for reconsidera
tion or for a stay of action is filed, the 
administrative record specified in § 2.8
(k) and § 2.9(h) respectively.

(3) The potice of proposed rule mak
ing published in the F ederal R egister, 
including all data and information iden
tified or filed by the Cofaimissioner with 
the Hearing Clerk as part of the admin
istrative record supporting the proposal.

(4) All comments received on the pro
posal, including all data or information 
submitted as a part of such comments.

(5) The notice promulgating the final 
regulation, including all data and infor
mation identified or filed by the Com
missioner with the Hearing Clerk as part 
of the administrative record supporting 
the final regulation.

(6) The transcripts, minutes of meet
ings, reports, Federal R egister notices, 
and other documents resulting from any 
of the optional procedures specified in 
paragraph (f) of this section, except 
that it shall not include any transcript of 
any closed portion of any public advisory 
committee meeting.

(7) All documents submitted to the 
Hearing Clerk pursuant to § 2.15(f).
- (h) The record of/the administrative 
proceeding shall be closed as of the date 
the Commissioner’s decision is published 
in the F ederal R egister or otherwise 
made available for public disclosure un
less some other date for the closing of 
the record is specified by the Commis
sioner. Thereafter any interested person 
may submit a petition for reconsidera
tion pursuant to § 2.8 and a petition for 
stay of action pursuant to § 2.9. Any per
son who wishes to rely upon data, in
formation, or views not included in the 
administrative record shall submit it to 
the Commissioner with a new petition to 
ipodify the final regulation.

(i) The Hearing Clerk shall main
tain a chronological list of all regulations 
proposed and promulgated pursuant to 
this section and § 2.12, but excluding 
regulations resulting from petitions filed 
and assigned a docket number pursuant 
to § 2.7, showing:

(1) The docket number, which in the 
case of a petition submitted directly to a 
bureau shall be the number or other 
designation assigned by the bureau, e.g., 
the number assigned to a food additive 
petition.

(2) The name of the petitioner/if any.
(3 ) The subj ect matter involved.

§ 2.11 Court review of final administra
tive action; exhaustion of adminis
trative remedies.

(a) The provisions of this section 
shall apply to court review of any final 
administrative action taken by the Com
missioner, including action taken pur
suant to §§2.6 through 2.10 and 
§ 2.500(b), except action subject to the 
provisions of § 2.12 and Subpart B of this 
Part.

(b) Any request that the Commis
sioner take or refrain from taking any 
form of administrative action shall first 
be the subject of a final administrative
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decision based upon a petition submitted 
to the Commissioner pursuant to 
§ 2.6(a) or, where applicable, a hearing 
pursuant to § 2.500(b) of this Part before 
any legal action is filed in a court com
plaining of the Commissioner’s action 
or failure to act. If any court action is 
filed complaining of the Commissioner’s 
action or failure to act prior to the sub
mission of and decision on a petition 
pursuant to § 2.6(a) or, where applicable, 
a hearing pursuant to § 2.500(b) of 
this Part, the Commissioner win request 
dismissal of such court action or referral 
to the agency for an initial administra
tive determination on the grounds 
of a failure to exhaust the administra
tive remedies provided in this Part, the 
lack of final agency action as required by 
5 U.S.C. 701 et seq., and the lack of an 
actual controversy as required by 28 
U.S.C. 2201.

(c) Any request that any form of ad
ministrative action be stayed shall first 
be the subject of an administrative deci
sion based upon a petition for stay of 
action submitted to the Commissioner 
pursuant to § 2.9 before any request is 
made that a court stay such action. If 
any court action is filed requesting a stay 
of any administrative action taken 
by the Commissioner prior to the Com
missioner’s decision on a petition sub
mitted in a timely manner pursuant to 
§ 2.9, the Commissioner will request dis
missal of such court action or referral 
to the agency for an initial administra
tive determination on the grounds of 
a failure to exhaust the administrative 
remedies provided in this subpart, the 
lack of final agency action as required by 
5 U.S.C. 701 et seq., and the lack of an 
actual controversy as required, by 28 
U.S.C. 2201. If any court action is filed 
requesting a stay of any administrative 
action taken by the Commissioner after 
a petition for a stay of action is denied 
because it was submitted after expira
tion of the 30-day time period specified 
ip. § 2.9, or after the time for submitting 
such a petition has expired, the Commis
sioner will request dismissal of such 
court action on the ground of a failure 
to exhaust the administrative remedies 
set out in this subpart.

(d) The Commissioner’s final decision 
on a petition submitted pursuant to 
§ 2.6(a) , on a petition for reconsidera
tion submitted pursuant to § 2.8, on a 
petition for stay of action submitted 
pursuant to § 2.9, or on any matter in
volving administrative action which is 
the subject of an opportunity for a hear
ing pursuant to 5 2.500(b), each consti
tutes final agency action reviewable in 
the courts pursuant to 5 U.S.C. 701 et 
seq. and, where appropriate, 28 U.S.C. 
2201.

(1) It is the position of the Food and 
Drug Administration except as otherwise 
provided in subparagraph (2) of this 
paragraph, that: ~ .

(i) Any such final agency action ex
hausts all administrative remedies and 
is ripe for preenforcement judicial re
view as of the date of such final decision, 
unless applicable law explicitly requires 
that the petitioner take further action 
before judicial review is available.

(ii) Any interested person £s affected 
by, and thus has standing to obtain judi
cial review of, such final agency action.

(iii> It is not appropriate to move to 
dismiss a suit for preenforcement judi
cial review of such final agency action 
on the ground that indispensable parties 
are not joined or that it is an uncon
sented suit against the United States i f - 
such defect could be cured by amending 
the complaint.

(2) The Commissioner will object to 
judicial review of any matter if:

(i) The matter is committed by law to 
the discretion of the Commissioner, e.g., 
a decision to recommend or not to rec
ommend civil or criminal enforcement 
action under sections 302, 303, and 304 of 
the act.

(ii) Review is not sought in a proper 
court.

<e) Any interested person may request 
judicial review of any final decision of 
the Commissioner in the courts without 
first petitioning the Commissioner for re
consideration or for a stay of action, 
except that in accordance with para
graph (c) of this section such person 
shall request a stay by the Commissioner 
pursuant to § 2.9 before he may request 
a stay by the court.

(f) The Commissioner will take the 
position in any action for judicial review 
under 5 U.S.C. 701 et seq., whether or not 
it includes a request for a declaratory 
judgment under 28 U.S.C. 2201, or in any 
other case in which the validity of ad
ministrative action is properly chal
lenged, that the validity of the action 
shall be determined solely on the basis of 
the administrative record specified in 
§§ 2.7(i) , 2.8(k ),‘ 2.9(h), 2.10(g), and 
2.513(a), or the administrative record 
applicable with respect to any decision 
or action under the regulations refer
enced in § 2.500(b), and that additional 
data, information, or views may not be 
considered. Any interested person who 
wishes to rely upon data, information, 
or views not included in the administra
tive record shall submit it to the Com
missioner with a new petition to modify 
the action pursuant to § 2.6(a).

(g) The Commissioner requests that 
all petition^ for judicial review of a par
ticular matter be filed in a single United 
States district court. If such petitions are 
filed in more than one jurisdiction, the 
Commissioner shall take appropriate ac
tion to prevent a multiplicity of suits in 
various jurisdictions, such as:

(1) A request for transfer of one or 
more suits to consolidate separate ac
tions, pursuant to 28 U.S.C. 1404(a) or 
28 U.S.C. 2112(a).

(2) A request that actions in all but 
one jurisdiction be stayed pending the 
conclusion of one proceeding.

(3) A request that all but one action 
be dismissed pending the conclusion of 
one proceeding, with the suggestion that 
the other plaintiffs intervene in that one 
suit.

(4) A request that one of the suits be 
maintained as a class action in behalf 
of all affected persons.

(h) Upon judicial review of adminis
trative action pursuant to this section:

(1) If a court determines that the ad
ministrative record is inadequate to sup
port the action, the Commissioner shall 
determine whether he wishes to pro
ceed with such action.

(1) If the Commissioner concludes 
that such action should be pursued, he 
shall either request that the court re
mand the matter to the agency to reopen 
the administrative proceeding and rec
ord, or on his own initiative reopen the 
administrative proceeding and record 
upon receipt of the court determination. 
Any such reopened administrative pro
ceeding shall be conducted pursuant to 
the provisions of this part and in accord
ance with any directions of the court.

(ii) If the Commissioner concludes 
that the public interest requires that the 
action remain in effect pending further 
administrative proceedings, he shall re
quest that the court not stay the matter 
in the interim and shall expedite the 
further administrative proceedings.

(2) If a court determines that the ad
ministrative record is adequate, but the 
rationale for the action requires further 
elucidation:

(i) The Commissioner shall request 
either that such further explanation be 
provided in writing directly to the court 
without further administrative proceed
ings, or that the administrative proceed
ing be reopened pursuant to paragraph
(h) (1) (i) of this section.

(ii) If he concludes that the public in
terest requires that the action remain in 
effect pending further court or adminis
trative proceedings, he shall request that 
the court not stay the matter in the in
terim and shall expedite such further 
proceedings.
§ 2.12 Promulgation of regulations and 

orders after an opportunity for a 
formal evidentiary public hearing.

(a) The Commissioner shall promul
gate regulations and orders after an op
portunity for a formal evidentiary public 
hearing, in accordance with the proce
dures established in Subpart B of this 
Part, whenever all of the following apply:

(1) The subject matter of the regula
tion or order involved is subject by stat
ute to an opportunity for a formal evi
dentiary public hearing.

(2) The person requesting such a 
hearing has a right to an opportunity for 
a hearing and submits adequate justifi
cation for such a hearing as required by 
§§2.110 through 2.115 and other-appli
cable provisions in this chapter, e.g., 
§§314.200, 430.20(b), 514.200, and 601.7
(a ).

(b) The Commissioner may order a 
formal evidentiary public hearing on any 
matter whenever he determines, in his 
discretion, that it would be in the pub
lic interest to do so.

(c) The statutory provisions which 
permit a person who would be adversely 
affected by administrative action an op
portunity for a formal evidentiary public 
hearing are as follows:

(1) Section 401 of the act relating to 
definitions and standards for food.

(2) Section 403(j) of the act relating 
to regulations for labeling of foods for 
special dietary uses.

FEDERAL REGISTER, V O L  40, NO. 171— WEDNESDAY, SEPTEMBER* 3, 1975



40726 PROPOSED RULES

(3) Section 404(a) of the act relating 
to regulations providing for emergency 
permit control.

(4) Section 406 of the act relating to 
tolerances for poisonous substances in 
food.

(5) Section 409 (c ) , (d ), and (h) of the 
act relating to food additive regulations.

(6) Section 501(b) of the act relating 
to tests or methods of assay for drugs 
described in official compendia.

(7) Section 502(d) of the act relating 
to regulations designating habit-forming 
drugs.

(8) Section 502(h) of the act relating 
to regulations designating requirements 
for drugs liable to deterioration.

(9) Section 502(n) of the act relating 
to prescription drug advertising regula
tions.

(10) Section 506(c) of the act relating 
to insulin regulations.

(11) Section 507(f) of the act relating 
to regulations for antibiotic drug certi
fication.

(12) Section 512(n) (5) of the act re
lating to regulations for animal antibiot
ic drugs and certification requirements.

(13) Section 706 (b) and (c) of the act 
relating to regulations for color additives 
listing and certification.

(14) “' Section 4(a) of the Fair Packag
ing and Labeling Act relating to food, 
drug, device, and cosmetic labeling.

(15) Section 5(c) of the Fair Packag
ing and Labeling Act relating to addi
tional economic regulations for food, 
drugs, devices, and cosmetics.'

(16) Section 505 (d) and (e) of the 
act relating to new drug applications.

(17) Section 512 (d), (e), (m) (3), and
(m) (4) of the act relating to new ani
mal drug applications.

(18) Section 351(a) of the Public 
Health Service Act relating to plant and 
product licenses for a biologic.
§2 .1 3  Separation of functions; ex parte 

communications.
(a) The provisions of this section shall 

apply with respect to any matter which 
is subject by statute to an opportunity 
for a formal evidentiary public hearing, 
as listed in § 2.12(c ) , and any matter sub
ject to a public hearing before a Public 
Board of Inquiry pursuant to Subpart C 
of this Part.

(b) In the case of any matter listed in 
§ 2.12(c) (1) through (10) and (12) 
through (15):

(1) Any interested person may meet 
or correspond with any representative of 
the Food and Drug Administration with 
respect to any such matter prior to pub
lication in the F ederal R egister of a 
notice announcing a formal evidentiary 
public hearing or a public hearing before 
a Public Board of Inquiry on the matter. 
The provisions of § 2.15 shall apply to 
such meetings and correspondence.

(2) Upon publication in the Federal 
R egister of a notice announcing a for
mal evidentiary public hearing or a pub
lic hearing before a Public Board of In
quiry, the following separation of func
tions shall apply:

(i) The bureau responsible for the 
matter involved in the hearing shall, as a

party to the hearing, be responsible for 
all investigative functions and for pres
entation of the position of the bureau 
at the hearing and in any pleading or 
oral argument before the Commissioner. 
Representatives of the bureau Shall not 
participate or advise in any decision ex
cept as witness or counsel in public pro
ceedings. There shall be no other com
munication between representatives of 
the bureau and representatives of the 
office of the Commissioner with respect 
to the matter involved in the hearing 
prior to the decision of the Commis
sioner. All members of the Food and 
Drug Administration other than repre
sentatives of the involved bureau shall 
be available to advise and participate 
with the office of the Commissioner in 
its functions relating to the hearing and 
the finaldecision.

(ii) The Chief Counsel for the Food 
and Drug Administration shall designate 
those members of his office who shall 
advise and participate with the bureau 
in its functions in the hearing. The mem
bers of the office of General Counsel so 
designated shall not participate or advise 
in any decision except as counsel in pub
lic procedings. Such designation shall be 
in the form of a memorandum filed with 
the Hearing Clerk and made a part of the 
administrative record in .the proceeding. 
There shall be no other co m m unication  
between those members of the office of 
General Counsel so designated and any 
other persons in the office of General 
Counsel or in the Food and Drug Admin
istration except the members of the in
volved bureau with respect to the matter 
involved in the hearing, prior to the de
cision of the Commissioner. All members 
of .the office of General Counsel other 
than those so designated shall be avail
able to advise and participate with the 
office of the Commissioner in its func
tions relating to the hearing and the 
final decision. The Chief Counsel shall 
always advise and participate with the 
office of the Commissioner in its func
tions relating to the hearing and the 
final decision.

(iii) The office of the Commissioner 
shall be responsible for the agency re
view of and final decision on the matter, 
with the advice and participation of any
one in the Food and Drug Administration 
other than representatives of the in
volved bureau and those members of the 
office of General Counsel who have been 
designated to assist in the bureau’s func
tions relating to the hearing.

(c) In the case of any matter listed 
in § 2.12(c) (11) and (16) through (18), 
the specific provisions relating to separa- ‘ 
tion of functions set forth in §§ 314.200
(f), 430.20(b)(9), 514.200, and 601.7(a) 
of this chapter shall be applicable prior 
to publication in the Federal R egister. 
of a notice announcing a formal eviden
tiary public hearing or a public hearing 
before a Public Board of Inquiry. Upon 
publication of any such notice the rules 
in paragraph (b) (2) of this section shall 
apply.

(d) Between the date that separation 
of functions applies pursuant to para

graph (b) or (c) of this section and the 
date of the Commisioner’s decision on the 
matter, communication with respect to 
the matter involved in the hearing shall 
be restricted as follows:

(1) No person shall have, any ex parte 
communication, orally or in writing, with 
the presiding officer or any person repre
senting the office of the Commissioner 
with respect to the matter involved in the 
hearing. All such communications shall 
be public communications, as witness or 
counsel, in accordance with the appli
cable provisions of this Part.

(2) Any participant in the hearing may 
submit a written communication to the 
office of the Commissioner with respect 
to a proposal for settlement. Such writ
ten communications shall be in the form 
of pleadings and shall be served on all 
other participants and filed with the 
Hearing Clerk in the same manner as 
any other pleading.

(3) Any written communication con
trary to this section shall immediately 
be filed with the Hearing Clerk, and any 
oral communication contrary to this sec
tion shall immediately be recorded in a 
written memorandum and filed with the 
Hearing Clerk, as a part of the admin
istrative record of the proceeding. Any 
person, including any representative of 
any participant in the hearing, who is 
involved in any such oral communica
tion shall be made available for cross- 
examination during the hearing with re
spect to the substance of that conversa
tion. Rebuttal testimony pertinent to any 
such written or oral communication shall 
be permitted. Any cross-examination 
and rebuttal testimony shall be tran
scribed and filed in the administrative 
record of the proceèding.
§ 2.14 Referral by court.

(a) The provisions of this section shall 
apply whenever any Federal, State, or 
local court holds in abeyance, or refers 
to the Commissioner, any matter for an 
initial administrative determination pur
suant to § 2.6(c) or § 2.11(b).

(b) The Commissioner shall promptly 
agree or decline to accept such referral. 
Whenever feasible in light of agency 
priorities and resources, the Commis
sioner shall egree to accept any such 
referral and shall institute a proceeding 
to determine the matter so referred.
> (c) In reviewing such a matter, the 
Commissioner may, in his discretion, 
utilize any of the following procedures:

(1) Conferences, meetings, discus
sions, and correspondence pursuant to 
§ 2.15.

(2) A formal evidentiary public hear
ing pursuant to Subpart B of this Part.

(3) A hearing before a Public Board of
Inquiry pursuant to Subpart C of this 
Part. /
v (4) A public hearing before a public 

advisory committee pursuant to Sub
part D of this Part.

(5) A public hearing before the Com
missioner pursuant to Subpart E of this 
Part. ,

(6) A regulatory hearing before the 
Food and Drug Administration pursuant 
to Subpart F of this Part.
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(7) A notice published in Jthe Federal 
R egister requesting data, information, 
and views before the Commissioner 
makes his decision on it.

(8) Any other specific public proce
dure established by the provisions in 
other sections of this chapter and explic
itly made applicable to the matter by 
those provisions.

(d) If the Commissioner’s review of 
the matter results in the proposal of a 
regulation, the provisions of § 2.10 or 
§ 2.12 shall also apply.
§ 2.15 Meetings and correspondence.

(a) In addition to the public'hearings 
and proceedings established by the pro
visions of this Part and in other-sections 
of this chapter, meetings may be held 
and correspondence may be exchanged 
between representatives of the Food and 
Drug Administration and any interested 
person outside the Food and Drug Ad
ministration with respect to any matter 
within the jurisdiction of the laws ad
ministered by the Commissioner.. Actidn 
with respect to such meetings and cor
respondence does not constitute final ad
ministrative action which is subject to 
judicial review pursuant to § 2.11.

(b) The Commissioner may conclude, 
in his discretion, that it would be in the 
public interest to hold an open public 
meeting to discuss a matter (or class of 
matters) pending before the Food and 
Drug Administration, at which any in
terested person may participate.

(1) Hie Commissioner shall give pub
lic notice through the public calendar 
described in § 2.22(a) of the time and 
place of the meeting and of the matters 
to be discussed, and may also publish 
such notice in the Federal R egister.

(2) The meeting shall be conducted in
formally, i.e., any interested person may 
attend and participate fully in the dis
cussion without giving prior notice to the 
agency or requesting time to make a pre
sentation. -

(3) No transcript or recording of any 
such meeting shall be required. A writ
ten memorandum summarizing the sub
stance of the meeting shall be prepared 
by a representative of the Food and Drug 
Administration.

(c) Any meeting with any person out
side the Department, including any per
son in the Executive or Législative 
Branch of the Federal Government, re
lating to a pending court case, adminis
trative hearing, or other regulatory ac
tion or decision, which involves more 
than a brief description of the matter 
shall be summarized in a written memo
randum which shall be filed in the ad
ministrative file on the matter.

(d) Every person outside the Federal 
Government has a right to request and 
obtain a private meeting with a repre
sentative of the Food and Drug Adminis
tration in agency offices to discuss any 
matter in which he is interested.

(1) The person requesting such a meet
ing may be accompanied by a reasonable 
number of employees, consultants, or 
other persons with whom he has a com
mercial arrangement within the mean
ing of § 4.81(a) of this chapter. Neither

the Food and Drug Administration nor 
any other person may require the at
tendance of any persdn who is not an 
employee of the Executive Branch of the 
Federal Government without the agree
ment of the person requesting the meet
ing. Any person may attend by mutual 
consent of the person requesting the 
meeting and the Food and Drug Admin
istration.

(2) The Food and Drug Administra
tion shall determine which representa
tives of the Food and Drug Administra
tion shall attend the meeting. The person 
requesting the meeting may request but 
not require or preclude the attendance 
of any specific Food and Drug Adminis
tration employee.

(3) Whenever appropriate (e.g., the 
meeting involved a matter covered by 
paragraph (c) of this section or any 
other important matter, a decision on an 
issue, or statements or advice or conclu
sions to which future reference may be 
required as part of an administrative 
record), a written memorandum sum
marizing the substance of the meeting 
shall be prepared by a representative of 
the Food and Drug Administration.

(4) Any person who wishes to attend 
a specific private meeting, but who is not 
permitted to attend because the person 
requesting the meeting or the Food and 
Drug Administration does not grant per
mission for such attendance, or because 
it is conducted by telephone, may request 
and obtain a separate meeting with the 
Food and Drug Administration to discuss 
the same matter or any additional 
matter.

(e) Food and Drug Administration 
employees have a responsibility to meet 
with all segments of the public in order 
to promote the objectives of the act and 
the agency. In pursuing this responsibil
ity the following general policy shall 
apply where agency employees are in
vited by persons outside the Federal Gov
ernment to attend or participate in 
meetings outside agency offices as repre
sentatives of the agency.

(1) A person outside,.the Executive 
Branch of the Federal Government may 
invite an agency representative to attend 
or participate in a meeting outside 
agency offices. The agency representa
tive is not obligated to attend or par
ticipate in any such meeting, but may do 
so where he concludes that it is in the 
public interest and will promote the ob
jectives of the act and the agency.

(2) An agency representative may re
quest that any such meeting be an open 
meeting when he concludes that this 
would be in the public interest. The 
agency representative may agree to de
cline to participate in any such meeting 
which is held as a private meeting, de
pending upon which action he concludes 
will best serve the public interest.

(3j An agency representative shall not 
knowingly participate in any meeting 
which is closed on the basis of sex, race, 
or religion.

(4) Any such meeting, whether open or 
closed, shall be subject to the require
ments of paragraph (d) (3) of this sec

tion with respect to memoranda sum
marizing the substance of the meeting.

(f) Representatives of the Food and 
Drug Administration may initiate a 
meeting or correspondence with any per
son outside the Federal Government with 
respect to anv matter relating to the 
laws administered by the Commissioner.

(1) Any meeting initiated by the Food 
and Drug Administration which involves 
a small number of interested persons, 
e.g., a meeting with a petitioner or with 
two manufacturers of a particular prod
uct which requires additional testing or 
with a trade association employee to dis
cuss an industry labeling problem, may 
be a private meeting. Any meeting ini
tiated by the Food and Drug Adminis
tration which involves a large number of 
interested persons, e.g., 10 manufacturers 
of an ingredient to discuss appropriate 
testing or labeling, shall be held as an 
open conference or meeting pursuant to 
paragraph (b) of this section.

(2) Whenever appropriate (e.g., the 
meeting involved a matter covered by 
paragraph (c) of this section or any 
other important matter, a decision on an 
issue, or statements or advice or conclu
sions to which future reference may be 
required as part of the administrative 
record), a written memorandum sum
marizing the substance of any meeting 
shall be prepared by a representative of 
the Food and Drug Administration.

(g) Any person who participates in 
any meeting described in paragraphs (b) 
through (f) of this section may prepare 
and submit to the Food and Drug Ad
ministration for inclusion in the admin
istrative file a written memorandum 
summarizing the substance of the 
meeting.

(h) All memoranda of such meetings 
prepared by a representative of the Food 
and Drug Administration or by any other 
person and all correspondence which re
late to any matter pending before the 
agency shall promptly be filed in the rele
vant administrative file and made a part 
of the administrative record of the 
proceeding.

(i) Any meeting with a representative 
of Congress relating to a pending or po
tential investigation, inquiry, or hearing 
by a congressional committee or a mem
ber of Congress shall be summarized in 
a written memorandum which shall be 
forwarded to the Food and Drug Admin
istration, Office of Legislative Services. 
This provision shall not restrict the right 
of any agency employee to participate in 
any such meeting.

(j) Any meeting of an advisory com
mittee shall be subject to the require
ments of Subpart D of this Part.

(k) Pursuant to 42 U.S.C. 2631(a) (8), 
a log or summary shall be made of all 
meetings held between representatives of 
•the Food and Drug Administration and 
representatives of industry and other in
terested parties with respect to imple
mentation of the Radiation Control for 
Health and Safety Act of 1968.
§ 2.16 Documentation of significant de

cisions in administrative file.
(a) The provisions of this section shall 

apply to every significant Food and Drug
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Administration decision on any matter 
under the laws administered by the Com
missioner, whether it is raised formally, 
e.g., by a petition, or -informally, e.g., 
by correspondence.

(b) The Food and Drug Administra
tion employees responsible for handling 
any matter shall be responsible for as
suring the completeness of the admin
istrative file relating to it. Such file:

d )  Shall contain appropriate docu- 
méntation of the basis for the decision, 
including relevant evaluations, ' reviews, 
memoranda, letters, opinion of consult
ants, minutes of meetings, and all other 
written documents pertinent to the 
matter. ,

(2) Shall contain the recommenda
tions and decisions of individual em
ployees, including supervisory person
nel, responsible for handling the matter.

(i) Such recommendations and deci
sions shall reveal any significant con
troversies or differences of opinion and 
their resolution.

(ii) Any agency employee working on 
a matter shall have the opportunity to 
record his views on that matter in a 
written memorandum, which shall be in
cluded in thé file.

(c) All written documents placed in 
such an administrative file:

(1) Shall relate to the factual, scien
tific, legal, or related issues under 
consideration.

(2) Shall be dated and signed by the 
author.

(3) Shall be directed to the file, to 
appropriate supervisory personnel, and 
to other appropriate employees, and 
shall show all persons to whom copies 
were sent.

(4) Shall avoid defamatory language, 
Intemperate remarks, undocumented 
charges, or irrelevant matters (e.g., per
sonnel complaints).

(5) Shall, if it records the views, anal
yses, recommendations, or decisions of 
any agency employee in addition to the 
author, be given to such other employees.

(6) Shall, once completed (i.e., typed 
in final form, dated, and signed), fîot be 
altered, added to, or removed. Subse
quent additions to, or revisions of, any 
such document shall be accomplished by 
the preparation of a new document.

(d) '  Memoranda or other documents 
prepared by agency employees not con
tained in the administrative file shall 
have no status or effect.

(e) All Food and/Drug Administra
tion employees working on a matter shall 
have access to the administrative file 
on that matter, as appropriate for the 
conduct of their work. Reasonable re
strictions may be placed upon such ac
cess to assure the proper cataloging and 
storage of documents, the availability 
o f the file to others, and the complete
ness of the file for review.
§ 2.17 Internal agency review of deci

sions.
(a) Any decision of a Food and Drug 

Administration employee other than the 
Commissioner on any matter, e.g., an 
informal opinion on the need for further 
animal toxicology tests to support a food

additive regulation or new drug applica
tion, is subject to review by the employ
ee’s-supervisor under any of the follow
ing.. circumstances :

(1) At the request of the employee.
(2) On the initiative of the supervisor.
(3) At the request of any interested

person outside the agency. ^
(4) As required by duly promulgated 

delegations of authority.
(b) Such review shall be accomplished 

by consultation between the employee 
and the supervisor or by review of the 
administrative file on the matter, or both. 
Such review shall ordinarily follow thè 
established agency channels of super
vision or review for that matter.

(c) Any interested pérson outside the 
agency may request internal agency re
view of any such decision through the 
established agency channels of super
vision or review for that matter. Per
sonal review of such matters by bureau 
directors or the office of the Commis
sioner shall take place for any of the 
following purposes:

(1) To resolve an issue which cannot 
be resolved at lower levels within the 
agency:

(1) Between two parts of a bureau or 
other component of the agency, or

(ii) Between two bureaus or other com
ponents of the agency, or

(iii) Between the agency and an in 
terested person outside the agency.

(2) To review policy matters requiring 
the attention of bureau or agency man
agement.

(3) In unusual situations requiring an 
immediate review in the public interest.

(4) As required by duly promulgated 
delegations of authority, >

(d) Internal agency review of any such 
decision shall be basèd upon the data 
and information available in the admin
istrative file. In the event that any in
terested person presents new data or in
formation not contained in such file, the 
matter shall be retured to the appropri
ate lower level within the agency for a 
réévaluation based upon such new infor
mation.
§ 2.18 Dissemination of draft Federal 

Register notices and regulations.
(a) Any representative of the Food 

and Drug Administration may discuss 
orally or in writing with any interested 
person ideas and recommendations for 
Federal R egister notices or regulations. 
The Food and Drug Administration wel
comes assistance in developing ideas for, 
and in gathering the data and informa
tion to support, notices and regulations.

(b) Once it is determined that a pro
posed notice or regulation will be pre
pared, the general concepts may be dis
cussed by a representative of the Food 
and Drug Administration with any inter
ested person. Details of a draft of a pro
posed notice or regulation may be dis
cussed with any person outside the/Exfcc- 
utive Branch of the Federal Government 
only with the specific permission of the 
Commissioner. A draft of a proposed no
tice or regulation or its preamble, or any 
portion thereof, may be furnished to an 
interested person outside the Executive 
Branch of the Federal Government only

if it is . made available to all interested 
persons by a notice published in the Fed
eral R egister.

(c) After publication of a proposed 
regulation in the Federal R egister, and 
before preparation of a draft of the final 
regulation, a representative of the Food 
and Drug Administration may discuss 
the proposal with any interested person 
to understand and resolve questions 
raised -and concerns expressed about the 
proposal.

(d) Details of a draft of a final notice 
or regulation may be discussed with any 
interested person outside the Executive 
Branch of the Federal Government only 
with the specific permission of the Com
missioner. A draft of a final notice or reg
ulation or its preamble, or any portion 
thereof, may be furnished to an interest
ed person outside the Executive Branch 
of the Federal Government only if it is 
made available to all interested persons 
by a notice published in the F ederal R eg
ister, except as otherwise provided in 
paragraphs (g) and (j) of this section.

(1) The final notice or regulation and 
its preamble shall be prepared solely on 
the basis of the administrative record.

(2) If any additional technical infor
mation from a person outside the Exec
utive Branch of the Federal government 
is necessary to draft the final notice or 
regulation or its preamble, it shall be re
quested by the Food and Drug Adminis
tration in general terms and furnished 
directly to the Hearing Clerk to be in
cluded as part of the administrative rec
ord.

(3) If direct discussion by the Food 
and Drug Administration of a draft of a 
final fiotice or regulation or its preamble 
is required with a person outside the Ex
ecutive Branch of the Federal Govern
ment, appropriate protective procedures 
will be undertaken to make certain that 
a full and impartial administrative rec
ord is established. Such procedures may 
include:

(i) The scheduling of an open public 
meeting conducted pursuant to § 2.15(b) 
at which any interested person may par
ticipate in review of and comment on the 
draft document.

(ii) The preparation of a tentative 
final regulation or tentative revised final 
regulation pursuant to § 2.10(f) (9), on 
which all interested persons will be given 
an additional period of time for oral and 
written comment.

(e) After a final regulation is pub
lished in the Federal R egister, a repre
sentative of the Food and Drug Admin
istration may discuss any aspect of it 
with any interested person.

(f) In addition to the requirements 
of this section, the provisions of § 2.13 
shall apply to the promulgation of any 
regulation subject to the provisions of 
§ 2.12 and Subpart B of this Part.

(g) A draft of a final food additive, 
color additive, or new animal drug regu
lation or a proposed or final antibiotic 
regulation may be furnished to the peti
tioner for comment on the technical 
accuracy of such regulation. Every meet
ing with a petitioner relating to such a 
draft shall be recorded in a written
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memorandum, and all such memoranda 
and correspondence shall be filed with 
the Hearing Clerk as part of the ad
ministrative record of the regulation, 
pursuant to the provisions of § 2.15.

(h) Pursuant to 42 TJ.S.C. 263f, the 
Commissioner is required to consult with 
interested persons in the development 
of, and with the Technical Electronic 
Product Radiation Safety Standards 
Committee (TEPRSSC) before prescrib
ing, any performance standard for an 
electronic product. Accordingly, the 
Commissioner shall publish in the F ed
eral R egister an announcement when a 
proposed or final performance standard, 
including any amendment thereof, is 
being considered for an electronic prod
uct, and thereafter any draft of any 
such document shall be furnished to any 
interested person upon request and may 
be discussed in detail with any interested 
person at any time.

(i) The provisions of § 2.15 shall apply 
to meetings and correspondence relating 
to draft F édéral R egister notices and 
regulations.

(j) The provisions of this section re
stricting discussion and disclosure of 
draft Federal R egister notices and reg
ulations shall not apply to those situa
tions covered by §§ 4.83 through 4.89 of 
this chapter.
§ 2.19 Advisory opinions.

(a) Any person may request an ad
visory opinion from the Commissioner, 
with respect to any matter of general 
applicability in which he is interested.

(1) Such request shall be granted,
whenever feasible. -

(2) Such request may be denied if any 
of the following apply:

(i) The request contains incomplete 
information on which to base an in- 
formed.advisory opinion.

(ii) The Commissioner concludes that 
an advisory opinion cannot reasonably 
be given on the matter involved.

(iii) The matter is adequately covered 
by a prior advisory opinion or a regu
lation.

(iv) The request covers a particular 
product or ingredient or label and does 
not raise a policy issue of broad appli
cability.

(v) The Commissioner otherwise con
cludes, in his discretion, that an advisory 
opinion would not be in the public 
interest.

(b) A request for an advisory opinion 
shall be submitted in accordance with 
§ 2.5, shall be subject to the provisions 
of § 2.7(c) through (1), and shall be in 
the following form :

(Date)

Hearing Clerk, Pood and Drug Administra
tion, Department of Health, Education, 
and Welfare, Rm. 4-65, 5600 Fishers Lane, 
Rockville, MD 20852

R equest  for  Ad visory  O p in io n

The undersigned submits this request for 
an advisory opinion of the Commissioner of
Pood and Drugs with respect t o ___ ______ _
(the general nature of the matter involved). 

A. Issues Involved.

(A concise statement of the issues and 
questions on which an opinion is requested.)

B. Statement of Facts and Law.
(A full statement of all facts and legal 

points relevant to the request.)
The undersigned certifies that, to the best 

of his knowledge and belief, this request in
cludes all data, information, and views rele
vant to the matter, whether favorable or un
favorable to the position of the undersigned, 
which is the subject of the request.

Very truly yours,

(Signature)

(Person making 
request)

(Mailing address)

(Telephone number)
(c) The Commissioner may, in his dis

cretion,' handle any oral or written re
quest to the agency as a request for an 
advisory opinion, in which case the re
quest shall be filed with the Hearing 
Clerk and shall be subject to the provi
sions of this section.

(d) Any statement of policy or inter
pretation made in any of the following 
documents shall constitute an advisory 
opinion:

(1) Any portion of a F ederal R egister 
notice other than a proposed or final 
regulation, e.g., a notice to manufac
turers or a preamble to a proposed or 
final regulation.

(2) Trade Correspondence (TC) Nos. 
1-431 and 1A-8A issued by the Food and 
Drug Administration between 1938 and 
1946.

(3) Compliance Policy Guides issued 
by the Food and Drug Administration 
beginning in 1968 and codified in the 
Compliance Policy Guides manual.

(4) Other documents specifically iden
tified as advisory opinions, e.g., advisory 
opinions on the performance standard 
for diagnostic x-ray systems, issued prior 
to July 1, 1975, and filed in a permanent 
public file for such prior advisory opin
ions maintained in the Public Records 
and Documents Center.

(5) Guidelines issued by the Food and 
Drug Administration pursuant to § 2.20
(b).

(è) An advisory opinion represents the 
formal position of the Food and Drug 
Administration on the matter involved, 
and except as provided in paragraph (f ) 
of this section obligates the agency to fol
low it until it is amended or revoked. The 
Commissioner shall not recommend legal 
action against any person or product 
with respect to any action taken in con
formity with an advisory opinion which 
has not been amended or revoked.

(f ) In unusual situations involving an 
immediate and significant danger to 
health, the Commissioner may take ap
propriate civil enforcement action con
trary to an advisory opinion issued pur
suant to this section prior to amending 
or revoking such advisory opinion as pro
vided-in paragraph (g) of fhis -section. 
Such action shall be taken only with the 
approval of the Commissioner, which 
may not be delegated. Appropriate 
amendment or revocation of the advisory 
opinion involved shall be expedited.

(g) An advisory opinion may be 
amended or revoked at any time after it 
has been issued. Notice of such amend
ment or revocation shall be given in the 
same manner in which notice was orig
inally given of the advisory opinion or 
in the Federal R egister, and in any 
event shall be placed on public display 
as part of the file on the matter in the 
office of the Hearing Clerk.

(h) Action undertaken or completed 
in conformity with an advisory opin
ion issued pursuant to this paragraph 
which has subsequently been amended or 
revoked shall remain acceptable to the 
Food and Drug Administration unless the 
Commissioner determines that substan
tial public interest considerations pre
clude such continued acceptance. When
ever possible, an amended or revoked ad
visory opinion shall state when it has 
been determined that action previously 
undertaken or completed in conformity 
with a prior advisory opinion does not 
remain acceptable, and any transition 
period that may be applicable.

(i) Any interested person may submit 
written comments on an advisory opin
ion or modified advisory opinion. Three 
copies of any comments shall be sent to 
the Hearing Clerk for inclusion in the 
public file on the advisory opinion. Such 
comments shall be considered in deter
mining whether further modification of 
an advisory opinion is warranted.

(j) An advisory opinion may be used in 
administrative or court proceedings to 
illustrate acceptable and unacceptable 
procedures or standards, but not as a 
legal requirement.

(k) A statement made or advice pro
vided by an employee of the Food and 
Drug Administration shall constitute an 
advisory opinion only if it is issued in 
writing pursuant to this section. A state
ment or advice given by a Food and Drug 
Administration employee orally, or given 
in writing but not pursuant to this sec
tion or § 2.20, is an informal communi
cation that represents the best informa
tion and opinion available to that em
ployee at that time but does not con
stitute an advisory opinion, does not 
necessarily represent the formal position 
of the Food and Drug Administration, 
and thus does not bind or otherwise ob
ligate or commit the agency to the views 
expressed.
§ 2.20 Food and Drug Administration 

regulations, guidelines, recommenda
tions, and agreements.

(a) Regulations. All Food and Drug 
Administration regulations having gen
eral applicability and legal effect shall 
be promulgated in the Federal R egister 
pursuant to § 2.10 or § 2.12 and codified 
in the Code of Federal Regulations. 
Regulations may contain provisions 
which will be enforced as legal require
ments, or which are intended only as 
guidelines and recommendations, or both. 
The dissemination of draft notices and 
regulations shall be subject to the pro
visions of § 2.17.

(b) Guidelines. All Food and Drug Ad
ministration guidelines having general 
applicability shall be included in the
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public file of guidelines established by 
the Hearing Clerk, pursuant to this para
graph, unless they have been published 
in the Federal R egister as regulations 
pursuant to paragraph (a) of this sec
tion.

(1) Guidelines establish principles or 
practices of general applicability and do 
not include decisions or advice limited 
to particular situations. Guidelines re
late to such matters as performance 
characteristics, preclinical and clinical

'test procedures, manufacturing prac
tices, product standards, scientific pro
tocols, compliance criteria, ingredient 
specifications, labeling, or other tech- 

i hical or policy criteria. Guidelines state 
f procedures or standards of general ap- 
1 plicability which are not legal require- 
j ments but which are acceptably to the 
I Food and Drug Administration for a sub- 
! ject matter which falls within the laws 
administered by the Commissioner, e.g.,

| a protocol for a particular type of animal 
I toxicity test or human clinical trial.
I (i) A person may rely upon a guideline 
I with assurance that it is acceptable to 
the Food and Drug Administration, or 
may follow different procedures or 
standards. Where a person chooses to 
use different procedures or standards, he 
may, but is in no instance required to, 
discuss the matter in advance with the 
Food and Drug Administration to pre
vent the expenditure of money and ef
fort on activity that may later be deter
mined to be unacceptable.

(ii) Use of testing guidelines estab
lished by the Food and Drug Adminis
tration assures acceptance of a test as 
scientifically valid, if properly con
ducted, but does not assure approval of 
any ingredient or product so tested. The 
results of any such test or other available 
information may require disapproval or 
that additional testing be undertaken.

(2) A guideline represents the formal 
position of the Food and Drug Adminis
tration on the matter involved, and ex- , 
cept as provided in paragraph (b) (3) of 
this section obligates the agency to fol
low it until it is amended or revoked.

, The Commissioner shall not recommend 
legal action against any person or prod
uct with respect to any action taken in 
conformity with a guideline issued pur
suant to this section that has not been 
amended or revoked.

(3) In unusual situations involving an 
immediate and significant danger to 
health, the Commissioner may take ap
propriate civil enforcement action con
trary to a guideline issued pursuant to 
paragraph (b) of this section prior to 
amending or revoking such guideline as 
provided in paragraph (b) (5) of this 
section. Such action shall be taken only 
with the approval of the Commissioner, 
which may not be delegated. Appropri
ate amendment or revocation of the 
guideline involved shall be expedited.

(4) A guideline shall be included in 
the public file upon approval of the 
guideline by the relevant bureau direc
tor and publication by the Commissioner 
in the Federal R egister of a notice of

: its availability. The notice shall state (i) 
the title of the guideline, (ii) the subject
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matter it covers, and (iii) the office or 
individual responsible for maintaining 
the guideline.

(5) A guideline may be amended or re
voked upon approval of the amended 
guideline or revocation of the guideline 
by the relevant bureau director and 
publication by the Commissioner in the 
Federal R egister of a notice of such 
amendment or revocation. The notice 
shall state (i) the title of the guideline,
(ii) the subject matter it covers, and
(iii) the office or individual responsible 
for maintaining the guideline. All origi
nal guidelines and subsequent amend
ments shall be retained in the public file 
on a permanent basis so that a complete 
record of the development of each guide
line remains available.

(6) Action undertaken or completed 
in conformity with a guideline issued 
pursuant to paragraph (b) of this sec
tion which has subsequently been 
amended or revoked shall remain ac
ceptable to the Food and Drug Admin
istration unless the Commissioner de
termines that substantial public inter
est considerations preclude such con
tinued acceptance. Such determination 
may be made at the time of or subse
quent to amendment or revocation of the 
guideline. Whenever possible, the notice 
of an amended or revoked guideline pub
lished pursuant to paragraph (b)(3) of 
this section shall state when it has been 
determined that action previously under
taken or completed in conformity with a 
prior guideline does not remain accept
able, and any transition period that may 
be applicable.

(7) The notice of a guideline or 
amended or revoked guideline published 
pursuant to paragraph (b) (2) or (3) 
of this section shall state that any in
terested person may submit written com
ments on the guideline or amended 
guideline. Two copies of any comments 
shall be sent to the Public Records and 
Documents Center for inclusion in the 
public file on the guideline and two cop
ies shall be sent to the office or individual 
designated in the notice as responsible 
for maintaining the guideline. Such com
ments shall be considered in determining 
whether further amendments to or re
institution of a guideline are warranted.

(8) A guideline may be used in admin
istrative or court proceedings to illustrate 
acceptable and unacceptable procedures 
or standards, but not as establishing a 
legal requirement.

(9) A statement relating to acceptable 
procedures or standards given hy a Food 
and Drug Administration employee 
orally, or in writing but not pursuant to 
§ 2.19 or this section, is an informal 
communication that represents the best 
information and opinion available to that 
employee at that time but does not con
stitute a guideline, does not necessarily 
represent the formal position of the Food 
and Drug Administration, and thus does 
not bind or otherwise obligate the agency 
to the views expressed. .

(10) Because of the large number of 
analytical methods involved in Food and 
Drug Administration activities, their 
length and complexity, and the volume 
and frequency of amendment, the provi

sions of this paragraph shall not apply 
to such material except to the extent that 
the Commissioner concludes, in his dis
cretion, that particular analytical meth
ods should be included in the public file 
for a particular purpose. Food and Drug 
Administration analytical methods are 
available for public disclosure pursuant 
to the provisions of Part 4 of this chapter.

(11), The dissemination of draft guide
lines shall be subject to the same provi
sions as the dissemination of draft no
tices and regulations pursuant to § 2.18.

(c) Recommendations. In addition to 
the guidelines subject to paragraph <b) 
of this -section, the Food and Drug Ad
ministration often formulates and dis
seminates recommendations about mat
ters which are authorized by, but do not 
involve direct regulatory action under, 
the laws administered by the Commis
sioner, e.g., model state and local ordi
nances, or personnel practices for reduc
ing radiation exposure, issued pursuant 
to 42 U.S.C. 243 and 263d (b ). Such rec
ommendations may, in the discretion of 
the Commissioner, be handled pursuant 
to the procedures established in para
graph (b) of this section, except that 
such recommendations shall be included 
in a separate public file of recommenda
tions established by the Public Records 
and Documents Center and shall bé sep
arated from the guidelines in the notice 
of availability published in the Federal 
R egister, or.be published in the F ederal 
R egister as regulations pursuant to 
paragraph (a) of this section.

(d) Agreements. All formal agree
ments, memoranda of understanding, or 
other similar written documents exe
cuted by the Food and Drug Administra
tion and another person shall be included 
in the public file on agreements estab
lished by the Public Records and Docu
ments Center pursuant to § 4.108 of this 
chapter. Any such document not included 
in the public file shall be deemed to be 
rescinded and shall have no force or 
effect whatever.
§ 2.21 Participation in outside standard

setting activities.
(a) General. This section applies to 

participation by Food and Drug Admin
istration employees in any standard
setting activities outside the Food and 
Drug Administration. Standard-setting 
activities include such matters as the 
development of performance character
istics, testing methodology, manufactur
ing practices, product standards, scien
tific protocols, compliance criteria, in
gredient specifications, labeling, or other 
technical or policy criteria. The Food 
.and Drug Administration encourages 
employee participation in outside stand
ard-setting activities that are in the pub
lic interest.

(b) Standard-setting activities "by 
other Federal government agencies. (1) 
Any Food and Drug Administration em
ployee may participate in such activities 
after the approval by the appropriate 
bureau director or the Commissioner of 
Form PHS-3763 ‘‘Request for approval 
of appointment as liaison representa
tive.”
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(2) The Form PHS-3763 and all per
tinent background information describ
ing such activities shall be included in 
the public file on standard-setting activ
ities established in the Public Records 
and Documents Center.

(3) If any members of the public are 
invited by the Food and Drug Adminis
tration to present views to, or to accom
pany, the Food and Drug Administra
tion employee at any meeting, such invi
tations shall be extended to a representa
tive sampling of the public, including 
consumer groups, industry associations, 
professional societies, and academic 
institutions.

(4) A Food and Drug Administration 
employee appointed as the liaison repre
sentative to such an activity. shall refer 
all requests for information about or par
ticipation in the activity involved to the 
group or organization responsible for 
such activity.

(c) Standard-setting activities "by 
State and local government agencies and 
by United Nations organizations and 
other international organizations and 
foreign governments pursuant to treaty. 
(1) Any Food and Drug Administration 
employee may participate in such activi
ties after the approval by the appropri
ate bureau director or the Commissioner 
of Form PHS-3763.

(2) The Form PHS-3763 and all perti
nent background information describing 
such activities shall be included in the 
public file on standard-setting activities 
established in the Public Records and 
Documents Center.

(3) The availability for public disclos
ure of records relating to such activities 
shall be governed by the regulations in 
Part 4 of this chapter.

(4) If any members of the public are 
invited by the Food and Drug Adminis
tration to present views to, or to accom
pany, the Food and Drug Administration 
employee at any meeting, such invita
tions shall be extended to a representa
tive sampling of the public, including 
consumer groups, industry association, 
professional societies, and academic 
institutions.

(5) A Food and Drug Administration 
employee appointed as the liaison repre
sentative to such an activity shall refer 
all requests for information about or par
ticipation in the activity involved to the 
group or organization responsible for 
such activity.

(d) Standard-setting activities by pri
vate groups and organizations. (1) Any 
Food and Drug Administration employee 
may engage in such activities after the 
approval by the appropriate bureau di
rector or the Commissioner of Form 
PHS-3763. A request for such official par
ticipation shall be made by the group or 
organization in writing, shall describe the 
scope of the activity involved, and shall 
demonstrate that the minimum stand
ards set out in paragraph (d) (5) of this 
section are met by the activity involved. 
Except as provided in paragraph (d) (7) 
of this section, any such request that is 
granted shall be the subject of a letter 
from the Commissioner or the bureau 
director to the organization stating:

(1) Whether participation by the indi
vidual will be as a voting or nonvoting 
liaison representative.

(ii) That participation by the indi
vidual shall not conote Food and Drug 
Administration agreement with, or en
dorsement of, any decisions reached.

(iii) That participation by the individ
ual disqualifies him from serving as the 
deciding official on the standard involved 
if it should later come before the Food 
and Drug Administration. The “deciding 
official” is the person who signs a docu
ment ruling upon such standard.

(2) The letter requesting official Food 
and Drug Administration participation, 
the Form PHS-3763, and the Commis
sioner’s or bureau director’s letter, to
gether with all pertinent background in
formation describing the activities in
volved, shall be included in the public 
file on standard-setting activities estab
lished in the Public Records and Docu
ments Center.

(3) The availability for publiG disclos
ure of records relating to such activities 
shall be governed by the regulations in 
Part 4 of this chapter.

(4) A Food and Drug Administration 
employee appointed as the liaison repre
sentative to such an activity shall refer 
all requests for information about or par
ticipation in the activity involved to the 
group or organization responsible for 
such activity.

(5) The following minimum standards^ 
shall apply to all outside private stand
ard-setting activities in which Food and 
Drug Administration employees partici
pate.

(i) The activities shall be based upon 
consideration of sound scientific and 
technological information, shall permit 
revision on the basis of new information, 
and shall be designed to protect the pub
lic against unsafe, ineffective, or decep
tive products or practices.

(ii) The activities and resulting stand
ards shall not be designed for the eco
nomic benefit of any company, group, or 
organization, shall not be used as devices 
for such antitrust violations as fixing 
prices or hindering competition, and 
shall not involve establishment of cer
tification or specific approval of indi
vidual products or services.

(iii) The group or organization re
sponsible for the standard-setting ac
tivities shall have a procedure through 
which any interested person shall have 
an opportunity to provide information 
and views on the activities and standards 
involved, without the payment of fees, 
and such information and views shall 
be considered. The manner in which this 
is accomplished, including whether such 
presentation shall be in person or in writ
ing, shall be decided by the group or 
organization responsible for the activi
ties,

(6) Membership of a Food and Drug 
Administration employee in an organiza
tion that also conducts standard-setting 
activities does not invoke the provisions 
of this paragraph unless the employee 
participates in such standard-setting ac
tivities. Participation in any standard

setting activity shall be subject to the 
provisions of this paragraph.

(7) The Commissioner may determine 
in writing that, because direct involve
ment by the Food and Drug Administra
tion in a particular standard-setting 
activity is in the public interest and will 
promote the objectives of the act and 
the agency, such participation shall be 
exempt from the requirements set forth 
in paragraph (d) (1) (ii) and/or (iii) of 
this section. Any such determination 
shall be included in the public file on 
standard-setting activities established 
by the Public Records and Documents 
Center and in any relevant administra
tive file. Such activities may include the 
establishment and validation of analyti
cal methods for regulatory use, drafting 
uniform laws and regulations, and the 
development of recommendations con
cerning public health and preventive 
medicine practices by national and in
ternational organizations.

(8) Because of fhe close daily coopera
tion between the Food and Drug Admin
istration and the associations of State 
and local government officials listed be
low, and the large number of agency 
employees who are members of or work 
with these associations, such participa
tion in the activities of these associa
tions shall be exempt from the provi
sions of paragraphs (d) (1) through (d)
(7) of this section, except that a list of 
all committees and other groups of these 
associations shall be included in the pub
lic file on standard-setting activities 
established in the Public Records and 
Documents Center:

(i) Association of Food and Drug 
Officials.

(ii) International Association of Milk, 
Food and Environmental Sanitarians, 
Inc.

(iii) Conference of Radiation Control 
Program Directors.

(iv) Association of American Feed 
Control Officials, Inc.

(v) National Environmental Health 
Association.

(vi) National Conference on Weights 
and Measures.

(vii) American Public Health Associ
ation.

(viii) Conference of State Sanitary 
Engineers.

(ix) National Conference on Inter
state Milk Shipments.

(x) National Shellfish Sanitation 
Program.

(xi) Interstate Seafood Seminar.
(xii) Association of Official Analytical 

Chemists.
§ 2.22 Public calendars.

(a) Prospective, public calendar of 
public proceedings. (1 )A  public calendar 
shall be prepared and made publicly 
available each week showing, to the ex
tent feasible, for the following 4 weeks 
all public meetings, public conferences, 
public hearings, public advisory commit
tee meetings, public seminars, and other 
public proceedings of the Food and Drug 
Administration, and other significant 
public events involving the Food and 
Drug Administration, e.g., congressional
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hearings and trial or argument o f court 
cases.

<2) A copy of this public calendar 
shall be placed on public display in the 
following places:

<i) Office of the Hearing Clerk.
(ii) Office of the Assistant Commis

sioner for Public Affairs.:
(iii) A central place in each bureau.
(iv) A central place in each field office.
(v) A central plaoe at the National 

Center for Toxicological Research.
<b) Retrospective pvMvc calendar of 

meetings. (1) A public calendar shall be 
prepared and made publicly available 
each week showing for the previous week 
all meetings with persons outside the 
Federal government and other signifi
cant events involving the representatives 
of the Food and Drug Administration 

{ designated under paragraph (b) (3) of 
f  this section, except that telephone con- 
| versations shall be included on an 
| optional basis and meetings with the 
I working press and with on-site 
contractors shall not be included.

(2) Such calendar shall include all 
meetings, conférences, seminars, social 
events sponsored by the regulated in
dustry, and speeches. The calendar shall 
specify the date, the person involved, and 
the subject matter involved. Where more 
than one Food and Drug Administration 
representative is in attendance, only the 
presiding or head representative shall re
port the meeting on the public calendar. 
I f  a large number of persons are In-

| volved, the name of each need not be 
specified. Meetings the existence of which 
would prejudice law enforcement activi
ties (e.g., a meeting with an informant) 
or invade privacy (e.g., a meeting with a 
candidate for possible employment in the 
Food and Drug Administration) shall not 
be reported.

(3) The following Food and Drug Ad
ministration representatives and their 
deputies shall be subject to the require
ments of paragraphs (b) (1) and <2) of 
this section:

(i) Commissioner of Fobd and Drugs.
<ii) Deputy Commissioner.
(iii) Associate Commissioners. :
(iv) Assistant Commissioners.
(v) Executive Director for Regional 

Operations.
(vi) Director, Office of Legislative 

Services.
(vii) Director, National Center for 

Toxicological Research.
{ (viii) Bureau Directors.

(ix) Chief Counsel for the Food and 
Drug Administration.

(4) A copy of this public calendar shall 
I be placed on public display in the fol- 
. lowing places:
jr (i) Office of the Hearing Clerk.

(ii) Office of the Assistant Commis
sioner for Public Affairs.

(iii) A central place in each bureau.
(iv) A central place in each field office. 

I (v) A central place at the National 
[ Center for Toxicological Research.
§ 2.23 Representation by an organiza- 

L . .. lion,
p : <&) An organization may represent its 
ixnecabers by filing petitions, comments, 
land objections, andotherwise participat

ing in any administrative proceeding 
subject to this Part.

(b) Any such petitions, comments, ob
jections, or other representation by a 
trade association shall be on behalf of its 
members and shall constitute a repre
sentation on behalf of each member of 
the trade association, except those spe
cifically excluded by name in any such 
submission.

(1) Every petition, comment, objection, 
or other representation by a trade asso
ciation in an administrative proceeding 
shall have attached thereto a current list 
of all of the members of such trade asso
ciation, or shall refer to such a list that 
is placed on permanent file with the 
Hearing Clerk and is kept current by the 
trade association.

(2) The filing by a trade association 
of an objection or request for hearing 
pursuant to §§ 2.110 through 2.112 shall 
not provide to any member any legal 
right with respect to such objection or 
request for hearing that the member may 
exercise in its own name. All subsequent 
action by the trade association with re
spect to such objection or request for 
hearing shall bind each member except 
to the extent that any member independ
ently files its own objection or request 
for hearing.

(c) in  any court proceeding in which 
an organization participates, the Com
missioner will take appropriate legal 
„measures to have the case brought or 
considered as a class action or otherwise 
as binding upon all members of the orga
nization except those specifically ex
cluded by name for the reason that the 
organization does not represent their 
views. Regardless whether the case is 
brought or considered as a class action 
or as otherwise binding upon all members 
of the organization except those specifi
cally excluded by name, the Commis
sioner will take the position in any sub
sequent suit involving the same issues 
and any member of the organization that 
such issues are precluded from further 
litigation by such member pursuant to 
the dbctrines of collateral estoppel or res 
judicata.
§ 2.24 Settlement proposals.

At any time in the course of any 
proceeding subject to this Part, any per
son may propose settlement of any of the 
issues involved. All participants in any 
proceeding shall have an opportunity 
to consider any proposed settlement. Un
accepted proposals of settlement and re
lated matters, e.g., proposed stipulations 
not agreed to, shall not be admissible in 
evidence in any administrative proceed
ing of the Food and Drug Administra
tion. The Food and Drug Administration 
will oppose the admission in evidence of 
any such information in any court 
proceeding or in any other administra
tive proceeding.
§ 2.25 Waiver, suspension, or modifica

tion of procedural requirements.
The Commissioner or the presiding offi

cer, with respect to matters pending 
before him, may on his own Initiative or 
at the request of any participant waive, 
suspend, or modify any provision in Sub

parts B through F of this Part applicable 
to the conduct of a public hearing by an
nouncement at the hearing or by notice 
in advance of the hearing, if he deter
mines that no participant will be prej
udiced, the ends of justice will thereby 
be served, and such action is m accord
ance with law.

Subpart B— Formal Evidentiary Public 
Hearings

§ 2.100 Scope of subpart.
Subpart B governs the procedures ap

plicable whenever any of the following 
applies:

(a) A person has a right to an oppor
tunity for a hearing under the provisions 
of the laws administered by the Commis
sioner specified in § 2.12(c).

(b) The Commissioner concludes, in 
his discretion, that it would be in the 
public interest to hold a formal evidenti
ary public hearing on any matter, or 
class of matters, of importance pending 
before the Food and Drug Administra
tion.

Initiation of Proceedings

§ 2.110 Initiation of a formal eviden
tiary public hearing involving the 
issuance, amendment, or revocation 
of a regulation.

(a) An administrative proceeding in 
which there is an opportunity for a 
formal evidentiary public hearing pursu
ant to sections 409(f), 502 (n), 507(f), 512
(n) (5), 701(e), or 706(d) of the aet or 
sections 4 or 5 of the Fair Packaging and 
Labeling Act involving the issuance, 
amendment, or revocation of a regula
tion shall be initiated:

(1) By the Commissioner on his own 
"Initiative, e.g., as provided in § 121.72 for 
food additives, or

(2) By a petition from an interested 
person:.

(i) In the form specified in other ap
plicable sections in this chapter, e.g., the 
form for a color additive petition In 
§ 8.4 of this chapter or the form for an 
antibiotic petition in § 431.50 of this 
chapter, or

(ii) If no form is specified in other ap
plicable sections of this chapter, in the 
form specified in § 2.7.

(b) Upon receiving a petition sub
mitted pursuant to paragraph (a) (2) of 
this section, the Commissioner shall:

(1) If it involves any matter subject 
to section 701(e) of the act or sections 4 
or 5 of the Fair Packaging and, Label
ing Act, and meets the requirements for 
filing, follow the provisions of § 2.10 (b) 
through (f).

(2 ) If it relates to a color additive or 
food additive, and the petition meets 
the requirements for filing in §§ 8.4, 8.5, 
and 121.51 through 121.53 of this chap
ter, publish a notice of filing of the peti
tion in the Federal R egister within 30 
days after the petition is filed in lieu of 
a notice of proposed rule making.

(c) The Commissioner may issue, 
amend, or revoke an antibiotic regula
tion without the requirements of notice 
and public procedure in § 2.10(b) or de
layed effective date in § 2.10(c) (4) on his 
own initiative or as a result of a petition 
containing the required evidence of
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safety and effectiveness when the regu
lation is technical in nature, interested 
persons have been consulted, and there 
are no significant points of controversy, 
or when the regulation imposes safety 
requirements which the Commissioner 
concludes are important for the public 
health.

<d) The notice published in the Fed
eral R egister promulgating" the regula
tion shall state the time, place, and 
method far adversely affected persons to 
submit objections and requests for hear
ing, and that objections and requests for 
hearing shall be submitted in accordance 
with the requirements of this Part.

(e) On or before the 30th day after 
the date of the publication in the Fed
eral R egister of a final regulation, or of 
a notice withdrawing a proposal initiated 
by a petition pursuant to § 2.6(a) , sub
ject to this section, any person who 
would be adversely affected if such regu
lation were placed in effect may submit 
written objections thereto to the Com
missioner and may make a written re
quest for a formal evidentiary public 
hearing on the stated objections. This 
30-day period shall not be extended by 
the Commissioner. In the case of any 
petition or proposal to issue, amend, or 
repeal a color additive regulation after 
publication of the final regulation, if re
ferral of such petition or proposal is 
made to an advisory committee in ac
cordance with section 706(b)(5) (C) of 
the act, written objections and requests 
for a hearing may be submitted on or 
before the 30th day after the date on 
which the Commissioner publishes his 
order confirming or modifying his previ
ous order.
§ 2.111 Initiation of a formal eviden

tiary public hearing involving the 
issuance, amendment, or revocation 
of an order;

(a) An administrative proceeding in 
which there is an opportunity for a 
formal evidentiary public hearing pur
suant to sections 505 (d) or (e), 512 (d),
(e) , (m )(3), or (m) (4) of the act, or 
section 351 (a) of the Public Health Serv
ice Act, involving the issuance, amend
ment, or revocation of an order shall be 
initiated:

(1) By the Commissioner on his own 
initiative, or

(2) By a petition submitted in the 
form specified in other applicable sec
tions in this chapter, e.g., § 314.1(c) for 
new drug applications, § 514.1 for new 
animal drug applications, § 514.2 for ap
plications for animal feeds, or § 601.3 for 
licenses for biologic products, or

(3) By a petition from an interested 
person in the form specified in § 2.7.

(b) A notice of opportunity for hear
ing on any proposal to deny or revoke 
approval of an order or any part thereof 
shall be published in the F ederal R eg
ister together with an explanation of 
the grounds for the proposed action. The 
notice of opportunity for hearing shall 
state the time, place, and method for 
adversely affected persons to submit re
quests for hearing, and that requests for 
hearing shall be submitted in accordance

with the requirements of this Part. The 
applicant for or holder of the approval 
or license that is the subject of the order 
in question and all other persons subject 
to the notice shall have 30 days after 
issuance of the notice within which to 
request a hearing on the proposed action 
pursuant to the provisions of §§ 314.200, 
514:200, and 601.7(a) of this chapter. 
This 30-day period shall not be extended 
by the Commissioner.

(c) In considering the issuance, 
amendment, or revocation of an order, 
the Commissioner may use any applica
ble optional procedure specified in § 2.7 
(gX.
§2 .112 Filing objections and requests 

for a hearing on a regulation or 
order.

(a) Objections to agency action and 
requests for a hearing submitted pur
suant to § 2.110(d) shall be submitted 
to the Hearing Clerk and shall be ac
cepted for filing if they comply with all 
of the following conditions :

(1) Objections and requests for a hear- 
ing .shall be submitted on or before the 
day specified in § 2.110(d).

(2) Each objection to a specific provi
sion of the Commissioner’s regulation or 
proposed order .shall be separately num
bered. :

(3) Each numbered objection shall 
specify with particularity the provision 
of the regulation or proposed order to 
which objection is made.

(4) Each numbered objection on which 
a hearing is requested shall specifically 
so state. The failure to request a hear
ing for any particular objection shall 
constitute a waiver of the right to a 
hearing oh that objection.

(5) Each numbered objection for 
which a hearing is requested shall in
clude a detailed description and analysis 
of the specific factual information in
tended to be presented in support of the 
objection in the event that a hearing 
is held. The failure to include such de
scription and analysis for any particu
lar objection shall constitute a waiver of 
the Tight to a hearing on that objection, 
but such description and analysis shall 
be used only for the purpose of deterf 
mining whether a hearing has been jus
tified pursuant to § 2.113 and shall not 
limit the evidence that may be presented 
if a hearing is granted.

(i) A copy of any report, article, sur
vey, or other written document relied 
upon shall be submitted.

(ii) A summary of the nondocunien- 
tary testimony to be presented by any 
witnesses relied upon shall be submitted.

(b) Requests for hearing submitted 
pursuant to § 2.111(b) shall be submitted 
to the Hearing Clerk and shall be ac
cepted for filing if they comply with all 
of the following conditions:'

(1) Requests, for hearing shall be sub
mitted on or before the 30th day after 
the date of publication of the notice of 
opportunity for hearing in the F ederal 
R egister.

(2) Requests for hearing shall comply 
with the requirements specified in 
n  -314.200, 514.200, and 601.7(a) of this 
chapter.

(c) Any objection or request for a 
public hearing which meets the require
ments of this section shall be filed by the 
Hearing Clerk in the relevant docket file. 
If an objection or request for a public 
hearing fails to meet the requirements 
of this section and the deficiency becomes 
known to the Hearing Clerk, the Hear
ing Clerk shall return it with a copy of 
the applicable regulations, indicating 
those provisions not complied with. A 
deficient objection or request for a hear
ing may be supplemented and sub
sequently filed if submitted within the 
30-day time period specified in § 2.110(d) 
or § 2.111(b) .

(d) 3f an objection to a regulation is
sued pursuant to a petition submitted 
pursuant to §2.110(a) (2) is submitted 
by a person other than the petitioner and 
is filed by the Hearing Clerk, the peti
tioner may submit a written reply 
thereto to the Hearing Clerk.
§2 .113 Biding on objections and re

quests for bearing.
(a) As promptly as is feasible the Com

missioner shall review all objections and 
requests for hearing filed pursuant to 
§ 2.112 and shall determine:

(1) Whether any of the objections or 
requests for hearing filed justify mod
ification or revocation of the regulation 
or order involved pursuant to § 2.114.

(2) If a formal ‘evidentiary public 
hearing has been requested, whether it 
has been justified as required by this 
section.

(3) If a public hearing has been re
quested before a Public Board of Inquiry 
pursuant to Subpart C of this Part, or 
before a public advisory committee pur
suant to Subpart D of this Part, or be
fore the Commissioner pursuant to Sub
part E of this Part, whether it has been 
justified.

(b) A request for a formal evidentiary 
public hearing shall be granted on a mat
ter involving the issuance, amendment, 
or revocation of a regulation or order if, 
based upon the data, information, and 
views contained in his objection and re
quest for hearing, a person has shown 
that all of the following are true:

(1) There is a genuine and substantial 
issue of fact for resolution at a hearing. 
A hearing will not be granted on issues of 
policy or law.

(2) The factual issue is capable of 
being resolved by available and specifi
cally identified reliable evidence. A hear
ing will not be granted on the basis of 
mere allegations or denials or general 
descriptions of positions and contentions.

(3) The data and information identi
fied in the objection and request for 
hearing, if established at a hearing, 
would be adequate to justify resolution 
of the factual issue in the way sought by 
the person. A hearing will be denied if 
the Commissioner concludes that, even 
assuming the truth and accuracy of all 
of the data and information submitted 
in support of the objection and request 
for hearing, they are insufficient to jus
tify the factual determination urged.

(4) Resolution of the factual issue in 
the way sought by the personas adequate 
to justify the action requested. A hearing :
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will not be granted on factual issues 
that are not determinative or controlling 
with respect to the action requested, e.g., 
when the Commissioner concludes that 
his action would be the same even if the 
factual issue were resolved in the way 
sought,'or in the case of a request that a 
final regulation include a provision not 
reasonably encompassed within the pro
posal. A hearing will be granted upon 
proper objection and request for hearing 
when a food standard or other regulation 
is shown to have the effect of excluding 
or otherwise affecting a product or in
gredient, but not when such standard or 
regulation does not have such an effect.

(5) The action requested is not on its 
face inconsistent with or in violation of 
■any provision in the act or any regula
tion in this chapter particularizing stat
utory standards. The proper procedure 
in such circumstances is for the person 
requesting the hearing to petition for an 
amendment or waiver of the regulation 
involved, e.g., a hearing will be denjed 
with respect to withdrawal of approval 
of a new drug application which is not 
in compliance with an applicable OTC 
drug monograph promulgated pursuant 
to the procedures established in Part 330 
of this chapter or which is not supported 
by evidence of effectiveness meeting the 
requirements of §§ 314.111(a)(5) and 
330.10(a) (4) (ii) of-this chapter on the 
ground that the procedure is to petition 
for an amendment to the monograph 
pursuant to § 330.10(a) (11) of this chap
ter or to obtain approval of a deviation 
pursuant to § 330.11 of this chapter, or 
to request a waiver of the requirements 
for proof of effectiveness as provided 
in §§ 314.111(a) (5) and 330.10(a) (4) (ii) 
of this chapter.

(6) All of the conditions and require
ments specified in other applicable pro
visions of this chapter, e.g., §§ 2.5, 2.111, 
2.112, 314.200, 430.20(b), 514.200, and 
601.7(a), and in the notice promulgating 
the final regulation or the notice of op
portunity for hearing are fully met.

(c) In making his determination pur
suant to paragraph (a) of this section, 
the Commissioner may use any of the 
optional procedures specified in § 2.7(g) 
and in other applicable provisions of this 
chapter, e:g„ §§ 314.200, 430.20(b),
514.200, and 601.7(a) .

(d) Where a person files an objection 
and request for hearing pursuant to 
§§ 2.110 through 2.112 relating to a regu
lation or order, it is uncertain whether a 
hearing has been justified' pursuant to 
the principles established In paragraph
(b) of this section, and the Commissioner 
concludes that summary decision against 
the person requesting a hearing should 
be considered, he may serve upon such 
person by registered mail a proposed 
order denying a hearing. Such person 
shall have 30 days after receipt of such 
proposed order to demonstrate that the 
submission justifies a hearing.
§ 2.114 Modification or revocation of 

regulation or order.
If the Commissioner determines upon 

review of an objection or request for 
hearing filed pursuant to § § 2.110 through 
2.112 that the regulation or order in

volved in the proceeding should properly 
be modified or revoked, he shall promptly 
issue a notice of such modification or rev
ocation in the Federal R egister. Further 
objections or requests for hearing may 
be submitted to such modification or rev
ocation, but not to any other provisions 
in the regulation or order, pursuant to 
88 2.110 through 2.112.
§ 2.115 Denial of formal evidentiary 

public hearing in whole or in part.
If the Commissioner determines upon 

review of the objections or requests for 
hearing filed pursuant to § § 2.110 through 
2.114 that a formal evidentiary public 
hearing is not justified, in whole or in 
part, he shall publish a notice of such 
determination in the F ederal R egister.

(a) The notice shall state whether the 
hearing is denied in whole or in part. If 
the hearing is denied in part, the notice 
shall be combined with the notice of 
hearing required by § 2.118, and shall 
specify the objections and requests for 
hearing which have been granted and 
denied.

(1) Any determination denying a 
hearing in whole or in part shall specify 
in detail the reasons therefor. If such 
determination rests upon an analysis of 
the data and information submitted to 
justify a hearing, the inadequacy of such 
data and information submitted shall be 
explained.

(2) The notice shall confirm or modify 
or stay the effective date of the regula
tion or order involved.

(b) The record of the administrative 
proceeding relating to denial of a public 
hearing in whole or in part on any ob
jection and request for hearing shall con
sist of all of the following:

(1) If the proceeding involves the is
suance, amendment, or revocation of a 
regulation:

(1) All of the documents specified in
§ 2.10(g).

(ii) All objections and requests for 
hearing filed by the Hearing Clerk with 
respect to such regulation pursuant to 
§§ 2.110 and 2.112.

(iii) If it involves a color additive reg
ulation which was referred to an advi
sory committee in accordance with sec
tion 706(b)(5)(C) of the act, the 
complete administrative record of the 
advisory committee proceedings and its 
report on the matter.

(iv) The notice denying a formal evi
dentiary public hearing published in the 
F ederal R egister.

(2) If the proceeding involves the is
suance, amendment, or revocation of an 
order:

(i) The notice of opportunity for 
hearing.

(ii) All requests for hearing filed by 
the Hearing,Clerk with respect to such 
order pursuant to §§ 2.111 and 2.112 of 
this chapter.

(iii) The record, consisting of the 
transcripts, minutes of meetings, re
ports, Federal R egister notices, and 
other documents, resulting from any of 
the optional procedures specified in 
§ 2.113(c), except that it shall not in
clude the transcript of any closed por

tion of any public advisory committee 
meeting.

(iv) The notice denying a formal evi
dentiary public hearing published in the 
F ederal R egister.

(c) The administrative record speci
fied in paragraph (b) of this section shall 
constitute the exclusive record for* the 
Commissioner’s decision on denial of a 
formal evidentiary public hearing in 
whole or in part. The record of the 
administrative proceeding shall be closed 
as of the date of the Commissioner’s 
decision unless some other date for the 
closing of the record is specified by the 
Commissioner. Thereafter any person 
who requested and was denied a hearing 
may submit a petition for reconsidera
tion pursuant to § 2.8 and a petition for 

'stay of action pursuant to § 2.9. Any 
person who wishes to rely upon data, in
formation, or views not included in the 
administrative record shall submit it to 
the Commissioner with a new petition 
to modify the final regulation or order 
pursuant to § 2.6(a).

(d) Any determination denying a re
quest for a formal evidentiary public 
hearing in whole or in part by any per
son who has an opportunity for such a 
hearing under the provisions of the laws 
administered by the Commissioner spec
ified in § 2.12(c) constitutes final agency 
action reviewable in the courts, pursuant 
to the specific statutory provisions gov
erning the matter involved, as of the 
date of publication in the Federal R eg
ister of the denial of the public hearing 
in whole or in part.

(1) Before requesting an order from 
a court for relief pending review, any 
person seeking judicial review shall first 
submit a petition for a stay of action 
pursuant to § 2.9.

(2) The Food and Drug Administra
tion will request consolidation in a single 
court of all petitions for judicial review 
related to a particular matter pursuant 
to 28 U.S.C. 2112(a).

(3) The time for filing a petition for 
judicial review of a determination by the 
Commissioner denying a public hearing 
on a particular objection or issue shall 
begin as of the date of publication in 
the Federal R egister of'the Commis
sioner’s determination. The failure to file 
such a petition within the period estab
lished m  the specific statutory provi
sions governing the matter involved shall 
constitute a waiver of the right to judi
cial review of that objection or issue at 
any later time, regardless whether a 
hearing has been granted on other ob
jections and issues.
§2 .1 1 6 , Judicial review after waiver of 

hearing on a regulation.
(a) Any person who has a right to 

submit objections and a request for 
hearing pursuant to § 2.110(d) may in
stead submit objections and waive the 
right to request a hearing. Such waiver 
may consist either of an explicit state- j 
ment waiving such right, or of a failure j 
to request a hearing as provided in
§ 2.112(a)(4).

(b) Where any person submits an ob- \ 
jection and waives the right to request j 
a hearing, the Commissioner shall rule j
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upon such objection pursuant to §§ 2.113 
through 2.115. The Commissioner may, 
in his discretion, order a hearing on the 
matter pursuant to any of the provi
sions of this Part regardless whether a 
hearing is requested.

(c) If, after the notice published by 
the Commissioner in the F ederal R eg
ister ruling upon any such objection, 
no hearing is granted with respect to 
the matters covered by such objection, 
and the Commissioner rules adversely 
on such objection, the person may peti
tion for judicial review of the Commis
sioner’s ruling on such objection in a 
United States Court of Appeals pursuant 
to the applicable provisions in the act.

(1) The record for judicial review 
shall be the record designated in § 2.115
(b)(1).

(2) The time for filing such a petition 
for judicial review shall begin as of the 
date of publication in the F ederal R eg
ister of the Commissioner’s ruling on 
such objection.
§ 2.117 Request for alternative form of 

public hearing.
(a) A person who has a right to an 

opportunity for a hearing under this 
Subpart B may waive that opportunity 
and in lieu thereof request one of the fol
lowing alternative forms of public hear
ing:

(1) A public hearing before a Public 
Board of Inquiry pursuant to Subpart C 
of this Part.

(2) A public hearing before a public 
advisory committee pursuant to Subpart 
D of this Part.

(3) A public hearing before the Com
missioner pursuant to Subpart E of this 
Part.

(b) Any such request:
(1) May be on his own initiative or 

at the suggestion of the Commissioner.
(2) Shall be submitted in writing to 

the Hearing Clerk pursuant to § 2.7.
(3) Shall be submitted at any time 

prior to publication of a notice of hearing 
pursuant to § 2.118 or a denial of hearing 
pursuant to § 2.115..

(4) Shall be:
(i) In lieu of a request for a hearing 

under this Subpart B, or
(ii) If submitted after or with a re

quest for a hearing under this Subpart 
B, in the form of a waiver of the right 
to an opportunity for such a hearing con
ditioned upon an alternative form of 
public Hearing. Upon acceptance by the 
Commissioner, such a waiver becomes 
binding and can thereafter be withdrawn 
only by waiving any right to any form of 
a hearing unless the Commissioner for 
good cause determines otherwise.

(c) Where more than one person has 
requested and justified a hearing under 
this Subpart B, an alternative form of 
hearing will be used only if all such per
sons concur and waive their right to an 
opportunity for a hearing under this 
Subpart B.

(d) The Commissioner will determine 
whether an alternative form of public 
hearing should be used, and if so which 
alternative will be acceptable to him, 
after considering the requests submitted
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and the appropriateness of the alterna
tive forms of public hearing for the issues 
raised in the objections. Upon acceptance 
by the Commissioner, such acceptance 
becomes binding upon him unless the 
Commissioner for good cause determines 
otherwise.

(e) The Commissioner shall publish in 
the Federal R egister a notice of hear
ing announcing an alternative form of 
public hearing pursuant to this section, 
setting forth the following information:

(1) A statement of the provisions of 
the regulation or order which is the sub
ject of the public hearing.

(2) A statement specifying any part 
of the regulation or order which has 
been stayed.

(i) Any part of a regulation or order 
which is subject to an opportunity for a 
hearing under this Subpart B pursuant 
to) statutory provisions under which the 
filing of proper objections and a request 
for hearing automatically stays the reg
ulation or order, and for which a public 
hearing has been granted, shall be 
stayed.

(ii) The Commissioner may, in his 
discretion, stay in whole or in part any 
regulation or order which is not required 
by statute to be stayed.

(3) The time, date, and place of the
hearing, or a statement that such infor
mation shall be contained in a subse
quent notice published in the Federal 
R egister. *r-

(4) The names of the parties to the 
public hearing.

(5) A statement of the issues to be 
considered at the public hearing. The 
statement of the issues determines the 
scope of the public hearing.

(6) If the public hearing will be con
ducted by a Public Board of Inquiry:

(i) The time within which the parties 
may submit nominees for the Board pur
suant to § 2.203(b).

(ii) The time within which appear
ances shall be filed by any person who 
wishes to participate in the proceeding. 
An appearance shall be filed in the form 
and pursuant to the requirements speci
fied in § 2.131.

(iii) The time within which partici
pants shall submit written data and in
formation pursuant to § 2.205. The notice 
shaH Jist the contents of the portions of 
the administrative record of the proceed
ing as of that time relevant to the issues 
to be considered at the public hearing be
fore the Board, and shall state that such 
portions have been placed on public dis
play in the office of the Hearing Clerk 
and that additional copies of any ma
terial already submitted pursuant to 
§ 2.205 need not be included with any 
later submissions by participants in the 
proceeding.

(7) If the public hearing will be con
ducted by a Public Board of Inquiry or a 
public advisory committee, a  statement 
whether the findings and conclusions re
sulting from such public hearing shall 
have the legal status and be handled as 
a recommended decision or as an initial 
decision pursuant to § 2.180. If the notice 
of hearing is silent on this matter, the
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findings and conclusions shall be an ini- ! 
tial decision.

(f) The findings and conclusions re- j 
suiting from a public hearing before a 
Public Board of Inquiry or a public ad- ; 
visory committee pursuant to this sec- ; 
tion shall have the same legal status and ] 
be handled as a recommended decision or j 
an initial decision of a presiding officer ' 
issued pursuant to § 2.180, as determined 
by the notice of hearing published pur
suant to paragraph (e) of this section. 
The findings and conclusions resulting 
from a public hearing before the Com
missioner pursuant to this section shall 
have the same legal status and be han- j 
died as a tentative order issued pursuant i 
to § 2.181. Thereafter, the participants ■ 
in the proceeding may pursue the admin- ; 
istrative and court remedies that are j 
available as specified in §§2.180 through ] 
2.191.

(g) If a public hearing before a public ■ 
advisory committee pursuant to Subpart 
D of this Part or a public hearing before ] 
the Commissioner pursuant to Subpart E ! 
of this Part is used as an alternative form \ 
of hearing pursuant to this section, all 1 
submissions relating to the hearing which : 
constitute the administrative record of 
the hearing shall be made to the Hearing j 
Clerk and the provisions of § 2.5(j) shall 
govern the availability of such submis- ; 
sions for public examination and copying. ,
§ 2.118 Notice of hearing ; stay of action.

(а) If the Commissioner determines j 
upon review of the objections and re- : 
quests for hearing filed pursuant to ' 
§§ 2.110 through 2.114 that a formal evi- * 
dentiary public hearing has been justi- 1 
fied on any issue, he shall publish a no- | 
tice of such determination in the Federal j 
R egister, setting forth the following in- j 
formation:

(1) A statement of the provisions of
the regulation or order which is the sub- ; 
ject of the formal evidentiary public 
hearing. . ,

(2) A statement specifying any part of 
the regulation or order that has been 
stayed.

(i) Any part of a regulation or order 
which is subject to an opportunity for 
a hearing under this'Subpart B pursuant i 
to statutory provisions under which the 
filing of proper objections and a request 
for hearing automatically stays the reg
ulation or order, and for which a hear
ing has been requested and justified, shall 
be stayed.

(ii) The Commissioner may, in his dis- j 
cretion, stay in whole or in part any 
regulation or order which is not required 
by statute to be stayed.

(3) The names of the parties to the 
formal evidentiary public hearing.

(4) A statement of the issues of fact 
raised by the objections and request for 
hearing as to which a hearing has been 
justified.

(5) A statement of any objections or 
requests for hearing as to which a hear
ing has not been justified, which shall 
be subject to the provisions of § 2.115.

(б) The designation of the presiding 
officer to conduct the hearing or a state
ment that the presiding officer will be 
designated in a subsequent notice.
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(7) The time within which notices of 
appearance shall be filed pursuant to 
§ 2.131.

(8) The date, time, and place when 
the prehearing conference will com
mence or a statement that such date, 
time, and place will be announced in a 
subsequent notice. The prehearing con
ference shall not commence until after 
the time for disclosure of data and in
formation specified in § 2.153 has 
expired.

(9) The time within which partici
pants shall submit written data, infor-_ 
mation, and views pursuant to § 2JL53. 
The notice shall list the contents of the 
portions of the administrative record of 
the proceeding as of that time relevant 
to the issues to be considered at the 
public hearing and shall state that such 
portions have been placed on public dis
play in the office of the Hearing Clerk 
and that additional copies of any ma
terial already submitted pursuant to 
§ 2.153 need not be included with any 
later submissions by participants in the 
proceeding.

(10) Whether the presiding officer will 
prepare a recommended decision or an 
initial decision pursuant to §§ 2.180 
through 2.184.

(b) The statement of the issues of 
fact raised by the objections or request 
for hearing as to which a hearing has 
been justified determines the scope of the 
formal evidentiary public hearing and 
the matters as to which the development 
of evidence will be permitted. The state
ment of the issues of fact may be revised 
by order of the presiding officer, except 
that it shall not be revised to include any 
issue as to which the Commissioner has 
not granted a hearing.

(c ) A form al evidentiary public hear
ing shall be deemed to commence as of 
the date o f publication o f the notice o f 
hearing in the Federal R egister.
§ 2.119 Effective date of a regulation.

(a) If no objections are filed and no 
hearing is requested on a regulation pur
suant to § 2.110(e), the regulation shall 
be effective on the date specified in the 
notice promulgating it.

(b) The Commissioner shall publish 
a notice in the Federal R egister stating 
that fact. Such notice may extend the 
time for compliance with the regulation.

to § 2.111(b) requests a hearing and 
others do not, the Commissioner may 
issue a final order covering all such drug 
products at once or may issue more than 
one final order covering different drug 
products at different times.

Appearance and Practice 
§ 2.130 Appearance.

(a) Any interested person may appear 
in person or by or with counsel or other 
duly qualified representative in any for
mal evidentiary public hearing and, sub
ject to § 2.155, may be heard with respect 
to all matters relevant to the issues under 
consideration.

(b) Any person appearing in a repre
sentative capacity in any such hearing 
shall submit a signed statement of au
thorization or other documentation veri
fying his authority to do so.
§ 2.131 Written notice of appearance.

(a) Any interested person desiring to 
appear at any formal evidentiary public 
hearing shall, within 30 days after pub
lication of the notice of hearing in the 
Federal R egister pursuant to § 2.117, 
file with the Hearing Clerk in accord
ance with § 2.5 a written notice of ap
pearance in the form specified in para
graph (b) of this section. The notice shall 
state with particularity the person’s in
terest in the proceeding and shall set 
forth the issues on 4rhich the person 
desires to be heard.

(b) The form of the written notice 
of appearance shall be as follows:

(Date)
Hearing Clerk, Pood and Drug Administra

tion, Department of Health, Education, and 
Welfare, Rm. 4-65, 5600 Fishers Lane, 
Rockville, MD 20852

N otice  op  Appearan ce  

Docket N o .____ _
Pursuant to the provisions of 21 CFR Part 

2, Subpart B, governing the procedure in this 
matter, please enter the appearance o f:.

(Name)

(Street address)

(City and State)

on behalf of:
(Telephone number)

C. Statement of Representation. (If the 
person is appearing in a representative ca
pacity, a statement that he is authorized to 
do so. A signed statement of authorization 
or other documentation verifying his author
ity shall be attached.)

(Signed)
(c) All notices, pleadings, documents, 

and other submissions to be served upon 
a person in the course of the hearing 
pursuant to § 2.151 shall be mailed to the 
address shown in the notice of appear
ance or delivered in person to the person 
specified in the notice of appearance.

(d) A written notice of appearance 
may be amended by filing a new written 
notice of appearance and serving it upon 
all participants in the hearing.

(e) No person may participate in any 
aspect or at any stage of a formal evi
dentiary public hearing if he has not filed 
a written notice of appearance or if his 
notice of appearance has been stricken 
pursuant to paragraph (g) of this sec
tion.

(f) The presiding officer may, upon 
motion, permit a person to file a written 
notice Of appearance in the hearing after 
the 30-day time period for filing such 
notices has expired, but only upon a 
showing of good cause as to why such a 
notice was not filed within such time pe
riod.

(g) The presiding officer may strike 
the appearance of any person, after giv
ing him an opportunity to show cause 
why his appearance should not be 
stricken, for nonparticipation in the 
hearing, for failure to comply with any 
requirement of this subpart, e.g., dis
closure of information as required by 
§2.153 or the prehearing order issued 
pursuant to § 2.158, or for violation of 
the rules of conduct established in 
§ 2.156. Any person whose appearance 
has been stricken may petition the Com
missioner for interlocutory review of 
such action.

P residing Officer 
§ 2.140 Presiding officer.

A presiding officer shall preside over 
every formal evidentiary public hearing 
held pursuant to this subpart. The pre
siding officer shall be the Commissioner, 
a member of the office of the Commis
sioner to whom the Commissioner has 
delegated the responsibility for the mat
ter involved, or an Administrative Law 
Judge qualified under 5 ILS.C.3105 and 
designated by the Commissioner to con
duct the hearing in the notice of hearing 
or in a later notice published pursuant 
to § 2.118(a) (6) of this chapter.
§ 2.141 Commencement of functions.

The functions of „the presiding officer 
Shall commence upon his designation and 
terminate upon the forwarding of the 
recommended decision or the filing of the 
initial decision pursuant to § 2.180.
§ 2.142 Authority of presiding officer, j  
■ The presiding officer shall have the 
authority and duty to conduct a fair and 
expeditious hearing and to maintain 
order. He shall have all powers necessary

§ 2.120 Effective date of an order.
(a) If a person who is subject to a 

notice of opportunity for hearing pub
lished in the Federal R egister pursuant 
to § 2.111(b) does not request a hearing, 
the Commissioner r

(1) Shall issue a final order published 
in the F ederal R egister withdrawing 
approval of an NDA, NADA, or biologies 
license, in whole or in part, and estab
lishing the effective date of such final 
order.

(2) If the final order involves an 
NADA, shall forthwith revoke, in whole 
or in part, the applicable regulation pur
suant to ̂ section 512(i) of the act.

(b) 'If a person who is subject to a 
notice of opportunity for hearing pub
lished in the Federal R egister pursuant

(Name)

(Street address)

(City and State)

(Telephone number)
The following statements are made as part 

of this notice of appearance.
A. Specific Interest. (A statement of the 

specific interest of the person in the pro
ceeding, including the specific issues of fact 
concerning which the person desires to be 
heard.)

B. Commitment to Participate. (A state
ment that the person will present documen
tary evidence or testimony at the hearing 
and will comply with the requirements of 21 
CFR 2.153, or, in the case of a hearing before 
a Public Board of Inquiry, with the require
ments of 21 CFR 2.205.)
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to these ends, including, but not limited 
to, the power to:

(a) Arrange and issue notice of the 
date, time, and place of oral hearings and 
conferences and, upon proper notice, to 
change the date, time, and place Of oral 
hearings and conferences previously set.

(b) Establish the methods and pro
cedures to be used in the development of 
evidentiary facts, including the pro
cedures specified in § 2.158(b) and to rule 
upon the need for oral testimony and 
cross-examination pursuant to § 2.154 
(b).

(c) Prepare, after considering the 
views of the participants, written state
ments of areas of factual disagreement 
among the participants.

(d) Hold conferences to settle# sim
plify, or determine the issues in a hear
ing or to consider other matters that may 
facilitate the expeditious disposition of 
thé hearing.

(e) Administer oaths and affirmations."
(f) Regulate the course of the hearing 

and govern the conduct of participants 
therein.

(g) Examine witnesses and inform 
witnesses that they must fully respond 
to all questions or have all of their testi
mony stricken.

(h) Rule on, admit, exclude, or limit 
evidence.

(i) Establish the time for filing mo
tions, petitions, briefs, findings, or other 
submissions.

(j) Rule on motions and other pro
cedural matters pending before him.

(k) Rule on motions for summary de
cision in accordance with § 2.159.

(l) Order that the hearing be con
ducted in stages in cases where the num
ber of parties is large or the issues are 
numerous and complex.

(m) Waive, suspend, or modify any 
rule in this subpart pursuant to § 2.25 if 
he determines that no party will be prej
udiced, the ends of justice will be thereby 
served, and such action is in accordance 
with law.

(n) Strike the appearance of any per
son pursuant to § 2.131(g) or exclude any 
person from the hearing pursuant to 
§ 2.156 or otherwise take reasonable dis
ciplinary action.

(o) Take any action permitted to the 
presiding officer as authorized by this 
Subpart B or in conformance with law 
for the maintenance of order at the hear
ing and for the expeditious, fair, and 
impartial conduct of the proceeding.
§ 2.143 Disqualification of presiding 

officer. '
(a) Any participant in the proceeding 

may, by motion made to the presiding 
officer, request that the presiding officer 
disqualify himself and withdraw from 
the proceeding. The presiding officer 
shall rule upon any such motion and 
shall promptly certify the motion and his 
ruling thereon to the Commissioner for 
interlocutory review.

(b) A presiding officer shall withdraw 
from any proceeding in which he deems 
himself disqualified for any reason.

§ 2.144 Unavailability of presiding offi
cer.

(a) In the event that the presiding of
ficer is unable to act for any reason 
whatever, the powers and duties to be 
performed by him in connection with any 
proceeding shall be assigned by the Com
missioner to another presiding officer. 
Such substitution shall have no effect on 
any aspect of the hearing, except as the 
new presiding officer may order pursuant 
to the provisions of this subpart.

(b) Any motion predicated upon such 
substitution shall be made within 10 days 
thereafter.

H earing Procedures

§ 2.150 Filing and service of submis
sions. .

(a) All submissions, including plead
ings, relating to a formal evidentiary 
public hearing shall be filed with the 
Hearing Clerk pursuant to § 2.5.

(b) A copy of each such submission 
shall be served by the person making the 
submission upon each other participant 
in the proceeding, except that submis
sions of documentary data and informa
tion may but are not required to be 
served upon each participant. Any trans
mittal letter, pleading, summary, state
ment of position, certification pursuant 
to paragraph (d) of this section, or other 
similar document accompanying a sub
mission of documentary data and infor
mation .shall be served upon each par
ticipant pursuant to this paragraph.

(c) Service pursuant to this section 
shall be accomplished by mailing it to the 
address shown in the notice of appear
ance or by-personal delivery.

(d) All submissions pursuant to this 
section shall be accompanied by a signed 
certification stating the extent to which 
the submission has been served on each 
participant, or is exempt from such serv
ice, pursuant to paragraph (b) of this 
section.

(e) No written submission or other 
portion of the administrative record shall 
be held in confidence, except as provided 
in § 2.171.

- § 2.151 Petition to participate in forma 
pauperis.

(a) Any participant who believes that 
compliance with the filing and service re
quirements of this section constitutes an 
unreasonable financial burden shall sub
mit to the Commissioner a petition to 
participate in forma pauperis.

(b) Such petition shall be pursuant to 
§ 2.7, except that the heading shall be 
“REQUEST TO PARTICIPATE IN 
FORMA PAUPERIS, DOCKET NO. 
 ” Pursuant to the guidélines es
tablished in § 4.43 (b) and (c) of this 
chapter, such petition shall demonstrate 
that either (i) the person is indigent and 
his participation has a strong public in
terest justification, or (ii) such partici
pation is in the public interest because it 
can be considered primarily as benefiting 
the general public.

(c) The Commissioner may, in his dis
cretion, grant or deny such petition. If 
such petition is granted, the participant 
may file only one copy of each submis

sion with the Hearing Clerk, and it shall 
be the responsibility of the Hearing 
Clerk, at agency expense, to make suffi
cient additional copies for the adminis
trative record and to serve a copy upon 
each other participant.
§ 2.152 Advisory opinions.

Prior to or during the pendency of any 
formal evidentiary public hearing any 
person may request the Commissioner 
for an advisory opinion as to the appli
cability to a specific situation of any reg
ulation or order under consideration in 
an administrative proceeding. Requests 
for such opinions shall be made pursuant 
to § 2.19.
§ 2.153 Disclosure of data and informa

tion by the participants.
'(a ) Before the notice of hearing is 

published pursuant to § 2.118, the direc
tor of the bureau responsible for the mat
ters involved in the hearing shall submit 
to the Hearing Clerk:

(1) The relevant portions of the ad
ministrative record of the proceeding up 
to that time. Those portions of the ad
ministrative record of the proceeding 
which are not relevant to the issues to be 
considered at the public hearing shall not 
be placed on public display and shall not 
be part of the administrative record of 
that proceeding.

(2) All documents in his files contain
ing factual data and information, 
whether favorable or unfavorable to his 
position, which relate to the issues in
volved in the hearing.

(3) All other documentary data and 
information on which he relies.

(4) A narrative statement of his posi
tion on the factual issues stated in the 
notice of hearing and the type of evidence 
he intends to introduce in the hearing 
in support of his position.

(5) A signed statement that, to the 
best of his knowledge and belief, the sub
mission complies with the requirements 
of this section.

(b) Within 60 days after the notice 
of hearing is published in the Federal 
R egister pursuant to § 2.118, each par
ticipant shall submit to the Hearing 
Clerk all data and information specified 
in paragraphs (a) (2) through (5) of this 
section, and any objections with respect 
to the completeness of the administra
tive record filed pursuant to paragraph
(a) (1) of this section.

(c) The submissions required by para
graphs (a) and (b) of this section may 
be supplemented later in the proceeding, 
with the approval of the presiding offi
cer, upon a showing that the material 
contained in the supplement was not rea
sonably known or available when the 
submission was made or that the rele
vance of the material contained in the 
supplement could not reasonably have 
been foreseen at that time.

(d) The failure to comply with the 
provisions of this section in the case of 
a participant shall constitute a waiver 
of the right to participate further in the 
hearing and in the case of a party shall 
also constitute a waiver of the right, to a 
hearing.
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1 (e) Any documentary data and infor
mation submitted by one participant may 
be referenced by another. Participants 
are encouraged to exchange and consoli
date lists of documentary evidence prior 
to reproducing it for submission to the 
Hearing Clerk in order to reduce dupli
cative submissions. If a particular docu
ment is bulky or is in limited supply and 
cannot reasonably be reproduced, and it 
constitutes relevant evidence, a partici
pant may request the presiding officer for 
permission to submit a reduced number 
o f copies to the Hearing Clerk.
, (f) The presiding officer shall rule on
questions relating to this section.
§ 2.154 Purpose; oral and written testi

mony ; bqrden of proof.
* (a) - A formal evidentiary public hear
ing is held for the purpose of receiving 
evidence relating to an issue of fact de
termining the validity of a regulation or 
order subject to such a hearing. The 
objective of such a hearing is the fair 
determination of facts in a manner con
sistent with the right of all interested 
persons to participate and the public in
terest in expeditiously concluding con
troversies over matters affecting the 
public health and welfare.

(b) To achieve this objective, the evi
dence at a formal evidentiary public 
hearing shall be developed to the maxi
mum feasible extent through written 
submissions, including written direct 
testimony which may be in narrative or 
in question-and-answer form, written 
cross-examination, and such other 
methods for the testing and proper eval
uation of factual propositions as the 
presiding officer determines are neces
sary for a full and true -disclosure of 
relevant evidentiary facts.

(1) In a hearing held pursuant to sec
tion 409(f), 502(n), 507(f), 512(n), 701
(e ), or 706(d) of the act or section 4 or 
5 of the Fair Packaging and Labeling 
Act involving the issuance; amendment, 
or revocation of a regulation:

(i) All direct testimony shall be sub
mitted in writing, except upon a show
ing that written direct testimony is in
sufficient to adduce testimony for a full 
and true disclosure of relevant eviden
tiary facts and that the participant will 
be prejudiced by denial of a request to 
present oral direct testimony.

(ii) Oral cross-examination of wit
nesses shall be permitted only upon a 
^showing that the cross-examination re
quested is necessary because alternative 
means of developing relevant evidentiary 
facts are insufficient to adduce testimony 
required for a full and true disclosure 
of relevant evidentiary facts, and that 
the party requesting an opportunity for 
oral cross-examination will be preju
diced by denial of the request.

! (2) In a hearing held pursuant to
section 505 (d) or (e) or 512 (d ), (e ),
(m) (3), or (4) of the act, or section 351
(a) of the Public Health Service Act, 
involving the issuance, amendment, or 
revocation of an order, the issues may 
have general applicability and depend 
upon general facts that do not concern 

; any particular action of a specific party, 
î e.g., the safety or effectiveness of a class

of drug products, or may have specific 
applicability to past action and depend 
upon particular facts concerning only 
that party, e.g., the applicability of a 
grandfather clause to a particular brand 
of a drug or the failure of a particular 
manufacturer to meet required manu
facturing and processing specifications 
or other general standards.

(i) Where the proceeding involves 
general issues, all direct testimony shall 
be submitted in writing, except upon a 
showing that written direct testimony is 
insufficient to adduce testimony for a 
full and true disclosure of relevant evi
dentiary facts and that the participant 
will be prejudiced by denial of a request 
to present oral direct testimony. Where 
the proceeding involves particular issues, 
each party shall determine whether, and 
the extent to which, he wishes to present 
his direct testimony orally or in writing.

(ii) Oral cross-examination of wit
nesses shall be permitted only upon a 
showing that the cross-examination re
quested is necessary because alternative 
means of developing relevant evidentiary 
facts are insufficient to adduce testi
mony required for a full and true dis
closure of relevant evidentiary facts, and 
that the party requesting opportunity 
for oral cross-examination will be prej
udiced by denial of the request.

(3) All oral and written testimony of 
witnesses shall be under oath.

(c) In considering whether a request 
for cross-examination of a particular 
witness has been justified, the presiding 
officer shall take into account the follow
ing factors :

(1) The extent to which a full and 
true disclosure with respect to any dis
puted issue of fact can be achieved 
through the presentation of additional 
direct evidence.

(2) The extent to which there are cir
cumstantial guarantees of the trust
worthiness of the direct evidence sought 
to be made the subject of cross- 
examination.

(3) Whether the particular person’s 
testimony sought to be made the subject 
of cross-examination is required for the 
resolution of any disputed issue of fact.

(4) Whether a dispute concerns facts 
in contrast to the inferences and con
clusions to be drawn from the facts.

(5) Whether the direct evidence 
sought to be made the subject of cross- 
examination is relevant and material to 
the issues of fact as to which the hear
ing has been justified.

(d) Except as provided in paragraph
(e) of this section, in any formal, evi
dentiary public hearing involving the is
suance, amendment, or revocation of a 
regulation or order, the originator of the 
proposal or petition or of any significant 
modification thereof shall be, within the 
meaning of 5 U.S.C. 556(d), the pro
ponent of the regulation or order, and 
accordingly shall have the burden of 
proof. Any participant who proposes the 
substitution of a new provision for a pro
vision objected to shall have the 
burden of proof in relation to the new 
provision so proposed.

(e) At any formal evidentiary public 
hearing involving the issuance, amend

ment, or revocation of a regulation or 
order relating to the safety or effective
ness of a drug, food additive, or color ad
ditive, the participant who is con
tending that the product is safe or ef
fective or both and who is requesting ap
proval or contesting withdrawal of ap
proval shall have the burden of proof in 
establishing safety or effectiveness or 
both and thus the right to approval. The 
burden of proof remains on such partic
ipant in an amendment or revocation 
proceeding.
§ 2.155 Participation of nonparties.
, (a) A nonparty participant shall have 

the right :
(1) To attend all conferences (includ

ing the prehearing conference), oral 
proceedings, and arguments held in con
nection with or as part of a formal evi
dentiary public hearing.

(2) To submit written testimony and 
documentary evidence for inclusion in 
the record.

(3) To file written objections, briefs, 
and other pleadings.

(4) To present oral argument.
(b) A nonparty participant shall not 

have the right:
(1) To submit written interrogatories.
(2) To conduct cross-examination.
(c) Any person whose pétition is the 

subject of the hearing shall haye the 
same rights as a party.

(d) The presiding officer may, in his 
discretion, permit a nonparty participant 
additional rights when he concludes that 
the participant’s interests would not be 
adequately protected otherwise or that 
broader participation is required for a 
full and true disclosure of relevant evi
dentiary facts, but the rights of a non- 
party participant shall in no event ex
ceed the rights of a party.
§ 2.156 Conduct at oral hearings or con

ferences.
All participants in a formal evidentiary 

public hearing shall conduct themselves 
with dignity and observe judicial stand
ards of practice and ethics. They shall 
not indulge in personal attacks, unseemly 
wrangling, or intemperate accusations or 
characterizations. A representative of 
any party shall use his best efforts to re
strain his client from improprieties in 
connection with any proceeding. Disre
spectful, disorderly, or contumacious 
language Or contemptuous conduct, re
fusal to comply with directions, con
tinued use of dilatory tactics, or refusal 
to adhere to reasonable standards of. 
orderly and ethical conduct during any 
such hearing, shall constitute grounds for 
immediate exclusion from the proceed
ing at the direction of the presiding 
officer.
§ 2.157 Time and place of prehearing 

conference.
A prehearing conference shall com

mence at the date, time, and place an
nounced in the notice of hearing or in a 
later notice, published in the F ederal 
R egister pursuant to § 2.118(a) (8). At 
that conference the presiding officer shall ] 
establish the methods and procedures to] 
be used in developing the evidence,]
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determine reasonable time periods for the 
conduct of the hearing, and designate the 
times and places for the production of 
witnesses for direct and cross-examina
tion if leave to conduct oral examination 
is granted on any issue, insofar as is prac
ticable £,t that time.
§ 2.158 Prehearing conference proce

dure.
(a) All participants in a formal evi

dentiary hearing shall appear at the 
prehearing conference, which shall not 
commence until after the time for dis
closure of data and information speci
fied in § 2.153 has expired, fully prepared 
to discuss in detail and resolve all mat
ters specified in paragraph (b) of this 
agenda as may be issued by the Com
missioner or the presiding officer.

(1) All participants shall cooperate' 
fully at all stages of the proceeding to 
achieve the objective of a fair and ex
peditious hearing, through advance prep
aration for the prehearing conference, 
including communications between the 
participants, requests for information 
at the earliest possible time, and the 
commencement of preparation of testi
mony. The failure of any participant to 
appear at the prehearing conference or 
to raise any matters that could reason
ably be anticipated and resolved at the 
prehearing conference shall not be per
mitted to delay the progress of the hear
ing and shall constitute a waiver of the 
rights of the participant with regard 
thereto, including all objections to the 
agreements reached, actions taken, or 
rulings issued by the presiding officer 
with regard thereto, and may be grounds 
for striking his appearance pursuant to 
§ 2.131.

(2) Each participant shall bring to the 
prehearing conference the following-spe
cific information, which shall be filed 
with the Hearing Clerk pursuant to 
§ 2.151:

(i) Any additional data or informa
tion to supplement the submission filed 
pursuant to f 2.153, which may be filed 
if approved pursuant to.§ 2.153(c).

(ii) A list of all witnesses whose .testi
mony will be offered, orally or in writing, 
at the hearing, together with a full cur
riculum vitae for each such witness. Ad
ditional witnesses may later be identi
fied, with the approval of the presiding 
officer, upon a showing that the witness 
was not reasonably available at the time 
of the prehearing conference or that the 
relevance of his views could not reason
ably have been foreseen at that time.

(iii) All prior written statements, 
which shall include articles and any 
written statement signed or adopted, or 
a recording or transcription of an oral 
statement made, by the persons who 
have been identified as witnesses if all 
of the following conditions apply:

(a) The statement is available with
out making request of the witness or any 
other person.

(b) The statement relates to the sub
ject matter of the witness’s testimony.

(c) The statement either was made 
before the time the person agreed to be
come a witness or has been made publicly 
available by the person.

(b) The presiding officer shall con
duct a prehearing conference for the 
following purposes:

(1) To determine and reduce to writ
ing the areas of factual disagreement 
which aie to be considered at the formal 
evidentiary hearing. The presiding offi
cer may:

(1) Require each participant to pre
pare and file written statements of posi
tion on the areas of disagreement de
scribed in the notice of hearing.

(ii) Require each participant to sum
marize the testimony which he proposes 
to present in support of his position, and 
to describe and justify any additional 
documentary evidence not included with 
the submission pursuant to § 2.153 and 
expected to be introduced.

(iii) '  Consider oral or written argu
ment with respect to the areas of dis
agreement described in the notice of 
hearing or with respect to objections 
thereto. -

(iv) Hold conferences off the record in- 
an effort to reach agreement as to fac
tual questions on which disagreement 
exists, except that all statements as to 
areas of disagreement shall be reduced 
to writing or be the subject of a verbatim 
transcript approved by the participants.

(2) To identify the most appropriate 
techniques for the development of the 
evidence on issues in controversy in addi
tion to the submissions pursuant to 
§ 2.153, and the manner and sequence 
in which they will be used, including, 
where oral examination is to be con
ducted, the sequence in which witnesses 
will be produced for, and the time and 
place of, the oral examination. The 
methods arid procedures which the pre
siding officer may consider for use in de
veloping the evidence include but are not 
limited to:

(i) Submission of narrative state
ments of position on each factual issue 
in controversy.

(ii) Submission of evidence or identi
fication of previously submitted evidence 
in support of such statements, such as 
affidavits, verified statements of fact, 
data, studies, reports, and any other type 
of written material.

(iii) Identification of all witnesses and 
submission of testimony of such wit
nesses.

(iv) Exchange of written interroga
tories directed to particular witnesses for 
the purpose of developing the evidence 
on particular disputed facts.

(v) Written requests to any party for 
the production of additional documenta- 

. tion, data, or other information relevant
and material to the facts in issue.

(vi) Submission of written questions 
to be orally propounded by the presiding 
officer to a specific witness.

(vii) Isolation of disputed facts as to 
which oral examination and/or cross- 
examination is appropriate pursuant to 
§ 2.154(b).

(3) To group participants with sub
stantially like interests for purposes of 
eliminating duplicative or repetitive de
velopment of the evidence, making and 
arguing motions and objections, includ
ing motions for summary decision, filing 
briefs, and presenting oral argument.

(4) To hear and determine objections 
to the admission into evidence of data 
and information submitted pursuant to 
§ 2.153.

(5) To investigate the possibility of 
obtaining stipulations and admissions of 
facts.

(6) To consider such other matters 
and take such other action as may aid 
in the expeditious disposition of the pro
ceeding.

(c) The presiding officer shall prepare 
a written prehearing order reciting the 
actions taken at the prehearing confer
ence and setting forth the schedule for 
the hearing. Such order shall include a 
written statement of the areas of factual 
agreement and disagreement and of the 
methods and procedures to be used in' 
developing the evidence and the respec
tive duties of the parties in connection 
therewith. Such order shall control the 
subsequent course of the hearing unless 
modified by the presiding officer for good 
cause shown.
§ 2.159 Summary decisions.

(a) Any participant in a formal evi
dentiary public hearing may, after com
mencement of the hearing, submit to the 
Hearing Clerk pursuant to § 2.150 a mo
tion with or without supporting affidavits 
for a summary decision in his favor with 
respect to any issue under consideration. 
Any other participant may, within 10 
days after service of the motion, which 
time may be extended for an additional 
10 days by the presiding officer for good 
cause shown, serve opposing affidavits or 
countermove for summary decision. The 
presiding officer may, in his discretion, 
set the matter for argument and call for 
the submission of briefs.

(b) The presiding officer shall grant 
such motion if the objections, requests 
for hearing, other pleadings, affidavits, 
and any material filed in connection with 
the hearing, or matters officially noticed, 
show that there is no genuine issue as to 
any material fact and that a participant 
is entitled to summary decision.

(c) Affidavits shall set forth such facts 
as would be admissible in evidence and 
shall show affirmatively that the affiant 
is competent to testify to the matters 
stated therein. When a motion for sum
mary decision is made and supported as 
provided in this section, a participant op
posing the motion may not rest upon 
mere allegations or denials or general 
descriptions of positions and contentions. 
His response, by affidavits or as otherwise 
provided in this section, must set forth 
specific facts showing that there is a gen
uine issue of fact for the hearing.

(d) Should it appear from the affi
davits of a participant opposing the mo
tion that he cannot, for sound reasons 
stated, present by affidavit facts essential 
to justify his opposition, the presiding 
officer may deny the motion for summary 
decision or may order a continuance to 
permit affidavits or additional evidence 
to be obtained or may make such order 
as is just.

(e) If on motion under this section a 
summary decision is not rendered upon 
the whole case or for all the relief asked, 
and development of evidentiary facts is
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found necessary, the presiding officer 
shall make an order specifying the facts 
that appear without substantial contro
versy and directing further evidentiary 
proceedings. The facts so specified shall 
be deemed established.,

(f) Any participant may obtain inter
locutory review by the Commissioner of 
a summary decision of the presiding 
officer.
§ 2.160 Receipt of evidence.

(a) A formal evidentiary public hear
ing consists of the development of evi
dence and the resolùtion of factual issues 
in the manner set forth in the proce
dures established in this subpart and 

„ in the* order issued by the presiding 
officer after the prehearing conference.

<b) All orders issued by the presiding 
officer, transcripts of oral hearings or 
arguments, written statements of posi
tion, written direct testimony, written 
interrogatories and the responses 
thereto, and any other data, studies, 
reports, documentation, information, and 
other written material of any kind sub
mitted in the proceeding shall be a part 
of the administrative record of the hear
ing, and shall be placed on public display 
in the office of the Hearing Clerk 
promptly upon receipt in that office, ex
cept as provided in § 2.171.

(c) A written submission to the record 
shall be admissible as evidence unless 
a participant objects and the presiding 
officer excludes it as inadmissible.

(1) The presiding officer shall exclude 
written evidence as inadmissible only on 
the following grounds :

(1) The evidence is a document that 
is not authentic, or

(ii) Exclusion of part or all of the 
written evidence of a participant is nec
essary or appropriate to enforce the 
requirements of this subpart.

(2) The presiding officer shall not ex
clude any written evidence as inadmis
sible on the ground that it is irrelevant, 
immaterial, or repetitive. All such writ
ten evidence shall be admitted even if 
it is of no probative value. Irrelevant or 
immaterial written evidence shall be re
garded as such and shall not be given 
weight or probative value because of its 
admission.

(3) Any written evidence excluded by 
the presiding officer as inadmissible shall 
remain a part of the administrative rec
ord, as an offer of proof, for purposes 
of judicial review.

| (d) Oral testimony, whether on direct
or on cross-examination, shall be admis
sible as evidence unless a participant 

_ objects and the presiding officer excludes 
it as inadmissible.

(1) The presiding officer shall exclude 
oral evidence as inadmissible only on the 
following grounds :

(1) The oral evidence is irrelevant, im
material, or repetitive, or

(ii) Exclusion of part or all of the oral 
evidence of a participant is necessary 
or appropriate to enforce the require
ments of this subpart.

(2) Whenever oral evidence is ex
cluded by the presiding officer as inad
missible, the participant offering such

evidence may make an offer of proof, 
which shall be part of the record. The 
offer of proof shall consist of a brief 
statement, which the presiding officer 
may require to be in writing, describing 
the evidence excluded. Upon review, the 
Commissioner may reopen the hearing 
to permit such evidence to be admitted if 
he determines that its exclusion was 
erroneous and prejudicial.

(e) All participants shall be respon
sible for apprising themselves of the 
contents of the administrative record in 
timely fashion for purposes of formulate 
ing objections to the admissibility of any 
item into evidence and evaluating the 
heed for the submission of additional 
evidence.

(f) The presiding officer shall, on his 
own initiative as the circumstances war
rant, or upon the motion of any partici
pant for good cause shown, schedule 
conferences to monitor the progress of 
the hearing, narrow and simplify the is
sues, and consider and rule on motions, 
requests, and other matters concerning 
the development of the evidence.

(g) The presiding officer shall conduct 
such proceedings as are necessary for the 
taking of oral testimony, for the oral 
examination of witnesses by the presiding 
officer on the basis of written questions 
previously submitted to him by the par
ties, and for the conduct of cross-exami
nation of witnesses by the parties. The 
presiding officer shall screen written 
questions submitted to him to be asked 
orally of witnesses in order to exclude 
irrelevant or repetitious questions. The 
presiding officer shall limit, oral cross- 
examination to prevent irrelevant or 
repetitious examination.

(h) The presiding officer shall order 
that the proceedings be closed for the 
taking of oral testimony relating to mat
ters specified in § 2.5(j) (3). Participation 
in such closed proceedings shall be lim
ited to the witness, his counsel, and Fed
eral Government Executive Branch em
ployees and special .government employ
ees. Such closed proceedings shall be 
permitted only for such oral testimony 
as directly relates to matters specified in 
§ 2.5(j) (3) and shall not include other 
matters.

<i) Any party may at any time move 
for an order that the taking of evidence 
be concluded. Such motion shall be 
granted unless within 10 days of service 
thereof a participant files an opposition 
to such motion, supported by an affidavit 
stating that he wishes to submit, or by 
specified means adduce, additional evi
dence on facts relevant to the issues at 
the hearing, describing the nature of 
such evidence, and estimating the time 
necessary to submit or adduce it. In the 
event that such an opposition is filed, the 
presiding officer may (1) grant the mo
tion if it appears that the evidence de
scribed in the affidavit filed in support of 
the opposition does not relate to rele
vant facts or is duplicative or cumulative' 
of evidence already on record at the 
hearing, (2) deny the motion, or (3) 
grant the motion but postpone its effect 
to a specified date in order that the par
ticipant opposing it may submit or ad

duce the evidence described in the affi
davit. Upon the denial of a motion made 
under this paragraph, or the granting of 
a motion with a postponed effective date, 
no participant may submit additional evi
dence unless he has filed an opposition 
to the motion, and any participant who 
has filed an opposition shall confine the 
submission of additional evidence to the 
matters set forth in the affidavit in 
support of the opposition.
§ 2.161 Official notice.

(a) Upon motion of any participant, 
the presiding officer shall take official 
notice of official publications of the Food 
and Drug Administration and other Fed
eral agencies and of any technical, scien
tific, or other fact that is not subject to 
reasonable dispute in that it is capable of 
accurate and ready -determination by 
resort to sources whose accuracy cannot 
reasonably be questioned.

(b) The presiding officer may take of
ficial notice of matters whether requested 
to do so or not.

(c) Where official notice is requested 
to be taken or is taken of a material fact 
not appearing in the evidence of record, 
any participant, on timely request, shall 
be afforded an opportunity to show the 
contrary.
§ 2.162 Briefs and argument.

(a) As soon as possible after the com
pletion of the taking of evidence, the 
presiding officer shall announce a sched
ule for the filing of briefs. Briefs shall 
include a statement of position on eaeh 
issue as supported by the evidence of 
record, with specific and complete cita
tions to the evidence, together with cita
tions of points of law relied upon. Briefs 
shall contain proposed findings of fact 
and conclusions of law.

(b) The presiding officer may permit 
the presentation of oral argument at his 
discretion and in such manner as he be
lieves is both practical and fair.

(c) Briefs and oral argument shall 
attempt to refrain from disclosing spe
cific details of written and oral testimony 
and documents relating to matters spec
ified in § 2.5(j) (3), but any reference 
essential to resolution of the issues in
volved shall be permitted.
§ 2.163 Interlocutory appeal from rul

ing of presiding officer.
(a) Except as provided in paragraph

(b) of this section and in §§ 2.131(g), 
2.143(a), 2.159(f), and 2.165(c), where 
an interlocutory appeal is specifically au
thorized by this subpart, rulings of the 
presiding officer may not be appealed to 
the Commissioner prior to his considera
tion of the entire administrative record 
of the hearing.

(b) Any ruling of the presiding officer 
shall be the subject of an interlocutory 
appeal to the Commissioner where the 
presiding officer certifies on the record or 
in writing that such an interlocutory ap
peal is necessary to prevent exceptional 
delay, expense, or prejudice to any par
ticipant, or substantial harm to the pub
lic interest.

(c) Where an interlocutory appeal is 
made to the Commissioner, any partici-.
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pant may file a brief- with the Commis
sioner within such period as the Com
missioner directs. Oral argument will be 
heard only at the discretion of the Com
missioner.
§ 2.164 Official transcript.

(a) Any oral testimony given at a for
mal evidentiary public hearing shall be 
reported verbatim. The presiding officer 
will make provision for a stenographic 
record of the testimony and for such 
copies of the transcript thereof as he re
quires for his own purpose.

(b) One copy of such transcript shall 
be placed on public display in the office 
of the Hearing Clerk upon receipt, where 
it may be reviewed by any interested 
person.

(c) Any person desiring a copy of the 
transcript of the testimony taken at the 
hearing or of any part thereof shall be 
entitled to the same, except as provided 
in § 2.171, upon application to the official 
reporter and payment of the costs 
thereof or pursuant to the provisions of 
Part 4 of this chapter.
§ 2.165 Motions.

(a) Any participant may make a 
motion, including any request, to the 
presiding officer with respect to any mat
ter relating to the proceeding. All mo
tions shall be filed pursuant to § 2.150, 
except those made in the course of an 
oral hearing before the presiding officer.

(b) Within 10 days after service of any 
such motion, which may be shortened to 
3 days or extended for an additional 10 
days by the presiding officer for good 
cause shown, any participant in the 
proceeding may file a response to the 
motion.

(c) The presiding officer shall rule 
upon such motion and may certify such 
motion, together with his ruling, to the 
Commissioner for interlocutory review.

Administrative Record

§2 .170  Administrative record of a for
mal evidentiary public hearing.

(а) The record of the administrative 
proceeding shall consist of the following:

(1) The order or regulation which 
gave rise to the hearing.

(2) All objections and requests for 
hearing filed by the Hearing Clerk pur
suant to §§ 2.110 through 2.112.

(3) The notice of hearing published 
pursuant to § 2.118.

(4) All notices of appearance filed 
pursuant to § 2.131.

(5) All Federal Register notices per
tinent to the proceeding.

(б) All submissions filed pursuant to 
§ 2.151, e.g., the submissions required by 
§ 2.153, all other documentary evidence 
and written testimony, pleadings, state
ments of position, briefs, and other simi
lar documents.

(7) The transcript, written order, and 
all other documents relating to the pre- 
hearing conference, prepared pursuant 
to § 2.158.

(8) All documents relating to any mo
tion for summary decision pursuant to 
S2.159.

(9) All documents of which official 
notice is taken pursuant to § 2.161.

(10) All pleadings filed pursuant to 
§ 2.162.

(11) All documents relating to any in
terlocutory appeal pursuant to § 2.163.

(12) All transcripts prepared pursuant 
to § 2.164.

(13) Any other documents relating to 
the hearing and filed with the Hearing 
Clerk by the presiding officer or any par
ticipant.

(b) The record of the administrative 
proceeding shall be closed:

(1) With respect to the taking of evi
dence, at the time specified in § 2.160
(g).

(2) With respect to pleadings, at the 
time specified in § 2.162(a) for the filing 
of briefs.

(c) The presiding officer may, in his 
discretion, reopen the record to receive 
further evidence at any time prior to the 
filing of a recommended or initial deci
sion.
§2 .171  Examination of administrative 

record.
The availability for public examina

tion andcopying of each document which 
is a part of the administrative record of 
the hearing shall be governed by the pro
visions of § 2.5(j). Each document which 
is available for public examination or 
copying shall be placed on public display 
in the office of the Hearing Clerk 
promptly upon receipt in that office.
§ 2.172 Correction of administrative rec

ord.
After the close of the taking of evi

dence, the presiding officer shall afford 
witnesses, participants, and their coun- 
seltime, not longer than 30 days except 
in unusual cases, in which to submit 
written proposed corrections of the tran
script of any oral testimony taken at the 
hearing, pointing out errors that may 
have been made in transcribing the testi
mony. The presiding officer shall prompt
ly thereafter order such corrections made 
as jn  his judgment are required to make 
the transcript conform to the testimony.
§ 2.173 Record for administrative deci

sion.
The administrative record of the hear

ing specified in § 2.170 shall constitute 
the exclusive record for decision.

R ecommended, I nitial, T entative, and 
F inal D ecisions

§ 2.180 Recommended decision or ini
tial decision.

(a) Within 90 days after the filing of 
briefs and any oral argument pursuant 
to § 2.162, the presiding officer shall pré
paré and file a recommended decision or 
initial decision based solely upon the ad
ministrative record of the hearing.

(1) The presiding officer shall prepare 
a recommended decision, if the notice 
of hearing so states pursuant to § 2.118
(a )(10).

(2) The presiding officer shall prepare 
an initial decision if the notice of hear
ing so states pursuant to § 2.118(a) (10)

or if the notice of hearing is silent on the 
matter.

(b) The recommended decision or ini
tial decision shall contain:

(1) Findings of fact based upon rele
vant, material, and reliable evidence of 
record.

(2) Conclusions of law.
(3) A full articulation of the reasons 

for the findings and conclusions, includ
ing a discussion of the significant f actual 
and legal contentions made by any 
participant. -

(4) Full citations to the administrative 
record supporting the findings and 
conclusions.

(5) An appropriate regulation or order 
supported by substantial evidence of rec
ord and based upon the findings of fact 
and conclusions of law.

(6) An effective date for the regulation 
or order.

(c) The recommended decision or ini
tial decision shall attempt to refrain 
from disclosing specific details of written 
and oral testimony and documents relat
ing to matters specified in §2.5(j)(3), 
but any reference essential to resolution 
of the issues involved shall be permitted.

(d) If the presiding officer prepares a 
recommended decision he shall forward 
it, together with the certified record of 
the hearing, to the Commissioner.

(e) If the presiding officer prepares 
an initial decision:

(1) It shall be filed with the Hearing 
Clerk and served upon all participants.

(2) The initial decision shall become 
the decision of the Commissioner unless 
within 30 days after it is filed with the 
Hearing Clerk a participant in the pro
ceeding files with the Hearing Clerk a 
notice of appeal to the Commissioner 
pursuant to § 2.182(a) or the Commis
sioner, on his own initiative, files with 
the Hearing Clerk a notice of review 
pursuant to § 2.182(d).
§ 2.181 Tentative order.

(a) If the presiding officer prepares 
a recommended decision, as soon as prac
ticable after it is received-the Commis
sioner either shall adopt it as his tenta
tive order or shall prepare a different 
tentative order. The tentative order shall 
contain findings of fact and conclusions 
of law as set forth in § 2.180 (b) and (c ) , 
and shall be filed with the Hearing Clerk 
and served upon all participants.

(b) The tentative order shall specify 
a reasonable time, ordinarily not to ex
ceed 60 days, within which any partici
pant may file exceptions. The exceptions 
shall point out with particularity the 
alleged errors in the tentative order and 
shall contain a specific reference to the 
items in the record on which exceptions 
are based. Such exceptions may be ac
companied by a memorandum or brief 
in support thereof. If oral argument on 
the exceptions is desired, such a request 
shall be made with the exceptions.

(c) After the exceptions are filed the 
Commissioner shall determine whether 
he wishes to hear oral argument on the 
matter. If the Commissioner concludes 
tha,t he should hear oral argument on
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the matter, the participants shall be in
formed of the date, time, and place for 
such oral argument, the amount of time 
that will be allotted to each participant 
for such oral- argument, and the issues 
to be addressed.
§ 2.182 Appeal from or review of initial 

decision.
(a) If the presiding officer files ah 

initial decision, any participant in a pro
ceeding may appeal it to the Commis
sioner by filing a notice of appeal with 
the Hearing Clerk within 30 days after 
the initial decision is filed. If any partici
pant appeals the initial decision, all par
ticipants shall have an equal opportunity 
to participate in the appeal.

(b) Promptly after a notice of appeal 
is filed with the Hearing Clerk, the Com
missioner shall inform all participants 
of the date by which they may file briefs, 
stating exceptions to or agreement with 
the initial decision and supporting rea
sons therefor, the time for which shall 
be not less than 30 nor more than 60 
days following such notice. Reply briefs 
may be filed only with the express per
mission of the Commissioner.

(c) If oral argument on the appeal is 
desired, such a request shall be made with 
the briefs. After the briefs are filed the 
Commissioner shall determine whether 
he wishes to hear oral argument on the 
matter. If the Commissioner concludes 
that he should hear oral argument on 
the matter, the participants shall be 
informed of the date, time, and place for 
such oral argument, the amount of time 
that will be allotted to each participant 
for such oral argument, and the issues 
to be addressed.

(d) Within 40 days after the initial 
decision is filed, the Commissioner may 
file with the Hearing Clerk a notice stat
ing that he will review the initial de
cision on his own initiative. Such review 
shall proceed pursuant to the provisions 
of paragraph (b) of this section.
§ 2.183 Decision by Commissioner after 

exceptions to the tentative order.
If the presiding officer prepares a rec

ommended decision and the Commis
sioner files a tentative order, as soon as 
practicable after the time for filing ex
ceptions to the tentative order has 
passed, the Commissioner shall publish 
in the Federal R egister his final order 
in the proceeding. The final order shall 
meet the requirements established in 
§ 2.180 (b) and (c).
§ 2.184 Decision by Commissioner on 

appeal or review of initial decision.
(a) If the presiding officer files an 

initial decision and a notice of appeal or 
review is filed pursuant to § 2.182, the 
presiding officer shall certify to the Com
missioner the full administrative record 
of the proceeding, which shall include 
all briefs filed pursuant to § 2.162 and 
the initial decision.

(b) On appeal from or review of the 
initial decision, the Commissioner shall 
have all the powers he would have in 
making the initial decision. The Com
missioner may, on his own initiative or 
on the motion of any participant, re

mand the. proceeding to the presiding 
officer with specific directions, e..g., to 
receive further evidence relating to a 
particular issue, where he concludes that 
such action is necessary for a proper de
cision in the matter.

(c) The scope of the issues on appeal 
shall be the same as the scope of the 
issues at the public hearing unless the 
Commissioner specifies otherwise.

(d) As soon as practicable after the 
filing of briefs and any oral argument, 
the Commissioner shall issue in the F ed
eral R egister his final decision in the 
proceeding based solely upon the admin
istrative record of the hearing. Such 
final decision shall meet the require
ments established in § 2.180 (b) and (c ) .

-<e) The Commissioner may adopt the 
initial decision as the final decision, in 
whole or in part, if he concludes, after 
reviewing the administrative Record, that 
it meets all the requirements specified 
in § 2.180 (b and (c) and represents a 
sound, reasonable, and fair' decision 
based upon all relevant factual, legal, 
and policy considerations.
§ 2.185 Reconsideration and stay of ac

tion.
Following publication of the final de

cision, any participant may petition the 
Commissioner for reconsideration of any 
part or all of such decision pursuant to 
§ 2.8 or may petition for a stay of such 
decision pursuant to § 2.9.

Judicial R eview 
§ 2.190 Review by the courts.

(a) The Commissioner’s final decision 
constitutes final agency action from 
which any participant may petition for 
judicial review pursuant to the statutory 
provisions governing the matter involved. 
Before requesting an order from a court 
for relief pending review, any participant 
seeking court review shall first submit a 
petition for a stay of action pursuant 
to §2.9.

(b) The Food and and Drug Adminis
tration will request consolidation in a 
single court of all petitions for judicial 
review related to a particular matter 
pursuant to 28 U.S.C. 2112(a).
§ 2.191 Copies of petitions for judicial 

review.
The Chief Counsel for the Food and 

Drug Administration has been desig
nated by the Secretary as the officer upon 
whom copies of petitions for judicial re
view shall be served. Such officer shall be 
responsible for filing in the court the 
record of the proceedings on which the 
final decision is based. The record of the 
proceeding shall be certified by the 
Commissioner.
Subpart C— Public Hearing Before a Public 

Board of Inquiry
§ 2.200 Scope of subpart.

Subpart C governs the practices and 
procedures applicable whenever:

(a) Thè Commissioner concludes, in 
his discretion, that it is in the public 
interest to hold a public hearing before 
a Public Board of Inquiry, hereinafter 
referred to as a “Board,” with respect to

any matter, or class of matters, of im
portance pending before the Food and 
Drug Administration.

(b) Pursuant to specific provisions in 
other sections of this chapter, a matter 
pending before the Food and Drug Ad
ministration is subject to a public hear
ing before a Board.

(c) A person who has a right to an 
opportunity* for a formal evidentiary 
public hearing under Subpart B of this 
Part waives that opportunity and in lieu 
thereof requests pursuant to § 2.117 of 
this Part the establishment of a Board 
to act as an administrative law tribunal 
with respect to the matters involved, and 
the Commissioner, in his discretion, ac
cepts this request.
§ 2.201 Notice of a public hearing be

fore a Public Board of Inquiry.
If tiie Commissioner determines that 

a Board should be established to conduct 
a public hearing on any matter, he shall 
publish in the Federal . R egister a no
tice of hearing setting forth the follow
ing information:

(a) If the hearing is pursuant to § 2.- 
200 (a) or (b), all applicable informa
tion described in § 2.117(e).

(1) If any written document is to be 
the subject matter of the hearing, it 
shall be published as part of the notice, 
or reference shall be made to it if it has 
already been published in the Federal 
R egister, or the notice shall state that 
the document is available from the 
Hearing clerk or an agency employee 
designated in the notice.

(2) For purposes of any such hearing, 
all participants who file a notice of ap
pearance pursuant to § 2.117(e) (6) (ii) 
shall be deemed to be parties and shall 
be entitled to participate in selection of 
the Board pursuant to 1 2.203(b).

(b) If the hearing is in lieu of a formal 
evidentiary hearing as provided in § 2.- 
200(c), all of the information described 
in § 2.117(e).
§ 2.202 Members of a Public Board of 

Inquiry.
(a) All members of a Board shall have 

medical, technical, scientific, or other 
qualifications relevant to the issues to be 
considered at the hearing, shall be sub
ject to the conflict of interest rules ap
plicable to special government employ
ees, and shall be free from bias or prej
udice with respect to the issues involved. 
A member of a Board may be a full-time 
or part-time Federal government em
ployee or may serve on a Food and Drug 
Administration advisory committee but 
except with the agreement of all parties 
shall not currently be a full-time or part- 
time employee of the Food and Drug Ad
ministration or otherwise act as a spe
cial government employee of the Food 
and Drug Administration.

(b) The director of the bureau of the 
Food and Drug Administration respon
sible for the matter which is the subject 
of a public hearing before a Board, the 
other parties to the proceeding, and any 
person whose petition is the subject of 
the hearing, shall, within 30 days after 
publication of the notice of hearing in 
the F ederal R egister, each submit to
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the Hearing Clerk the -names and full 
curricula vitae of five nominees for mem
bers of the Board. Nominations shall 

. state that the nominee is aware of the 
nomination, is interested in becoming a 
member of th@' Board, and appears to 
have no conflict of interest.

(1) All such persons may in consulta
tion with- each other agree upon a single 
list of five qualified nominees.

(2) Within 10 days after receipt of 
such names of nominees, such persons 
may submit comments to the Hearing 
Clerk on whether the nominees of the 
other persons meet the criteria estab
lished in paragraph (a) of this section.

(3) In addition to being filed with the 
Hearing Clerk, the lists of nominees and 
comments thereon shall be submitted to 
the persons who have the right to sub
mit a list of nominees pursuant to this 
paragraph but not to all participants. 
They shall be held in confidence by the 
Hearing Clerk as part of the adminis
trative record of the proceeding and shall 
riot be available for public disclosure, and 
shall similarily be held in confidence by 
all persons who submit or receive them. 
This portion of the administrative record 
shall remain confidential but shall be 
available for judicial review in the event 
that it becomes relevant to any issue 
before a court.

(c) After reviewing the lists of nomi
nees and any comments thereon, the 
Commissioner shall choose three qualified 
persons as members of a Board. One 
member shall be chosen from the lists 
of nominees submitted by the director 
of the bureau and any person who is 
not a party and whose petition is the 
subject of the hearing. The second mem
ber shall be chosen from the lists of 
nominees submitted by the other par
ties. The Commissioner shall then choose 
the third member from any source, who 
shall be the Chairman of the Board.

(1) If the Commissioner Is unable to 
find a qualified person with no conflict of 
interest from among a list of nominees 
submitted, or if additional information is 
needed, the Commissioner shall request 
from the party involved the submission 
of such additional nominees or informa
tion as is necessary to choose a qualified 
person nominated by that person.

(2) If a person fails to submit a list 
of nominees as required by paragraph
(b) of this section, the Commissioner 
may choose a qualified person in lieu of 
a person nominated by that person with
out further consultation with that 
person.

(3) The Commissioner shall announce 
the members of a Board by filing a mem
orandum in the record of the proceeding 
and sending a copy to each participant 
who has filed a notice of* appearance.

(d) In lieu of the procedure for selec
tion of the members of a Board specified 
in paragraphs (b) and (c) of this sec
tion, the director of the bureau, the other 
party or parties to the proceeding, and 
any person whose petition is the subject 
of the hearing, may agree that any 
standing advisory committee listed in 
§ 2.330 shall constitute the Board for a 
particular proceeding, or may mutually

agree on any other procedure for selec
tion of the members of the Board, or the 
number of members of the Board, sub
ject to the approval of the Commissioner.

(e) The members of a Board shall 
serve as consultants to the Commissioner 
and shall be special government employ
ees or government employees. A Board 
shall function as an administrative law 
tribunal with the consent of the parties 
involved in the proceeding and is not an 
advisory committee subject tb the re
quirements of the Federal Advisory Com
mittee Act or Subpart D of this Part.

(f) The chairman of a Bpard shall 
have the authority of a presiding officer 
set out in § 2.142.
§ 2.203 Separation of functions; ex 

parte communications; administra
tive support.

(a) All proceedings of a Board shall 
be subject to the provisions of § 2.13, re
lating to separation of functions and ex 
parte communications. Representatives 
of the participants in any proceeding 
before a Board shall have no contact 
with the members of the Board, except 
as participants in such proceeding, and 
shall not participate in the deliberations 
of the Board.

(b) Administrative support for a 
Board shall be provided only by the office 
of the Commissioner and the Chief 
Counsel for the Food and Drug Admin
istration.
§ 2.204 Submissions to a Public Board 

of Inquiry.
(a) All submissions relating to a hear

ing before a Board shall be filed with 
the Hearing Clerk pursuant to § 2.5.

(b) A copy of any such submission 
shall be sent by the person making the 
submission to each participant in the 
proceeding, except as provided in §§ 2.202
(b) (3) and 2.207(c) and except that sub-- 
missions of documentary data and in
formation may but are not required to be 
sent to each participant. Any transmittal 
letter, summary, statement of position, 
certification pursuant to paragraph (d) 
of this section, or similar document ac
companying a submission of documen
tary data and information shall be sent 
to each participant pursuant to this 
paragraph.

(c) Any such submission shall be sent 
as required by paragraph (b) of this 
section by mailing it to the address 
shown in the notice of appearance or by 
personal delivery.

(d) All submissions pursuant to this' 
section shall be accompanied by a signed 
certification stating the extent to which 
the submission has been served on each 
participant, or is exempt from such serv
ice, pursuant to paragraph (b) of this 
section.

(e) No written submission or other 
portion of the administrative record 
shall be held in confidence, except as 
provided in §§ 2.202(b) (3) and 2.207(c).

(f) Any participant who believes that 
compliance with the requirements of this 
section constitutes an unreasonable fi
nancial burden shall submit to the Com
missioner a petition to participate in 
forma pauperis.

- (1) Such petition shall be pursuant to 
§ 2.7, except that the heading shall be 
“REQUEST TO PARTICIPATE IN 
FORMA PAUPERIS, DOCKET NO. 
_____Pursuant to the guidelines es
tablished in § 4.43 (b) and (c) of this 
chapter, such petition shall demonstrate 
that either (i) the person is indigent and 
his participation has a strong public 
interest justification, or (ii) such partic
ipation is in the public interest because 
it can be considered primarily as bene
fiting the general public.

(2) If the Commissioner grants such 
petition, the participant may file only 
one copy of each submission with the 
Hearing Clerk, and it shall be the re
sponsibility of the Heating Clerk to make 
sufficient additional copies for the ad
ministrative record and to serve a copy 
upon each other participant.
§ 2.205 Disclosure of data and informa

tion by the participants.
(a) Before the notice of hearing is 

published pursuant to § 2.201, the direc
tor of the bureau responsible for the mat
ters involved in the hearing shall submit 
to the Hearing Clerk:

Cl) The relevant portions of the exist
ing administrative record of the pro
ceeding. Those portions of the adminis
trative record of the proceeding which 
are not relevant to the issues to be con
sidered at the public hearing shall not be 
submitted to the Hearing Clerk or placed 
on public display and shall not be part 
of the administrative record of the pro
ceeding.

(2) A list of all persons whose views 
will be presented orally or in writing at 
the hearing.

(3) All documents in his files contain
ing factual data and information, wheth
er favorable or unfavorable to his posi
tion, which relate to the issues involved 
in the hearing.

(4) All other documentary data and 
information on which he relies.

(5) A signed statement that, to the 
best of his knowledge and belief, the sub
mission complies with the requirements 
of this section.

(b) Within 60 days after the notice of 
hearing is published pursuant to § 2.201, 
each participant shall submit to the 
Hearing Clerk all data and information 
specified in paragraph (a) (2) through
(5) of this section, and any objections 
with respect to the completeness of the 
administrative record filed pursuant to 
paragraph (a) (1) of this section.

(c) The submissions required by para
graphs (a) and (b) of this section may 
be supplemented later in the proceeding, 
with the approval of the Board, upon a 
showing that the views of the persons or 
the material contained in the supplement 
were not known or reasonably available 
when the initial submission was made or 
that the relevance of the views of the 
persons or the material contained in the 
supplement could not reasonably have 
been foreseen.

(d) The failure to comply with the 
provisions of this section in the case of a 
participant shall constitute a waiver of 
the right to participate, further in the 
hearing and in the case of a party shall
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constitute a waiver of the right to a hear
ing.

(e) The Chairman of the Board shall 
rule on questions relating to this section. 
Any participant dissatisfied with any 
such ruling may request the Commis
sioner for an interlocutory review of that 
ruling.
§2 .2 0 6  Proceedings o f  a Public Board 

o f  Inquiry.
(a) The purpose of a Board is to re

view medical, scientific, and technical is
sues fairly and expeditiously in order to 
reach a reasonable decision that is 
sound from a medical, scientific, and 
technical standpoint. The proceedings of 
a Board shall be conducted in the man
ner of a scientific inquiry rather than as 
a legal trial.

(b) Prior to the first hearing of 
a Board, all participants in the hearing 
shall have submitted to the Hearing 
Clerk the data and information required 
to be disclosed pursuant to § 2.205, sub
ject to the sanctions specified in 
§ 2.205(d).

(c) The Chairman of a Board shall 
call the first hearing of the Board at a 
reasonable time subsequent to receipt of 
the data and information specified in 
paragraph (b) of this section. Notice of 
the time and location of such hearing 
shall be published in the F ederal R egis
ter at least 15 days in advance and the 
hearing shall be open to the public.' 
The director of the bureau, the other 
parties, and all other participants shall 
have an opportunity at the first hearing 
to make an oral presentation of the data, 
information, and views which in their 
opinion are pertinent to resolution of the 
issues being considered by a Board. 
The Chairman shall determine the order 
in which these presentations shall be 
made. Each initial presentation shall be 
made without interruption from other 
participants, but members of the Board 
may ask any questions that they wish. 
At the conclusion of each presentation, 
each of the other participants may 
briefly state questions and criticism of 
the presentation and may request 
that the Board conduct further question
ing with respect to specified matters. 
The Chairman and members of the 
Board may then ask further questions, 
and the Chairman may permit any other 
participant in the proceeding to ask 
questions if he determines this will 
facilitate resolution of the issues.

(d) The hearing shall be informal in 
nature, and the rules of evidence shall 
not apply. No motions or objections re
lating to the admissibility of data, in
formation, and views shall be made or 
considered, but other participants may 
comment upon or rebut all such data, 
information, and views. No participant 
may interrupt the presentation of 
another participant for any reason.

(e) Within 30 days after the first 
hearing of a Board is concluded, eachr 
participant in the proceeding may sub
mit in writing such rebuttal data, in
formation, and views as he believes rele
vant to the issues, in accordance with the 
requirements of § 2.206. The Chairman 
shall thereafter schedule a second hear

ing of a Board if requested and justified 
by any participant. A second hearing, 
and any subséquent hearing, shall be 
called only if the Chairman concludes 
that it is necessary for the full and fair 
presentation of information that cannot 
otherwise adequately be considered and 
for the proper resolution of the issues 
involved. Notice of the time and location 
of any such subsequent hearings shall 
be published in the F ederal R egister at 
least 15 days in advance of the date of 
such hearing and the hearings shall be 
open to the public.

(f ) A Board may consult with any per
son who it concludes may have data, in
formation, or views relevant to resolu
tion of the issues involved.

(1) Such consultation shall occur only 
at an announced hearing of a Board, and 
all participants shall have the right to be 
present and to suggest or, with the per
mission of the Chairman, conduct ques
tioning of such consultants and to pre
sent rebuttal data, information, and 
views, as provided in paragraphs (c) and
(d) of this section, except that written 
statements may be submitted to the 
Board with the consent of all partici
pants.

(2) Any participant may submit to the 
Board a request that it consult with spe
cific persons who may have data, infor
mation, or views relevant to the resolu
tion of the issues. Such requests shall 
state the reasons why the person named 
should be consulted and why the views 
of that person cannot reasonably be fur
nished to the Board by any means other 
than having the Food and Drug Admin
istration arrange for his appearance at 
a hearing of the Board. The Board may, 
in its discretion, grant or deny such a 
request.

(g) All hearings of a Board at which 
presentations of data, information, and 
views are made shall be transcribed. All 
such hearings shall be open to the public, 
except that the presentation of data and 
information which are prohibited from 
public disclosure pursuant to the provi
sions of § 2.5(j) (3) shall be closed to all 
persons except the persons making and 
participating in the presentation and 
Federal Government Executive Branch 
employees and special government em
ployees. At least a majority of the mem
bers of the Board shall be present at 
every hearing. The executive sessions of 
a Board, during which a Board deliber
ates on the issues, shall be closed and 
shall not be transcribed. The report of 
the Board shall be voted upon by all 
members of the Board.

(h) All legal issues shall be referred 
to the Chief Counsel for the Food and 
Drug Administration for resolution.

(i) After the conclusion of all public 
hearings a Board shall announce that the 
record is closed with respect to the gath
ering of data and information. The 

.Board shall provide an opportunity for 
all participants to submit a written 
statement of their positions, with pro
posed findings and conclusions, and may, 
in its discretion, provide an opportunity 
for participants to summarize their posi
tions orally to assist the Board in its 
deliberations on the issues involved.

(j) At the conclusion of its delibera
tions, a Board shall prepare its decision 
on the issues, which shall include specific 
findings and references supporting and 
explaining its conclusions, and a detailed 
statement of the reasoning on which the 
conclusions are based. Any member of 
the Board may file a separate report with 
additional or dissenting views.
§ 2.207 Administrative record of a Pub

lic Board of Inquiry.
(a) The administrative record of a 

hearing before a Board shall consist of 
the following:

(1) All relevant. F ederal R egister 
notices.

(2) All written submissions pursuant 
to § 2.204.

(3) The transcripts of all hearings of 
the Board.

(4) The recommended or initial deci
sion of the Board.

(b) The record of the administrative 
proceeding shall be closed:

(1) With respect to the gathering of 
information and data, at the time speci
fied in § 2.206(1).

(2) With respect to pleadings, at the 
time specified in § 2.206 (i) for the filing 
of a written statement of position with 
proposed findings and conclusions.

(c) The Board may, in its discretion, 
reopen the record to receive further evi
dence at any time prior to the filing of 
a recommended or initial decision.
§ 2.208 Examination of administrative 

record.
(a) The availability for public exami

nation and copying of each document 
which is a part of the administrative 
record of the hearing shall be governed 
by the provisions of § 2.5(j). Each docu
ment which is available for public ex
amination or copying shall be placed on 
public display in the office of the Hèar- 
ing Clerk promptly upon receipt in that 
office.

(b) Lists of nominees and comments 
thereon submitted pursuant to § 2.202
(b) (3) shall be subject to the provisions 
of §2.5(j) (3).
§ 2.209 . Record for administrative deci

sion.
The administrative record of the hear

ing specified in § 2.207(a) shall consti
tute the exclusive record for decision.

Subpart D— Public Hearing Before a 
Public Advisory Committee

G eneral

§ 2.300 Scope of subpart.
(a) Subpart D governs the practices 

and procedures applicable whenever :
(1) The Commissioner concludes, in 

his discrétion, that it is in the public 
interest for a standing or ad hoc policy 
or technical public advisory committee, 
hereinafter an “advisory committee” or 
“committee,” to hold a public hearing 
and to review and make recommenda
tions with respect to any matter or class 
of matters of importance pending before 
the Food and Drug Administration, and 
for interested persons to present data, 
information, and views at an oral public
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hearing before the advisory committee.
(2) Pursuant to specific provisions in 

other sections of this chapter, a matter 
pending before the Pood and Drug_ Ad
ministration is subject to a public Rear
ing before an advisory committee. Such 
specific provisions are:

(i) Section 2.350 relating to review of 
a performance standard for an electronic 
product by the Technical Electronic 
Product Radiation Safety Standards 
Committee.

(ii) Section 2.360 relating to review 
of the safety of color additives.

(iii) Section 2.370 relating to review 
of the safety and effectiveness of human 
prescription drugs.

(iv) Section 330.10 of this chapter re
lating to review of the safety and effec
tiveness of over-the-counter drugs.

(v) Section 601.25 of this chapter re
lating to review of. thé safety and effec
tiveness of biological drugs.

(3) A person who has a right to an 
opportunity for a formal evidentiary 
public hearing under Subpart B of this 
Part waives that opportunity and in lieu 
thereof requests pursuant to § 2.117 a 
public hearing before a public advisory 
committee pursuant to this subpart, and 
the Commissioner, in his discretion, ac
cepts this request.

(b) In deterrihning whether a group 
is a “public advisory committee” as de
fined in § 2.3(a) (14) and thus subject 
to the requirements of this subpart and 
of the Federal Advisory Committee Act, 
the following guidelines shall be used:

(1) An advisory committee may be a 
standing advisory committee or an ad 
hoc advisory committee. All standing ad
visory committees shall be listed in 
§ 2.340.

(2) An advisory committee may be a 
policy advisory committee or a technical 
advisory committee. A policy advisory 
committee advises on broad and general 
matters. A technical advisory committee 
advises on . specific regulatory issues.

(3) An advisory committee includes 
any subgroup thereof when it is Work
ing on behalf of the committee. An ad
visory committee may have members and 
consultants.

(4) A committee composed entirely of 
full-time Federal government employees 
is not an advisory committee.

(5) An advisory committee shall or
dinarily have a fixed membership, a de
fined purpose of providing advice to the 
agency on a particular subject, regular 
or periodic meetings, and an organiza
tional structure, e.g., a chairman and 
staff, and shall serve as a source of in
dependent expertise and advice rather 
than as a representative of or advocate 
for any particular interest. -

(i) A group of persons convened on 
an ad hoc basis to discuss a matter of 
current interest to the agency, but which 
has no continuing function or organiza
tion, does not involve substantial special 
preparation, and does not as a group 
issue a report to or advise the agency, is 
not ail advisory committee.

(ii) A group of two or more agency 
consultants meeting with the agency on

an ad hoc basis is not an advisory 
committee.

(iii) A group of experts who are em
ployed by a private company or a trade 
association which has been requested by 
the agency to provide its views on a reg
ulatory matter pending before the 
agency is not an advisory committee.

(iv) A consulting firm hired by the 
agency to provide advice regarding a 
matter is not an advisory committee.

(6) An advisory committee which is 
utilized by the agency is subject to the 
requirements of this subpart even though 
it was not established by the agency. In 
general, a committee is “utilized” by the 
agency when the agency requests advice 
or recommendations from the committee 
on a specific matter in order to obtain an 
independent review and consideration of 
the matter, and not when the agency is 
merely seeking the comments of all in
terested persons or of persons who have 
a specific interest in the matter involved.

(i) A committee formed by an inde
pendent scientific or technical organiza
tion is utilized by the agency if the 
agency requests the advice of that com
mittee rather than of the parent orga
nization, or if the circumstances show 
that the advice given is that of the com
mittee and not of the parent organiza
tion. A committee formed by an inde
pendent scientific or technical organiza
tion is not utilized by the agency if the 
agency requests advice of the organiza
tion rather than of a committee and if 
the recommendations of any committee 
formed in response to the agency’s re
quest for advice are subject to substan
tial independent policy and factual re
view by the governing body of the par
ent organization.

(ii) A committee is not utilized by the 
agency if it provides only data and in
formation, as contrasted^ with advice or 
opinions or recommendations.

(iii) The Food and Diug Administra
tion is charged with seeking out the-views 
of all segments of the public on enforce
ment of the laws administered by the 
Commissioner. The fact that a group of 
individuals or a committee meets regu
larly with the agency, e.g., a monthly 
meeting with consumer representatives, 
does not make that group or committee 
an advisory committee. Thus, the pro
visions of this subpart are not appli
cable to routine meetings, discussions, 
and other dealings, including exchanges 
of views, between the agency and any 
committee representing or advocating 
the particular interests of consumers, in
dustry, professional organizations, or 
others.

(7) The inclusion of one or two agency 
consultants who are special government 
employees on an internal agency com
mittee does not make that committee 
an advisory committee.

(8) A Public Board of Inquiry estab
lished under Subpart C of this Part or 
other similar group convened by agree
ment between the parties to a regula
tory proceeding pending before the Food 
and Drug Administration, to review and 
prepare an initial decision on the issue 
in lieu of a formal evidentiary public

hearing, is acting as an administrative 
law tribunal and is not an advisory 
committee.

(9) An open public conference or meet
ing conducted pursuant to § 2.15(b) is 
not an advisory committee meeting.

(c) The provisions of this subpart ap
ply only when a eommittee convenes to 
conduct committee business. Site visits, 
social gatherings, informal discussions 
by telephone or during meals or while 
traveling or at other professional func
tions, or other similar activities do not 
constitute a meeting.

(d) An advisory committee which is 
utilized but not established by the Food 
and Drug Administration shall be sub
ject to the provisions of this subpart only 
to the extent of such utilization, and not 
with respect to any other activities of 
such committee.

(e) Any conference or meeting between 
an employee of the Food and Drug Ad
ministration and a committee or group 
which is not an advisory committee shall 
be subject to the provisions of § 2.15 or 
other provisions specifically applicable 
to such committee or group, e.g., Sub
part C of this Part for a Public Board of 
Inquiry.

(f) The provisions of this subpart 
shall apply to all Food and Drug Ad
ministration advisory committees, ex
cept to the extent that specific stautory 
requirements provide otherwise for a par
ticular committee, e.g., the Technical 
Electronic Product Radiation Safety 
Standards Committee (TEPRSSC) and 
the Board of Tea Experts.
§ 2.301 Establishment and renewal of 

public advisory committees.
(a) A public advisory committee may 

,be established or renewed whenever it
is necessary or appropriate for such an 
advisory committee to hold a public 
hearing and to review and make recom
mendations on any matter pending be
fore the Food and Drug Administration. 
Before an advisory committee is estab
lished or renewed it shall first be ap
proved by the Department pursuant to 
45 CFR Part 11 and the Office of Man
agement and Budget pursuant to duly 
promulgated procedures.

(b) Upon the establishment or renew
al of an advisory committee, the Com
missioner shall issue in the Federal 
Register a notice certifying that the 
establishment or renewal of the advisdry 
committee is in the public interest and 
stating the structure, function, and pur
poses of the advisory committee and, if 
it is a standing advisory committee, shall 
amend § 2.340 to add it to the list of 
standing advisory committees. The no
tice shall be published in the Federal 
Register at least 15 days prior to the 
filing of the advisory committee charter 
pursuant to paragraph (c) of this sec
tion.

(c) No advisory committee shall meet 
or take any action until its charter is 
prepared and filed as required by section 
9(c) of the Federal Advisory Committee 
Act. This requirement shall be met by an 
advisory committee utilized by the Food 
and Drug Administration, even though
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it is not established by the agency, prior 
to such utilization.

' (d) An advisory committee not re
quired by law will be established or uti
lized only if it is in the public interest 
and only if its functions could not rea
sonably be performed by other existing 
advisory committees or by the Food and 
Drug Administration directly.

■(e) An advisory committee shall:
(1) Have a clearly defined purpose.
(2) Have a membership that is bal

anced fairly in terms of the points of view 
represented in light of the functions to be 
performed. Although proportional rep
resentation is not required, there shall 
be no discrimination on the basis of 
race, color, national origin, religion, age, 
or sex in the selection of advisory com
mittee members. '

(3) Be constituted and utilized pro
cedures designed to assure that its ad
vice and recommendations are not inap
propriately influenced by any special 
interest or by the Food and Drug Admin
istration, and are the result of the ad
visory committee’s independent judg
ment. <:

(4) Have an adequate staff. The Com-' 
missioner shall designate an executive 
secretary and alternate for every advi
sory committee, who shall be employees 
of the Food and Drug Administration. 
The executive secretary shall be respon
sible for all staff support for the ad
visory committee unless other agency 
employees are specifically designated for 
this function with respect to particular 
advisory committees.

(5) Whenever feasible, include repre
sentatives of the public interest.
§ 2.302 Termination of public'advisory 

committees.
(a) A standing advisory committee 

shall be terminated when it is no longer 
needed and in any event shall termi
nate not later than 2 years following its 
date of establishment unless it is re
newed for an additional 2-year period. 
An advisory committee may be renewed 
for as many 2-year periods as the public 
interest requires. The requirements for 
establishment of an advisory committee 
pursuant to § 2.301 shall also apply to 
renewal of an advisory committee.

(b) Upon termination of any advi
sory committee the Commissioner shall 
issue in the Federal R egister a notice 
announcing the termination and the 
reasons therefor and, if it is a standing 
advisory committee, amending § 2.340 to 
delete it from the list of standing advi
sory committees.

(c) The Technical Electronic Product 
Radiation Safety Standards Committee 
is a permanent statutory advisory com
mittee established by section 358(f) (1) 
(A) of the Public Health Service Act (42 
U.S.C. 263f(f) (1) (A )), as added by the 
Radiation Control for Health and Safety 
Act of 1908, and is not subject to the 
termination and renewal provisions of 
paragraph (a) of this section, except 
that a new charter shall be prepared and 
filed at the end of each 2-year period as 
provided in § 2.301(c) . "...

(d) The Board of Tea Experts Is a 
permanent statutory advisory committee 
established by the Tea Importation Act 
(21 U.S.C. 42) , and is not subject to the 
termination and renewal provisions of 
paragraph (a) of this section, except 
that a new charter shall be prepared and 
filed at the end of each 2-year period 
as provided in § 2.301(e).

(e) Color additive advisory commit
tees are required to be established under 
the circumstances specified in section 
706(b)(5) (C) and (D) of the act. A 
color additive advisory committee is 
subject to the termination and renewal 
requirements of the Federal Advisory 
Committee Act and of this subpart.
:§ 2.303 Purpose of proceedings before a 

public advisory committee.
(a) An advisory committee shall be 

-utilized to conduct public hearings on 
matters of importance that come before 
the Food and Drug Administration, to 
review the issues involved, and to pro
vide advice and recommendations to the 
Commissioner on such matters.

(b) The Commissioner shall have sole 
discretion with respect to action to be 
taken and policy to be expressed on any 
matter considered by an advisory com
mittee.
| 2.304 Portions of public advisory com

mittee meetings.
An advisory committee meeting shall, 

have the following separable portions:^
(a) The open public hearing. Every 

advisory committee meeting shall in
clude an open portion which shall con
stitute a public hearing during which 
any interested person may present data, 
information, or views, orally or in writ
ing, relevant to the advisory commit
tee’s agenda or other work. Such hear
ing shall be conducted in accordance 
with § 2.312.

(b) The open committee discussion. 
An advisory committee shall discuss any 
matter pending before it in an open por
tion of its meeting unless the meeting 
has been closed with respect to that mat
ter pursuant to § 2.318. To the maximum 
extent feasible, consistent with the policy 
expressed in § 2.318, an advisory com
mittee shall conduct its discussion of 
pending matters in an open portion. No 
public participation is permissible during 
this portion of the meeting except with 
the consent of the chairman of the ad
visory committee. v . -

■(c) The closed presentation of data. 
Data and information which are pro
hibited from public disclosure pursuant 
to the provisions of Part 4 of this chap
ter and the regulations referenced 
therein shall be presented to the ad
visory committee in a closed portion , of 
its meeting. If such data and informa
tion are presented in the form of a sum
mary which is not prohibited from public 
disclosure, such presentation shall not be 
made in a closed portion of its meeting.

(d) The closed committee delibera
tions. Deliberations with respect to mat
ters pending before an advisory commit
tee may be made in a closed portion of

its meeting upon an appropriate deter
mination by the Commissioner pursuant 
to § 2.318.
§ 2.305 Notice o f  public hearing before 

a public advisory committee.
(a) Before the first day of each month, 

and at least 15 days before any meeting 
so announced, the Commissioner shall 
publish a notice in the F ederal R egister 
containing information on all advisory 
committee meetings to be held during 
the subsequent month. Any advisory 
committee meetings for that month 
called subsequent to the publication of 
the general monthly notice shall be an
nounced in the F ederal R egister on an 
individual basis at least 15 days in ad
vance. The Commissioner may authorize 
an exception to the notice requirements 
of this section in an emergency or for 
other reasons requiring an immediate 
meeting of an advisory committee, in 
which case puhlic notice shall be given 
at the earliest time and in the most ac
cessible form feasible including, when
ever possible, publication in the F ederal 
R egister.

(b ) The F ederal R egister notice shall 
include:

(1) The name of the advisory commit
tee.

(2) The date, time, .and place of the 
meeting,

(3) The general function of the ad
visory committee.

(4) A list of all agenda items, showing 
whether each will be discussed in an 
open or closed portion of 'the meeting.

(5) If any portion of the meeting, is 
olosed, a statement of the time of the 
open and closed portions.

(6) The nature of the subjects to be 
discussed during, and the reasons for 
closing, any closed portion of the meet
ing.

(7) The time specifically set aside for 
oral statements by interested persons 
and for other public participation.

(8) The name, address, and telephone 
number of the advisory committee exec
utive secretary and any other agency 
employee designated as responsible for 
the administrative support for the ad
visory committee.

(9) A statement that written submis
sions may be made to the advisory com
mittee at any time. Such submissions 
shall be made pursuant to -§-2.311 (c ).

(10) Where a notice is published in 
the F ederal R egister less than 15 days 
before a meeting, an explanation for the 
lateness of the notice,

(c) If a public hearing before a public 
advisory committee is being used in lieu 
of a formal evidentiary public hearing 
as provided in § 2.300(a) (3) , an initial 
notice of hearing shall be published sep
arately in the F ederal R egister contain
ing all the information described in § 2.- 
117(e). Such a separate notice may also 
be published in the F ederal R egister 
with respect to any other public hearing 
before a public advisory committee when 
the Commissioner concludes, in his dis
cretion, that it would be informative to 
the public. _
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(d) A list of public advisory commit
tee meetings shall be distributed to the 
press by the Assistant Commissioner for 
Public Affairs.

(e) All public advisory committee 
meetings shall be included on the public 
calendar described in § 2.21 (a ).
§ 2.306 Chairman of a public advisory 

committee.
(a) The advisory committee chairman 

shall have the authority to conduct 
hearings and meetings, including the au
thority to adjourn any hearing or meet
ing whenever he determines adjourn
ment to be in the public interest, to dis
continue discussion of a particular mat
ter, to conclude the open portion of a 
meeting, or to take any other action in 
furtherance of a fair and expeditious 
hearing or meeting.

(b) If the chairman is not a full-time 
employee of the Pood and Drug Admin
istration, the executive secretary of the 
advisory committee or other designated 
agency employee, or his alternate, shall 
be the designated Federal employee who 
is assigned to the advisory committee. 
The designated Federal employee is also 
authorized to adjourn any hearing or 
meeting whenever he determines 
adjournment to be in the public interest.
§ 2.307 Meetings of a public advisory 

committee.
(a) No advisory committee may con

duct a meeting except at the call or with 
the advance approval of, and with an 
agenda approved by, the designated Fed
eral employee or his alternate. No such 
meeting shall be held in the absence of 
such designated Federal employee.

(1) If any matter is added to the agen
da after its publication in the Federal 
Register pursuant to § 2.303(b) (4), an 
attempt shall be made to so inform any 
person known to be interested in such 
matter, and the addition of such matter 
shall be announced at the beginning of 
the open portion of the meeting.

(2) The advisory committee meeting 
shall be conducted in accordanpe with the 
approved final agenda insofar as is prac
tical.

(b) Advisory committee meetings shall 
be held at places that are reasonably 
accessible to members of the public. All 
advisory committee meetings shall be 
held in Washington, DC, or Rockville, 
MD, or the immediate vicinity, unless 
the Commissioner receives a written re
quest from the advisory committee for, 
and approves, a different location. A dif
ferent location may be approved when 
one or more of the following applies:

Cl) The total cost of the meeting to 
the government will be reduced.

(2) A substantial number of the advi
sory committee members will be at the 
location at no expense to the Food and 
Drug Administration for other reasons, 
e.g., for a meeting of a professional asso
ciation.

(3) It is a central location which is 
more readily accessible to advisory com
mittee members.

(4) There is a need for increased par
ticipation available at that location.

(5) The advisory committee wishes to 
review work or facilities in a specific lo
cation.

(c) Advisory committee members may, 
with the approval of the Food and Drug 
Administration, conduct onsite visits 
relevant to the work of the advisory com
mittee.

(d) A quorum for an advisory com
mittee shall be a majority of the current 
voting members of the advisory com
mittee, except as provided in § 2.352(c) 
for TEPRSSC. Any matter before the ad
visory committee shall be decided by a 
majority vote of the voting members 
present at the time, except that the des
ignated Federal official may require that 
any final report be voted upon by all 
current voting members of the advisory 
committee. Any current voting member 
of the advisory committee may file a sep
arate report with additional or minority 
views.

(e) Subject to availability of space, 
any interested person may attend any 
portion of any advisory committee meet
ing which is not closed.

(f) Whenever feasible, meetings shall 
be held in government facilities or other 
facilities involving the least expense to 
the public. The size of the meeting room 
shall be reasonable, considering such fac
tors as the size of the advisory commit
tee, the number of members of the pub
lic who could be expected to attend a 
particular meeting, the number of per
sons who attended or sought to attend 
similar meetings in the past, and the re
sources and facilities available.

(g) Any portion of a meeting shall be 
closed by the advisory committee chair
man when matters which have been de
termined by the Commissioner to be 
closed in accordance with § 2.318 are to 
be discussed. Where a portion of tjie 
meeting is closed, the closed portion shall 
be held after the conclusion of the open 
portion whenever practicable.

(h) Any advisory committee member 
may take notes during advisory commit
tee meetings and report and discuss ad
visory committee deliberations after a 
meeting is completed and before official 
minutes or a report are available, within 
such rules and regulations as are adopted 
by the Food and Drug Administration 
and by the advisory committed with the 
concurrence of the Food and Drug Ad
ministration, including all of the 
following:

(11 There shall be no attribution of 
individual views expressed in a closed 
session or revealing of numerical votes.

(2) There shall be no reporting or 
discussion with respect to any particular 
matter where the advisory committee or 
the Food and Drug Administration spe
cifically so directs, e.g., where delibera
tions are incomplete or involve a sensi
tive regulatory decision which requires 
preparation for implementation.

(3) There shall be no reporting or dis
cussion with respect to data or informa
tion prohibited from public disclosure 
pursuant to § 2.316.

(4) Any notes or minutes kept or re
port prepared by any advisory commit
tee member shall have no status or effect

whatever unless adopted as or incorpo
rated into the official minutes or report 
by the advisory committee. It shall be 
the responsibility of each advisory com
mittee member to make certain that the 
official minutes and reports are complete 
and accurate and fully reflect what hap
pened at any meeting he attended.
§ 2.308 Consultation by a public advi

sory committee with other persons.
. (a) An advisory committee may con
sult with any person who may have data, 
information, or views relevant to any 
matter pending before the advisory 
committee.

(b) Any interested person may submit 
to the advisory committee a written re
quest that it consult with specific persons 
who may have data, information, or 
views relevant to any matter pending 
before the advisory committee. Such re
quest shall state why the specified person 
should be consulted and why the views 
of that person cannot reasonably be fur
nished to the advisory committee by any 
other means. The advisory committee 
may, in its discretion, grant or deny such 
a request.
§ 2.309 Additional rules for a particular 

public advisory committee.
(a) In addition to the rules established 

for all Food and Drug Administration ad
visory committees in this subpart, any 
advisory committee may, with the con
currence of the designated Federal of
ficial, adopt additional rules which are 
not inconsistent with this subpart or with 
applicable legal requirements.

(b) Such additional rules shall be in
cluded in the minutes of the meeting 
when adopted and in the materials com
piled pursuant to § 2.310 and shall be 
available for public disclosure pursuant 
to § 2.317(c).
§ 2.310 Compilation of materials for 

members of a public advisory com
mittee.

The Commissioner shall prepare and 
provide to all advisory committee mem
bers a compilation of materials bearing 
upon an advisory committee member’s 
duties and responsibilities, including:

(a) All applicable conflict of inter
est laws and regulations and a summary 
of their principal provisions.

(b) All applicable laws and regula
tions relating to trade secrets and con
fidential commercial or financial infor
mation that may not be disclosed pub
licly and a summary of their principal 
provisions.

(c) All applicable laws, regulations, 
and guidelines relating to the subject 
matter covered by the advisory commit
tee and a summary of their principal 
provisions.

(d) All applicablè laws, regulations, 
advisory committee charters, Federal 
Register notices, curricula vitae, rules 
adopted by the advisory committee, and 
other material relating to the formation, 
composition, and operation of the advi
sory committee, and a summary of their 
principal provisions.

(e) Instructions on whom to contact 
when any questions arise.
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(f) Such ether material relating to the 
Food and Drug Administration and the 
subject matter covered by the corftmit- 
tee as may facilitate the work of the 
advisory committee.
§ 2.311 Written submissions to a public 

advisory committee. —
(a) Ten copies of all written submis

sions for an advisory committee shall be 
sent to the executive secretary of the ad
visory committee, unless an applicable 
Federal R egister notice or other regula
tions in this chapter specify otherwise. 
All such submissions shall be subject to 
the provisions of § 2.5, except that no 
copies need be sent to the Hearing Clerk.

(b) At the request of an advisory com
mittee, or on his own initiative, the Com
missioner may at any time issue in the 
F ederal R egister a notice requesting the 
submission to the advisory committee of 
written data, information, and views per
tinent to any matter being reviewed by 
an advisory committee. Such notice may 
specify the format in Which the submis
sion shall be made, the number of copies 
to be submitted, and the time within 
which submission shall be made.

(c) Any interested person may submit 
to an advisory committee written data, 
information, or views on any matter be
ing reviewed by that advisory commit
tee. Voluminous data shall be accom
panied by a summary.

(1) Any such submission shall be dis
tributed to each advisory committee 
member, either by mail or at the next 
advisory committee meeting, and shall 
be considered by the advisory committee 
in its review of the matter.

(2) An advisory committee may estab
lish, and shall give public notice of, a 
cut-off date after which submissions re
lating to any matter shall no longer be 
received or considered.

(d) The Commissioner shall provide 
to an advisory committee all data and 
information he concludes to be relevant 
to any matter being reviewed by the ad
visory committee. Any member of the 
advisory committee shall, upon request, 
also be provided any additional material 
available to the Food and Drug Admin
istration which he believes appropriate 
for an independent judgment on the 
matter, e.g., raw data underlying any 
summary or report, or a briefing on the 
legal aspects of the matter.
§ 2.S12 Conduct of a public hearing be

fore a public advisory committee.
(a) For each advisory committee 

meeting, tlje open portion for public 
participation which constitutes a public 
hearing pursuant to § 2.304(a) shall be 
at least 1 hour long unless the public par
ticipation does not last that long, and 
may last for whatever longer time the 
advisory committee chairman determines 
will facilitate the work of the advisory 
committee. The Federal R egister no
tice published pursuant to §2.303 shall 
designate the time specifically reserved 
for such public hearing, which shall 
ordinarily be the first portion of the 
meeting. Further public participation in 
any open portion of the meeting pur
suant to § 2.304(b) shall be solely at the
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discretion of the advisory committee 
chairman.

(b) Any interested person who wishes 
to be assured of the right to make an 
oral presentation at a particular advis
ory committee hearing shall so inform 
the executive secretary of the advisory 
committee or other designated agency 
•employee, orally or in writing, , prior to 
the advisory committee meeting.

Cl ) Such person shall state the gen
eral nature of the presentation and the 
approximate time requested. Whenever 
possible, all written data and informa
tion to be -discussed by that person at 
the advisory committee hearing shall be 
furnished in advance to the executive 
secretary or other designated agency em
ployee. Such written material shall be 
mailed to the advisory committee mem
bers in advance of the committee meet
ing if time permits, and otherwise will 
be distributed to the advisory committee 
members when they arrive for the meet
ing. Such mailing or distribution shall 
-be undertaken only by the agency unless 
the agency specifically permits the per
son making the presentation to mail or 
distribute such material.

(2) Prior to the advisory committee 
hearing, the executive secretary or other 
designated agency employee shall-deter
mine the amount of time allocated to 
•each person for his oral presentation 
and the time that oral presentation is 
scheduled to begin. Each such person 
shall be so informed in writing, or if the 
time prior to the hearing is short, by 
telephone. Joint presentations may be 
required by persons with common in
terests.

(c) The chairman of the advisory com
mittee shall preside at the hearing pur
suant to §2.306 and shall be accom
panied by other advisory committee 
members who shall serve as a panel in 
conducting the hearing.

(d) Each person may use his allotted 
time in whatever way he wishes, consist
ent with a reasonable and orderly hear
ing. A person may be accompanied by any 
number of additional persons, and may 
present any written data, information, 
or views for inclusion in the record of the 
hearing, subject to the requirements of 
§ 2.311(c).

(e) If a person is not present at the 
time specified for his presentation, the 
persons following will appear in order. 
An attempt will be made to hear any 
such person at the conclusion of the 
hearing. Any interested persons attend
ing the hearing who did not request an 
opportunity to make an oral presentation 
shall be given an opportunity to make an 
oral presentation at the conclusion of the 
hearing, in the discretion of the chair
man of the advisory committee, to the 
extent that time permits.

(f) The chairman and other members 
of the advisory committee may question 
any person during or at the conclusion 
of his presentation. No other person at
tending the hearing may question a per
son making a presentation. The chair
man may allot additional time to any 
person when he concludes that it is in 
the public interest, but may not reduce

the time allotted for any person without 
his consent.

(g) Public participants may question 
an advisory committee member only With 
that advisory ecahmittee member’s per
mission and only about matters before 
the advisory committee.

(h) The hearing shall be informal in 
nature, and the rules of evidence shall 
not apply. No motions or objections relat
ing to the admissibility of data, informa
tion, and views shall be made or con
sidered, but other participants may 
comment upon or rebut all such data, 
information, and views. No participant 
may interrupt the presentation of an
other participant at any hearing for any 
reason.
§ 2.313 Minutes and .reports o f  public 

advisory committee meetings.
(a) The executive secretary or other 

designated agency employee shall pre
pare detailed minutes of all advisory 
committee meetings, except that less de
tailed minutes may be prepared for open 
portions of meetings which are tran
scribed or recorded by the agency. Their 
accuracy shall be approved by the advi
sory committee and certified by the advi
sory committee chairman. Such approval 
and certification may be accomplished by 
mail and by telephone.

(b) The minutes shall include:
(1) The time and place of the meet

ing.:- t
(2) The advisory committee members, 

committee staff, and agency employees 
present, and the names and affiliations 
or interests of public participants in the 
meeting.

(3) A copy of or reference to all writ
ten information made available for con
sideration by the advisory committee at 
such proceedings.

(4) A complete and accurate descrip
tion of matters discussed and conclusions 
reached. Such description shall be kept 
separately for the following portions of 
the meeting to facilitate their public dis
closure: The open portions specified in 
§ 2.304 (a) and (b>, any closed portion 
during which a presentation is'made pur
suant to § 2.304(c), and any closed de
liberative portion pursuant to § 2.304(d). 
The minutes of a closed deliberative por
tion of a meeting shall not refer to ad
visory committee members by name, ex
cept upon their request, or to data or 
information described in § 2.316<b). Any 
such inadvertent references which do 
occur shall be deleted prior to public dis
closure.

(5) A copy of or reference to all re
ports received, issued, or approved by the 
advisory committee.

(6) The extent to which the meeting 
was open and closed to the public.

C7) The extent of public participation, 
including a list of members of the public 
who presented oral or written statements.

(c) For- all advisory committee meet
ings any portion of which is closed, ei
ther (1) the minutes of the closed por
tion shall be available for public dis
closure pursuant to § 2.316(a) (6) (i), or
(2) if pursuant to § 2.316(a) (6) Cii) such 
minutes are not promptly available, the 
executive secretary or other designated
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agency employee shall prepare a brief 
summary of the matters considered in 
such manner as is informative to the 
public, consistent with the policy of 5 
U.S.C. 522(b).

(d) Where a significant portion of the 
meetings of an advisory committee is 
closed, the advisory committee shall is
sue a report at least annually setting 
forth a summary of its activities and 
such related matters as-would be infor
mative to the public consistent with the 
policy of 5 U.S.C. 552(b). Such report 
shall be a compilation of or be prepared 
from the individual reports on closed 
portions of meetings prepared pursuant 
to paragraph (c) of this section.

(e) The executive secretary of each 
advisory committee or other designated 
agency employee shaH, with the approval 
of the advisory committee, prepare an 
annual report describing its membership, 
functions, recommendations, and other 
actions.
§ 2.314 Transcripts of public advisory 

committee meetings.
(a) A transcript or recording is mot 

required for any portion of an advisory 
committee meeting.

(b) Each advisory committee shall 
decide whether any portion or all of its 
meetings shall be transcribed or re
corded and, if so, by what means. Any 
such transcription or recording shall be 
arranged by the agency.

(c) If a transcript or recording of an 
open portion of an advisory committee 
meeting is made by the Food and Drug 
Administration, or is made by any in
terested person and is submitted to the 
Food and Drug Administration, it shall 
be included in the record of the advisory 
committee proceedings.

(d) If a transcript or recording of any 
closed portion of an advisory committee 
meeting is made by the Food and Drug 
Administration, it shall not be included 
in the administrative record of the ad
visory committee proceedings. Any such 
transcript or recording shall be retained 
as confidential by the Food and Drug 
Administration and' shall not be dis
carded or erased. The chairman of the 
advisory committee may, in his discre
tion, permit discussion without tran
scription or recording during any closed 
portion of an,advisory committee meet
ing that is otherwise being transcribed or 
, recorded.

(e) Any transcript or. recording of an 
advisory committee meeting or portion 
thereof which is publicly available pur
suant to 'this section shall be available 
at actual cost of duplication, which 
shall be, where applicable, the fees es
tablished in § 4.42 of this chapter. The 
Food and Drug Administration may fur
nish the requested transcript or record
ing for copying to a private contractor 
who shall charge directly for the cost of 
copying pursuant to § 4.51 of this chap
ter.

(f) Any person attending any open 
portion of an advisory committee meet
ing may, consistent with the orderly con
duct of the meeting, record or otherwise 
take his own transcript of the meeting.

No person attending any closed portion 
of any advisory committee meeting may 
record or otherwise take his own tran
script of the meeting, except for an offi
cial transcript or recording arranged by 
the Food and Drug Administration.
§ 2.315 Administrative record of a pub

lic hearing before a public advisory 
committee.

. (a) Advice or recommendations of an 
advisory committee shall be given only 
on matters covered in the administrative 
record of the advisory committee’s pro
ceedings. Except as specified otherwise in 
regulations in this chapter, such admin
istrative record shall consist of all of the 
following':

(1) Any transcript or recording that 
was made of any open portion of a meet
ing relating to the matter.

(2) The minutes of all portions of all 
advisory committee meetings relating to 
the matter, after any deletions pursuant 
to § 2.313(b) (4).

(3) All written submissions made to 
and data and information considered by 
.the advisory committee relating to the 
matter.

(4) All reports made by the advisory 
committee relating to the matter.

(b) The record of the administrative 
proceeding shall be closed at the time the 
advisory committee renders its advice or 
recommendations or at any earlier time 
specified by the advisory committee or 
in other sections in this chapter.
§ 2.31b Examination of administrative 

record and other advisory committee 
records.

(а) The administrative record and 
other advisory committee records shall 
be available for public disclosure pursu
ant to the provisions of Part 4 of this 
chapter, except as provided in paragraph 
(b) of this section, at the following time:

(1) The written information made 
available for consideration by the ad
visory committee at any meeting, at the 
same time.

(2) The transcript or recording of any 
open portion of a meeting, as soon as 
it is available.

(3) The minutes of any open portion 
of a meeting, after they have been ap
proved by the advisory committee and 
certified by the advisory committee 
chairman.

(4) The brief summary of any closed 
portion of a meeting prepared pursuant 
to § 2.313(c), as soon as it is available.

(5) All written data, information, or 
views submitted to the advisory commit
tee at any open portion of a meeting, as 
soon as they are so submitted.

(б) The minutes or portions thereof 
of any closed executive portion of a 
meeting:

(i) For any matter not directed to be 
maintained as confidential pursuant to 
§ 2.307 (h) (2), after they have been ap
proved by the advisory committee and 
certified by the advisory committee 
chairman.

(ii) For any matter directed to be 
maintained as confidential pursuant to 
§ 2.307(h) (2), after the advice or report 
of the advisory committee relevant to

those minutes or portions thereof is 
acted upon by the Commissioner, or 
upon a determination by the Commis
sioner that such minutes or portions 
thereof may be made available for pub
lic disclosure without undue interfer
ence with agency or advisory committee 
operations.

(7) Any formal advice or report of the 
advisory committee, after it has been 
acted upon, i.e., approved, disapproved, 
or rejected as inadequate, by the Com
missioner, or upon a determination by 
the Commissioner that such formal ad
vice or report may be made available for 
public disclosure without undue interfer
ence with agency and/or advisory com
mittee operations. Such formal advice 
or report may be retained as confiden
tial while it is under active advisement.

(8) Any other advisory committee rec
ords relating to the matter involved, ex
cept transcripts and recordings of closed 
portions of advisory committee meetings, 
after the advice or report of the advisory 
committee relevent to those records is 
acted upon by the Commissioner, or upon 
a determination by the Commissioner 
that such records may be made available 
for public disclosure without undue in
terference with agency or advisory com
mittee-operations.

(b) The following data and informa
tion contained in the administrative rec
ord shall not be available for public ex
amination or copying except as provided 
in § 2.117(g) :

(1) Material provided to the advisory 
committee by the Food and Drug Admin
istration which is exempt from public 
disclosure pursuant to the provisions of 
Part 4 of this chapter and the regula
tions referenced therein.

(2) Material provided to the advisory 
committee by a person making a pres
entation described in § 2.304(c) and 
which is prohibited from public disclo
sure pursuant to the provisions of Part 
4 of this chapter and the regulations ref
erenced therein.

(c) The Public Records and Docu
ments Center shall maintain a file for 
each advisory committee containing the 
following principal records of that ad
visory committee for ready access by the 
public: The advisory committee charter, 
a list of advisory committee members 
and their curricula vitae, the minutes of 
advisory committee meetings, and any 
formal advice or report of the advisory 
committee.
§ 2.317 Public inquiries and requests for 

public advisory committee records.
(a) Public inquiries on general advi

sory committee matters, except requests 
for records, shall be directed to: Com
mittee Management Officer (HFS-20), 
Office of the Associate Commissioner for 
Science, Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 20852.

(b )  . Public inquiries on matters re
lating to a specific advisory committee, 
except requests for records, shall be di
rected to the executive secretary of the 
advisory committee or other designated 
agency employee as listed in the F ederal 
R egister notices published pursuant to 
§ 2303.
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(c) All requests for public advisory 
committee records, including minutes, 
shall be made to the Pood and Drug Ad
ministration Public Records and Docu
ments Center pursuant to § 4.40 and the 
related provisions of Part 4 of this 
chapter.
§ 2.318. Determination to close portions 

of public advisory committee meet
ings.

(a) No advisory committee meeting 
shall be entirely closed. A portion of an 
advisory committee meeting may be 
closed only pursuant to a determination 
made in writing by the Commissioner, 
stating the reasons therefor, in accord
ance with this section.

(b) The executive secretary of an ad
visory committee or other designated 
agency employee shall prepare the'initial 
request for a determination to close a 
portion of an advisory committee meet
ing, specifying the matter(s) to be dis
cussed during the closed portion and the 
reasons why the portion should be closed. 
The Commissioner, based upon this re
quest and with the concurrence of the 
Chief Counsel, shall determine whether 
to close a portion of an advisory commit
tee meeting. Such a determination may 
be made with respect to a single meeting 
or, where appropriate, a series of meet
ings. The reasons for closing a portion 
of a meeting shall be made in the F ed
eral R egister notice of the meeting pub
lished pursuant to § 2.305 in accordance 
with the following rules:

(1) Any determination to close a por
tion of a meeting shall restrict such 
closing to the shortest possible time con
sistent with the policy established in this 
section.

(2) Portions of meetings devoted to the 
review, discussion, evaluation, or rank
ing of grant applications, contract pro
posals, or performance by grantees and 
contractors shall be closed.

(3) Portions of meetings during which 
matters are considered that are prohib
ited from public disclosure pursuant to 
the provisions of Part 4 of this chapter 
and thq regulations reference therein 
shall be closed.

(4) Portions of meetings during which 
matters are considered that are exempt 
from public disclosure pursuant to 5 
U.S.C. 552(b) may be closed if the Com-, 
missioner determines that:

(i) It involves discussion of existing 
documents falling within 5 U.S.C. 552 
(b) (1) through (4) and (6) through
(9) or matters that, if in writing, would 
fall within 5 U.S.C. 552(b) (1) through
(4) and (6) through (9).

(ii) It involves discussion of existing 
documents falling within 5 U.S.C. 552 
(b) (5) and § 4.62 of this chapter (inter
agency or intragency memoranda or let
ters which would not be available by law 
to a party other than an agency in litiga
tion with the agency) or matters that; if 
in writing, would fall within 5 U.S.C. 552 
(b) (5) and § 4.62 of this chapter, and 
it is essential to close such portion of such 
meeting to protect the free exchange of 
internal views and to avoid undue inter-
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ference with agency or advisory commit
tee operations.

(5) Examples of portions of advisory 
committee meetings which ordinarily 
may be closed include the review, discus
sion, and evaluation of specific investiga
tional or marketed drugs and devices 
which are intended to result in recom
mendations for regulatory decisions 
under the laws administered by the Com
missioner, deliberative sessions to formu
late advice and recommendations to the 
agency, review of confidential data and 
information, consideration of matters in
volving investigatory files compiled for 
law enforcement purposes, and review of 
matters involving personal privacy.

(6) Examples of advisory committee 
meetings which ordinarily shall not be 
closed include the review, discussion, and 
evaluation of general preclinical and 
clinical test protocols and procedures for 
a class of drugs or devices, consideration 
of labeling requirements for a class of 
marketed drugs and devices, review of 
data and information on specific investi
gational or marketed drugs and devices 
which have previously been made public, 
and presentation of any other data or in
formation which is not exempt from pub
lic disclosure pursuant to the provisions 
of Part 4 of this chapter and the regula
tions referenced therein.

(7) No portion of an advisory com
mittee meeting devoted to matters other 
than those designated in paragraph (b) 
(1) through (4) of this section may be 
closed, and no portion of a meeting of 
the Technical Electronic Product Radia
tion Safety Standards Committee may 
be closed, except in accordance with 
§ 2.354.

(8) A matter which is properly con
sidered in an open portion bf an advisory 
committee meeting may instead be con
sidered in a closed portion only if it is so 
inextricably intertwined with matters to 
be discussed in a closed portion that it is 
not feasible to separate them or discus
sion of the matter in an open portion 
would compromise or impinge upon the 
matters to be discussed in the closed por
tion.

(c) A closed portion of an advisory 
committee meeting shall be attended only 
by advisory committee members and Fed
eral Government Executive Branch em
ployees and consultants, except as pro
vided in § 2.304(c) for presentation of 
data and information which are pro
hibited from public disclosure pursuant 
to the provisions of Part 4 of this chapter 
and the regulations referenced therein. 
Any person making a presentation de
scribed in § 2.304(c) may be accompanied 
by a reasonable number of employees, 
consultants, or other persons with whom 
he has a commercial arrangement within 
the meaning of § 4.81(a) of this chapter. 
If any person other than an advisory 
committee member or a Federal Govern
ment Executive Branch employee or spe
cial government employee or a person 
making a presentation described in 
§ 2.304(c) attends a portion of an ad
visory committee meeting, that portion 
shall be open to attendance by any in
terested person.

§ 2.319 Administrative remedies.
Any person who alleges noncompliance 

by the Commissioner or an advisory com
mittee with any provision of this subpart 
or the Federal Advisory Committee Act 
may pursue the following administrative 
remedies.

(a) If the person objects to any adtion, 
including a failure to act, other than de
nial of access to an advisory committee 
document, he shall submit a petition in 
the form and pursuant to the require
ments specified in § 2.7. The provisions of 
§ 2.11 relating to exhaustion of adminis
trative remedies shall be applicable.

(1) If the person objects to past ac
tion, the petition shall be submitted 
within 30 days after the action objected 
to. If the Commissioner determines that 
there was noncompliance with any pro
vision of this subpart or of the Federal 
Advisory Committee Act, he shall grant 
any appropriate relief and shall take ap
propriate steps to prevent its recurrence 
in the future.

(2) If the person objects to proposed 
future action, the Commissioner shall ex
pedite his review of the petition and 
shall make a reasonable effort to render 
a decision prior to the action which is 
the subject of the petition.

(3) If the person objects to action that 
is imminent or is occurring and which 
could not reasonably have been antici
pated in advance, e.g., the closing of a 
portion of a meeting which is made 
known for the first time on the day of 
the meeting, the matter may be handled 
by an oral petition in lieu of a written 
petition.

(b) If the person objects to a denial 
of access to an advisory committee docu
ment, administrative review shall be pur
sued in accordance with the procedures 
established by the Department of Health, 
Education, and Welfare under 45 CFR 
5.82.
§ 2.320 Applicability to Congress.

The provisions of this subpart shall 
apply to Congress, individual members 
of Congress, and other employees or rep
resentatives of Congress, in the same way 
that they apply to any other member of 
the public, except that disclosure of ad
visory committee records to Congress 
shall be governed by the provisions of 
§ 4.87 of this chapter.
§ 2.321 Committees working pursuant to 

a contract with the Food and Drug 
Administration.

(a) The Food and Drug Administra
tion may enter into contracts with inde
pendent scientific or technical organiza
tions to obtain advice and recommenda
tions on particular matters, and such 
organizations may in turn undertake 
such work through existing or new com
mittees. Whether a particular committee 
working pursuant to such a contract 
is a public advisory committee and thus 
subject to all of the provisions of the 
Federal Advisory Committee Act and this 
subpart will depend upon application of 
the criteria and principles established in 
§ 2.300(b).
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(b) The following minimum standards 
shall apply to any committee of an inde
pendent scientific or-technical organiza
tion which is working pursuant to a con
tract initially executed with the Food 
and Drug Administration subsequent to 
July 1, 1975, but which is determined 
not to be a public advisory committee:

(1) The committee, shall give public 
notice of its meetings and agenda, and 
shall provide any interested person an 
opportunity to submit data, information, 
and views, in writing at any time, and 
orally at specified times, relevant to the 
matter which is the subject of the con
tract. Such notice may be published in 
the Federal R egister or disseminated by 
any other reasonable means, and shall 
in any event be filed with the Hearing 
Clerk not less than 15 days before the 
meeting. The length of time permitted 
for oral presentations and the extent to 
which the conimittee meets in open ses
sion other than for such oral presenta
tions is in the discretion of the com
mittee.

(2) Minutes of all open sessions shall 
be maintained, to which shall be attached 
all written submissions made to the com
mittee in open session. After approval, 
such minutes shall be forwarded to the 
Hearing Clerk and placed on public dis
play. The extent to which the committee 
maintains minutes of closed sessions is 
at the discretion of the committee.

(3) In selecting the members of the 
Committee, the organization involved 
shall apply the same principles relating 
to conflicts of interest as the Food and 
Drug Administration does in establishing 
a public advisory committee. Such prin
ciples are set out or cross-referenced in 
this subpart and in Subpart G of this 
Part. Upon request, the Food and Drug 
Administration will assist or provide 
guidance to any such organization in 
meeting this requirement.
§ 2.322 Application of anticancer 

clauses.
Whenever the Commissioner concludes 

that it is appropriate to obtain an in
dependent review of any scientific issue 
involving application of the anticancer 
clauses in section 409(c)(3)(A), 512(d)
(1) (H), or 706(b) (5) (B) of the act, in
cluding whether a substance has been 
found to induce cancer when ingested by 
man or animal, and whether a substance 
has been found, after appropriate tests 
other than ingestion, to induce cancer, in 
man or animal, he shall ordinarily refer 
such matter to the Toxicology Advisory 
Committee which shall hold a public 
hearing and provide advice and recom
mendations-to the Commissioner on such 
matter, except as specifically required 
by the provisions of section 706(b) (5) 
(C) of the act and § 2.363(a) (2) relating 
to color additives.
M embers of P ublic Advisory Committees

§ 2.330 Qualifications for members of 
standing policy and technical advi
sory committees.

(a) Members of policy advisory com
mittees, which advise the Commissioner 
on broad and general matters, shall pos
sess the following qualifications:

(1) Policy advisory committee mem
bers shall possess diverse interests, edu
cation, training, and experience. Tech
nical expertise in the subject matter with 
which the advisory committee is involved 
shall not be a requirement.

(2) Policy advisory committee mem
bers are special government employees 
and are subject to the conflict of interest 
laws and regulations. The Commissioner 
has determined that, because members 
representing particular interests, e.g., a 
representative of labor, industry, con
sumers, or agriculture, are included on 
advisory committees specifically for the 
purpose of representing such interests, 
any financial interest covered by 18 
U.S.C. 208(a) in the class which the 
member represents is irrelevant to the 
services which the government expects 
from them and thus is hereby exempted 
pursuant to 18 U.S.C. 208(b) as too re
mote and inconsequential to affect the 
integrity of their services.

(3) All members of policy advisory 
committees shall be voting members.

(b) Members of technical advisory 
committees, which advise on specific reg
ulatory issues, shall possess the follow
ing qualifications:

(1) Voting members of technical advi
sory committees:

(1) Shall possess expertise in the par
ticular subject matter with which the 
committee is concerned. Members shall 
have diverse professional education, 
training, and experience so that the com
mittee will reflect a balanced composition 
of sufficient scientific expertise to handle 
the problems that come before it.

(ii) Are special government employees, 
subject to the conflict of interest laws 
and regulations.

(2) The Commissioner may, in his dis
cretion, provide for nonvoting members 
of a technical advisory committee to 
serve as representatives of and liaison 
with interested organizations. Nonvot
ing members of technical advisory com
mittees:

(i) Shall be selected by the interested 
organizations, as provided in § 2.332. 
Technical expertise in the subject matter 
with which the advisory committee is in
volved shall not be a requirement.

(ii) Are special government employees 
subject to the conflict of interest laws 
and regulations, except as provided in 
§ 2.332(e).

(c) No person may serve as a voting 
or nonvoting member on more than one 
Food and Drug Administration advisory 
committee unless the Commissioner de
termines in writing that such dual mem
bership will facilitate the work of the 
committees involved and is in the public 
interest.

(d) Members of Food and Drug Ad
ministration advisory committees and 
the chairman thereof shall be appointed 
from among those nominated pursuant 
to §§ 2.331 and 2.333 and from any other 
sources by the Secretary, the Assistant 
Secretary for Health, or the Commis
sioner, pursuant to duly promulgated 
procedures and delegations of authority.

(e) Members appointed to an advisory 
committee shall continue to serve for the 
duration of the advisory committee, or

until their terms of appointment ex
pire, they resign, or are removed from 
membership by the Commissioner.

(f) An advisory committee member 
may be removed from membership by 
the Commissioner for good cause. Good 
cause shall include excessive unjustified 
absenteeism from advisory committee 
meetings, a demonstrated bias which in
terferes with the ability to render objec
tive advice, failure to abide by the pro
cedures established in this subpart, or 
violation of other applicable rules and 
regulations, e.g., for nonvoting members, 
the provisions of § 2.333(c).
§ 2.331 Nominations of voting members 

of standing advisory committees.
(a) The Commissioner shall publish 

one or more notices in the Federal R eg
ister each year requesting nominations 
for voting members of all existing stand
ing advisory committees. Each such 
notice shall list separately the standing 
advisory committees covered by the no
tice in which it is kndwn that vacancies 
will occur during the next 12 months 
and in which vacancies are not expected 
but may occur. The notice shall invite 
the submission of nominations for voting 
members for any vacancies from any 
interested individual as well as from 
consumer, industry, and professional or
ganizations for the advisory committees 
listed.

(b) The notice published in the Fed
eral R egister announcing the estab
lishment of a new standing advisory 
committee pursuant to § 2.301(b) shall 
invite the submission of nominations for 
voting members for such advisory com
mittee.

(c) Any interested person may nomi
nate one or more qualified persons as 
a member of a particular advisory com
mittee. Nominations shall specify the 
advisory committee for which the nomi
nee is recommended. A complete cur
riculum vitae of the nominee shall be 
includedL Nominations shall state that 
the nominee is aware of the nomination, 
is willing to serve as a member of the 
advisory committee, and appears to have 
no conflict of interest which would pre
clude committee membership.

(d) Voting members of standing tech
nical advisory committees shall serve as 
individuals and not as representatives 
of any group or organization which nom
inated them or with which they may be 
affiliated.
§ 2.332 Nominations and selection of 

nonvoting members of standing 
technical advisory committees.

(a) The provisions of this section shall 
apply wheneVer the Commissioner con
cludes, in his discretion, that a standing 
technical advisory committee should in
clude nonvoting members in order to 
represent and serve as a liaison with in
terested individuals and organizations.

(b) Except where the Commissioner 
determines otherwise, non-voting mem
bers of a standing technical advisory 
committee shall be limited to one mem
ber selected by consumer groups and 
organizations and one person selected 
by industry groups and organizations.
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(c) With respect to any nonvoting 
member representing consumer inter
ests, the Comrnissioner shall publish a 
notice in the Federal R egister request
ing nominations for each specific stand
ing technical advisory committee for 
which he has determined that nonvoting 
members are appropriate.

(1) A period of 60 days shall be per
mitted for submission of such nomina
tions for that particular advisory com
mittee. Any interested person may nomi
nate one or more qualified persons as 
a nonvoting member of a particular ad
visory committee to represent consumer 
interests. Interested persons may, in ad
dition, nominate one or more qualified 
persons for general consideration as a 
nonvoting member of any advisory com
mittee to represent consumer interests. 
All nominations shall be submitted in 
writing to Director, Office of Consumer 
Programs (HFG-1), Office of Assistant 
Commissioner for Professional and Con
sumer Programs, Food and Drug Admin
istration, Rm. 15B-41, 5600 Fishers Lane, 
Rockville, MD 20852.

(2) A complete curriculum vitae of 
any nominee shall be included. Nomina
tions shall state that the nominee is 
aware of the nomination, is willing to 
serve as a member of an advisory com
mittee, and appears to have no conflict 
of interest. If a nominee is interested 
only in a particular advisory committee,- 
the nomination shall so state. If a 
nominee is interested in becoming a 
member of any advisory committee, the 
nomination shall so state. Nominations 
which do not comply with the require
ments of this paragraph shall not be 
considered.

(3) The Director, Office of Consumer 
Affairs, shall compile a list of organiza
tions representing consumers or other
wise involved in consumer affairs, who 
shall be entitled to vote upon the 
nominees. Any organization which qual
ifies as a consumer organization may be 
included on such list upon request.

(4) After the time for nominations 
has expired, the curriculum vitae for 
each of the nominees shall be sent to 
each of the organizations on the list 
compiled pursuant to paragraph (c) (3) 
of this section and to any other person 
submitting a nomination, together with 
a ballot to be filled out and returned 
within 30 days. After the time for return 
of the ballots has expired, the ballots 
shall be counted and the nominee who 
has received the highest number of votes 
shall be selected as the nonvoting mem
ber representing consumer interests for 
that particular advisory committee. In 
the event of a tie, the Commissioner 
shall select the winner by lot from 
among those tied for the highest number 
of votes.

(d) With respect to any nonvoting 
member representing industry interests, 
the Commissioner shall issue in the 
F ederal R egister, for each specific 
standing technical advisory committee 
for which he has determined that non
voting members are appropriate, a no
tice requesting that any industry orga
nization interested in participating in

the selection of an appropriate non
voting member representing industry in
terests send a letter stating that in
terest to the Food and Drug Adminis
tration employee designated in the no
tice within 30 days. After the time for 
such expression of interest has expired, 
a letter shall be sent to each organiza
tion which has expressed such an inter
est, attaching a complete list of all such 
organizations, and stating that it is 
their responsibility to consult with each 
other in selecting a single nonvoting 
member representing industry interests 
for that particular advisory committee 
within 60 days after receipt of the letter. 
If no such individual is so selected within 
that period of time, the Commissioner 
shall select the nonvoting member rep
resenting industry interests to serve on 
that advisory committee.

(e) The Commissioner has determined 
that, because nonvoting members repre
senting consumer and industry interests 
are included on advisory committees spe- ̂  
cifically for the purpose of representing 
such interests and have no vote, any 
financial interest covered by 18 U.S.C. 
208(a) in the class which the member 
represents is irrelevant to the services 
which the government expects from 
them and thus is hereby exempted pur
suant to 18 U.S.C. 208(b) as too remote 
and inconsequential to affect the in
tegrity of their services.
§ 2.333 Rights and responsibilities of 

„ nonvoting members of advisory com
mittees.

(a) A nonvoting member of an advi
sory committee selected to represent and 
serve as a liaison With interested individ
uals, associations, and organizations, 
shall have the same rights as any other 
advisory committee member except that:

(1) A nonvoting member shall not 
vote on any matter before the advisory 
committee except such procedural mat- 

. ters as additional rules adopted pursuant 
to § 2.309(a), approval of minutes pur
suant to § 2.313(a), decisions relating to 
transcripts pursuant to § 2.314(b), and 
future meeting dates.

(2) A nonvoting member shall not 
have access to data and information that 
constitute a trade secret or confidential 
commercial or financial information as 
defined in § 4.61 of this chapter.

(b) A nonvoting member of an advi
sory committee is subject to, and shall 
ahide by, all rules and .regulations 
adopted by the Food and Drug Adminis

tration and the advisory committee.
(c) It is the responsibility of the non- 

voting consumer and industry members 
of an advisory committee to represent 
the consumer and industry interests in 
all deliberations.

(1) A nonvoting member does not rep
resent any particular organization or 
group, but rather represents all inter
ested persons within the class which he is 
selected to represent. Accordingly, any 
interested person within the class rep
resented by that nonvoting member shall 
have access to all written statements or 
oral briefings related to the committee 
prepared by the nonvoting member for

distribution to any person outside the 
advisory committee.

(2) The nonvoting member shall re
view all official advisory committee min
utes to assure their completeness and ac
curacy.

(3) The nonvoting member shall act as 
a liasion and conduit between the advi
sory committee and the interested per
sons whom he represents, and shall 
transmit requests for information from 
the committee and relevant data, in
formation, and views to the committee. 
He shall take the initiative in contact
ing interested persons whom he repre
sents, to seek out relevant data, informa
tion, and views, and to relate the progress 
of the advisory committee.

(4) A nonvoting industry member 
shall represent all members of the indus
try, and not any particular association, 
company, product, or ingredient. If a 
matter comes before the committee that 
directly or -indirectly affects the com
pany which employs the nonvoting in
dustry member, he shall so inform the 
committee but need not absent himself 
during the discussion or decline to par
ticipate in the discussion. A nonvoting 
industry member shall not discuss his 
company’s position as such, but may dis
cuss any matter in general terms. All 
presentations and discussions of scien
tific data and their interpretation on be
half of a company shall occur in open 
session, except as provided in § 2.305(c).

(5) A nonvoting member of an advi
sory committee shall not make any pres
entation to that advisory committee dur
ing a hearing conducted by that advisory 
committee. 1

(6) Although a nonvoting member is 
serving in a representative capacity, he 
shall exercise restraint in performing his 
functions and shall not engage in un
seemly advocacy or attempt to exert un
due influence over the other members of 
the committee.

(d) A nonvoting member of an advi
sory committee may be removed by the 
Commissioner for failure to comply with 
the provisions of this section as well as 
§ 2.330(f).;
§ 2.334 Ad hoc advisory committee 

members.
In selecting meifibers of an ad hoc ad

visory committee, the Commissioner may 
utilize the procedures established in 
§§ 2.331 and 2.332 or any other procedure 
he concludes to be appropriate under 
the circumstances.
§ 2.335 Compensation of public advi

sory committee members.
(a) All voting and nonvoting advisory 

committee members shall (1) be ap
pointed as special government employ
ees, except for members of the Technical 
Electronic Product Radiation Safety 
Standard^ Committee, and (2) receive 
a consultant fee and be reimbursed for 
their travel expenses, including per diem 
in lieu of subsistence, unless such com
pensation and reimbursement is waived.

(b) An advisory committee member, 
notwithstanding his primary residence, 
while in attendance at meetings of the 
full committee, or of a subcommittee,
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will be paid, whether the meetings are 
held in the Washington, DC area or 
elsewhere. ' ,

(c) An advisory committee member 
who participates in any agency-directed 
assignment will be paid at. an hourly rate 
when he performs his work at his home, 
place of business, or in a Pood and Drug 
Administratioh facility located within 
his commuting area, and at a daily rate 
when he is required to travel outside of 
his commuting area to perform his as
signment. An advisory committee mem
ber will not be paid for time spent on 
normal preparation for a committee 
meeting.

(1) An agency-directed assignment 
is an assignment which meets the fol
lowing criteria:

(1) An activity which requires under
taking a definitive study. The activity 
must produce a tangible end product, 
usually a written report. Examples are
(a) an analysis of the risks and benefits 
of the use of a class of drugs ora  report 
on a specific problem generated by an 
IND or NDA; (&) the performance of 
similar investigations or analysis of 
complex industry submissions to support 
advisory committee deliberations other 
than normal meeting preparation; (c) 
the preparation of a statistical analysis 
leading to an estimate of toxicologically 
safe dose levels; and (d) the design or 
analysis of animal studies of toxicity, 
mutagenicity, teratogenicity, or car
cinogenicity.

(ii) The performance of an IND or 
NDA review or similar review.

(2) An advisory committee member 
who undertakes a special assignment, 
the end product of which does not rep
resent the end product of the advisory 
committee, but rather Of his own assign
ment, can be compensated. Should such 
preparatory work by advisory committee 
members collectively result in an end 
product of the advisory committee, this 
is to be considered normal meeting prep
aration and advisory committee mem
bers are not to be compensated for this 
work.

(d) Salary while in travel status is 
authorized when an advisory committee 
member has his ordinary pursuits inter
rupted for the substantial portion of an 
additional day beyond the day or days 
on which he performs services, and as 
a consequence he sustains a loss in his 
regular compensation. This applies on 
weekends and holidays if the special 
government employee suffers a loss in 
income he would otherwise earn on that 
day. For travel purposes, a substantial 
portion of a day is defined as 50 percent 
of the working day, and the traveler will 
be paid at a daily rate.

Standing Advisory Committees

§ 2.340 List of standing advisory com
mittees.

The following standing advisory com
mittees have been established for the 
Food and Drug Administration.

(a) Office of the Commissioner— (1) 
Board of Tea Experts, (i) Date estab
lished: March 2, 1897.

(ii) Function: Advises on establish
ment of uniform standards of purity,

quality, and fitness for consumption of 
all tea imported into the United States 
pursuant to 21 U.S.C. 42.

(2) National Advisory Food and Drug 
Committee, (i) Date established: Novem
ber 15,1974.

(ii) Function: Reviews and evaluates 
agency programs and advises on policy 
matters of national significance as they 
relate to the statutory mission of the 
Food and Drug Administration in the 
areas of foods, drugs, cosmetics, medical 
devices, biological products, and elec
tronic products. Reviews and makes rec
ommendations on applications for 
grants-in-aid for research projects rele
vant to the mission of the Food and Drug 
Administration as required by law.

(3) Toxicology Advisory Committee.
(i) Date established: December 9, 1974.

(ii) Function: Reviews and evaluates 
available data relating to the evaluation 
of the safety o f chemicals present in 
foods, drugs, cosmetics, and medical de
vices. Advises on the safety of specific 
human drugs, animal drugs, color and 
food additives, cosmetic components, and 
components of devices. Recommends the 
development of standardized methodolo
gies for the toxicity testing of such ma
terials.

(b) Bureau of Biologies. (1) Advisory 
review panels for biological products, and 
dates established, (i) Bacterial Vaccines 
and Bacterial Antigens Panel. Estab
lished December 22,1972.

(ii) Bacterial Vaccines and Toxoids 
Panel. Established April 16, 1973.

(iii) Viral Vaccines and Rickettsial 
Vaccines Panel. Established April 16, 
1973.

(iv) Skin Test Antigens Panel. Estab
lished August 24, 1973.

(v) Allergenic Extracts Panel. Estab
lished August 24,1973. .

(vi) Blood and Blood Derivatives 
Panel. Established August 24, 1973.

(2) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of biological products.

(c) Bureau of Drugs— (1) Anti-Inf ec- 
tive Agents Advisory Committee, (i) Date 
established^ August 30,1967.

(ii) Function: Reviews and evaluates 
available data concerning safety and ef
fectiveness of marketed and investiga
tional prescription drugs for use in in
fectious diseases,

(2) Arthritis Advisory Committee, (i) 
Date established: April 5, 1974.

(ii) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga
tional prescription drugs for use in ar
thritic conditions.

(3) Biometric and Epidemiological 
Methodology Advisory Committee, (i) 
Date established: March 7, 1968.

(ii) Function: Reviews and evaluates 
scientific studies and data with respect 
to, and otherwise advises the Commis
sioner on, epidemiological and biomet
rical methodology.

(4) Cardiovascular and RenaL Ad
visory Committee, (i) Date established: 
August 27,1970.

(ii) Function: Reviews and evaluates 
available data concerning safety and ef
fectiveness of marketed and investiga

tional prescription drugs for use in 
cardiovascular and renal disorders.

(5) Controlled Substances Advisory 
Committee, (i) Date established: Sep
tember 27,1973.

(ii) Function: Advises the Commis
sioner regarding the scientific and medi
cal evaluation of all information 
gathered by the Department of Justice 
and the Department of Health, Educa
tion, and Welfare with regard to safety, 
effectiveness, and abuse potential of 
drugs or other substances classified as 
stimulants, sedatives, hypnotics, o r , 
analgesics, and recommends actions to i 
be taken with regard to control of such j 
substances.

(6) Dental Drug Products Advisory ■ 
Committee, (i) Date established: June 6 ,1
1972.

(ii) Function: Reviews and evaluates 
available data concerning safety and ef
fectiveness of marketed and investiga
tional prescription drugs for use in the 
practice of dentistry.

(7) FDA/NIDA Drug Abuse Research 
Advisory Committee, (i) Date estab
lished: March 9,1967.

(ii) Function: Advises the Food and 
Drug Administration on action to be 
taken with respect to investigational use 
of substances with abuse potential. Ad
vises the National Institute on Drug 
Abuse on supplies of substances for 
clinical studies and on quantities of sub
stances for-animal and in vitro studies. 
Advises FDA and NIDA on development 
of broad outlines for studies of sub
stances with abuse potential and on new 
methods and tests in animals and man 
by which the dependence liability of in
vestigational drugs may be estimated.

(8) Endocrinology and Metabolism 
Advisory Committee, (i) Date estab
lished: August 27,1970.

(ii) Function: Reviews and evaluates 
available data concerning safety and ef
fectiveness of marketed and investiga
tional prescription drugs for use in en
docrine and metabolic disorders.

(9) Gastrointestinal Drugs Advisory 
Committee. (i) Date established: 
January 3,1974.

(ii) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga
tional prescription drugs for use in gas
trointestinal diseases.

(10) Neurologic Drugs Advisory Com
mittee. (i) Date established: June 4, 
1974. -

(11) Function: Reviews and evaluates 
available data concerning safety and ef
fectiveness of marketed and investiga
tional prescription drugs for Use in 
neurologic disease.

(11) Obstetrics and Gynecology Ad
visory Committee, (i) Date established: 
August 31,1965.

(11) Function: Reviews and evaluates 
available data concerning safety and ef
fectiveness of marketed and investiga
tional prescription drugs for use in the 
practice of obstetrics and gynecology.

(12) Oncologic Drugs Advisory Com
mittee. (i) Date established: October 24,
1973.

(ii) Function: Reviews and evaluates 
available data concerning the safety and
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effectiveness of marketed and investiga
tional prescription drugs for use in the 
treatment of cancer.

(13) Ophthalmic Drugs Advisory Com
mittee. (i) Date established: September 
20, 1971.

(ii) Function: Reviews and evaluates 
available data concerning safety and ef
fectiveness of marketed and investiga
tional prescription drugs for use in dis
eases and disorders of the eye.

(14) Psychopharmacological Agents 
Advisory Committee, (i) Date estab
lished: June 4,1974.

(ii) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga
tional prescription drugs for use irf the 
practice of psychiatry and related fields.

(15) Pulmonary-Allergy and Clinical 
Immunology Advisory Committee, (i) 
Date established: February 17, 1972.

(ii) Function: Reviews and evaluates 
available data concerning safety and ef
fectiveness of marketed and investiga
tional prescription drugs for use in the 
treatment of pulmonary disease and 
diseases with allegeric and/or immuno
logic mechanisms.

(16) Radioactive Pharmaceuticals Ad - 
visory Committee, (i) Date established: 
August 30, 1967.

(ii) Function: Reviews and evaluates 
available data concerning safety and ef
fectiveness of marketed and investiga
tional prescription drugs for use in the 
practice of nuclear medicine.

(17) Respiratory and Anesthetic 
Drugs Advisory Committee, (i) Date es
tablished: March 23, 1966.

(ii) Function: Reviews and evaluates 
available data concerning safety and ef
fectiveness of marketed and investiga
tional prescription drugs for use in the 
field of anethesiology.

(18) Surgical Drugs Advisory Com
mittee. (i) Date established: September 
14, 1971.

(ii) Function: Reviews and evaluates 
available data concerning safety and 
effectiveness of marketed and investiga
tional prescription drugs for use in the 
field of surgery.

(19) Advisory review panels for over- 
the-counter (OTC) drugs, (i) Dates es
tablished.

(a) Antimicrobial Panel. Established 
March 16,1972.

(b) Internal Analgesic Panel. Estab
lished August 31,1972.

(c) Cold, Cough, Allergy, Bronchodi- 
lator, and Antiasthmatic Panel. Estab
lished September 19,1972.
‘ (d) Sedative, Tranquilizer, and Sleep 
Aid Panel. Established September 19, 
1972.

(e) Laxative, Antidiarrheal, Antiemet
ic, and Emetic Panel. Established De
cember 27,1972.

(/) Topical Analgesic Panel. Estab
lished December 27,1972.

(g) Dentifrice and Dental Care Panel. 
Established December 27,1972.

<h) Hemorrhoidal Panel. Established 
April 16,1973.

(i) Ophthalmic Panel. Established 
April 16,1973.

(j ) Contraceptive and Other Vaginal 
Drug Products Panel. Established June 
27,1973.

(ky Oral Cavity Panel. Established 
July 16,1973.

it) Antiperspirant Panel. Established 
July 16,1973.

im) Miscellaneous Internal Drug 
Products Panel. Established July 16, 
1973.

(n) Miscellaneous External Drug 
Products Panel. Established July 16,1973.

(o) Vitamin, Mineral, and Hematinic 
Panel. Established July 16,1973.

(ii) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of nonprescription drug 
products.

(d) Bureau of Medical Devices and 
Diagnostic Products. (1) Advisory review 
panels for medical devices, and dates es
tablished.

(1) Cardiovascular Panel. Established 
March 22,1972.

<ii) Orthopaedic Panel. Established 
April 25, li)72.

(iii) Diagnostic Products Advisory 
Committee. Established August 9, 1972.

(iv) Dental Panel. Established Octo
ber 3,1972.

(v) Anesthesiology Panel. Established 
October 3,1972.

(vi) Gastroenterology and Urological 
Panel. Established April 16,1973.

(vii) Obstetrical and Gynecological 
Panel. Established April 16,1973.

(viii) j Radiology Panel. Established 
October 15,1973.

(ix) Neurology Panel. Established 
October 15,1973.

(x) General Hospital Panel. Estab
lished October 15,1973.

(xi) Physiatry Panel. Established 
October 15,1973.

(xii) General and Plastic Surgery 
Panel. Established October 15, 1973.

(xiii) Ear, Nose, and Throat Panel. 
Established October 15,1973.

(xiv) Ophthalmic Panel. Established 
October 15,1973.

(2) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness- of devices currently in use 
and makes recommendations for their 
regulation.

(e) Bureau o f Radiological Health—
(1) Medical Radiation Advisory Com
mittee. (i) Date established: October 31, 
1963.

(ii) Function: Advises on the formu
lation of policy ahd development of a 
coordinated program related to the ap
plication of ionizing radiation in the 
healing arts.

(2) Technical Electronic Product 
Radiation Safety Standards Committee.
(i) Date established: October 18,1968.'

(ii) Function: Advises on technical 
feasibility, reasonableness, and practica
bility of performance standards for elec
tronic products to control the emission 
of radiation pursuant to 42 U.S.C. 263
(f) (1) (A).

(f) National Center for Toxicological 
Research, Science Advisory Board. (1) 
Date established: June 2, 1973.

(2) Function: Advises on establish
ment and implementation of a research

program that will assist the Commis
sioner of Food and Drugs and the Ad
ministrator, Environmental Protection 
Agency, in fulfilling their regulatory 
responsibilities.
T echnical Electronic P roducts R adia

tion  Safety  S tandards'C ommittee

§ 2.350 Establishment of the Technical 
Electronic Product Radiation Safety 
Standards Committee (TEPRSSC).

The Technical Electronic Product 
Radiation Standards Committee (TEP 
RSSC), consisting of 15 members, is 
established pursuant to the Radiation 
Control for Health and Safety Act of 
1968 (42 U.S.C. 263f (f) (1) (A )). The pur
pose of TEPRSSC is to provide consulta
tion with the Commissioner before he 
prescribes any performance standard 
for an electronic product, as required by 
law.
§ 2.351 Functions of TEPRSSC.

(a) In performing its function of 
advising the Commissioner, TEPRSSC:

(1) May propose electronic product 
radiation safety standards to the Com
missioner for his consideration.

(2) Shall provide consultation to the 
Commissioner on all perf ormance stand
ards proposed for consideration under 
42 U.S.C. 263f.

(3) May make recommendations to the 
Commissioner on any other matters it 
deems necessary or appropriate in ful
filling the purposes of .the act.

(b) Responsibility for action with re
spect to performance standards under 42 
D.S.C. 263f rests with the Commissioner, 
after receiving the advice of TEPRSSC.
§ 2.352 Procedures of TEPRSSC.

(a) When the Commissioner is con
sidering promulgation of a performance 
standard for an electronic product, or 
any amendment of an existing standard, 
he shrill, prior to issuance of a proposed 
regulation in the Federal R egister, sub-" 
mit to TEPRSSC the proposed standard 
or amendment under consideration, to
gether with other relevant information 
to aid TEPRSSC in its deliberations.

(b) The agenda and other material to 
be considered at any meeting shall be 
sent to members whenever possible at 
least 2 weeks prior to the meeting.

(c) Ten members shall constitute a 
quorum, provided at least three members 
from each group specified in 42 U.S.C. 
263f (f) (1) (A) and in § 2.353(a), i.e., 
government, industry, and the public, 
are present.

(d) The chairman of TEPRSSC shall 
ordinarily submit to the Commissioner 
a report of the committee’s considera
tion of any proposed performance stand
ard for an electronic product within 60 
days after such consideration. If the 
chairman believes that more time is 
needed, he shall so inform the Director 
of the Bureau of Radiological Health in 
writing, in which case an additional 30 
days will be allowed to make the report.

(e) The provisions of § § 2.300 through 
2.319 shall be applicable to TEPRSSC, 
except where other provisions are spe
cifically included in §§ 2.350 through 
2.354.
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§ 2.353 Membership of TEPRSSC.
(a) The members shall be appointed 

by the Commissioner after consultation 
with public and private associations and 
organizations concerned with the tech
nical aspect of electronic product radia
tion safety. TEPRSSC shall consist of 
fifteen members, each of whom shall be 
technically qualified by training and ex
perience in one or more fields of science 
or engineering applicable to electronic 
product radiation safety, as follows:

(1) Five members shall be selected 
from government agencies, including 
State and Federal governments.

(2) Five members shall be selected 
from the affected industries after con
sultation with industry representatives.

(3) Five members shall be selected 
from the general public, of whom at least 
one shall be a representative of organized 
labor.

(b) The Commissioner shall appoint a 
committee member as chairman of 
TEPRSSC.

(c) Appointments of members shall 
be for a term of 3 years or as specified 
by the Commissioner.

(1) The chairman shall be appointed 
for a term concurrent with his term as a 
member of TEPRSSC. If the chairman
ship becomes vacant without adequate 
notice, the executive secretary may ap
point a committee member as temporary 
chairman pending appointment of a new 
chairman by the Commissioner.

(2) Members shall not be reappointed 
for a second consecutive full term.

(d) A person otherwise qualified for 
membership shall not be eligible for se
lection as a member of TEPRSSC from 
government agencies or the general pub
lic if the Commissioner determines that 
he does not meet the requirements of 
the conflict of interest laws and regula
tions,

(e) Retention of membership is con
ditioned upon:

(1) The member’s continued status as 
a member of the group from which he 
was selected as specified in paragraph
(a) of this section.

(2) The absence of any conflict of in
terest during the term of membership as 
specified in paragraph (d) of this 
section.

(3) Active participation in TEPRSSC 
activities.

(f) Appointment as a member of 
TEPRSSC shall be conditioned upon a 
certification from the prospective mem
ber that he:

(1) Agrees to the procedures and cri
teria as specified in this subpart.

(2) Has no conflict of interest as spec
ified in paragraph (d) of this section.

(3) Will notify the executive secretary 
of TEPRSSC pripr to any change in his 
representative status on TEPRSSC which 
may be contrary to the conditions of his 
appointment.

(g) Members of TEPRSSC who are 
not full-time officers or employees of the 
United States shall, in accordance with 
42 U.S.C. 210(c), receive compensation 
pursuant to the provisions of § 2.335.

§ 2.354 Conduct of TEPRSSC meetings; 
availability of TEPRSSC records.

(a) In accordance with 42 U.S.C. 263
(f) (1) (B), all proceedings of TEPRSSC 
shall be open, except as provided in par
agraph (b) of this section, and shall be 
recorded, and the record of each such 
proceeding shall be available for public 
inspection.

(b) The provisions of paragraph (a) 
of this section with respect to open 
meetings shall not apply where 
TEPRSSC:

(1) Considers any information which 
contains or relates to a trade secret or 
other matter referred to in 18 U.S.C. 
1905 and thus in accordance with 42 
U.S.C. 263i(e) may not be publicly 
disclosed.

(2) Meets in executive session to for
mulate and vote on its recommendations 
or to consider administrative matters.

Color Additive Advisory Committees

§ 2.360 Establishment of a color addi
tive advisory committee.

The Commissioner shall establish a 
color additive advisory committee when
ever:

(a) The Commissioner concludes, in 
his discretion, that it would be in the pub
lic interest for a color additive advisory 
committee to review and make recom
mendations with respect to the safety of 
any color additive on which important 
issues are pending before the Food and 
Drug Administration, and for interested 
persons to present data, information, and 
views at an oral public hearing before 
a color additive advisory committee.

.(b) Any person who would be adversely 
affected by the issuance, amendment, or 
repeal of a regulation listing a color ad
ditive requests that any issue relating 
to the safety of the color additive arising 
under section 706(b) (5) (B) of the act 
because of the color additive’s potential 
or actual carcinogenicity and requiring 
the exercise of scientific judgment be re
ferred to a color additive advisory com
mittee.

(1) The provisions of paragraph (b) 
of this section are inapplicable to any 
issue arising under the transitional pro
visions in sêction 203 of the Color Addi
tive Amendments of 1960 relating to pro
visional listing of commercially estab
lished colors. Any color additive advisory 
committee to consider any such matter 
shall be established pursuant to the pro
visions of paragraph (a) of this section.

(2) A request for establishment of a 
color additive advisory committee shall 
be pursuant to § 2.7. The Commissioner 
may deny any such petition if inadequate 
grounds are stated for establishment of a 
color additive advisory committee. A re
quest for establishment of a color addi
tive advisory committee may not rest on 
mere allegations or denials, but must set 
forth specific facts showing there is a 
genuine and substantial issue of fact that 
requires scientific judgment and justifies 
a hearing before a color additive advisory 
committee. When it conclusively appears 
from the request for a color additive ad
visory committee that the matter is pre-
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mature or that it does not involve an 
issue arising under section 706(b) (5) (B) 
of the act or there is no genuine and 
substantial issue of fact requiring scien
tific judgment or for any other reason a 
color additive advisory committee is not 
justified, the Commissioner may deny the 
establishment of a color additive ad
visory committee.

(3) Establishment of a color additive
advisory committee on the request of an 
interested person shall be conditioned 
upon receipt of the applicable fee spec
ified in § 2.364. ■ *-

(4) Any person so adversely affected 
may request referral of such a matter to 
a color additive advisory committee at 
any time before, or within 30 days after, 
publication of an order of the Commis
sioner acting upon a color additive peti- 
tioiLor proposal.
•§ 2.361 Functions of a color additive ad

visory committee.
(a) A color additive advisory commit

tee shall review all available information 
relating to the matter referred to it, in
cluding all data and information con
tained in any pertinent color additive 
petition and in Food and Drug Adminis
tration files. All such data and informa
tion so reviewed shall be placed on pub
lic display and available for review at the 
office of the Hearing Clerk.

(b) The Commissioner shall specify to 
the color additive advisory committee, in 
writing, the issues on which review and 
recommendations are requested.

(c) The date of the first meeting of a 
color additive advisory committee, fol
lowing receipt of the administrative rec
ord by each of the committee members, 
shall be designated as the beginning of 
the period allowed for consideration of 
the matter by the color additive advisory 
committee. Within 60 days after that 
first meeting, unless the time is extended 
as provided in paragraph (d) of this 
section, the chairman of the color addi
tive advisory committee shall certify to 
the Commissioner the report containing 
the recommendations of the color addi
tive advisory committee, including any 
minority report. The report shall state 
the recommendations of the color addi
tive advisory committee and the reasons 
or basis for such recommendations. The 
report shall include copies of all material 
considered by the color additive advisory 
committee in addition to the adminis
trative record furnished to it.

(d) If the chairman concludes that the 
color additive advisory committee needs 
additional time, he shall so inform the 
Commissioner in writing and may certify : 
the report of the color additive advisory; 
committee to the Commissioner within. j 
90 days instead of 60 days.

(e) More than one matter may be h an -.
died by a color additive advisory commit*] 
tee concurrently. |
§ 2.362 Procedures of a color additives 

advisory committee.
(a) A color additive advisory commit- j 

tee shall be subject to all the require
ments of the Federal Advisory Commit
tee Act and this subpart.
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(b) All interested persons shall have 
a right to consult with the color additive 
advisory committee reviewing a matter, 
and to submit data, information, and 
views to a color additive advisory com
mittee, in accordance with the proce
dures established in this subpart.
§ 2.363 Membership of a color additive 

advisory committee.
(a) The members of a color additive 

advisory committee shall be selected in 
the following manner:

(1> If a color additive advisory com
mittee is established for purposes that do 
not include review of an issue arising 
under section 706(b) (5) (B) of the act, or 
is established on the initiative of the 
Commissioner, the Commissioner may 
utilize the procedure established in par
agraph (a) (2) of this section to select 
the members, or may utilize an existing 
standing advisory committee listed in 
§ 2.340, or may establish a new advisory 
committee pursuant to the provisions of 
this subpart. Once the Commissioner has 
established a color additive advisory 
committee pursuant to this paragraph 
and has referred to it a matter relating 
to a color additive, no interested person 
may subsequently request that an addi
tional or different color additive advisory 
committee be established to review and 
make recommendations with respect to 
that color additive.

(2) If the Commissioner establishes a 
color additive advisory committee to re
view an issue arising under section 706
(b) (5) (B) of the act on the request of 
an interested person, it shall be estab
lished pursuant to the following require
ments.

(i) Except as provided in paragraph
(a) (2) (ii) and (iii) of this section, the 
Commissioner shall request the National 
Academy of Sciences to select the mem
bers of a color additive advisory com
mittee from among experts qualified in 
the subject matter to be reviewed by the 
committee, and of adequately diversified 
professional backgrounds. The Com
missioner shall appoint one of the mem
bers so selected as the chairman.

(ii) If the National Academy of Sci
ences is unable or refuses to select the 
members of a color additive advisory 
committee, the Commissioner shall se
lect such members, who shall ordinarily 
be the Toxicology Advisory Committee in 
accordance with § 2.322,

(iii) If the Commissioner and the re
questing party agree, the provisions of 
section 706(b) (5) (D) of the act may be 
waived and the matter may be referred 
to any standing advisory committee 
listed under § 2.340 or to any advisory 
committee established pursuant to any 
other procedure that is mutually agree
able, whieh shall ordinarily be the Toxi
cology Advisory Committee in accord
ance with § 2.322. Once the Commis
sioner has so established a color additive 
advisory committee and has referred to 
it a matter relating to a color additive, 
no interested person may subsequently 
request that an additional or different 
color additive advisory committee be es
tablished to review and make recom

mendations with respect to that color 
additive.

(b) Members of a color additive ad
visory committee shall be subject to the 
requirements of the Federal Advisory 
Committee Act and this subpart, except 
that no member of a color additive ad
visory committee shall by reason of such 
membership alone be a special govern
ment employee or be subject to the con
flict of interest laws and regulations.
§ 2.364 Fees and compensation pertain

ing to a color additive advisory com
mittee.

(a) In the event of a referral of any 
matter to a color additive advisory com
mittee, all costs related thereto, including 
personal compensation of committee 
members, travel, materials, and other 
costs, shall be borne by the person re
questing the referral, such costs to be 
assessed on the basis of actual cost to 
the government. The compensation of 
such costs shall include personal com
pensation of color additive advisory com
mittee members at a rate not to exceed 
$128.80 per member per day,

(b) In the case of a request for refer
ral to a color additive advisory commit
tee, a special advance deposit shall be 
made in the amount of $2,500.00. Where 
required, further advances in increments 
of $2,500.00 each shall be made upon 
request of the Commissioner. All deposits 
for referrals to a color additive advisory 
committee in excess of actual expenses 
shall be refunded to the depositor.

(c) All deposits and fees required by 
the regulations in this section shall be 
paid by money order, bank draft or cer
tified check drawn to the order of the 
Food and Drug Administration, collect
able at par in Washington, DC. All de
posits and fees shall be forwarded to the 
Associate Commissioner for Administra
tion, Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 20852, 
whereupon after making appropriate 
record thereof they will be transmitted 
to the Treasurer of the United States for 
deposit in the special account “Salaries 
and Expenses, Certificatioh, Inspection, 
and Other Services, Food and Drug Ad
ministration.”

(d) The Commissioner may waive or 
refund such fees in whole or in part 
when, in his judgment, such action will 
promote the public interest. Any person 
who believes that payment of these 
fees will work a hardship on him may 
petition the Commissioner pursuant to 
§ 2.7 to waive or refund the fees.

P ublic Advisory Committees for 
Human P rescription D rugs

§ 2.370 Establishment of standing tech
nical public advisory committees for 
human prescription drugs.

The standing technical advisory com-, 
mittees for human prescription drugs are 
established to advise the Commissioner:

(a) Generally on the safety and effec
tiveness, including the labeling and ad
vertising, and regulatory control of any 
of the human prescription drugs falling 
within the pharmacologic class covered 
by the advisory committee and on the

scientific standards appropriate for a 
determination of safety and effectiveness 
in that class of drugs.

(b) Specifically on any particular mat
ter involving a human prescription drug 
pending before the Food and Drug Ad
ministration, including whether the 
available data and information are ade
quate to support a determination that:

( 1 )  A particular IND study may prop
erly be coiiducted.

(2) A particular drug meets the 
statutory standard for proof of safety 
and effectiveness necessary for approval 
or continued approval for marketing.

(3) A particular drug is properly clas
sified as a new drug, an old drug, or a 
banned drug.
§ 2.371 Utilization of a public advisory 

committee on the initiative of the 
Food and Drug Administration.

(a) Any matter involving a human pre
scription drug under review within the 
agency may, in the discretion of the 
Commissioner, be the subject of a public 
hearing and continuing or periodic re
view by the appropriate standing tech
nical advisory committee for human pre
scription drugs. The Commissioner’s de
terminations with respect to the agenda 
of such an advisory committee shall be 
based upon the priorities of the various 
matters pending before the agency which 
fall within the pharmacologic class cov
ered by that advisory committee.

(b) High priority for such hearing and 
review by the appropriate standing tech
nical advisory committee for human pre
scription' drugs shall be given to the fol
lowing types of human prescription 
drugs:

<1> Investigational drugs which are 
potential therapeutic advances over cur
rently marketed products from the stand
point of safety or effectiveness, or which 
pose significant safety hazards, or which 
present narrow benefit-risk considera
tions requiring a close judgmental de
cision in regard to approval for market
ing, or which have a novel delivery sys
tem or formulation, or which are the 
subject of major scientific or public con
troversy, or which may be subject to spe
cial regulatory requirements such as a 
limitation on clinical trials, a patient 
followup requirement, post-marketing 
Phase IV studies, distributional controls, 
or boxed warnings.

(2) Marketed drugs for which an im
portant new use has been discovered, or 
which pose newly discovered safety haz
ards, or which are the subject of major 
scientific or public controversy, or which 
may be subject to important regulatory 
actions such as withdrawal of approval 
for marketing, boxed warnings, distribu
tional controls, or newly required scien
tific studies.

(c) The advisory committee may re
quest the Commissioner for an oppor
tunity to hold a public hearing and to 
review any matter involving a human 
prescription drug which falls within the 
pharmacologic class covered by the ad
visory committee. The Commissioner 
shall, after consulting with the advisory 
committee on such request, grant or deny
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the request in light of the priorities of 
the other matters pending before the 
advisory committee. Whenever feasible, 
consistent with the other work of the 
advisory committee, such a request shall 
be granted.

(d) For any drug which meets any of 
the criteria established in paragraph (b) 
of this section, one or more members of 
or consultants to the appropriate ad
visory committee may be selected for 
more detailed monitoring of the matter 
and consultation with the Food and Drug 
Administration on behalf of the com
mittee. Such member or consultant may 
be invited by the agency to attend ap
propriate meetings and shall assist the 
bureau in any briefing of the committee 
with respect to that matter.

(e) An advisory committee may obtain 
advice and recommendations from the 
Toxicology Advisory Committee, the Bio
metric and Epidemiological Methodology 
Advisory Committee, and from such 
other agency advisory committees, con
sultants and experts as the advisory com
mittee and the bureau conclude would 
facilitate the work of the advisory com
mittee.

(f) Presentation of all relevant data 
and information relating to any such 
matter shall be made in open session 
unless it relates to an IND the existence 
of which has not previously been dis
closed to the public as defined in § 4.81 
of this chapter or is otherwise prohibited 
from public disclosure pursuant to the 
provisions of Part 4 of this chapter and 
the regulations referenced therein. The 
provisions of §§ 314.14, 431.71, and 601.51 
of this chapter shall determine whether, 
and the extent to which, relevant data 
and information shall be made available 
for public disclosure, summarized and 
discussed in open session but not other
wise made available for public disclosure, 
or not in any way discussed or disclosed 
in open session or otherwise disclosed to 
the public.
§ 2.372 Advice and recommendations in 

writing.
Advice and recommendations given by 

an advisory committee with respect to a 
specific drug or a class of drugs shall 
ordinarily be in the form of a written 
report. Such written report may consist 
of the approved minutes of the meeting 
or a separate written report. Such writ
ten report shall respond to the specific 
issues or questions which tire Commis
sioner has addressed to the advisory 
committee, and shall state the basis of 
the advice and recommendations of the 
advisory committee.
§ 2.373 Utilization of a public advisory 

committee at the request of an inter
ested person.

Any interested person may request, 
pursuant to § 2.7 of this Part, that a spe
cific matter relating to a particular hu
man prescription drug be submitted to 
an appropriate advisory committee for 
a hearing and review and recommenda
tions. Any such request shall demon
strate the importance of the matter and

the reasons why it should be submitted 
for a hearing and at that time. The Com
missioner may, in his discretion, grant 
or deny any such request.

Subpart E— Public Hearing Before the 
Commissioner

§ 2.406 Scope of subpart.
Subpart E governs the practices and 

procedures applicable whenever:
(a) The Commissioner concludes, in 

his discretion, that it is in the public 
interest to permit interested persons to 
present data, information, and views at 
a public hearing on any particular mat
ter, or class of matters, of importance 
pending before the Food and Drug Ad
ministration.

<b) Pursuant to specific provisions in 
other sections of this chapter, a matter 
pending before the Food and Drug Ad
ministration is subject to a public hear
ing before the Commissioner. Such spe
cific provisions are in § 330.10(a) (8) of 
this chapter relating to review of the 
safety, effectiveness, and labeling of 
over-the-counter drugs.

(c) A person who has right to an op
portunity-for a formal evidentiary pub
lic hearing under Subpart B of this Part 
waives that opportunity and in lieu 
thereof requests pursuant to § 2.117 of 
this Part a public hearing before the 
Commissioner pursuant to this Subpart 
E, and the Commissioner, in his discre
tion, accepts this request.
§ 2.401 Notice of a public bearing be

fore tbe Commissioner.
(a) If the Commissioner determines 

that a public hearing before the Com
missioner should be held on any matter, 
he shall publish in the F ederal R egis
ter a notice of hearing setting forth the 
following information:

(1) If the hearing is pursuant to 
§ 2.400 (a) or (b ) :

(1) The purpose of the hearing and 
the subject matter to be considered. If 
any written document is to be the sub
ject matter of the hearing, it shall be 
published as part of the notice, or ref
erence shall be made to it if it has al
ready been published in the F ederal R eg
ister , or the notice shall state that the 
document is available from the Hearing 
Clerk or an agency employee designated 
in the notice.

(ii) The time, date, and place of the 
hearing, or a statement that such in
formation shall be contained in a subse
quent notice published in the F ederal 
R egister.

(2) If the hearing is in lieu of a formal 
evidentiary hearing pursuant to § 2.400
(c), all of the information described in 
§ 2.117(e) of this Part.

(b) The scope of the hearing shall be 
determined by the notiee of hearing and 
any specific provisions in other sections 
of this chapter. If any such specific pro
vision, e.g., § 330.10(a) (10) of this chap
ter, limits a hearing to review of an ex
isting administrative record, data and 
information not already included in the. 
record shall not be submitted or con
sidered at the hearing.

■§ 2.402 Notice of appearance; schedule 
for hearing.

(a) The notice of hearing shall pro
vide interested persons an opportunity to 
file a written notice of appearance with 
the Hearing Clerk within a specified 
period of time in the form and pursuant 
to the requirements specified in § 2.131. 
If the public interest requires that such 
a hearing be conducted within a short 
period of time, the notice may name a 
specific Food and Drug Administration 
employee, together with his telephone 
number, to whom an oral notioe of ap
pearance shall be given. A written or oral 
notice of appearance shall be received 
by the Hearing Clerk, or other designated 
person, by the close of business of the 
day specified in the notice.

(b) A notice of appearance shall state 
the approximate amount of time re
quested by the person for his presenta
tion. Individuals and organizations with 
common interests are urged to consoli
date or coordinate their presentations.

(c) Promptly after expiration of the 
time specified in the notice for the filing 
of a notice of appearance, the Commis
sioner shall determine the amount of 
time allocated to each such person for 
his oral presentation and the time that 
oral presentation is scheduled to begin. 
Each such person shall be so informed 
in writing or, if the time prior to the 
hearing is short, by telephone. The Com
missioner may require joint presenta
tions by persons with common interests.

(d) The Commissioner shall prepare 
a hearing schedule showing the persons 
making oral presentations and the time 
allotted to each such person, which shall 
be filed with the Hearing Clerk and 
mailed or telephoned to each such person 
and, if time permits, published in the 
F ederal R egister.
§ 2.403 Conduct of a public hearing be

fore the Commissioner.
(a) The Commissioner or his designee 

shall preside at the hearing, except where 
specific provisions in other sections of 
this chapter require that the Commis
sioner preside personally. The presiding 
officer may be accompanied by other 
Food and Drug Administration employ
ees or other Federal government em
ployees designated by the Commissioner, 
who may serve as a panel in conducting 
the hearing.

(b) The hearing shall be transcribed.
(c) Each person may use his allotted 

time in whatever way he wishes, con
sistent with a reasonable and orderly 
hearing. A person may be accompanied 
by any number of additional persons, 
and may present any written data, infor
mation, or views for inclusion in the 
record of the hearing, subject to the re
quirements of § 2.404.

(d) If a person is not present at the 
time, specified for his presentation, the 
persons following will appear in order. 
An attempt will be made to hear any 
such person at the conclusion of the 
hearing. Any other interested persons 
attending the hearing who did not re
quest an opportunity to make an oral
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presentation shall be given an opportu
nity to make an oral presentation at the 
conclusion of the hearing, in the discre
tion of the presiding officer, to the extent 
that time permits.

(e) The presiding officer and any other 
persons serving with him as a panel may 
question any person during or at the 
conclusion of his presentation. No other 
person attending the hearing may ques
tion a person making a presentation. The 
presiding officer may allot additional 
time to any person when he concludes 
that it is in the public interest, but may 
not reduce the time allotted for any 
person without their consent.

(f) The hearing shall be informal in 
nature, and the rules of evidence shall 
not apply. No motions or objections re
lating to the admissibility of data, infor
mation, and views shall be made or con
sidered, but other participants may 
comment upon or rebut all such data, 
information, and views. No participant 
may interrupt the presentation of an
other participant at any hearing for 
any reason.
§ 2.404 Written submissions pertaining 

to a public hearing before the Com
missioner.

Any interested person may submit 
data, information, or views on the matter 
that is the subject of the hearing in writ
ing to the Hearing Clerk, pursuant to 
§ 2.5. The record of the hearing shall 
remain open for 15 days after the 
hearing is held for any additional writ
ten submissions, unless the notice of the 
hearing specifies otherwise or the pre
siding officer rules otherwise at the hear
ing.
§ 2.405 Administrative record of a pub

lic hearing before the Commissioner..
(a) The administrative record of a 

public hearing before the Commissioner 
shall consist of the following:

(1) All relevant Federal R egister no
tices, including any documents to which 
they refer.

(2) Aik written submissions pursuant 
to § 2.404.

(3) The transcript of the oral hearing.
(b) The record of the administrative 

proceeding shall be closed at the time 
specified in § 2.404.
§ 2.406 Examination of adm inistrative 

record.
The availability for public examination 

and copying of each document which is 
a part of the administrative record of 
the hearing shall be governed by the pro
visions of § 2.5(j). Each document which 
is available for public examination or 
copying shall be placed on public display 
in the office of the Hearing Clerk 
promptly upon receipt in that office.
Subpart F— Regulatory Hearing Before the 

Food and Drug Administration
§ 2.500 Scope of subpart.

Subpart F governs the practices and 
procedures applicable whenever:

(a) The Commissioner is considering 
any regulatory action, including a refusal

PROPOSED RULES

to act, and concludes, in his discretion, 
on his own initiative or at the suggestion 
of any person, to offer an opportunity 
for a regulatory hearing to obtain addi
tional information before he makes a 
decision or takes action.

(b) Any provision in any regulation 
of this chapter provides any person with 
an opportunity for a hearing with respect 
to any regulatory action, including pro
posed action, and such regulation either 
specifically provides an opportunity for a 
regulatory hearing pursuant to this sub
part or provides an opportunity for a 
hearing but does not specify the pro
cedures for such hearing and such pro
cedures are not specified in other provi
sions of this chapter. Such sections are:

(1) Section 202.1 (j ) (5), relating to ap
proval of prescription drug advertise
ments.

(2) Section 8.27(b), relating to refusal 
to certify a batch of a color additive.

(3) Section 8.28(b), relating to sus
pension of certification service for a color 
additive.

(4) Section 8.33(a), relating to use of 
food containing a new color additive.

(5) Section 10.5(1), relating to a tem
porary permit to vary from a food 
standard.

(6) - Section 121.75(b) , relating to use 
of food containing an investigational 
food additive.

(7) Section 511.1(b) (5), relating to use 
of food containing an investigational new 
animal drug.

(8) Section 511.1(c)(1), relating to 
termination of an p i  AD for an inves-' 
tigator.

(9) Section 511.1 (c)(4) and (d), re
lating to termination of an INAD for a 
sponsor.

(10) Section 514.210, relating to sus
pension of certification service for a vet
erinary antibiotic drug.

(11) Section 312.1(c)(1), relating to 
whether an investigator is entitled to 
receive investigational new drugs.

(12) Sections 312.1 (cM4) and (d), re
lating to termination of an IND for a 
sponsor.

(13) “ Section 312.9(c), relating to ter
mination of an IND for tests in .vitro and 
in laboratory research animals for a 
sponsor.

(14) Section 429.50, relating to sus
pension of certification service for an 
insulin drug.

(15) Section 431.52, relating to sus
pension of certification service for an 
antibiotic drug.

(16) Section 433.2(d), relating to ex
emption from certification for an anti
biotic drug.

(17) Section 433.12(b)(5), relating to 
an exemption from labeling for a certifi
able antibiotic drug.

(18) Section 433.13(b), relating to an 
exemption from manufacturing use for 
a certifiable antibiotic drug.

(19) Section 433.14(b), relating to an 
exemption for storage for a certifiable 
antibiotic drug.

(20) Section 433.15(b), relating to an 
exemption for processing for a certifiable 
antibiotic drug.

(21) Section 433.16(b), relating to an 
exemption for repacking for a certifiable 
antibiotic drug.

(22) Section 1003.11(a)(3), relating 
to the failure of an electronic product to 
comply with an applicable standard or 
to a defect in an electronic product.

(23) Section 1003.31(d), relating to 
denial of an exemption from notification 
requirements for an electronic product 
which fails to comply with an applicable 
standard.

(24) Section 1004.6, relating to plan 
for repurchase, repair, or replacement 
of an electronic product.

(25) Section 1210.30, relating to de
nial, suspension, or revocation of a per
mit under the Federal Import Milk Act.

(26) Any other,.provision in the regu
lations in this chapter under which a 
party who is adversely affected by regu
latory action is Entitled to an opportu
nity for a hearing, and no other proce
dural provisions in this part are by regu
lation applicable to such hearing.
§ 2.501 Inapplicability' and limited ap

plicability.
(a) The provisions of this subpart are 

inapplicable to the following:
(1) Informal presentation of views be

fore reporting a criminal violation pur
suant to section 305 of the act and § 1.6 
of this chapter, and section 5 of the Fed
eral Import Milk Act and § 1210.31 of this 
chapter.

(2) A hearing with respect to a refusal 
of admission of a food, drug, device, or 
cosmetic pursuant to section 801(a) of 
the act and § 1.318 of this chapter, or of 
an electronic product pursuant to sec
tion 360(a) of the Public Health Service 
Act and § 1005.20 of this chapter.

(b) The provisions of this subpart are 
applicable to hearings conducted pur
suant to specific procedural provisions in 
other sections of this chapter to the ex
tent that the provisions of this subpart 
are in addition to the provisions in such 
other sections and not in conflict with 
them, e’£., the right to counsel, public 
notice of the hearing, reconsideration and 
stay, and judicial review. Such other 
sections include Subpart A of Part ,90 of 
this chapter, relating to emergency per
mit control.
§ 2.5Q5 Presiding officer.

Ca) Any Food and Drug Administra
tion employee to whom the Commissioner 
delegates such authority, or any other 
agency employee designated by an em
ployee to whom such authority is dele
gated, may serve as the presiding officer 
at and conduct a regulatory hearing pur
suant to the provisions of this subpart.

(b) The presiding officer shall be free 
from bias or prejudice and shall not have 
participated in the investigation or ac
tion that is the subject of the hearing 
or be subordinate to a person who has 
participated in such investigation or ac
tion.

(c) A different presiding office? may 
be substituted for the one originally de
signated pursuant to §§ 2.510 and 2.511 
without notice to the parties.
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§ 2.506 Right to counsel.
Any party to a hearing pursuant to this 

subpart shall have the right at all times 
to be advised and accompanied by coun
sel.
§ 2.510 Regulatory hearing on the ini

tiative of the Commissioner.
(a) A regulatory hearing_on the initia

tive of the Commissioner pursuant to 
§ 2.500(a) shall be initiated by a notice 
of opportunity for hearing from the Pood 
and Drug Administration.

(1) Such notice shall be sent by regis
tered mail, telegram, telex, personal de
livery, or any other mode of written com
munication.

(2) Such notice shall specify the facts 
and the action that are the subject of 
the opportunity for a hearing.

(3) Such notice shall state that the 
notice of opportunity for hearing and the 
hearing are governed by the provisions 
of this subpart.

(4) Such notice shall state the time 
within which a  hearing shall be request
ed, shall be signed by the Food and Drug 
Administration employee who will be the 
presiding officer in the event a  hearing 
is held, and shall state the name, ad
dress, and telephone number of the pre
siding officer.

(b) Any person offered an opportunity 
for a  hearing shall have the amount of 
time specified in the notice, which shall 
be not less than 3 working days after re
ceipt of such notice, within which to re
quest a hearing. Such request may be 
filed by registered mail, telegram, telex, 
personal delivery, or any other mode of 
written communication, addressed to the 
presiding officer. If no response is filed 
within such time, the offer shall be 
deemed to have been refused and no 
hearing shall be held.

(c) If a hearing is requested, such 
hearing shall take place at a time and 
location agreed upon by the party re
questing the hearing and the presiding 
officer or, if such agreement cannot be 
reached, at a reasonable time and loca
tion designated by the presiding officer.

(d) A notice of opportunity for hear
ing under this section shall not operate 
to delay or stay any administrative ac
tion, including enforcement action of any 
kindr by the agency unless the Commis
sioner, in his discretion, determines that 
delay or a stay is in the public interest.
§ 2.511 Regulatory hearing pursuant to 

regulation.
(a) A regulatory hearing pursuant to 

a regulation listed in § 2.500(b) shall be 
initiated by a notice of opportunity for 
hearing from the Food and Drug Admin
istration.

(1) Such notice shall be sent by reg
istered mail, telegram, telex, personal de
livery, or any other mode of written com
munication.

<2) Such notice shall specify tire facts 
and the action that are the subject of the 
opportunity for hearing, and shall state 
whether the action is or is not being 
taken pending the hearing pursuant to 
paragraph (e) of this section.

<3) Such notice shall state that the 
notice of opportunity for hearing and the 
hearing are governed by the provisions 
of this subpart.

(4) Such notice shall state the time 
within which a hearing shall be re
quested, and shall state the name, ad
dress, and telephone number of the Food 
and Drug Administration employee to 
whom any request for hearing shall be 
addressed.

(b) Any person offered an opportunity 
for hearing shall have the amount of 
time specified in the notice, which shall 
be not less than 3 working days after 
receipt of such notice, within which to 
request a hearing. Such request may be 
filed by registered mail, telegram,'telex, 
personal delivery, or any other mode of 
written communication, addressed to the 
presiding officer. If no response is filed 
within such time, the offer shall be 
deemed to have been refused and no 
hearing shall be held.

(c) If a hearing is requested, the Com
missioner shall designate a presiding of
ficer a nd such hearing shall take place at 
a time and location agreed upon by the 
party requesting the hearing and the 
presiding officer or, if such agreement 
cannot be reached, at a reasonable time 
and location designated by the presiding 
officer. The hearing may not be required 
to be held at a time less than two work
ing days subsequent to receipt of the re
quest for hearing.

(d) Before the hearing, the Food and 
Drug Administration shall give to the 
party requesting the hearing reasonable 
notice of the matters to be considered at 
the hearing, including a comprehensive 
statement of the basis for the decision or 
action taker or proposed that is the sub
ject of the hearing and a general sum
mary of the information that will be 
presented by the Food and Drug Admin
istration at the hearing in support of 
such decision or action. Such information 
may be given orally or in writing, in the 
discretion of the Commissioner.

(e) The Commissioner may take such 
action pending a hearing pursuant to 
this section as he concludes is necessary 
to protect the public health, except where 
expressly prohibited by statute or regu
lation. A hearing to consider action al
ready taken, and not stayed by the Com
missioner, shall be conducted on an ex
pedited basis.

(f) On the basis of the administrative 
record of the hearing specified in § 2.513
(a), the Commissioner shall issue a writ
ten decision stating the reasons for his 
administrative action and the basis in 
the record.
§ 2.512 Hearing procedure.

(a) A regulatory hearing may be con
ducted in private or may be a public 
hearing, as determined by the party re
questing the hearing.

(1) The party requesting the hearing 
shall inform the presiding officer or other 
designated agency employee at the time 
that he requests the hearing, whether it 
will be a private or public hearing. If 
the party requesting the hearing fails to

state whether the hearing shall be pri
vate or public, it shall be a private hear
ing.

(2) If the hearing is a private hear
ing, no persons other than the party 
requesting the hearing, his counsel and 
witnesses, and an employee or consultant 
or other person subject to a commercial 
arrangement as defined in § 4.81(a) of 
this chapter, and Food and Drug Admin
istration representatives, shall be enti
tled to attend.

(3) If the hearing is a public hearing, 
it shall be announced on the public cal
endar described in § 2.21(a) whenever 
feasible, and any interested person who 
attends the hearing may participate to 
the extent of presenting relevant infor
mation.

(b) A regulatory hearing shall be con
ducted by a presiding officer. Employees 
of the Food and Drug Administration 
shall first give a full and complete state
ment of the action which is the subject 
of the hearing, together with the infor
mation and reasons supporting it, and 
may present any oral or written infor
mation relevant to the hearing. The 
party requesting the hearing shall then 
have the right to present any oral or 
written information relevant to the hear
ing. All parties may confront and con
duct reasonable cross-examination of 
any person (except for the presiding of
ficer and counsel for the parties) who 
makes any statement with respect to 
the matter at the hearing.

(c) The hearing shall be informal in 
nature, and the rules of evidence shall not 
apply. No motions or objections relating 
to the admissibility of data, informa
tion, and views shall be made or consid
ered, but any other party may comment 
upon or rebut all such data, information, 
and views.

(d) The Commissioner may, in his dis
cretion, order the hearing to be trans- 
scribed. The party requesting the hear
ing shall have the right to have the 
hearing transcribed, at his expense, in 
which case a copy of such transcription 
shall be furnished to the Food and Drug 
Administration and included with the 
presiding officer’s report of the hearing. 
Any transcription of the hearing shall 
be included with the presiding officer’s 
report of the hearing.

(e) The presiding officer shall prepare 
a written report of the hearing. All writ
ten material presented at the hearing 
shall be attached to the report. When
ever time permits, the parties to the 
hearing shall be given the opportunity 
to review and offer corrections to the 
presiding officer's report of the hearing.
§ 2.513 Administrative record of a reg

ulatory hearing.
(a) The record of the administrative 

proceeding shall consist of the follow
ing:

(IX The notice of opportunity for 
hearing and the response thereto.

(2) All written data, information, and 
views submitted to the presiding officer 
at the hearing.

(3) Any transcript of the hearing.
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(4) The presiding officer’s report of 
the hearing.

(b) The record of the administrative 
proceeding shall be closed with respect to 
the .submission of data, information, and 
views, at the close of the hearing, unless 
the presiding officer specifically permits 
additional time for a further submission.
§ 2.514 Examination of administrative 

record.
The availability for public disclosure 

of each document which is a part of- the 
administrative record of a regulatory 
hearing shall be governed by the provi
sions of Part 4 of this chapter and the 
regulations referenced therein.
§ 2.515 Record for administrative deci

sion.
(a) . With respect to any matter which 

is subject to an opportunity for a hear
ing pursuant to §§ 2.500(a) and 2.510, the 
administrative record of the hearing 
specified in § 2.513(a) shall be consid
ered by the Commissioner together with 
all other relevant data and information 
available to the Food and Drug Admin
istration in determining whether regu
latory action should be taken and, if so, 
what form of regulatory action should be 
taken.

(b) With respect to any matter which 
is subject to an opportunity for a hear
ing pursuant to §§ 2.500(b) and 2.511, 
the administrative record of the hearing 
specified in § 2.513(a) shall constitute the 
exclusive record for decision.
§ 2.516 Reconsideration and stay of ac

tion.
Following any final administrative ac

tion which is the subject of a hearing 
pursuant to this subpart or any provi
sion referenced in § 2.501(b), any party 
may petition the Commissioner for re
consideration of any part or all of such 
decision or action pursuant to § 2.8 or 
may petition for a stay of such decision 
or action pursuant to § 2.9.
§ 2.520 Judicial review.*

The availability of judicial review with 
respect to any regulatory action which is 
the subject of a hearing pursuant to this 
subpart shall be governed by the provi
sions of § 2.11.

Subpart G— Standards of Conduct and 
Conflicts of Interest

§ 2.600 Scope of subpart.
Subpart G governs the standards of 

conduct for, and establishes regulations 
to prevent conflicts of interest by, all 
Food and Drug Administration em
ployees.
§ 2.610 Reference to Department regu

lations.
(a) The provisions of 45 CFR Part 73, 

establishing standards of conduct for all 
Department employees, are fully ap
plicable to all Food and Drug Admin
istration employees, except that such 
regulations shall be applicable to special 
government employees, i.e., consultants 
to the Food and Drug Administration, 
only to the extent stated in Subpart L of 
45 CFR Part 73.

(b) The provisions of 45 CFR Part 73a 
supplement the Department standards of 
conduct and apply only to Food and Drug 
Administration employees except special 
government employees.
§ 2.611 Code of ethics- for government

. service.
The following code of ethics, adopted 

by Congress on July 11, 1958, shall apply 
to all Food and Drug Administration em
ployees:

C ode of  Et h ic s  for  G o v e r n m e n t  Service

Any person in Government service should:
1. Put loyalty to the highest moral prin

ciples and to country above loyalty to per
sons, party,- or Government department.

2. Uphold the Constitution, laws, and legal 
regulations of the United States and of all 
governments therein and never be a party 
to their evasion.

3. Give a full day’s labor for a full day’s 
pay; giving to the performance of his duties 
his earnest effort and best thought.

4. Seek to find and employ more efficient 
and economical ways of getting tasks accom
plished.

5. Never discriminate unfairly by' the dis
pensing of special favors or privileges to any
one, whether for remuneration or not; and 
never accept, for himself or his family, favors 
or benefits under circumstances which might 
be construed by reasonable persons as in
fluencing the performance of his govern
mental duties.

6. Make no private promises of any kind 
binding upon the duties of office, since a 
Government employee has no private word 
which can be binding on public duty.

7. Engage in no business with the Govern
ment, either directly, or indirectly, which is 
inconsistent, with the conscientious perform
ance of his governmental duties.

8. Never use any information coming to 
him confidentially in the performance of gov
ernmental duties as a means for making 
private profit.

9. Expose corruption wherever discovered.
10. Uphold these principles, ever conscious 

that public office is a public trust.

§ 2.612 Food and Drug Administration 
Conflict of Interest Review Board.

(a) The Commissioner shall establish a 
permanent five-member Conflict of 
Interest Review Board, which shall re
view and make recommendations to the 
Commissioner on all specific or policy 
matters relating to conflicts of interest 
arising within the Food and Drug Ad
ministration that are forwarded to it by 
(1) the Associate Commissioner for Ad
ministration or (2) anyone who is the 
subject of an adverse determination by 
the ̂ Associate Commissioner for Admin
istration on any matter arising under the 
conflict of interest laws, except a deter
mination of an apparent violation of law. 
The Director, Division of Personnel 
Management, Office of the Associate 
Commissioner for Administration, shall 
serve as executive secretary of the Re
view Board.

(b) ' It shall be -the responsibility of 
every Food and Drug Administration em
ployee with whom any specific or policy 
issue relating to conflicts of interest is 
raised, or who otherwise wishes to have 
any such matter resolved, to forward the 
matter to the Associate Commissioner 
for Administration for resolution, except

that reporting of apparent violations of 
law are governed by § 2.613.

(c) All general policy relating to con
flicts of interest shall be established in 
guidelines pursuant to the provisions of 
§ 2.19(b) and whenever feasible shall be 
incorporated .. in regulations in this 
subpart.

(d) All decisions relating to specific 
individuals shall be placed in a public file 
established for this purpose by the Pub
lic Records and Documents Center, e.g., 
a determination that a consultant may 
serve on an advisory committee with 
specific limitations or with public dis
closure of stock holdings, except that 
such determination shall be written in 
a way that does notidentify the individ
ual in the following situations:

(1) A determination that an employee 
must dispose of prohibited financial in
terests or refrain from incompatible out
side activities in accordance with estab
lished Department or agency regulations.

(2) A determination that a proposed 
consultant is not eligible for employment 
by the agency.

(3) A determination that public dis
closure of any information would consti
tute an unwarranted invasion of personal 
privacy in violation of § 4.63 of this 
chapter.
§ 2.613 Duty to report violations.

(a) The Policy Management Staff, As
sociate Commissioner for Administration, 
is responsible for obtaining factual infor
mation for the Food and Drug Adminis
tration on any matter relating to allega
tions of misconduct, impropriety, con
flict of interest, or other violations of 
Federal statutes by agency personnel.

(b) Any Food and Drug Administra
tion employee who has factual informa
tion showing or who otherwise believes 
that any present or former Food and 
Drug Administration employee has vio
lated or is violating any provision of this 
subpart or of 45 CFR Parts 73 or 73a 
or of any statute listed in Appendix A to 
45 CFR Part 73 should report such infor
mation directly to the Policy Manage
ment Staff. Any such reports shall be in 
writing or shall with the assistance of 
the Policy Management Staff be reduced 
to writing, and shall be promptly investi

gated.
(c) Any report pursuant to paragraph 

(b) of this section and any records relat
ing to an investigation of such reports 
shall be maintained in strict confidence 
in the files of the Policy Management 
Staff, shall be exempt from public dis
closure, and may be reviewed only by 
authorized Food and Drug Administra
tion employees who are required to do so 
in the performance of their duties.
§ 2.620 Permanent disqualification of 

former employees.
No former Food and Drug Adminis

tration employee, including a special gov
ernment employee, shall knowingly act 

.as agent or attorney for anyone other 
than United States in connection with 
any judicial or other proceeding, applica
tion, request for a ruling or other deter
mination, contract, claim, controversy,
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charge, accusation, or other particular 
matter involving a specific party or par
ties in which the United States is a party 
or has a direct and substantial interest 
and in which he participated personally 
and substantially through decision, ap
proval, disapproval, recommendation, 
rendering of advice, investigation, or 
otherwise as a Pood and Drug Adminis
tration employee.
§ 2.621 Temporary disqualification of 

former employees.
Within 1 year after termination of 

employment with the Pood and Drug 
Administration, no former Pood and 
Drug Administration employee, includ
ing a special government employee, shall 
appear personally before the Pood and 
Drug Administration or other federal 
agency or court as agent or attorney for 
any person other than the United States 
in connection with any proceeding or 
matter in which the United States is a 
party or has a direct and substantial in
terest and which was under his official 
responsibility at any time within one 
year preceding termination of such re
sponsibility. The term “official responsi
bility” means the direct administrative 
or operating authority, whether inter
mediate or final, and either exercisable 
alone or with others, and either per
sonally or through subordinates, to ap
prove, disapprove, or otherwise direct 
government action.

4. By establishing a new Part 5—Dele
gations of Authority and Organization, 
consisting of the redesignated Subparts 
H and M of Part 2, to read as follows:
PART 5— DELEGATIONS OF AUTHORITY 

AND ORGANIZATION
Subpart A— Delegations of Authority to the 

Commissioner of Food and Drugs
Sec.
5.1 -Delegations from the Secretary and 

Assistant Secretary.
Subpart B— Redelegations of Authority from 

the Commissioner of Food and Drugs
5.20 General redelegations of authority

from the Commissioner to other 
officers of the Food and Drug Ad
ministration.

5.21 Delegations regarding hearings and re
view boards.

5.22 Delegations regarding imports.
5.23 Delegations regarding certification of

true copies and use of Department 
seal.

5.24 Delegations regarding disclosure of
official records.

5.25 Delegations regarding certification of
color additives.

5.26 Delegations regarding certification of
insulin.

5.27 Delegations regarding certification of
antibiotic drugs.

5.28 Delegations regarding approved new
animal drug applications and ap
proved new animal drug application 
supplements for new animal drugs.

5.29 Delegations regarding approval of
new-drug applications and new-
drug application supplements for 
drugs for human use.

Sec.
5.30 Delegations regarding issuance of. no

tices relating to proposals to refuse 
approval or to withdraw approval of 

• new drug applications and new drug 
application supplements for drugs 
for human use.

5.31 Delegation regarding designation of
official master and working stand
ards for antibiotic drugs.

5.32 Delegations regarding emergency
functions.

5.33 Delegations regarding enforcement
activities.

5.34 Delegations regarding certification fol
lowing inspections.

5.35 Delegations regarding grants and fel
lowships.

5.36 Delegation regarding issuance, amend
ment, or repeal of regulations per
taining to antibiotic drugs for 
human use. -

5.37 Delegation regarding issuance of no
tices of filing of petitions and no
tices of proposed rule making per
taining to food standards, food addi
tives, and color additives.

5.38 Delegations regarding termination of
exemptions for new drugs for in
vestigational use in human beings
or in animals.

5.39 Delegations regarding detention of
meat, poultry, eggs, and related 
products.

5.40 Delegations regarding approval of
schools providing food-processing 
instruction.

5.41 Delegations regarding issuance of re
ports of minor violations.

5.42 Delegations relating to granting and
withdrawing variances from per
formance standards for electronic 
products.

5.43 Delegations relating to exemptions
from performance standards for 

electronic products.
5.44 Delegations relating to testing pro

grams and methods of certification 
and identification for electronic 
products.

5.45 Delegations relating to notification of
defects in, and repair or replace
ment of, electronic products.

5.46 Delegations relating to manufacturer’s
resident import agents.

5.47 Delegations relating to requiring
manufacturers to provide data to 
ultimate purchasers of electronic 
products.

5.48 Delegations relating to directing deal
ers and distributors of electronic 
products to provide data to manu
facturers.

5.49 Delegations relating to acceptance of
assistance from State and local au
thorities for enforcement of radia
tion control legislation and regu
lations.

5.50 Delegations regarding Issuance and
revocation of licenses for the propa
gation or manufacture and prepara
tion of biological products.

Subpart C—Organization 
5.100 Headquarters.
5.105 t Chief Counsel for the Food and Drug 

Administration and Assistant Gen
eral Counsel for Food and Drugs, 
Office of General Counsel, Depart
ment of Health, Education, and Wel
fare.

5.110 FDA Public Records and Documents
Center.

5.111 FDA Hearing Clerk.
5.115 Field structure.

Subpart A— Delegations of Authority to the 
Commissioner of Food and Drugs

§5 .1  Delegations from the Secretary 
and Assistant Secretary.

(а) The Assistant Secretary for Health 
has redelegated to the Commissioner of 
Pood and Drugs with authority to redele
gate (35 FR 606 as amended) all author
ity delegated to him by the Secretary 
of Health, Education, and Welfare as 
follows:

(1) Functions vested in the Secretary 
under the Federal Food, Drug, and Cos
metic Act (21 U.S.C. 301 et seq.), the 
Filled Milk Act (21 U.S.C. 61-63), the 
Federal Import Milk Act (21 U.S.C. 141 
et seq), the Tea Importation Act (21 
U.S.C. 41 et seq.), the Federal Caustic 
Poison Act (44 Stat. 1406), and The Fair 
Packaging and Labeling Act (15 U.S.C. 
1451 et seq.), pursuant to section 12 of 
Reorganization Plan No. IV and Reorga
nization Plan No. 1 of 1953, including au
thority to administer oaths vested in the 
Secretary of Agriculture by 7 U.S.C. 2217.

(2) Functions vested in the Secretary 
under section 301 (Research and Investi
gation) ; section 307 (International Co
operation) ; section 310 (Health Educa
tion and Information) ; section 311 (Fed
eral-State Cooperation) ; and section 
314(f) (Interchange of Personnel with 
States) of the Public Health Service Act 
(42 U.S.C. 241, 2421, 242o, 243, 246(f)) 
which relate to the functions of the Food 
and Drug Administration.

(3) Functions vested in the Secretary 
under sections 354 through 360F of the 
Public Health Service Act (42 U.S.C. 
263b through 263n) which relate to elec
tronic product radiation control.

(4) Functions vested in the Secretary 
under section 361 of the Public Health 
Service Act (42 U.S.C. 264) which relate 
to the law enforcement functions of the 
Food and Drug Administration concern
ing the following products and activities: 
biologicals (including blood and blood 
products) ; interstate travel sanitation 
(except interstate transportation of 
etiological agents under 42 CFR 72.25) ; 
food (including milk and food service 
sanitation and shellfish sanitation) ; and 
drugs, devices, cosmetics, and electronic 
products, and other items or products 
regulated by the Food and Drug Admin
istration.

(5) Functions vested in the Secretary 
under sections 351 and 352 of the Public 
Health Service Act (42 U.S.C. 262 and 
263) which relate to biological products.

(б) Functions vested in the Secretary 
pertaining to section 302(a) of the Pub
lic Health Service Act (42 U.S.C. 242(a) ) 
which relate to the determination and 
reporting requirements with respect to 
the medicinal and scientific requirements 
of the United States for controlled sub
stances.

(7) Functions vested in the Secretary 
pertaining to section 303 of the Public 
Health Service Act (42 UJ3.C. 242a) 
which relate to the authorization of per
sons engaged in research on the use and
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effect of drugs to protect the identity of 
their research subjects with respect to 
drugs scheduled under Public Law 91-513 
for which a notice of claimed exemption 
for an investigational new drug is filed 
with the Food and Drug Administration 
and with respect to all drugs not sched
uled under Public Law 91-513.

(8) Functions vested in the Secretary 
pertaining to section 4 of the Compre
hensive Drug Abuse Prevention and Con
trol Act of 1970 (84 Stat. 1241) which re
late to thè determination of the safety 
and effectiveness of drugs or to approve 
new drugs to be used in the treatment of 
narcotic addicts.

(9) Functions vested in the Secretary 
pertaining to section 303(f) of the Con
trolled Substances Act (21 U.S.C. 823(f) ) 
which relate to the determination of the 
qualifications and competency of prac
titioners wishing to conduct research 
with controlled substances listed^ in 
Schedule I of the Act, and the merits of 
the research protocol.
' (10) Functions vested in the Secretary 

pertaining to provisions of the Controlled 
Substances Act (21 U.S.C. 801 et seq.) 
which relate to administration of the 
Federal Food,Drug, and Cosmetic Act 
(21 U.S.C. 301 et seq.).

(11) Functions vested in the Secretary 
under section 409(b) of the Federal Meat 
Inspection Act (21 U.S.C. 679(b)) which 
relate to the detention of any carcass, 
part thereof, meat, or meat product of 
cattle, sheep, swine, goats, or equines.

(12) Functions vested in the Secretary 
under section 24(b) of the Poultry Prod
ucts Inspection Act (21 U.S.C. 467f(b)) 
which relate to the detention of any poul
try carcass, part thereof, or poultry 
product.

(13) Functions vested in the Secretary 
under the Egg Products Inspection Act 
(21 U.S.C. 1031 et seq.).

(14) Functions vested in the Secretary 
by amendments to the foregoing statutes 
subsequent to Reorganization Plan No. 1 
of 1953.

(15) Function of issuing all regulations 
of the Food and Drug Administration. 
The reservation of authority contained 
in Chapter 2-000 of the Department 
Organization Manual shall not apply.

(16) Functions vested in the Secretary 
under Executive Order 11490, section 
1103(5), and those portions of sections 
1103(1), 1103(3), 1103(4), 3001(2), 3001
(3), 3002(1), 3002(2), 3002(3), 3004, and 
3009 which relate to food, drugs, and bio- 
logicals. In the performance of these 
emergency functions the Commissioner 
shall coordinate his activities with the 
Administrator, Health Services and Men
tal Health Administration, in order that 
preemergency plans shall be developed in 
consonance with postattack organization 
plans and structure of the Department 
for the Emergency Health Service.

(17) Function vested in the Secretary 
of authorizing and approving miscella
neous and emergency expanses of en
forcement activities.

(18) Function vested in the Secretary 
under the Federal Advisory Committee 
Act, Public Law 92-463, to inake deter
minations that advisory committee

meetings are concerned with matters 
listed in section 552(b) of title 5, U.S.C. 
and therefore may be closed to the pub
lic for those committees under the ad
ministrative jurisdiction of the Commis
sioner of Food and Drugs. This authority 
may not be redelegated. This authority 
is to be exercised in accordance with the 
requirements of the Act and only with 
respect to the following:

(i) Meetings, to the extent that they
directly involve review, discussion or con
sideration of records of the Department 
which are exempt from disclosure under 
5 U.S.C. 552(b) (4), (6), and (7),
namely, (a) records containing trade 
secrets and commercial or financial in
formation obtained from a person and 
privileged or confidential; (b) personnel, 
medical and similar files the disclosure 
of which would constitute a clearly un
warranted invasion of personal privacy; 
and (c) investigatory files compiled for 
law enforcement purposes;

(ii) Meetings to the extent that they 
involve the review, discussion, and eval
uation of specific drugs and devices reg
ulated by FDA which are intended to 
result in recommendations for regula
tory decisions under the Federal Food, 
Drug, and Cosmetic Act and which are 
concerned with matters listed in 5 U.S.C. 
552(b)(4 ) ,(5 ) ,and (7);

(iii) Meetings held for the sole pur
pose of considering and formulating ad
vice which the committee will give or any 
final report it will render, Provided

(a) The meetings will involve solely 
the internal, expression of views and 
judgments of the members and it is 
essential to close the meeting or portions 
thereof to protect the free exchange of 
such views and avoid undue interference 
with agency or committee operations, 
and such views if reduced to writing 
would be protected from mandatory dis
closure under section 552(b) (5) of title 5 
U.S.C.;

(b) The meeting is closed for the. 
shortest time necessary, summarizing the 
work of the committee during the closed 
sessions, and a report, prepared by the 
executive secretary will be made avail
able promptly to the public;

(c) When feasible, the public is given 
a timely opportunity to present rele
vant information nnd views to the com
mittee; and

(d) Concurrence for closing the meet
ings for such purpose is obtained from 
the Office of the General Counsel and the 
Office of Public Affairs.

(19) Functions vested in the Secretary 
under the second sentence of section 309 
(Health Conferences) of the Public 
Health Service Act (42 U.S.C. 242n) to 
call for a conference and invite as piany 
health authorities and officials of State 
or local public or private agencies or or
ganizations as deemed necessary or 
proper on subjects related to the func
tions of the Food and Drug Administra
tion.

(20) Functions vested in the Secretary 
under section 501 (Gifts) of the Public 
Health Service Act (42 U.S.C. 219) to ac
cept offers of unconditional gifts, of other 
than real property, provided’ such gifts

are of $1,000 value or less and the total 
costs associated with acceptance of 
property will not exceed the cost of pur
chasing a similar item and the cost of 
normal care and maintenance.

(21) Functions vested in the Secretary 
under section 362 of the Public Health 
Service Act (42 U.S.C. 265) which relate 
to the prohibition of the introduction of 
foods, drugs, devices, cosmetics, and elec
tronic products and other items or prod
ucts regulated by the Food and Drug Ad
ministration into the United States when 
it is determined that it is required in the 
interest of public health when such func
tions relate to the law enforcement func
tions of the Food and Drug Administra
tion.

(b) The Chief Counsel for the Food 
and Drug Administration and Assistant 
General Counsel in charge of the Divi
sion of Food and Drugs, Office of General 
Counsel, Department of Health, Educa
tion, and Welfare, has been authorized to 
report apparent violations to the Depart
ment of Justice for the institution of 
criminal proceedings, pursuant to section 
305 of the Federal Food, Drug, and Cos
metic Act, section 4 of the Federal Im
port Milk Act, and section 9(b) of the 
Federal Caustic Poison Act.

(c) The Assistant Secretary for Health 
has redelegated to the Commissioner of 
Food and Drugs, with authority to re
delegate, the authority delegated to him 
by the Assistant Secretary for Admin
istration and Management: (1) To cer
tify true copies of any books/ records, 
papers, or other documents on file 
within the Department, or extracts from 
such; to certify ‘that true copies are 
true copies of the entire file of the De
partment; to certify the complete origi
nal record or to certify the nonexistence 
of records on file within the Depart
ment; and to cause the Seal of the De
partment to be affixed to such certifica
tions and to agreemehts, awards, cita
tions, diplomas, and similar documents.

r (2) To establish volunteer service 
programs and accept volunteer services 
for use in the operation of a health care 
facility or the provision of health care 
under section 223 of the Public Health 
Services Act (42 U.S.C. 217b).

Subpart B— Redelegations of Authority 
From the Commissioner of Food and Drugs
§ 5.20 General redelegations of author

ity from the Commissioner to other 
officers of the Administration.

(a) Final authority of the Commis
sioner of Food and Drugs is redelegated 
as set forth in this subpart. Further re- 
delegation of the authority vested herein 
is not authorized. Authority redelegated 
herein to a position by title may be ex
ercised by a person officially designated 
to serve in such position in an acting 
capacity or on a temporary basis, unless 
prohibited by a restriction written into 
the document designating him as “act
ing” or unless not legally permissible.

(b) The Deputy Commissioner Of Food 
and Drugs and the Associate Commis
sioner for Compliance are authorized to 
perform all the functions of the Com
missioner of Food and Drugs.
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§ 5.21 Delegations regarding hearings 
and review boards.

(a) The Directors, and Deputy Direc
tors of Bureaus, Regional Pood and Drug 
Directors, Deputy Regional Pood and 
Drug Directors, and District Directors 
are authorized to designate officials to 
hold informal hearings which relate to 
their assigned functions under sections 
305, 404(b) , and 801(a) of the Federal 
Pood, Drug, and Cosmetic Act, section 6 
of the Pair Packaging and Labeling Act, 
section 9(b) of the Federal Caustic Poi
son Act, and section 5 of the Federal Im
port Milk Act. Officials so designated are 
delegated authority vested in the Secre
tary of Agriculture by 7 U.S.C. 2217 (43 
Stat. 803) to administer or to take from 
any person an oath, affirmation, affidavit, 
or deposition for use in any prosecution 
or proceeding under or in enforcement 
of any law as cited in this section.

(b) The Director and Deputy Director 
of the Bureau of Radiological Health are 
authorized to hold hearings under sec
tion 360(a) of the Public Health Service 
Act, and to designate officials to hold in
formal hearings under section 360(a) of 
the act.
§ 5.22 Delegations regarding imports.

(a) The Regional Pood and Drug Di
rectors, Deputy Regional Pood and Drug 
Directors, and District Directors are au
thorized to designate officials who may 
request, under section 801 (a) of the Fed
eral Pood, Drug, and Cosmetic Act, from 
the Secretary of the Treasury samples of 
foods, drugs, devices or cosmetics im
ported, or offered for import, in order to 
determine whether such articles are in 
compliance with the act.

(b) The Director and Deputy Director 
of the Bureau of Radiological Health, 
and the Director of the Division of Com
pliance of that Bureau are authorized 
to request, under section 360(a) of the 
Public Health Service Act, from the Sec
retary of the Treasury samples of elec
tronic products imported or offered for 
import in order to determine whether 
such articles are in compliance with that 
act.

(c) The Director and Deputy Director 
of the Bureau of Radiological Health, 
and the Director of the Division of Com
pliance of that Bureau may, under sec
tion 360B(b) of the Public Health Serv
ice Act, exempt persons from issuing a 
certification as required by section 358
(h) of the act, for electronic products 
imported into the United States for test
ing, evaluation, demonstration, or train
ing, which will not be introduced into 
commerce and upon completion of their 
function, will be destroyed or exported 
in accord with Bureau of Customs regu
lations.

(d) The Regional Pood and Drug Di
rectors, Deputy Regional Food and Drug 
Directors, and District Directors are au
thorized to exercise all of the functions 
of the Commissioner of Food and Drugs 
under section 362 of the Public Health 
Service Act (42 U.S.C. 265) that relate to 
the prohibition of the introduction of 
foods, drugs, devices, cosmetics, and elec

tronic products and other items or prod
ucts regulated by the Food and Drug Ad
ministration into the United States when 
it is determined that it is required in the 
interest of public health, and such func
tions relate to the law enforcement func
tions of the Pood and Drug Adminis
tration.
§ 5.23 Delegations regarding certifica

tion o f  true copies and use o f  Depart
ment seal.

(а) The following officials are author
ized to certify true copies of or extracts 
from any books, records, papers, or other 
documents on file within the Pood and 
Drug Administration, to certify that 
copies are true copies of the entire file, 
to certify the complete original record, 
or to certify the nonexistence of records 
on file within the Administration, and to 
cause the seal of the Department to be 
affixed to such certifications :

(1) Associate and Deputy Associate 
Commissioners.

(2) Assistant and Deputy Assistant 
Commissioners.

(3) Director of the Executive Secre-

(4) Director and Deputy Director of 
the Office of Legislative Services.

(5) The FDA Regulations Officer and 
the Federal Register Liaison Officer and 
their alternates of the Office of the Asso
ciate Commissioner for Compliance.

(б) Directors and Deputy Directors 
of Bureaus and Executive Director and 
Deputy Executive Director of Regional 
Operations.

(7) Director of the Office of Planning 
and Evaluation, the Associate Director 
and Deputy Associate Director for Com
pliance, and the Directors of the Divi
sions of: Methadone Monitoring; Drug 
Product Quality; Drug Labeling Compli
ance; and Drug Manufacturing of the 
Bureau of Drugs.

(8) Associate Director for Manage
ment, the Associate Director and Deputy 
Associate Director for Compliance, and 
the Directors of the Divisions of: Regu
latory Guidance; Food Technology; and 
Food Service of the Bureau of Foods.

(9) Associate Director and the Direc
tor of the Division of Compliance of the 
Bureau of Biologies.

(10) Director and Deputy Director of 
the Division of Compliance of the Bureau 
of Veterinary Medicine.

(11) Associate Director for Adminis
tration of the Bureau of Radiological 
Health, and the Director of the Division 
of Compliance of that Bureau.

(12) Assistant Director for Program 
Operations and the Director of the Di
vision of Compliance of the Bureau of 
Medical Devices and Diagnostic Products.

(b) The following officials are author
ized to cause the seal of the Department 
to be affixed to agreements, awards, cita
tions, diplomas, and similar documents.

(1) Associate and Deputy Associate 
'  Commissioners.

(2) The Director of the Division of 
Personnel Management of the Office of 
Administration and the Chief of the 
Career Development and Training 
Branch of that Division and Office.

(c) The Federal R egister Writer and 
his alternates of the Office of Compliance 
are authorized to certify true copies of 
Federal R egister documents.
§ 5.24 Delegations regarding disclosure 

of official records.
(a) The following officials are author

ized to make determinations to disclose 
official records and information in 
accordance with § 4.1 of this chapter.

(1) The Director and Deputy Director 
of the Bureau of Drugs, and the Asso
ciate Director and Deputy Associate Di
rector for Compliance and the Directors 
of the Divisions of : Methadone Monitor
ing; Drug Product Quality; Drug Label
ing Compliance; and Drug Manufactur
ing of that Bureau.

(2) The Director and Deputy Director 
of the Bureau of Foods, and the Associate 
Director and Deputy Associate Director 
for Compliance and the Director of the 
Division of Regulatory Guidance of that 
Bureau.

(3) The Director and Deputy Director 
of the Bureau of Veterinary Medicine 
and the Director and Deputy Director of 
the Division of Compliance of that 
Bureau.

(4) The Director and Deputy Director, 
Bureau of Radiological Health, and the 
Director of the Division of Electronic 
Products and the Director of the Division 
of Compliance of that Bureau.

(5) The Director and Deputy Director 
of the Bureau of Biologies, and the As
sociate Director and the Director of the 
Division of Compliance of that Bureau.

(6) The Director and Deputy Director 
of the Bureau of Medical Devices and 
Diagnostic Products and the Director of 
the Division of Compliance of that 
Bureau.

(b) The Chief of the Drug Listing 
Branch of the Division of Drug Labeling 
Compliance of the Bureau of Drugs is 
authorized to sign affidavits regarding 
the presence or absence of records of 
Registration of Drug Establishments.

(c) The Chief of the Records Section 
of the Administrative Services Branch, 
Division of Management Services, Office 
of Administration, is authorized to sign 
affidavits regarding the presence or 
absence of records in the files of that 
section.
§ 5.25 Delegations regarding certifica

tion of color additives.
The Director and Deputy Director of 

the Bureau of Foods, the Associate Di
rector and Deputy Associate Director for 
Technology, and the Director and Deputy 
Director of the Division of Color Tech
nology of that Bureau are authorized to 
certify batches of color additives for use 
in foods, drugs, or cosmetics, under sec
tion 706 of the Federal Food, Drug, and 
Cosmetic Act.
§ 5.26 Delegations regarding certifica

tion of insulin.
The Director, Deputy Director, and the 

Associate Director and Deputy Associate 
Director for Compliance of the Bureau 
of Drugs, the Director and Deputy Di
rector of the Division öf Drug Product 
Quality of that Bureau, and the Chief
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and Assistant Chief of the Certification 
Services Branch of that Division and 
Bureau are authorized to certify or reject 
batches of drugs containing insulin, pur
suant to section 506(a)' of the Federal, 
Food, Drug, and Cosmetic Act.
§ 5.27 Delegations regarding certifica

tion of antibiotic drugs.
The Director, Deputy Director, and 

the Associate Director and Deputy Asso
ciate Director for Compliance of the, 
Bureau of Drugs, the Director and Dep
uty Director of the Division of Drug 
Product Quality of that Bureau, and the 
Chief and Assistant Chief of the Certifi
cation Services Branch of that Division 
and Bureau are authorized to certify 
or reject batches of antibiotic drugs, or 
any derivative of these drugs, pursuant 
to sections 507(a) and512(n) of the Fed
eral Food, Drug, and Cosmetic Act.
§ 5.28 Delegations regarding approved 

new animal drug applications and 
approved new animal drug applica
tion supplements for new animal 
drugs.

The Director of the Bureau of Veter
inary Medicine is authorized to perform 
all the functions of the Commissioner of 
Food and Drugs with regard to the ap
proval of new animal drug applications, 
and new animal drug application supple
ments, for new animal drugs submitted 
pursuant to section 512 of the Federal 
Food, Drug, and Cosmetic Act. The Di
rector of the Division of Veterinary 
Medical Review of the Bureau of Veter
inary Medicine is authorized to perform 
for functions of the Commissioner with 
regard to the approval of applications 
for animal feeds containing new animal 
drugs.
§ 5.29 Delegations regarding approval 

of new-drug applications and new- 
drug application supplements for 
drugs for human use.

(a) The Director, Deputy Director, and 
Associate Director for New Drug Evalua
tion of the Bureau of Drugs are author
ized to perform all the functions of the 
Commissioner of Food and Drugs with 
regard to the approval of new-drug ap
plications and new-drug application sup
plements which are for drugs for human 
use and have been submitted pursuant 
to section 505 of the Federal Food, Drug, 
and Cosmetic Act.

(b) The Directors of the Divisions o f: 
Anti-Infective Drug Products; Cardio- 
Renal Drug Products; Surgical-Dental 
Drag Products; Metabolism and Endo
crine Drug Products; Neuropharmaco- 
logical Drug Products; Oncology and 
Radiopharmaceutical Drag Products; 
and Drug Advertising of the Bureau of 
Drugs are authorized to perform all the 
functions of the Commissioner with re~ 
gard to the approval of new-drug appli
cation supplements which are for drags 
for human use and have been submitted 
pursuant to section 505 of the Federal 
Food, Drug, and Cosmetic Act.

§ 5.30 Delegations regarding issuance of 
notices relating to proposals to refuse 
approval or to withdraw approval of 
new drug applications and new drug 
application supplements for drugs 
for human use.

The Director of the Bureau of Drags 
is authorized to issue notices of an op
portunity for a hearing on proposals to 
refuse approval or to withdraw approval 
of new drug applications and new drag 
application supplements for drugs for 
human use submitted pursuant to sec
tion 505 of the Federal Food, Drug, and 
Cosmetic Act and to issue notices of 
denial or withdrawal of approval when 
opportunity for hearing has been waived.
§ 5.31 Delegation regarding designation 

of official master and working stand
ards for antibiotic drugs.

The Director, Deputy Director, and 
Associate Director for Pharmaceutical 
Research and Testing of the Bureau of 
Drugs, and the Director of the National 
Center for Antibiotics Analysis of that 
Bureau are authorized to designate offi
cial Food and Drug Administration mas
ter and working standards for antibiotic 
drugs under § 430.5 of this chapter.
§ 5.32 Delegations regarding emergency 

functions.
Each Regional Food and Drug Director 

is authorized, during any period when 
normal channels of direction are dis
rupted between the Food and Drug Ad
ministration headquarters and his region, 
to fully represent the Food arid Drug 
Administration within his region in con
sonance with the Department of Health, 
Education, and Welfare regional emer
gency plans and to exercise the authority 
of the Commissioner for supervision of 
and direction to all Food and Drag Ad
ministration activities and use of re
sources within his region for continuity 
and for Federal Emergency Health Serv
ice operations. These same officials are 
authorized to provide in Regional Emer
gency Plans for the delegation of Food 
and Drag Administration regional au
thorities to heads of field activities when 
such activities are cut off from national 
and regional headquarters.
§ 5.33 Delegations regarding enforce

ment activities.
(a) Duly appointed and authorized in

spectors, officers, and employees of the 
Food and Drug Administration who have 
been issued the Food and Drag Adminis
tration official credentials consisting of 
FD Form 200a entitled “Identification 
Record” and FD Form 200b entitled 
“Specification of General Authority” are 
designated by the Commissioner of Food 
and Drags:

(1) To conduct examinations, inspec
tions, and investigations; to collect and 
obtain samples; to have access to and 
to copy and verify records; and to super
vise compliance operations, for the e n -v 
forcement of the Federal Food, Drag, and 
Cosmetic Act, the Fair Packaging and 
Labeling Act, the Federal Caustic Poison

V "

Act, the Import Milk Act, the Filled Milk 
Act, the Tea Importation Act, the Radia
tion Control for Health and Safety Act 
of 1968, and section 361 of the Public 
Health Service Act.

(2) To administer oaths and affirma
tions under section 1 of the Act of Jan
uary 31, 1925 (Ch. 124, 43 Stat. 803); 
sections 12 to 15 of Reorganization Plan 
No. IV, effective June 30, 1940; and Re
organization Plan No. 1 of 1953, effective 
April 11, 1953.

(b) Duly appointed and authorized 
inspectors, officers, and employees of the 
Food and Drug Administration who have 
been issued the Food and Drag Adminis
tration official credentials consisting of 
FD Form 200a entitled “Identification 
Record” and FD Form 200c entitled

* “Specification of General and Special 
Authority” are designated by the Com
missioner of Food and Drugs:

(1) To perform the duties enumerated 
in paragraph (a) (1) and (2) of this 
section.

(2) As officers and employees having 
the authority to request and the author
ity to have access to and copy and verify 
records and reports required by sections 
505 (i) and (j) , 507 (d) and (g), and 
512 (1) and (m) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355
(i) and (j), 357 (d) and (g), and 360b 
(1) and (m)).

(c) The Food and Drug Administra
tion official credentials referred to in 
paragraphs (a) and (b) of this section 
are described as follows:

(1) FD Form 200a entitled “Identifica
tion Record” bears a color photograph, 
description, and signature of the bearer, 
an identification number, an expiration 
date, the Department of Health, Educa
tion, and Welfare seal with blue imprint 
centered to the left of the photograph 
and the Food and Drag Administratiofi 
symbol centered to the right of the photo
graph.

(2) FD Form 200b entitled “Specifica
tion of General Authority” bears the 
holder’s name, his general authority, an 
identification number, an expiration 
date, and the Commissioner’s signature.

(3) FD Form 200c entitled “Specifica
tion of General and Special Authority” 
bears the holder’s name, his general and 
special authority, an identification num
ber, an expiration date, and the Com
missioner’s signature and is superimposed 
in the lower right corner with a red, 
white, and blue stripe imprint.

(4) Both FD Form 200b and FD Form 
200c bear the name of the Department 
of Health, Education, and Welfare, Pub
lic Health Service, and Food and Drug 
Administration and are superimposed 
with the Department seal with blue im
print.

(d) The Director and Deputy Director 
of the Bureau of Radiological Health are 
authorized to refuse admission of non- 
complying electronic product imports 
and to notify the Secretary of the Treas
ury of such refusal under section 360(a) 
of the Public Health Service Act and 
are authorized to refuse or to grant per-
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mission and time extensions to bring 
such products into compliance, and are 
authorized to supervise or designate an 
official to supervise such operations 
under section 360(b) of the act.

(e) The Director and Deputy Director 
of the Bureau of Radiological Health and 
the Director of the Division of Compli
ance of that Bureau are authorized to 
perform all of the functions of the Com
missioner of Food and Drugs under sec
tion 360A(a) of the Public Health Serv
ice Act relating to electronic product 
safety and inspection of electronic prod
uct manufacturers’ premises, and to per
form all of the functions of the Commis
sioner of Food and Drugs under section 
360A(b) of the act relating to the estab
lishment, maintenance, and inspection of 
electronic product manufacturers’ rec
ords.

(f) The Director and Deputy Director 
of the Bureau of Radiological Health are 
authorized to designate officials to make 
accident and investigation reports under 
section 360A(d) of the Public Health 
Service Act.

(g) The Director, Deputy Director, and 
Associate Director of the Bureau of Bio
logies and the Director of the Division of 
Compliance of that Bureau may author
ize, pursuant to section 351(c) of the 
Public Health Service Act (42 U.S.C. 262
(c )), any officer, agent, or employee to 
enter and inspect any establishment 
which is subject to the provisions of sec
tion 351 of the act (42 U.S.C. 262).
§ 5.34 Delegations regarding certifica

tion following inspections.
Regional Food and Drug Directors, 

Deputy Regional Food and Drug Direc
tors, and District Directors are author
ized to issue certificates of sanitation 
under 21 CFR 1240.20.
§ 5.35 Delegations regarding grants and 

fellowships.
(a) The Associate and Deputy Asso

ciate Commissioner for Science are au
thorized to approve or disapprove all 
applications for grants and fellowships 
and to select officials to serve as program 
managers to exercise scientific oversight 
and to monitor grantee progress.

(b) Thé Associate and Deputy Asso
ciate Commissioner for Administration 
and the Director and Deputy Director of 
the Division of Contracts and Grants 
Management of the Office of the Associ
ate Commissioner for Administration are 
authorized to execute grant awards upon 
approval by the Associate or Deputy As
sociate Commissioner for Science under 
sections 301, 308, 311, and 356 of the 
Public Health Service Act, and to notify 
grantees of officials who will serve as the 
FDA program manager for their grant.
§ 5.36 Delegation regarding issuance, 

amendment, or repeal of regulations 
pertaining to antibiotic drugs for 
human use.

The Director and Deputy Director of 
the Bureau of, Drugs and the Assistant 
Director for Regulatory Affairs are au
thorized to perform all of the functions 
of the Commissioner of Food and Drugs 
under section 507 of the Federal Food,
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Drug, and Cosmetic Act regarding the is
suance, amendment, or repeal of regula
tions pertaining to antibiotic drugs for 
human use.
§ 5.37 Delegation regarding issuance of 

notices of filing of petitions and no
tices of proposed rulemaking pertain
ing to food standards, food additives, 
and color additives.

The Director of the Bureau of Foods is 
authorized to perform all the functions 
of the Commissioner of Food and Drugs 
under sections 401, 409, and 706 of the 
Federal Food, Drug, and Cosmetic Act 
regarding the issuance of notices of filing 
of petitions and notices of proposed rule- 
making pertaining to food standards, 
food additives, and color additives.
§ 5.38 Delegations regarding termina

tion of exemptions for new drugs for 
investigational use in human beings, 
in laboratory research animals or in 
vitro tests, or in animals.

(a) The Director and Deputy Director 
of the Bureau of Drugs are authorized 
to perform all the functions of the Com
missioner of Food and Drugs with regard 
to the termination of exemptions for new 
drugs for investigational use in human 
beings under § 312.1 and in laboratory 
research animals or in vitro tests under 
§ 312.9 of this chapter, except those 
which pertain to a biological product 
subject to the licensing provisions of sec
tion 351 of the Public Health Service Act 
(42 U.S.C. 262). The Associate Director 
and Deputy Associate Director for New 
Drug Evaluation and the Directors of the 
Divisions of: Anti-Infective Drug Prod
ucts; Cardio-Renal Drug Products; Sur
gical-Dental Drug Products; Metabolism 
and Endocrine Drug Products; Neuro- 
pharmacological Drug Products; and 
Oncology and Radiopharmaceutical Drug 
Products of the Bureau of Drugs are au
thorized to notify sponsors and invite 
correction prior to termination action on 
such exemptions.

(b) The Director, Deputy Director, and 
Associate Director of the Bureau of Bio
logies are? authorized to perform all the 
functions of the Commissioner of Food 
and Drugs with regard to the termina
tion of those exemptions for new drugs 
for investigational use in human beings 
under § 312.1 and in laboratory research 
animals or in vitro tests under § 312.9 of 
this chapter pertaining to a biological 
product subject to the licensing provi
sions of section 351 of the Public Health 
Service Act (42 U.S.C. 262).

(c) The Director and Deputy Director 
of the Bureau of Veterinary Medicine are 
authorized to perform all the functions 
of the Commissioner of Food and Drugs 
with regard to the termination of exemp
tions for new animal drugs for investiga
tional use in animals under § 511.1 of this 
chapter.
§ 5.39 Delegations regarding detention 

of meat, poultry, eggs, and related 
products.

The Regional Food and Drug Directors, 
Deputy Regional Food and Drug Direc
tors, and District Directors are author
ized to perform and to designate other
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officials to perform all the functions of 
the Commissioner of Food and Drugs 
under:

(a) Section 409(b) of the Federal Meat 
Inspection Act (21 U.S.C. 679(b)) which 
relate to the detention of any carcass, 
part thereof, meat, or meat product of 
cattle, sheep, swine, goats, or equines.

(b) Section 24(b) of the Poultry Prod
ucts Inspection Act (21 U.S.C. 467f(b)) 
which relate to the detention of any 
poultry carcass, part thereof, or poultry 
product.

(c) The Egg Products Inspection Act 
(21 U.S.C. 1031 et seq.).
§ 5.40 Delegations regarding approval 

of schools providing food-processing 
instruction.

The Director and Deputy Director of 
the Bureau of Foods are authorized to 
perform all of the functions of the Com
missioner of Food and Drugs under 
§ 128b.10 of this chapter regarding the 
approval of schools giving instruction in 
retort operations, processing .systems op
erations, aseptic processing and pack
aging systems operations, and container 
closure inspections.
§ 5.41 Delegations regarding issuance of 

reports of minor violations.
(a) The following officials are author

ized to perform all the functions of the 
Commissioner of Food and Drugs under 
section 306 of the Federal Food, Drug, 
and Cosmetic Act regarding the issuance 
of written notices or warnings:

(1) The Director and Deputy Director 
of the Bureau of Drugs and the Associ
ate Director and Deputy Associate Direc
tor for Compliance of that Bureau.

(2) The Director and Deputy Director 
of the Bureau of Foods and the Associate 
Director and Deputy Associate Director 
for Compliance of that Bureau.

(3) The Director and Deputy Director 
of the Bureau of Veterinary Medicine 
and the Director and Deputy Director of 
the Division of Compliance of that Bu
reau.

(4) The Director and Deputy Director 
of the Bureau of Medical Devices and 
Diagnostic Products and the Director of 
the Division of Compliance of that Bu
reau.

(5) The Director and Deputy Director 
of the Bureau of Biologies, and the Asso
ciate Director and the Director of the 
Division of Compliance of that Bureau.

(b) The Director and Deputy Director 
of the Bureau of Radiological Health are 
authorized to perform all the functions 
of the Commissioner of Food and Drugs 
under section 360C(d) of the Public 
Health Service Act regarding the issu
ance of written notices or warnings.
§ 5.42 Delegations relating to granting 

and withdrawing variances from per
formance standards for electronic 
products.

The Director and Deputy Director of 
the Bureau of Radiological Health are 
authorized to grant and withdraw vari
ances from the provisions of perform
ance standards for electronic products 
established in Subchapter J of this 
chapter.
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§ 5.43 Delegations relating to exemp
tions from performance standards for 
electronic products.

The Director of the Bureau of Radio
logical Health is authorized to exempt 
from performance standards any elec
tronic product intended solely or pre
dominantly for departments or agencies 
of the United States under section 358
(a) (5) of the Public Health Service Act.
§ 5.44 Delegations relating to testing 

programs and methods of certifica
tion and identification for electronic 
products.

The Director and Deputy Director o f 
the Bureau of -Radiological Health and 
the Director of the Division of Compli
ance of that Bureau are authorized to 
review and evaluate industry testing pro
grams under section 358(g) of the Public 
Health Service Act, and to v approve or 
disapprove alternate methods of certifi
cation and identification and to disap
prove testing programs upon which 
certification is based under section 
358(h) of the act.
§ 5.45 Delegations relating to notifica

tion of defects in, and repair or re
placement of, electronic products.

The Director and Deputy Director of 
the Bureau of Radiological Health are 
authorized to perform all the functions 
of the Commissioner of Food and Drugs 
relating to notification of defects in, and 
repair or replacement of, electronic 
products under section 359 of the Public 
Health Service Act and under §§ 1003.11, 
1003.22, 1003.31, 1004.2, 1004.3, 1004.4, 
and 1004.6 of this chapter. The Director 
of the Division of Compliance of the Bu
reau of Radiological Health is authorized 
to notify manufacturers of defects in, 
and noncompliance of, electronic prod
ucts under section 359(e) of the Public 
Health Service Act.
§ 5.46 Delegations relating to manufac

turer’s resident import agents.
The Director and Deputy Director of 

the Bureau of Radiological Health are 
authorized to reject manufacturers’ 
designations of resident import agents 
pursuant to § 1005.25(b) of this chapter.
§ 5.47 Delegations relating to requiring 

manufacturers to provide data to ulti
mate purchasers of electronic prod
ucts.

The Director and Deputy Director of 
the Bureau of Radiological Health are 
authorized to require manufacturers to 
provide performance and technical data 
to the ultimate purchaser of electronic 
products under section 360A(c) of the 
Public Health Service Act.
§ 5.48 Delegations relating to directing 

dealers and distributors of electronic 
products to provide data to manufac
turers.

The Director and Deputy Director of 
the Bureau of Radiological Health and 
the Director of the Division of Compli
ance of that Bureau and the Regional 
Food and Drug Directors are authorized 
to direct dealers and distributors of elec
tronic products to furnish information

on first purchasers of such products to 
the manufacturer of the product under 
section 360A(f) of the Public Health 
Service Act.
§ 5.49 Delegations relating to acceptance 

of assistance from State and local au
thorities for enforcement of radiation' 
control legislation and regulations.

The Director and Deputy Director of 
the Bureau of Radiological Health are 
authorized to accept assistance from 
State and local authorities engaged in 
activities related to health or safety 
or consumer protection on a reimburs
able basis or otherwise, under section 
360E of the Public Health Service Act.
§ 5.50 Delegations regarding issuance 

and revocation of licenses for the 
propagation or manufacture and 
preparation of biological products.

The Director and Deputy Director of 
the Bureau of Biologies and the Associate 
Director of that Bureau are authorized 
to issue licenses under section 351 of the 
Public Health Service Act (42 U.S.C. 262) 
for propagation or manufacture and 
preparation of biological products as 
specified in the act, and to revoke such 
licenses at the manufacturer’s request.

Subpart C— Organization
§ 5.100 Headquarters.

The central organization of the Food 
and Drug Administration consists of the 
following:

OFFICE OF THE COMMISSIONER 1

Commissioner of Food and Drugs.
Deputy Commissioner.

Administrative Law Judge.
Associate Commissioner for Compliance. 

Hearing Clerk.
Associate Commissioner for Medical Affairs. 
Associate Commissioner for Science.
Associate Commissioner for Administration. 
Assistant Commissioner for Public Affairs. 
Assistant Commissioner for Planning and 

Evaluation.
Assistant Commissioner for Professional and 

Consumer Programs.
BUREAU OF BIOLOGICS 2.

Office of the Director.
Division of Compliance.
Division of Virology.
Division of Blood and Blood Products. 
Division of Control Activities.
Division of Pathology.
Division of Bacterial Products.

BUREAU OF DRUGS 1

Office of the Director.
Office of Planning and Evaluation.
Associate Director for Drug Monographs. 
Division of OTC Drug Evaluation.
Division of Biopharmaceutics.
Division of Generic Drug Monographs. 
Associate Director for Biometrics and Epi

demiology.
Division of Biometrics.
Division of Poison Control.
Division of Drug Experience.
Associate Director for Compliance.
Division of Methadone Monitoring.
Division of Drug Product Quality.
Division of Drug Labeling Compliance. 
Division of Drug Manufacturing.

1 Mailing address: 5600 Fishers Lane, Rock
ville, MD 20852.

3 Mailing address: 8800 Rockville Pike, 
Bethesda, MD 20014.

Associate Director for Pharmaceutical Re
search and Testing.

Division of Drug Biology.
Division of Drug Chemistry.
National Center for Antibiotics Analysis. 
National Center for Drug Analysis.
Associate Director for New Drug Evaluation. 
Division of Anti-Infective Drug Products. 
Division of Cardio-Renal Drug Products. 
Division of Surgical-Dental Drug Products. 
Division of Metabolism and Endocrine Drug 

Products.
Division of NeuTopharmacological Drug Prod

ucts.
Division of Oncology and Radiopharmaceu

tical Drug Products.
Division of Drug Advertising.
Associate Director for Information Systems. 
Division of Drug Information Resources. 
Division of Information Systems Design. 
Medical Library.

BUREAU OF FOODS 3

Office of the Director.
Associate Director for Compliance.
Division of Regulatory Guidance.
Division of Compliance Programs.
Division of Industry Programs.
Division of Food and Color Additives. 
Associate Director for Sciences.
Division of Chemistry and Physics.
Division of Toxicology.
Division of Pathology.
Division of Microbiology.
Division of Mathematics.
Associate Director for Technology.
Division of Food Technology,
Division of Chemical Technology.
Division of Color Technology.
Division of Cosmetics Technology.
Associate Director for Nutrition and Con

sumer Sciences.
Division of Consumer Studies.
Division of Food Service.
Division of Nutrition.

BUREAU OF MEDICAL DEVICES AND 
DIAGNOSTIC PRODUCTS1

Office of the Director.
Division of Compliance.
Division of Diagnostic Product Standards and 

Research. ~
Division of Medical Device Standards and 

Research.
Division of Classification and Scientific 

Evaluation.
BUREAU OF RADIOLOGICAL HEALTH 1

Office of the Director.
Division of Compliance.
Division of Biological Effects.
Division of Electronic Products.
Division of Radioactive Materials and Nu

clear Medicine.
Division of Training and Medical Applica

tions.
BUREAU OF VETERINARY MEDICINE1

Office of the Director.
Division of Compliance.
Division of New Animal Drugs.
Division of Nutritional Sciences.
Division of Veterinary Medical Review. 
Division of Veterinary Research.
EXECUTIVE DIRECTOR OF REGIONAL OPERATIONS1

Office of the Executive Director.
Division of Field Operations.
Division of Planning and Analysis.
Division of Federal-State Relations.

NATIONAL CENTER FOR TOXICOLOGICAL 
RESEARCH 4

Office of the Director.
Office of Plans, Programs, and Systems.

3 Mailing address: 200 C St. SW., Wash
ington, D.C. 20204.

4 Mailing address: Jefferson, AR 72079.
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Associate Director for Operations.
Division of Animal Husbandry.
Division of Diagnostics.
Division of Diet Preparation.
Division of Facilities Engineering and Main

tenance.
Division of Chemistry.
Associate Director for Pathology.
Division of Histopathology.
Division of Clinical Pathology.
Division of Pathology Research.
Associate Director for 'toxicology.
Division of Acute/Subacute Studies.
Division of Chronic Studies.
Division of Teratogenic Research.
Division of Mutagenic Research.
Division of Comparative Pharmacology.
§ 5.105 Chief Counsel for the Food and 

Drug Administration and Assistant 
General Counsel for Food and Drugs, 
Office of General Counsel, Depart
ment of Health, Education, and Wel
fare.

Chief Counsel for the Food and Drug 
Administration and Assistant General 
Counsel for Food and Drugs, Room 6-57, 
5600 Fishers Lane, Rockville, MD 20852.
§ 5.110 FDA Public Records and Docu

ments Center.
The FDA Public Records and Docu

ments Center, HFC-18, is located in Rm. 
4-62, Parklawn Bldg., 5600 Fishers Lane, 
Rockville, MD 20852, Telephone: 301- 
443-6310.
§ 5.111 FDA Hearing Clerk.

The FDA Hearing Clerk, HFC-20, is 
located in Rm. 4-65, Parklawn Building, 
5600 Fishers Lane, Rockville, MD 20852. 
Telephone: 301-443-1753.
§ 5.115 Field structure.

Region 1
Regional Field Office: 585 Commercial Street, 

Boston, MA 02109.
District Office: 585 Commercial Street, Bos

ton, MA 02109.
Winchester Engineering and Analytical Cen

ter: 109 Holton Street, Winchester, MA 
01890.

Region II
Regional Field Office: 850 Third Avenue, 

Brooklyn, NY 11232.
District Office: 850 Third Avenue, Brooklyn, 

NY 11232.
District Office: 599 Delaware Avenue, Buf

falo, NY 14202.
District Office: Room 831, 970 Broad Street, 

Newark, NJ 07102.
District-Office: Post Office Box S-4427, San 

Juan Station, San Juan, PR 00905.
Region III

Regional Field Office : Room 1204, Second and 
Chestnut Streets, Philadelphia, PA 19106. 

District Office: Room 1204, Second and Chest
nut Streets, Philadelphia, PA 19106. 

District Office: 900 Madison Avenue, Balti
more, MD 21201.

Region IV
Regional Field Office: 880 West Peachtree 

Street, Atlanta, GA 30309.
District Office: 880 West Peachtree Street, 

Atlanta, GA 30309.
District Office: 297 Plus Park Boulevard, 

Nashville, TN 37217.
District Office: Post Office Box 118, Orlando, 

FL 32802.

Region V
Regional Field Office : Room A-1945, 175 West 

Jackson Boulevard, Chicago, IL 60607.
District Office: Room 1222, 433 West Van 

Buren Street, Chicago, IL 60607.
District Office: 1141 Central Parkway, Cin

cinnati, OH 45202.
District Office: 1560 East Jefferson Avenue, 

Detroit, MI 48207.
District Office: 240 Hennepin Avenue, Min

neapolis, MN 55401.
Minneapolis Center for Microbiological In

vestigations: 240 Hennepin Avenue, Min
neapolis, MN 55401.

Region VI

certification pursuant to Part 2 of this 
chapter. Any such petition shall show 
why such certification is not necessary 
for the protection of public health.
§ 8.19 Procedure for objections and 

hearings.
(a) Objections and hearings relating 

to color additive regulations under sec
tions 706 (b) and (c) of the act shall be 
governed by Part 2 of this chapter.

(b) The fees specified in § 8.50 shall 
be applicable.
§§ 8.20, 8.21 [Revoked].

Regional Field Office: 3032 Bryan Street, 
Dallas, TX 75204.

District Office: 3032 Bryan Street, Dallas, TX 
75204.

District Office: Room 222, 423 Canal Street, 
New Orleans, LA 70130.

Houston Section: Room 413, 201 Fannin 
Street, Houston, TX 77002.

Region VII
Regional Field Office: 1009 Cherry Street, 

Kansas City, MO 64106.
District Office: 1009 Cherry Street, Kansas 

City, MO 64106.
R egion VIII

Regional Field Office: 721 19th Street, U.S. 
Customhouse, Denver, CO 80202.

District Office: 721 19th Street, U.S. Custom
house, Denver, CO 80202.

Region IX
Regional Field Office: Room 518, 50 Fulton 

Street, San Francisco, CA 94102.
District Office: Room 518, 50 Fulton Street, 

San Francisco, CA 94102.
District Office: 1521 West Pico Boulevard, Los 

Angeles, CA 90015.
R egion X

Regional Field Office: Room 5003, 909 First 
Avenue, Seattle, WA 98174.

District Office: Room 5003, 909 First Avenue, 
Seattle, WA 98174.

PART 6— ENVIRONMENTAL IMPACT 
CONSIDERATIONS

§ 6.4 [Amended]
5. In Part 6, by amending § 6.4(a) (2) 

to change the reference to “ § 2.121” to 
read “Subpart B of Part 5” .

9. By revoking §§ 8.20 and 8.21.
10. By amending § 8.27 by adding a 

sentence at the end of paragraph (b) to 
read as follows:
§ 8.27 Certification.

(b) * * * Any person who contests 
such refusal shall have an opportunity 
for a regulatory hearing before the Food 
and Drug Administration pursuant to 
Subpart F of Part 2 of this chapter.

11. By revising § 8.28(b) to read as 
follows:
§ 8.28 Authority to refuse certification 

service.
♦ * * * *

(b) Any person who contests suspen
sion of service shall have an opportunity 
for a regulatory hearing before the Food 
and Drug Administration pursuant to 
Subpart F of Part 2 of this chapter.

12. By amending § 8.33 by adding a 
sentence at the end of paragraph (a) to 
read as follows:
§ 8.33 Exemption of color additives for 

investigational use.
(a) * * * Any person who contests a 

refusal to grant such authorization shall 
have an opportunity for a regulatory 
hearing before the Food and Drug Ad
ministration pursuant to Subpart F of 
Part 2 of this chapter.

^PART 8— COLOR ADDITIVES
6. In Part 8, by revising § 8.12 to read 

as follows:
§ 8.12 Advisory committee on the ap

plicability of the anticancer clause-
All requests for and procedures gov

erning any advisory committee on the 
anticancer clause shall be subject to the 
provisions of Subpart D of Part 2, and 
particularly §§ 2.360 through 2.364, of 
this chapter.
§§ 8.13, 8.14 [Revoked].

§ 8.13 and 8.14.
8.18 and 8.19 to read

7, By revoking
8. By revising ! 

as follows:
§ 8.18 Petition for exemption from cer

tification.
A manufacturer, packer, or distributor 

of a polor additive or color additive mix
ture may petition for an exemption from

PART 10— DEFINITIONS AND 
STANDARDS FOR FOOD

13. In Part 10, by revising § 10.2 to 
read as follows:
§ 10.2 Procedure for establishing a food 

standard.
(a) The procedure for establishing a 

food standard under section 401 of the 
act shall be governed by Part 2 of this 
chapter.

(b) Any petition for a food standard 
shall show that the proposal if adopted, 
would promote honesty and fair dealing 
in the interest of consumers.

(c) Any petition for a food standard 
shall assert that the petitioner commits 
himself to substantiate the information 
in the petition by evidence in a public 
hearing, if such a hearing becomes nec
essary.

(d) If a petitioner fails to appear, or 
to substantiate the information in his 
petition, at a public hearing on the mat
ter, the Commissioner may either (1)
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withdraw the regulation and terminate 
the proceeding or (2) if he concludes 
that it is in accordance with the require
ments of section 401 of the act, continue 
the proceeding and introduce evidence to 
substantiate such information.

14. By adding a new paragraph (1) to 
§ 10.5 to read as follows:
§ 10.5 Temporary permits for interstate 

shipment of experimental packs of 
food varying from the requirements 
of definitions and standards of iden
tity.
* * * * - *

(1) Any person who contests denial, 
modification, or revocation of a tempo
rary permit shall have an opportunity for 
a regulatory hearing before the Food and 
Drug Administration pursuant to Sub
part F of Part 2 of this chapter.

PART 11— STANDARDS OF QUALITY FOR 
FOODS FOR WHICH THERE ARE NO 
STANDARDS O F-ID EN TITY
15. In Part 11, by revising § 11.1(e) to 

read as follows:
§11 .1  General principles.

❖  * * * *
(e) The Commissioner of Food and 

Drugs, either on his own initiative or 
on behalf of any interested person who 
has submitted a petition, may establish, 
amend, or repeal, under Subpart B of 
this Part, a regulation prescribing a 
standard of quality for a food pursuant 
to Part 2 of this chapter.

PART 80— DEFINITIONS AND STANDARDS 
OF IDENTITY FOR FOOD FOR SPECIAL 
DIETARY USES
16. In Part 80, by revising § 80.1(b) (4) 

to read as follows:
§ 80.1 Dietary supplements of vitamins 

and minerals; definition, identity, 
label statements.

* * *  * *

(b) * * *
(4) Addition to or amendment of the 

list of permissible combinations of vita
mins and/or minerals contained in para
graph (b) (1) of this section may be 
proposed by the Commissioner of Food 
and Drugs, on his own initiative, or upon 
petition by an interested person pur
suant to Part 2 of this chapter. Any such 
petition shall include scientific data of 
a human nutritional and/or technologi
cal nature to support such addition or 
amendment as being consistent with the 
definition and purpose of dietary sup
plements as described by this section. 
The Commissioner, upon request, may 
extend the effective date of this section 
with respect to any particular product 
Or class of products pending considera
tion and any administrative or court 
proceedings relating to any such peti
tion, and majF set a new effective date 
upon completion of the matter.

PART 90—EMERGENCY PERMIT CONTROL
17. In Part 90, by revising § 90.2(a) to 

read as follows : '
§ 90.2 Establishment of requirements 

for exemption from section 404 of 
the act.

(a) Whenever the Commissioner finds 
after investigation that the distribution 
in interstate commerce of any class of 
food may, by reason of contamination 
with microorganisms during the manu
facture, processing, or packing thereof 
in any locality, be injurious to health, 
and that such injurious nature cannot 
be adequately determined after such 
articles have entered interstate com
merce, he shall promulgate regulations 
in Subpart B of this part establishing 
requirements and conditions governing 
the manufacture, processing, or packing 
of the food necessary to protect the 
public health. Such regulations may be 
proposed by the Commissioner on his 
own initiative or in response to a petition 
from any interested person pursuant to 
Part 2 of this chapter.

* * 4c * *

PART 100— NUTRITIONAL QUALITY 
GUIDELINES FOR FOODS

18. In Part 100, by revising § 100.2 to 
read as follows:
§ 100.2 Petitions.

The Commissioner of Food and Drugs, 
on his own initiative, on the advice of the 
National Academy of Sciences or other 
experts, or on behalf of any interested 
person who has submitted a petition, 
may issue a proposal to issue, amend, or 
revoke a regulation prescribing a nutri
tional quality guideline for a class of 
foods, pursuant to Part 2 of this chapter.

PART 102— COMMON OR USUAL 
NAMES FOR NONSTANDARDIZED FOODS

19. In Part 102, by revising § 102.2 to 
read as follows:
§ 102.2 Petitions.

(a) The Commissioner of Food and 
Drugs, either on his own initiative or on 
behalf of any interested person who has 
submitted a petition, may publish a pro
posal to issue, amend, or revoke, under 
Subpart B of this Part, a regulation pre
scribing a common or usual name for a 
food, pursuant to Part 2 of this chapter.

(b) If the principal display panel of 
a food for which a common or usual 
name regulation is established is too 
small to accommodate all mandatory re
quirements, the Commissioner may es
tablish by regulation an acceptable al
ternative, e.g., a smaller type size. A 
petition requesting such a regulation, 
which would amend the applicable regu
lation, shall be submitted pursuant to 
Part 2 of this chapter.

PART 121— FOOD ADDITIVES
20. In Part 121, by revising the intro

ductory text of § 121.40(c) (1) to read as 
follows:

§ 121.40 Affirmation of generally recog
nized as safe (GRAS) status.
* * * * *

(c) (1) Persons seeking the affirmation 
of GRAS status of substances as provided 
for in § 121.3(e), except those subject to 
the NAS-NRC GRAS list survey (36 FR 
20546), shall submit a petition for GRAS 
affirmation pursuant to Part 2 of this 
chapter. Such petition shall contain in
formation to establish that the GRAS 
criteria as set forth in § 121.3(b) have 
been met, in the following form:

*  *  *  '*-ti . _  *  .. *

21. By revising § 121.4(b) (1) to read 
as follows:
§ 121.41 Determination of food additive 

status.
*  <c *  *  *

(b) (1) The Commissioner, on his own 
initiative or on the petition of any in
terested person, pursuant to Part 2 of 
this chapter, may issue a notice in the 
Federal R egister proposing to determine 
that a substance is not GRAS and is a 
food additive subject to section 409 of 
the act. Any petition shall include all 
relevant data and information of the 
type described in § 121.74(b). The Com
missioner will place all of the data and 
information on which he relies on public 
file in the office of the Hearing Clerk and 
will include in the Federal R egister 
notice the name of the substance, its 
known uses, and a summary of the basis 
for the determination.

* * * * *;
22. By revising § 121.55 to read as 

follows:
§ 121.55 Procedure for objections and 

hearings.
Objections and hearings relating to 

food additive regulations under section 
409 (c), (d), or (h) of the act shall be 
governed by Part 2 of this chapter.
§§121.56, - 121.57, 121.58, 121.59,

121.60,, 121.61, 121.62, 121.63,
121.64,, 121.65, 121.66, 121.67,
121.68, 121.69, 121.70, 121.71,
121.73 [Revoked]

23. By revoking §§ 121.56, 121.57,
121.58, 121.59, 121.60>, 121.61, 121.62,
121.63, 121.64, 121.65-, 121.66, 121.67,
121.68, 121.69, 121.70, 121.71, and 121.73.

24. By revising § 121.72(b) to read as 
follows:
§ 121.72 Adoption of regulation on ini

tiative of Commissioner.
* * * * *

(b) Action upon a proposal made by 
the Commissioner shall proceed as pro
vided in Part 2 of this chapter.

25. By revising § 121.74 to read as 
follows:
§ 121.74 Procedure for amending and 

repealing tolerances or exemptions 
from tolerances.

(a) The Commissioner, on his own ini
tiative or on the petition of any inter
ested person, pursuant to Part 2 of this 
chapter, may propose the issuance of a 
regulation amending or repealing a regu-
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lation pertaining to a food additive or 
granting or repealing an exception for 
such additive.

(b) Any such petition shall include an 
assertion of facts, supported by data, 
showing that new information exists with 
respect to the food additive or that new 
uses have been developed or old uses 
abandoned, that new data are available 
as to toxicity of the chemical, or that 
experience with the existing regulation 
or exemption may justify its amendment 
or repeal. New data shall be furnished in 
the form specified in § 121.51 for sub
mitting petitions.

26. By revising the introductory text 
of § 121.4000(c) to read as follows:
§ 121.4000 General.

* * * * *
(c) The Commissioner, on his own ini

tiative or on the petition of any inter
ested person, pursuant to Part 2 of this 
chapter, may propose an interim food 
additive regulation. A final order promul
gating an interim food additive regula
tion shall provide that continued use of 
the substance in food is subject to each 
o f the following conditions:

*  *  * * *

PART 202— PRESCRIPTION DRUG 
ADVERTISING

27. In Part 202, by adding a new para
graph (j) (5) to § 202.1 to read as follows:
§ 202.1 Prescription-drug advertise

ments.
*  * *  * *

(j) * * *
(5) The sponsor shall have an oppor

tunity for a regulatory hearing before 
the Ppod and Drug Administration pur
suant to Subpart F of Part 2 of this 
chapter with respect to any determina
tion that prior approval is required for 
advertisements concerning a particular 
prescription drug, or that a particular 
advertisement is not approvable.

* * * * *

PART 310— NEW DRUGS
28. In Part 310, by revising § 310.200 

(b) to read as follows:
§ 310.200 Prescription-exemption pro

cedure.
* * * * *

(b) Prescription-exemption procedure 
for drugs limited by a new drug applica
tion. Any drug limited to prescription 
use under,section 503(b)(1)(C) of the 
act shall be exempted from prescrip
tion-dispensing requirements when the 
Commissioner finds such requirements 
are not necessary for the protection of 
the public health by reason of the drug’s 
toxicity or other potentiality for harm
ful effectr or the method of its use, or the 
collateral measures necessary to its use, 
and he finds that the drug is safe and 
effective for use in self-medication as 
directed in proposed labeling. A proposal 
to exempt a drug from the prescription
dispensing requirements ^of section 
503(b) (1) (C) of the act may be initiated

by the Commissioner or by any inter
ested person. Any interested person may 
file a petition seeking such exemption, 
which petition may be pursuant to Part 
2 of this chapter, or in the form of a 
supplement to an approved new drug 
application. "

*  *  *  *  *

29. By revising § 310.303(b) to read as 
follows:
§ 310.303 Continuation of long term 

studies, records, and reports on cer
tain drugs for which new drug appli
cations have been approved.
tie *  *  *  ♦

(b) A proposal to require additional 
or continued studies with a drug for 
which a new drug application has been 
approved may be made by the Commis
sioner on his own initiative or on the 
petition of any interested person, pur
suant to Part 2 of this chapter. Prior to 
issuance of such a proposal, the appli
cant will be provided an opportunity for 
a conference with representatives of the 
Food and Drug Administration. When 
appropriate, investigators or other in
dividuals may be invited to participate 
in the conference. All requirements for 
special studies, records, and reports will 
be published in § 310.304.

PART 312— NEW DRUGS FOR 
INVESTIGATIONAL USE

30. In Part 312, by revising § 312.1 (c) 
(1) and (4), (d), and (g) to read as 
follows:
§ 312.1 Conditions for exemption of new 

drugs for investigational use. 
* * * * *

(c) (1) Whenever the Food and Drug 
Administration has information indi
cating that an investigator has re
peatedly or deliberately failed to com
ply with the conditions of these exempt
ing regulations outlined in Form FD- 
1572 or FD-1573, set forth in paragraph 
(a) (12) and (13) of this section, or has 
submitted to the sponsor of the investi
gation false information in his Form 
FD-1572 or FD-1573 or in any required 
report, the Director, Bureau of Drugs, 
will furnish the investigator written no
tice of the matter complained of in gen
eral terms and offer him an opportunity 
to explain the matter in an informal 
conference and/or in writing. If an ex
planation is offered but not accepted by 
the Bureau of Drugs, the investigator 
shall have an opportunity for a regula
tory hearing before the Food and Drug 
Administration pursuant to Subpart F 
of Part 2 of this chapter, on the question 
of whether the investigator is entitled 
to receive investigational new drugs.

* * * * ♦
(4!) If the Commissioner determines, 

after the unreliable data submitted by 
the investigator are eliminated from con
sideration, that .the data remaining are 
inadequate to support a conclusion that 
it is reasonably safe to continue the in
vestigation, he will, notify the sponsor 
who shall have an opportunity for a reg
ulatory hearing before the Food and

Drug Administration pursuant to Sub
part F of Part 2 of this chapter. If a 
danger to the public health exists, how
ever, he shall terminate the exemption 
forthwith and notify the sponsor of the 
termination. In such event the sponsor 
shall have an opportunity for a regula
tory hearing before the Food and Drug 
Administration pursuant to Subpart F of 
Part 2 of this chapter on the question of 
whether the exemption should be rein
stated.

*  *  *  *  *

(d) If the Director, Bureau of Drugs, 
finds that:

(1) The submitted “Notice of claimed 
investigational exemption for a new 
drug” contains an untrue statement of 
a material fact or omits material infor
mation required by said notice; or

(2) The results of prior investigations 
made with the drug are inadequate to 
support a conclusion that it is reason
ably safe to initiate or continue the in
tended clinical investigations with the 
drug; or

(3) There is substantial evidence to 
show that the drug is unsafe for the 
purposes and in the manner for which 
it is offered for investigational use; or

(4) There is convincing evidence that 
the drug is ineffective for the purposes 
for which it is offered for investigational 
use; or

(5) The methods, facilities, and con-  ̂
trols used for the manufacturing, proc
essing, and packing of the investigational 
drug are inadequate to establish and 
maintain appropriate standards of 
identity, strength, quality, and purity as 
needed for safety and to give signifi
cance to clinical investigations made 
with the drug; or

(6) The plan for clinical investiga
tions of the drugs described under section 
10 of the “Notice of claimed investiga
tional exemption for a new drug” is not 
a reasonable plan in whole or in part, 
solely for a bona fide scientific investi
gation to determine whether or not the 
drug is safe and effective for use; or

(7) The clinical investigations are 
not being conducted in accordance with 
the plan submitted in the “Notice of 
claimed investigational exemption for a 
new drug” ; or

(8) The drug is not intended solely for 
investigational use, since it is being or is 
to be sold or otherwise distributed for 
commercial purposes not justified by the 
requirements of the investigation; or

(9) The labeling or other informa
tional material submitted for the drug 
as required by section 7 of the “Notice 
of claimed investigational exemption for 
a new drug” or any other labeling of the 
drug disseminated within the United 
States by or on behalf of the sponsor 
fails to contain an accurate description 
of prior investigations or experience and 
their results pertinent to the safety and 
possible usefulness of the drug, including 
all relevant hazards, contraindications, 
side-effects, and precautions; or any pro
motional materials disseminated within 
the United States by or on behalf of the 
sponsor contains any representation or 
suggestion that the drug is safe or that
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its usefulness has been established for 
the purposes for which it is offered for 
investigations; or

(10) The sponsor fails to submit accu
rate reports of the progress of the inves
tigations with significant findings at 
intervals not exceeding 1 year; or

(11) The sponsor fails promptly to in
vestigate and inform the Food and Drug 
Administration and all investigators of 
newly found serious or potentially serious 
hazards, contraindications, side-effects, 
and precautions pertinent to the safety 
of the new drug; he shall notify the spon
sor and invite Iris immediate correction 
or explanation. A conference will be ar
ranged with the Bureau of Drugs if re
quested. If the Bureau, of Drugs does not 
accept the explanation or the correction 
submitted by the sponsor, the sponsor 
shall have an opportunity for a regula
tory hearing before the Food and Drug 
Administration pursuant to Subpart F of 
Part 2 of this chapter on the question of 
whether his exemption should be termi
nated. Such hearing shall be requested 
within 10 days after receipt of notifica
tion that the explanation or correction is 
not acceptable. After evaluating all the 
available information including any ex
planation and or correction submitted by 
the sponsor, if the Commissioner de
termines that the exemption should be 
terminated he shall notify the sponsor 
of the termination of the exemption and 
the sponsor shall recall unused supplies 
of the drug. If at any time the Commis- • 
sioner concludes that continuation of the 
investigation presents a danger to the 
public health, he shall terminate the 
exemption forthwith and notify the 
sponsor of the termination. The Com
missioner wili inform the sponsor that 
the exemption is subject to reinstate
ment on the basis of additional submis
sions that eliminate such danger and 
will afford the sponsor an opportunity 
for a regulatory hearing before the Com
missioner pursuant to Subpart F of Part 
2 of this chapter on the question of 
whether the exemption should be rein
stated. The sponsor shall recall the un
used supplies of the drug upon notifica
tion of tiie termination.

* * * * *
(g) A “Notice of Claimed Investiga

tional Exemption for a New Drug” which 
pertains to a product subject to the 
licensing provisions of the Public Health 
Service Act of July 1, 1944 (58 Stat. 682, 
as amended; 42 U.S.C. 201 et seq.), shall 
be submitted initially to the Director, 
Bureau of Biologies, 8800 Rockville Pike, 
Bethesda, MD 20014. Amendments of or 
supplements to such notice, and progress 
reports, consultations, or other commu
nications with regard to the investiga
tion, shall be directed to the Bureau of 
Biologies, which monitors the develop
ment of biological products subject to 
license under section 351 of the Public 
Health Service Act. A sponsor for a “No
tice of Claimed Investigational Exemp
tion for a New Drug” pertaining to such 
biologic shall substitute in reading this 
§ 312 J. “Bureau of Biologies” for “Bureau 
of Drugs,” wherever it appears.

* * * * *

31. By revising § 312.9(c) (2) to read 
as follows;
§ 312.9 New drugs for investigational 

use in laboratory research animals or 
in vitro tests.

(c) * * * ^
(2) The continuance of the investiga

tion is unsafe or otherwise contrary to 
the public interest or the drug is used for 
purposes other than bona fide scientific 
investigation. He shall notify the sponsor 
and invite his immediate correction. If 
the conditions of the exemption are not 
immediately met, the sponsor shall have 
an opportunity for a regulatory hearing 
before the Food and Drug Administra
tion pursuant to Subpart F of Part 2 of 
this'chapter. If the exemption is termi
nated, the sponsor shall recall or have 
destroyed the unused supplies of the 
drug.

PART 314— NEW DRUG APPLICATIONS
32. In Part 314; by revising the intro

ductory paragraph of § 314.115 to read as 
follows:
§ 314.115 ; Withdrawal o f  approval o f an 

application.
The Commissioner shall notify the 

person holding an approved new drug 
application, and all other persons who 
manufacture or distribute identical, re
lated, or similar drug products £ls defined 
in § 319.6 of this chapter, and afford an 
opportunity for a hearing on a proposal 
to withdraw approval of the application 
as provided in section 505(e) of the act 
and in accordance with the procedure in 
§§ 314.200 and 314.201, if:

* * * * * ’
32a. By revising § 314.200 to read as 

follows:
§ 314.200 Notice, o f  opportunity for 

hearing; notice o f  appearance and 
request for  hearing; grant or denial 
o f hearing.

(a) The notice to the applicant, and 
to all other persons who manufacture or 
distribute identical, related, or similar 
drug products as defined in § 310.6 of this 
chapter, of an opportunity for a hearing 
on a proposal by the Director of the 
Bureau of Drugs to refuse to approve an 
application or to withdraw the approval 
of an application will state the reasons 
for his action and the grounds upon 
which he proposes to issue his order. /

(1) Such notice may be general (i.e., 
simply summarizing in a general way the 
information resulting in the notice) or 
specific (i.e., either referring to specific 
requirements in the statute and regula
tions with which there is a lack of com
pliance, or providing a detailed descrip
tion and analysis of the specific facts 
resulting in the notice).

(2) The notice will be published in the 
Federal R egister and will state that the 
applicant, and other persons subject to 
the notice pursuant to § 310.6 of this 
chapter, has 30 days after the date of 
publication of the notice within which he 
is required to file a written notice of ap
pearance and request for hearing if he

elects to avail himself of the opportunity 
for a hearing. The failure to file such a 
written notice of appearance and request 
for hearing within that 30 days con
stitutes an election by the applicant, and 
other persons subject to the notice pur
suant to § 310.6 of this chapter; not to 
avail himself of the opportunity for a 
hearing.

(3) It is the responsibility of every 
manufacturer or distributor of a drug 
product to review every notice of op
portunity for hearing published in the 
Federal R egister to determine whether 
it covers any drug product he manufac
tures or distributes. Any person may re
quest an opinion of the applicability of 
such a notice to a spécifie product he 
manufactures or distributes that may be 
identical, related, or similar by writing 
to the Food and Drug Administration, 
Bureau of Drugs, Division of Drug Label
ing Compliance, HFD-310,. 5600 Fishers 
Lane, Rockville, MD 20852. If such an 
opinion is requested, the time for filing 
an appearance and request for hearing 
and supporting studies and analyses 
shall begin as of the date or receipt of the 
opinion from the Food and Drug Ad
ministration.

(b) The notice of opportunity for 
hearing shall be provided to applicants 
and to other persons subject to the no
tice pursuant to § 310.6 of this chapter:

(1) To any person who has submitted 
a new drug application, by delivering the 
notice in person or by sending it by reg
istered or certified mail to the last ad
dress shown in the new drug application.

(2) To any person who has not sub
mitted a new drug application but who is 
subject to  the notice pursuant to § 310.6 
o f this chapter, by publication o f the 
notice in the Federal R egister.

(e)(1) If the applicant, or any other 
person subject to the notice pursuant to 
§ 310.6 of this chapter, elects to avail 
himself of the opportunity for a hearing, 
he shall file with the Hearing Clerk (i) 
within 30 days after the date of the pub
lication of the notice (or of the date of 
Receipt of an opinion requested pursuant 
to paragraph (a) (3) of this section) a 
written notice of appearance and request 
for hearing, and <ii) within 60 days after 
the date of publication of the notice, un
less a different period of time is specified 
in the notice of opportunity for hearing, 
the studies on which he relies to justify 
a hearing as specified in paragraph (d) 
of this section. The raw data underlying 
a study submitted may be incorporated 
by reference from a prior submission as 
part of a new drug application or other 
report.

(2) No data or analysis submitted after 
such 60 days will be considered in deter
mining whether a hearing is warranted 
unless they are derived ïrom well-con
trolled studies begun prior to the date of 
the notice of opportunity for hearing, the 
results of which were not in existence 
during that 60 days. Exceptions may be 
made on the basis oi a showing of inad
vertent omission and hardship. All 
studies in progress, the results of which 
the person requesting the hearing intends 
later to submit in support of the request
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for hearing, shall be listed. A copy of the 
complete protocol, a list of the participat
ing investigators, and a brief status re
port of the studies shall be included in 
the submission made pursuant to para
graph (c) (1) (ii) of this section.

(3) Any other interested person who 
is not subject to the notice of opportunity 
for hearing may also submit comments 
on the proposal to withdraw approval of 
the new drug application. Such com-/ 
ments shall be submitted within the time 
and pursuant to the requirements speci
fied in this section.

(d) A request for hearing shall be 
supported by a submission as specified in 
paragraph (c) (1) (ii) of this section con
taining the studies (including all proto
cols and underlying raw data) on which 
the person relies to justify a hearing with 
respect to his drug product.

Cl) If effectiveness is at issue, a re
quest for hearing shall be supported only 
by adequate and well-controlled clinical 
studies meeting all of the precise require
ments of § 314.111(a) (5) and, for com
bination drug products, § 300.50 of this 
chapter, or by other studies not meeting 
those requirements for which a waiver 
has been previously granted by the Pood 
and Drug Administration pursuant to the 
provisions of § 314.111(a) (5). All ade
quate and well-controlled clinical studies 
on the drug product known to the person 
requesting the hearing shall be sub
mitted. Any unfavorable analyses, views, 
or judgments with respect to such studies 
known to such person shall also be sub
mitted. No other data, information, or 
studies shall be submitted.

(2) Such submission shall include a 
factual analysis of all studies submitted. 
If effectiveness is at issue, such analysis 
shall specify how each such study ac
cords, on a point-by-point basis, with 
each criterion required for an adequate 
well-controlled clinical investigation es
tablished in § 314.111(a) (5) and, if the 
product is a combination drug product, 
with each of the requirements for a com
bination drug established in § 300.50 of 
this chapter, or shall be accompanied by 
an appropriate waiver previously granted 
by the Pood and Drug Administration. If 
a study deals with a di*ug entity or dosage 
form, or condition of use, or mode of ad
ministration other than the one(s) in 
question, such fact(s) shall be clearly 
stated. Any study conducted on the final 
marketed form of the drug product shall 
be so designated.

(3) Such analysis shall be submitted 
in the following format, except that the 
required information relating either to 
safety or to effectiveness shall be omitted 
if the notice of opportunity for hearing 
does not raise any issue with respect to 
that aspect of the drug ; and information 
on compliance with § 300.50 shall be 
omitted if the drug product is not a com
bination drug product. Submission^ not 
made in this format or not containing the 
required analyses will not be considered 
and will result in denial of a hearing, ex
cept that minor technical deficiencies 
may be excused if it is apparent that a 
good faith attempt has been made to 
comply with the requirements of this sec

tion and any deficiencies noted are im
mediately corrected upon request.

I. Safety data.
A. Animal safety data.
1. Individual active component (s ).
a. Controlled studies.
b. Partially controlled or uncontrolled 

studies.
2. Combinations of the individual active 

components.
a. Controlled studies.
b. Partially controlled or uncontrolled 

studies.
B. Human safety data.
1. Individual active component(s).
a. Controlled studies.
b. Partially controlled or uncontrolled 

studies.
c. Documented case reports.
d. Pertinent marketing experiences that 

may influence a determination as to the 
safety of each individual active component.

2. Combinations of the individual active 
components.

a. Controlled studies.
b. Partially controlled or uncontrolled 

studies.
c. Documented case reports.
d. Pertinent marketing experiences that 

may influence a determination as to the 
safety of combinations of the individual ac
tive components.

II. Effectiveness data.
A. Individual active components: Control

led studies, with an analysis showing clearly 
how each such study satisfies, on a point-by
point basis, each of the criteria required by 
§ 314.111(a) (5).

B. Combinations of individual active com
ponents.

1. Controlled studies, with an analysis 
showing clearly how such study satisfies, on 
a point-by-point basis, each of the criteria 
required by § 314.111(a) (5).

2. An analysis showing clearly how each 
requirement of § 300.50 of this chapter has 
been satisfied.

III. A summary of the data and views set
ting forth the medical rationale and purpose 
for the drug and its ingredients and the 
scientific basis for the conclusion that the 
drug and its ingredients have been proven 
safe and/or effective for the intended use. If 
there is an absence of controlled studies in 
the material submitted, or the requirements 
of any element of § 300.50 of this chapter or 
§ 314.111(a) (5) have not been fully met, 
such fact(s) shall be clearly stated, and a 
waiver obtained pursuant to § 314.111(a) (1) 
shall be enclosed.

IV. A statement signed by the person re
sponsible for such submission, that it in
cludes in full (or incorporates by reference as 
permitted in § 314.200(c) (2)) all studies and 
information specified in § 314.200(d). (Warn
ing: A willfully false statement is a criminal 
offense, 18 U.S.C. 1001).

(e) A notice of opportunity for hearing 
encompasses all issues relating to the 
legal status of the drug product (s) sub
ject to it, including identical, related, 
and similar drug products as defined in 
§ 310.6 of this chapter. Any contention 
that any such product is not a new drug 
because it is generally recognized as safe 
and effective within the meaning of sec
tion 201 (p) of the act, or because it is 
exempt from part or all of the new drug 
provisions of the act pursuant to the 
exemption for products marketed prior to 
June 25, 1938, contained in section 201
(р) of the act, or pursuant to section 107
(с) of the Drug Amendments of 1962, or 
for any other reason shall be stated in a 
notice of appearance and request for

hearing pursuant to paragraph (c) (1) 
(i) of this section and supported by a 
submission pursuant to paragraph (c) 
(1) (ii) of this section and shall be the 
subject of an administrative determina
tion by the Commissioner. The failure of 
any person subject to a notice of oppor
tunity for a hearing, including any per
son who manufactures or distributes an 
identical, related, or simular drug prod
uct as defined in § 310.6 of this chapter, 
to submit a notice of appearance and re
quest for hearing or to raise all such con
tentions on which he relies shall con
stitute a waiver of any such contentions 
not so raised.

(1) A c6ntention that a drug product 
is generally recognized as safe and effec
tive within the meaning of section 201
(p) of the act must be supported by sub
mission of the same quantity and quality 
of scientific evidence as is required to 
obtain approval of a new drug applica
tion for the product, unless a waiver has 
been obtained from such requirement for 
effectiveness (as provided in § 314.111(a)
(5)) and/or safety for good cause shown. 
Such submission shall be in the format 
and with the analyses required by para
graph (d) of this section. The failure to 
submit such scientific evidence or a sub
mission that is not in the format or does 
not contain the analyses required by 
paragraph (d)_ of this section shall con
stitute a waiver of any such contention. 
General recognition of safety and effec
tiveness shall ordinarily be based upon 
published studies which may be corrob
orated by unpublished studies and other 
data and information.

(2) A contention that a drug product is 
exempt from part or all of the new drug 
provisions of the act pursuant to the 
exemption for products marketed prior 
to June 25, 1938 contained in section 201
(р) of the act, or pursuant to section 107
(с) of the Drug Amendments of 1962, 
shall be supported by submission of evi
dence of past and present quantitative 
formulas, labeling, and evidence of mar
keting, on which reliance is made for 
such contention. The failure to submit 
such formulas, labeling, and evidence of 
marketing in the following format shall 
constitute a waiver of any such conten
tion.

I. Formulation.
A. A copy of each pertinent document or 

record to establish t̂he exact quantitative 
formulation of the drug (both active and in 
active ingredients) on the date of Initial 
marketing o f the drug.

B. A statement whether such formulation 
has at any subsequent time been changed in 
any manner. I f  any such change has been 
made, the exact date, nature, and rationale 
for each change in formulation, including 
any deletion or change in the concentration 
of any active ingredient and/or inactive in
gredient, shall be submitted, together with a 
copy of each pertinent document or record 
to establish the date and nature of each such 
change including bq t not limited to the 
formula which resulted from each such 
change. If no such change has been made, a 
copy o f representative documents or records 
showing the formula at representative points 
in time shall be submitted to support the 
statement.

n .  Labeling.
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A. A copy of each pertinent document or 
record to establish the identity of each item 
of written, printed, or graphic matter used 
as labeling on the date the drug was initially 
marketed.

B. A statement whether such labeling has 
at any subsequent time been discontinued 
or changed in any manner. If such discon
tinuance or change has been made, the ex
act date, nature, and rationale for each 
discontinuance or change and a copy of each 
pertinent document or record to establish 
each such discontinuance or change shall be 
submitted, including but not limited to the 
labeling which resulted from each such dis
continuance or change. If no such discon
tinuance or change has been made, a copy 
of representative documents or records show
ing labeling at representative points in time 
shall be submitted to support the statement.

III. Marketing.
A. A copy of each pertinent document or 

record to establish the exact date the drug 
was initially marketed.

B. A statement whether such marketing 
has at any subsequent time been discon
tinued. If such marketing has been dis
continued, the exact date of each such 
discontinuance shall be submitted, together 
with a copy of each pertinent document or 
record to establish each such date.

IV. Verification.
A statement sighed by the person respon

sible for such submission, that all appropri
ate records have been searched and to the 
best of his knowledge and belief it includes 
a true and accurate presentation of the facts 
(Warning: A willfully false statement is a 
criminal offense. 18 U.S.C. 1001).

(3) No drug product, including any 
active ingredient, which is identical, re
lated, or similar, as defined in § 310.6, to 
a drug product, including any active in
gredient for which a new drug applica
tion is or at any time has been effective 
or deemed approved, or approved under 
section 505 of the act, will be determined 
to be exempt from part or all of the new 
drug provisions of the act.

(4) A contention that a drug product 
is not a new drug for any other reason 
must be supported by submission of such 
factual records, data, and information 
as is necessary and appropriate to sup
port such contention.

(5) It is the responsibility of every 
person who manufactures or distributes 
a drug product in reliance upon a, 
“grandfather” provision(s) of the act to 
maintain in his files, organized as re
quired by this paragraph, the data and 
information necessary fully to document 
and support such status.

(f) Upon receipt of any request for 
hearing, the Director of the Bureau of 
Drugs shall prepare an analysis of the 
request and a proposed order ruling upon 
the matter. The analysis and proposed 
order, the request for hearing, and any 
proposed order denying a hearing and re
sponse pursuant to paragraph (g) (2) 
or (3) of this section, shall be sub
mitted to the office of the Commis
sioner for independent review and de
cision. Np representative of the Bureau 
of Drugs shall participate or advise in 
the review and decision by the Commis
sioner. The office of the General Counsel 
shall observe the same separation of 
functions.

(g) A request for a hearing may not 
rest upon mere allegations or denials,

but must set forth specific facts showing 
that there is a genuine and substantial 
issue of fact that requires a hearing with 
respect to the particular drug product (s) 
specified in the request for hearing.

(1) Where a specific notice of op
portunity for hearing (as defined in 
paragraph (a) (1) of this section) is 
used, it shall state that, if it conclusively 
appears from the face of the data, in
formation/and factual analyses in the 
request for the hearing that there is no 
genuine and substantial issue of fact 
which precludes the refusal to approve 
the application or the withdrawal of ap
proval of the application, e.g., no ade
quate and well-controlled clinical in
vestigations meeting each of the precise 
elements of § 314.111(a) (5) and, for a 
combination drug product, § 300.50 of 
this chapter, showing effectiveness have 
been identified, or when a request for 
hearing is not made in the required for
mat or with the required analyses, 
the Commissioner will enter summary 
judgment against the person(s) who re
quests the hearing, making findings and 
conclusions, denying a hearing. Any such 
order entering summary judgment shall 
set forth the Commissioner’s findings 
and conclusions in detail and shall spec
ify why each study submitted fails to 
meet the requirements of the statute and 
regulations or why the request for hear
ing does not raise a genuine and sub
stantial issue of fact or shall specify the 
requirements pf this section with respect 
to format or analyses with which there 
is a lack of compliance.

(2) Where a general notice of oppor
tunity for hearing (as defined in para
graph (a)(1) Of this section) is used 
and the Director of the Bureau of Drugs 
concludes that summary judgment 
against the person(s) requesting a hear
ing should be considered, he shall serve 
upon such person(s) by registered mail 
a proposed order denying a hearing. 
Such person (s) shall have 60 days after 
receipt of such proposed order to re
spond with sufficient data, information, 
and analyses to demonstrate that there 
is a genuine and substantial issue of fact 
which justifies a hearing.

(3) Where a general or specific notice 
of opportunity for hearing is used and 
the person (s) requesting a hearing sub
mits data or information of a type re
quired by the statute and regulations, 
and the Director of the Bureau of Drugs 
concludes that summary judgment 
against such person (s) should be con
sidered, he shall serve upon such per
son (s) '"by registered mail a proposed 
order denying a hearing. Such person(s) 
shall have 60 days after receipt of such 
proposed order to respond with sufficient 
data, information, and analyses to dem
onstrate that there is a genuine and sub
stantial issue of fact which justifies a 
hearing.

(4) If review of the data, information, 
and analyses submitted warrants the 
conclusion that the ground(s) cited in 
the notice are not valid, e.g., that sub
stantial evidence of effectiveness exists, 
the Commissioner shall deny the hear
ing, enter summary judgment for the 
person (s) requesting the hearing, and

rescind the notice of opportunity for 
hearing.

(5) If a hearing is requested and is 
justified the hearing will commence no 
more than 90 days after the expiration of 
such 30 days unless the parties otherwise 
agree in the case of denial of approval, 
and as soon as practicable in the case 
of withdrawal of approval.

(6) A hearing shall be granted if there 
exists a genuine and substantial issue of 
fact or if the Commissioner concludes, in 
his discretion, that a hearing would 
otherwise be in the public interest.

(7) If the manufacturer or distributor 
of a drug product that may be an identi
cal, related, or similar drug product re
quests and is granted a hearing, the issue 
whether the product is in fact identical, 
related, or similar to the drug subject 
to new drug application is properly en
compassed within the hearing.

(8) A request for hearing, and any 
subsequent grant or denial of a hearing, 
shall be applicable only to the particular 
drug product(s) named in such docu
ments.

(h) Any drug product subject to a 
notice of opportunity for hearing, in
cluding any identical, related, or similar 
drug product as defined in § 310.6 of this 
chapter, for which an opportunity for a 
hearing is waived or for which a hearing 
is denied shall promptly be the subject 
of a notice withdrawing the new drug 
application approval and declaring all 
such products unlawful. The Commis
sioner may, in his discretion, defer or 
stay such action pending a ruling on any 
related request for a hearing or pending 
any related hearing or other administra
tive or judicial proceeding.

33. By adding a new § 314.201 to read 
as follows:
§314.201 Procedure for hearings.

Hearings relating to new drugs under 
section 505 (d) and (e) of the act shall 
be governed by Part 2 of this chapter.
§§314.202, 314.203, 314.204, 314.205, 

314.206, 314.220, 314.221, 314.222, 
314.230, 314.231, 314.232 [Re
voked].

34. By revoking §§ 314.202, 314.203, 
314.204, 314.205, 314.206, 314.220, 314.221, 
314.222, 314.230, 314.231 and 314.232.

35. By revising § 314.235 to read as 
follows:
§ 314.235 Judicial review.

(a) The transcript and record shall be 
certified by the Commissioner. In any 
case in which the Commissioner enters 
an order without a hearing pursuant to 
§ 314.200(g), the requests for hearing to
gether with the data and information 
submitted and the Commissioner’s find
ings and conclusions shall be included in 
the record certified by the Commissioner.

(b) Judicial review of an order with
drawing approval of a new drug applica
tion, whether or not a hearing has been 
held, may be sought by a manufacturer 
or distributor of an identical, related, or 
similar drug product, as defined in 
§ 310.6 of this chapter, in a United States 
court of appeals pursuant to section 505
(h) of the act. / /
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PART 328— IN VITRO DIAGNOSTIC
PRODUCTS FOR HUMAN USE

36. In Part 328, by revising § 328.30(a) 
to read as follows:
§ 328.30 Procedure for establishing,

amending or repealing standards.
(a) Basis for standards and available 

approaches to developing' standards. 
Whenever in the judgment of the Com
missioner the establishment of a product 
class standard is necessary to reduce or 
eliminate unreasonable risk of illness or 
injury associated with exposure to or use 
of an in vitro diagnostic product and 
there are no other more practicable 
means to protect the public from such 
risk, he may propose such a standard. In 
proposing a product class standard he 
shall consider, and publish in the Fed
eral R egister findings on, the degree of 
risk or injury associated with the use of 
the product, the availability of informa
tion relating to the sciences upon which 
the products or their uses are based, the 
approximate number of products subject 
to the standard, the medical need for the 
products, and the probable effect of the 
standard upon the utility, cost, or avail
ability of the product, and available 
means of achieving the objective of the 
standard with a minimal disruption of 
supply and of reasonable manufacturing 
and other commercial practices. Three 
procedures are available for developing 
product class standards and may be pro
posed on the initiative of the Commis
sioner or by petition of interested per
sons, pursuant to Part 2 of this chapter:
(1) An existing standard may be utilized,
(2) interested persons outside of the Food 
and Drug Administration may develop a 
proposed standard or (3) the Food and 
Drug Administration may develop the 
standard.

♦ * * * *

PART 330— OVER-THE-COUNTER (O TC ) 
HUM AN DRUGS WHICH ARE GENER
ALLY RECOGNIZED AS SAFE AND EF
FECTIVE AND N O T MISBRANDED
37. In Part 330, by revising § 330.10 

(a ) (12) to read as follows:
§ 330.10 Procedures for classifying OTC 

drugs as generally recognized as safe 
and effective and not misbranded, 
and for establishing monographs.

*  *  *  4t *

(a). * * *
(12) Amendment of monographs. The 

Commissioner may propose on his own 
initiative to amend or repeal any mono
graph established pursuant to this sec
tion. Any interested person may peti
tion the Commissioner for such proposal, 
pursuant to Part 2 of this chapter. The 
Commissioner may deny the petition if 
he finds a lack of safety or effectiveness 
employing the standards in paragraph 
(a) (4) of this section (in which case the 
appeal provisions of paragraph (a) (11) 
of this section shall apply) or he may 
issue a proposed amendment or repeal 
in the F ederal R egister if he finds gen
eral recognition of safety and effective
ness employing the standards in para

graph (a) (4) of this section (in which 
case the provisions of paragraph (a)
(6), (7), (8), and (9) of this section shall 
apply). A new drug application may be 
submitted in lieu of or in addition to a 
petition under this paragraph.

%  « *  ♦  *

PART 429— DRUGS COMPOSED WHOLLY 
OR PARTLY OF INSULIN

38. In Part 429, by revising § 429.50 to 
read as follows:
§ 429.50 Hearing procedure.

Hearings pursuant to § 429.47 shall be 
governed by Subpart F of Part 2 of this 
chapter.

PART 430— ANTIBIOTIC DRUGS: 
GENERAL

39. In Part 430, by revising § 430.20 to 
read as follows:
§ 430.20' Procedure for the issuance, 

amendment, or repeal of regulations.
(a) The procedures for the issuance, 

amendment, or repeal of regulations un
der section 507 of the act shall be gov
erned by Part 2 of this chapter.

(b) (1) The Commissioner, on his own 
initiative or on the application or request 
of any interested person, may publish in 
the Federal R egister a notice of pro
posed rule making and order to issue, 
amend, or repeal any regulation con
templated by section 507 of the act. Such 
notice and order may be general (i.e., 
simply summarizing in a general way the 
information resulting in the notice and 
order) or specific (i.e., either referring to 
specific requirements in the statute and 
regulations with which there is a lack of 
compliance, or providing a detailed de
scription and analysis of the specific 
facts resulting in the notice and order).

(2) An opportunity shall be given for 
interested persons to submit written 
comments and to request an informal 
conference on the proposal, unless such 
notice and opportunity for comment and 
informal conference hqye already been 
provided in connection with the an
nouncement of the reports of the Na
tional Academy of Sciences-National 
Research Council, Drug Efficacy Study 
Group, to persons who will be adversely 
affected, or as provided in §§ 2.10(e) or 
2.110(b) (2) of $iis chapter. The time for 
requesting an informal conference shall 
be 30 days unless otherwise specified in 
the notice of proposed rule making. If 
an informal conference is requested and 
granted, those persons participating in 
the conference shall be provided an addi
tional 30 days for comment, beginning 
the date of the conference, unless other
wise specified in the proposal.

(3) It is the responsibility of every 
manufacturer or distributor of an anti
biotic drug product to review every pro
posal published in the Federal R egister 
to determinejvhether it covers any prod
uct he manufactures or distributes.

(4) After considering the written com
ments, the results of any conference, and 
the data available, the Commissioner will 
publish an order in the Federal R egister

acting on the proposal, with opportunity 
for any person who will be adversely af
fected to file objections, to request a 
hearing, and to show reasonable grounds 
for the hearing. Any such person who 
elects to avail himself of the opportunity 
for a hearing shall file with the Hearing 
Clerk (i) within 30 days after the date 
of publication of the order a written no
tice of appearance and request for hear
ing, and (ii) within 60 days after the 
date of publication of the order, unless 
a different period of time is specified in 
the order, the studies on which he relies 
to justify a hearing as specified in para
graph (b) (6) of this section. The raw 
data underlying a study submitted may 
be incorporated by reference from a prior 
submission as part of an antibiotic ap
plication, or other applications or re
ports.

(5) No data or analysis submitted after 
such 69 days will be considered in de
termining whether a hearing is war
ranted unless they are derived from well- 
controlled studies begun prior to the 
date of the order, the results of which 
were not in existence during that 60 days. 
Exceptions may be made on the basis of 
a showing of inadvertent omission and 
hardship. .All studies in progress, the 
results of which the person requesting 
the hearing intends later to submit in 
support of the request for hearing, shall 
be listed. A copy of the complete proto
col, a list of the participating investiga
tors, and a brief status report of the 
studies shall be included in the submis
sion made pursuant to paragraph (b) (4) 
(ii) of this section.

- (6) A request for hearing shall be sup
ported by a submission as specified in 
§ 314.200(c) (1) (ii) of this chapter con
taining the studies (including all under
lying raw data) on which the person 
relies to justify a hearing with respect 
to his drug product.

(i) If effectiveness is at issue, a request 
for hearing shall be supported only by 
adequate and well-controlled clinical 
studies meeting all of the precise require
ments of § 314.111(a) (5) of this chapter 
and, for combination drug products, 
§ 300.50 of this chapter, or by other stud
ies not meeting those requirements for 
Vhich a waiver has been previously 
granted by the Pood and Drug Adminis
tration pursuant to the provisions of 
§ 314.111(a) (5) of this chapter. All ade
quate and well-controlled clinical stud
ies on the drug product known to the 
person requesting the hearing shall be 
submitted. Any unfavorable analyses, 
views, or judgments with respect to such 
studies known to such person shall also 
be submitted. No other data, information, 
or studies shall be submitted.

(ii) Such submission shall include a 
factual analysis of all studies submitted. 
If effectiveness is at issue, such analysis 
shall specify how each such study ac
cords, on a point-by-point basis, with 
each criterion required for an adequate 
and well-controlled clinical investigation 
established in 1314.111(a)(5) of this 
chapter and, if the product is a combina
tion drug product, with each of the re
quirements for a combination drug es-
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tablished in § 300.50 of this chapter, or 
shall be accompanied by an appropriate 
waiver previously granted by the Food 
and Drug Administration. If a study 
deals with a drug entity or dosage form, 
or condition of use, or mode of adminis
tration other than the one (ST in question, 
such fact(s) shall be clearly stated. Any 
study conducted on the final marketed 
form of the drug product shall be so 
designated.

(iii) Such analysis shall be submitted 
in the following format, except that in
formation relating to safety or effec
tiveness shall be omitted if the order does 
not raise any issue with respect to that 
aspect of the drug; and information on 
compliance with § 300.50 of this chapter 
shall be omitted if the drüg product is 
not a combination drug product. Sub
missions not made in this format or not 
containing the required analyses will not 
be considered and will result in denial 
of hearing, except that minor technical 
deficiencies may be excused if it is ap
parent that a good faith attempt has 
been made to comply with the require
ments of this section and any deficiencies 
noted are immediately corrected upon 
request.

I. Safety data.
A. Animal safety data.
1. Individual active component (s).
a. Controlled studies.
b. PartiaUy controlled or uncontrolled 

studies.
2. Combinations of the individual active 

components.
a. ControUed studies.
b. Partially controlled or uncontrolled 

studies.
B. Human safety data.
1. Individual active component (s).
a. Controlled studies.
b. Partially controlled or uncontrolled 

studies.
c. Documented case reports.
d. Pertinent marketing experiences that 

may influence a determination as to the 
safety of each individual active component.

2. Combinations of the individual active 
components.

a. Controlled studies.'
b. Partially controlled or uncontrolled 

studies.
c. Documented case reports.
d. Pertinent marketing experiences that 

may Influence a determination as to the 
safety of combinations of the individual 
active components.

II. Effectiveness data.
A. Individual active components: Con

trolled studies, with an analysis showing 
clearly how each such study satisfies, on a 
point-by-point basis, each of the criteria re
quired by § 314.111(a) (5) of this chapter.

B. Combinations of individual active 
components,

1. Controlled studies with an analysis 
showing clearly how each such study satis
fies, on a point-by-point basis, each of the 
criteria required by § 314.111(a) (5) of this 
chapter.

2. An analysis showing clearly how each 
requirement of § 300.50 of this chapter has 
been satisfied.

III. A summary of the data and views 
setting forth the medical rationale and pur
pose for the drug and its ingredients and 
the scientific basis for the conclusion that 
the drug and its ingredients have been 
proven safe and/or effective for the intended 
use. If there is an absence of controlled 
studies in the material submitted, or the re

quirements of any element of § 300.50 of this 
chapter or § 814.111(a) (5) of this chapter 
have not been fully met, such fact(s) shall 
be clearly stated, and a waiver obtained 
pursuant to § 314.111(a) (5) of this chapter 
shall be enclosed.

IV. A statement signed by the person 
responsible for such submission, that it in
cludes in full (or incorporates by reference 
as permitted in § 430.20(b) (4)) all studies 
and information specified in § 430.20(b). 
(Warning: A willfully false statement is a 
criminal offense, 18 Ü.S.0.1001.)

(7) Upon receipt of any request for 
hearing, the Director of the Bureau of 
Drugs shall preparé an analysis of the 
request and a proposed order ruling upon 
the matter. The analysis and proposed 
order, the request for hearing, and any 
proposed order denying a hearing and 
response pursuant-to paragraph (b) (8) 
(ii) or (iii) of this section, shall be sub
mitted to the office of the Commissioner 
for independent review and decision. No 
representatve of the Bureau of Drugs 
shall participate or advise in the review 
and decision by the Commissioner. The 
office of the General Counsel shall ob
serve the same separation of functions.

(8) A request for a hearing may not 
rest upon mere allegations or denials, but 
must set forth specific facts showing that 
there is a genuine and substantial issue 
of fact with respect to the particular 
drug product (s) which is specified in the 
request for hearing that requires a 
hearing.

(i) Where a specific proposal or order 
(as defined in paragraph (b) (1) of this 
section) is used, the order published in 
the F ederal R egister shall state that, if 
it conclusively appears from the face of 
the data, information, and factual 
analyses in the request for hearing that 
there is no genuine and substantial issue 
of fact which precludes the action taken 
on the proposal, e.g., no adequate and 
well-controlled clinical investigations 
meeting each of the precise elements of 
§ 314.111 (a) (5) of this chapter and, for 
a combination drug product, §300.50 of 
this chapter, showing effectiveness have 
been identified, or when a request for 
hearing is not made in the required for
mat or with the required analyses, 
the Commissioner will enter summary 
judgment against the person(s) who re
quests a hearing, making findings and 
conclusions, denying a hearing. Any such 
order entering summary judgment shall 
set forth the Commissioner’s findings 
and conclusions in detail and shall spe
cify why each study submitted fails to 
meet the requirements of the statute and 
regulations or why the request for hear
ing otherwise does not raise a genuine 
and substantial issue of fact or shall 
specify the requirements of this para
graph with respect to format or analyses 
with which there is a lack of compliance.

(ii) Where a general notice or order 
(as defined in paragraph (b) (1) of this 
section) is used and the Director of the 
Bureau of Drugs concludes that summary 
judgment against the person(s) request
ing a hearing should be considered, he 
shall serve upon such person (s) by reg
istered mail a proposed order denying a 
hearing. Such person(s) shall have 60

days after receipt of such proposed 
order to respond with sufficient data, in
formation and analyses to demonstrate 
that there is a genuine and substantial 
issue of fact which justifies a hearing.

(iii) Where a general or specific notice 
or order is used and the person(s) re
questing a hearing submits data or infor
mation of a type required by the statute 
and regulations, and the Director of the 
Bureau of Drugs concludes that summary 
judgment against such person(s) should 
be considered, he shall serve upon such 
person (s) by registered mail a proposed 
order denying a hearing. Such person (s) 
shall have 60 days after receipt of such 
proposed order to respond with sufficient 
data, information, and analyses to dem
onstrate that there is a genuine and sub
stantial issue of fact which justifies a 
hearing.

(iv) If review of the data, information, 
and analyses submitted warrants the 
conclusion that the basis for the order is 
not valid, e.g., that substantial evidence 
of effectiveness exists, the Commissioner 
shall deny the hearing, enter summary 
judgment for the person (s) requesting 
the hearing, and revoke the order. If a 
hearing is not requested, the order will 
become effective as published.

(v) If a hearing is requested and justi
fied, the provisions of Part 2 of this 
chapter shall apply to such hearing.

(vi) A hearing shall be granted if there 
exists a genuine and substantial issue of 
fact or if the Commissioner concludes, in 
his discretion, that a hearing would oth
erwise be in the public interest.
s  (9) The repeal of any regulation con
stitutes a revocation of all outstanding 
certificates based upon such regulation. 
However, the Commissioner may, in his 
discretion, defer or stay such action 
pending a ruling on any related request 
for a hearing or pending any related 
hearing or other administrative or ju
dicial proceeding.

(c) Whenever any interested person 
submits an application or request pur
suant to provisions of section 507 of the 
act, or regulations promulgated there
under, which application or request con
templates the issuance, amendment, or 
repeal of any regulation, and such person 
has been informed in writing that such 
application or request is not approvable, 
or whenever such person has received 
no written communication advising 
whether or not such application is ap
provable by the 180th day after its sub
mission, such interested person may file 
a petition proposing the issuance, 
amendment, or repeal of such regulation 
under the provisions of section 507(f) 
of the act and Part 2 of this chapter. The 
Commissioner shall cause the regulation 
proposed in such petition to be published 
in the F ederal R egister within 60 days 
of the receipt of an acceptable petition 
and further proceedings shall be in ac
cord with the provisions of sections 507
(f) and 701 (f) and (g) of the act and 
Part 2 of this chapter.

(d) (i) No regulation providing for 
the certification of any batch of any drug 
composed wholly or in part of any kind 
of penicillin, streptomycin, Chlortetracy
cline, chloramphenicol, bacitracin, or any
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other antibiotic drug, or any derivative 
thereof» intended for use by man shall be 
promulgated and no existing regulation 
will be continued in effect unless it is 
established by substantial evidence that 
the drug will have such characteristics 
of identity, strength, quality, and purity 
necessary to adequately insure safety and 
efficacy of use. “Substantial evidence” 
has been defined by Congress to mean 
“evidence consisting of adequate and 
well-controlled investigations, including 
clinical investigations, by experts quali
fied by scientific training and experience 
to evaluate the effectiveness of the drug 
involved, on the basis of which it could 
fairly and responsibly be concluded by 
such experts that the drug will have the 
effectiveness it purports and is repre
sented to have under the conditions pre
scribed, recommended or suggested in the 
labeling thereof.” This definition is made 
applicable to a number of antibiotic 
drugs by section 507(h) of the act and 
it is the test of efficacy that will be ap
plied in promulgating, amending, or 
repealing regulations for the certification 
of all antibiotics under section 507(a) of 
the act as well.

(2) Tlae scientific essentials of an ade
quate and well-controlled clinical inves
tigation are described in § 314.111(a) (5) 
of this chapter.

PART 431— CERTIFICATION OF 
ANTIBIOTIC DRUGS

40. In Part 431, by revising § 431.52 to 
read as follows:
§ 431.52 Hearings.

Any person who contests the suspen
sion of certification service under § 431.51 
shall have an opportunity for a regula
tory hearing before the Food and Drug 
Administration pursuant to Subpart F of 
Part 2 of this chapter.

PART 433— EXEMPTIONS FROM A N TI
BIOTIC CERTIFICATION AND LABELING
REQUIREMENTS
41. In Part 433, by revising § 433.2 (c) 

and (d) to read as follows:
§ 433.2 Conditions on the effectiveness 

of exemptions from certification.
* * * *

(c) If the- Commissioner repeals or 
suspends an exemption for an antibiotic 
drug, the approved new drug application, 
or an exemption from batch certification 
requirements, a notice to that effect and 
the reasons therefor will be published in 
the F ederal R egister.

(d) Any person who contests the revo
cation or suspension or denial of rein
statement of an exemption shall have an 
opportunity for a regulatory hearing be
fore the Food and Drug Administration 
pursuant to Subpart F of Part 2 of this 
chapter.

42. By revising § 433.12(b) (4) and 
adding a paragraph (b)(5) to read as 
follows:

§  433.12 Exemption for labeling.
* * * * *

(b) * * *
(4) When the Commissioner finds that 

such application contains any untrue 
Statement of a material fact or that any 
provision of any such agreement has 
been violated he may revoke such permit.

(5) Any person who contests the de
nial or revocation of a permit shall have 
an opportunity for a regulatory hearing 
before the Food and Drug Administration 
pursuant to Subpart F of Part 2 of this 
chapter.

* * * * *
43. By revising § 433.13 (b) to read as 

follows:
§ 433.13 Exemption for manufacturing 

use.
* * * * *

(b) An application for such a permit 
shall be in a form specified by the Com
missioner, shall give the name and loca
tion of the establishment in which such 
drug is to be used and shall be accom
panied by;

( 1 )  A written agreement signed by the 
applicant that he will keep complete 
records showing the date, quantity, and 
batch mark of each shipment and other 
delivery of any such drug to such estab
lishment, and that he will make such 
records available to any officer or em
ployee of the Food and Drug Administra
tion at any reasonable hour within 3 
years after the date of such shipment 
or delivery ;

(2) A written statement signed by the 
operator of such establishment showing 
that he has adequate facilities for the 
manufacture of such other drug; such 
statement shall contain an agreement 
that he will keep complete records show
ing the date of receipt by him and the 
quantity and batch mark of each such 
shipment and delivery and the disposi
tion thereof and showing the quantity 
and batch mark of each batch of such 
other drug manufactured by him and 
the disposition thereof; that he will 
make such records available to any offi
cer or employee of the Food and Drug 
Administration at any reasonable hour 
within 3 years after the date of such 
disposition, and that he will accord full 
opportunity to such officer or employee 
to make inventories of stocks on hand 
and otherwise check the correctness of 
such records; and

(3) A written agreement signed by the 
person who will own the drug after its 
manufacture is completed that he will 
request certification of each batch there
of unless it is exempt under section 801
(d) of the act or §§ 433.12, 433.14, 
433.16, or 433.17, and that he will not 
remove any of such drug from such es
tablishment unless it complies with sec
tion 502(1) of the act or the certification 
requirements of section 512(n) of the act 
or is so exempt or is returned to him for 
labeling.
When the Commissioner finds that such 
application contains any untrue state

ment of a material fact or that any pro
vision of any such agreement has been 
violated, he may revoke such permit. 
Any person who contests the denial or 
revocation of a permit shall have an op
portunity for a regulatory hearing before 
the Food and Drug Administration pur
suant to Subpart F of Part 2 of this 
chapter.

* ♦ * 4c
44. By revising § 433.14(b) to read as 

follows:
§ 433.14 Exemption for storage.

*  ♦ *  4c *

(b) An application for such a permit 
shall be in a form specified by the Com
missioner, and shall give the name and 
location of the warehouse in which such 
drug is to be stored. Such application 
shall be accompanied by:

( 1 )  A written agreement signed by the 
applicant that he will request certifica
tion of each batch thereof unless it is 
exempt under section 801(d) of the act 
or §§ 433.12, 433.13, or 433.16, that he will 
-not remove any of such drug from such 
warehouse unless it complies with sec
tion 502(1) of the act or the certification 
requirements of section 512 (n) of the 
act or is so exempt or, if certification 
is refused unless it is returned within a 
reasonable time to permit reprocessing 
and certification, destruction, or such 
exemption at the establishment where 
it was manufactured; that he will 
keep complete records showing the date, 
quantity, and batch mark of each ship
ment and other delivery of any such 
drug to such warehouse, and that he will 
make such records available to any offi
cer or employee of the Food and Drug 
Administration at any reasonable hour 
within 3 years after the date of such 
shipment or delivery; and

(2) A written statement signed by the 
operator of such warehouse showing that 
he has adequate facilities for such stor
age; such statement shall contain an 
agreement that he will hold each ship
ment or other delivery of such drug in
tact, under such conditions as will not 
cause failure of the drug to comply with 
the requirements for certification, that 
he will keep complete records showing 
the date of receipt by him and the quan
tity and batch mark of each such ship
ment and delivery and the disposition 
thereof, that he will make such records 
available to any officer or employee of 
the Food and Drug Administration at 
any reasonable hour within 3 years after 
the date of such disposition, and that he 
will accord full opportunity to such of
ficer or employee to make inventories of 
stocks on hand and otherwise check the 
correctness of such records.
If the applicant keeps complete records 
showing the date, quantity, and batch 
mark of each shipment and other de
livery of any such drug from such ware
house and the name and post-office ad
dress of the person to whom such ship
ment or delivery was made, the agree
ment to keep records of such disposals, 
to make such records available, and to

FEDERAL REGISTER, VOL. 40, NO. 171— WEDNESDAY, SEPTEMBER 3, 1975



40776 PROPOSED RULES

afford opportunity for checking their 
correctness may be included In the appli
cant’s agreement and omitted from that 
of the operator. When the Commis
sioner finds that such application con
tains any untrue statement of a material 
fact or that any provision of any such 
agreement has been violated he may re
voke such permit. Any person who con
tests the denial or revocation of a permit 
shall have an opportunity for a regula
tory hearing before the Food and Drug 
Administration pursuant to Subpart F 
of Part 2 of this chapter.

* * * * *
45. By revising § 433.15(b) to read as 

follows :
§ 433.15 Exemption for processing.

* * * * *
(b) An application for such a permit 

shall be in a form specified by the Com
missioner and shall give the name and 
location of the establishment in which 
such processing is to be done. Such ap
plication shall be accompanied by:

(1) - A written agreement signed by the 
applicant that he will keep complete rec
ords showing the date, quantity, potency, 
and batch mark of each shipment and 
other delivery of any such solution to 
such establishment, and that he will 
make such records available to any offi
cer or employee of the Food and Drug 
Administration at any reasonable hour 
within 3 years after the date of such 
shipment or delivery ;

(2) A written agreement signed by the 
operator of such establishment showing 
that he has adequate facilities for such 
processing; such statement shall contain 
an agreement that he will keep complete 
records showing the date of receipt by 
him and the quantity and batch mark of 
each such shipment and delivery and 
the disposition thereof, that he will make 
such records available to any officer or 
employee of the Food and Drug Admin
istration at any reasonable hour within 
3 years after the date of such disposition, 
and that he will accord full opportunity 
to such officer or employee to make 
inventories of stocks on hand and other
wise check the correctness of such 
records; and

(3) A written agreement signed by the 
person who will own the drug after the 
processing is completed that he will 
request certification of each batch there
of unless it is exempt under section 
801(d) of the act or §§ 433.12, 433.13, 
433.14, 433.16, or 433.17, and that he will 
not remove any of such drug from such 
establishment unless it complies with 
section 502 (1) of the act or the certifica
tion requirements of section 512 (n) of 
the act or is so exempt.
When the Commissioner finds that 
such application contains any untrue 
statement of a material fact or that any 
provision of any such agreement has 
been violated he may revoke such per
mit. Any person who contests the denial 
or revocation of a permit shall have an

opportunity for a regulatory hearing be
fore the Food and Drug Administration 
pursuant to Subpart F of Part 2 of this 
chapter.

* * * * *
46. By revising § 433.16(b) to read as 

follows:

PART 511— NEW ANIMAL DRUGS FOR 
INVESTIGATIONAL USE

47. In Part 511, by amending § 511.1 
by revising the undesignated paragraph 
at the end of paragraph (b) (5) and par
agraphs (c) (1) and (4) and (d) (2) to 
read as follows:

§ 433.16 Exemption for repacking.
*  lie *  *  *

(b) An application for such a permit 
shall be in a form specified by the Com
missioner, and shall give the name and 
location of the - establishment in which 
such repacking is to be done. Such ap
plication shall be accompanied by:

(1) A written agreement signed by the 
applicant that he will keep complete rec
ords showing the date, quantity, and 
batch mark of each shipment and other 
delivery of any such drug to such estab
lishment, and that he will make such 
records available to any officer or em
ployee of the Food and Drug Administra
tion at any reasonable hour within 3 
years after the date of each shipment or 
delivery;

(2) A written statement signed by the 
operator of such establishment showing 
that he has adequate facilities for such 
repacking; such statement shall contain 
an agreement that he will keep complete 
records showing the date of receipt by 
him and the quantity and batch mark 
of each such shipment and delivery and 
the disposition thereof, that he will make 
such records available to any officer or 
employee of the Food and Drug Admin
istration at any reasonable hour within 
3 years after the date of such disposition, 
and that he will accord full opportunity 
to such officer or employee to make in
ventories of stocks on hand and other
wise check the correctness of such rec
ords; and

(3) A written agreement signed by the 
person who will own the drug after the 
repacking is completed that he will re
quest certification of each batch thereof 
unless it is exempt under section 801(d) 
of the act or §§ 433.12, 433.13, 433.14, or 
433.17, and that he will not remove any 
of such drug from such establishment 
unless it complies with section 502(1) 
of the act or the certification require
ments of section 512 (n) of the act or is so 
exempt or is returned to him for labeling 
or, if certification is refused, unless it is 
returned within a reasonable time to 
permit reprocessing and certification, 
destruction, or such exemption at the 
establishment where it was manufac
tured.
When the Commissioner finds that 
such application contains any untrue 
statement of a material fact or that any 
provision of any such agreement has 
been violated he may revoke such permit. 
Any person who contests the denial or 
revocation of a permit shall have an op
portunity for a regulatory hearing before 
the Food and Drug Administration pur
suant to Subpart F of Part 2 of this 
chapter.

* * * * *

§ 511.1 New animal drugs for investiga
tional use exempt from section 512 
(a) of the act.

* * — t * *
(b) * * *
(5) * * *

Authorizations granted under this sub- 
paragraph do not exempt investigational 
animals and their products from compli
ance with other applicable inspection re
quirements. Any person who contests a 
refusal to grant such authorization shall 
have an opportunity for a regulatory 
hearing before the Food and Drug Ad
ministration pursuant to Subpart F of 
Part 2 of this chapter.

♦ * * * *
- (c) Withdrawal of eligibility to receive 

investigational-use new animal drugs. 
(1) Whenever the Food and Drug Ad
ministration has information mdicating 
that an investigator has repeatedly or de
liberately failed to comply with the con
ditions of these exempting regulations or 
has submitted false information either 
to the sponsor of the investigation or in 
any required report, the Director, Bureau 
of Veterinary Medicine, will furnish the 
investigator written notice of the matter 
complained of in general terms and offer 
him an opportunity to explain the mat
ter in an informal conference and/or in 
writing. If an explanation is offered but 
not accepted by the Bureau of Veteri
nary Medicine, the investigator shall 
have an opportunity for a regulatory 
hearing before the Food and Drug Ad
ministration pursuant to Subpart F of 
Part 2 of this chapter on the question of 
whether the investigator is entitled to re
ceive investigational new animal drugs. 

♦ * * * *
(c) (4) If the Commissioner determines, 

after the unreliable data submitted 
by the investigator are eliminated from 
consideration, that the data remaining 
are inadequate to support a conclusion 
that it is reasonably safe to continue the 
investigation, he shall first notify the 
sponsor, who shall have an opportunity 
for a regulatory hearing before the Food 
and Drug Administration pursuant to 
Subpart F of Part 2 of this chapter on 
whether the exemption should be termi
nated. If a danger to the public health 
exists, however, he shall terminate the 
exemption forthwith and notify the 
sponsor of the termination. In such event 
the sponsor shall have an opportunity for 
a regulatory hearing before the Food and 
Drug Administration pursuant to Sub
part F of Part 2 of this chapter on the 
question of whether the exemption 
should be reinstated.

* * * • *
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( d )  * * *
(2) The continuance of the investiga

tion is unsafe or otherwise contrary to 
the public interest or the drug is being 
or has been used for purposes other than 
bona fide scientific investigation, he shall 
first notify the sponsor and invite his 
immediate correction. If the conditions 
of the exemption are not immediately 
met, the sponsor shall have an oppor
tunity for a regulatory hearing before the 
Food and Drug Administration pursuant 
to Subpar-t F of Part 2 of this chapter on 
whether the exemption should be termi
nated. If the exemption is terminated the 
sponsor shall recall or have destroyed 
the unused supplies of the new animal 
drug.

* * * * *

PART 514— NEW ANIMAL DRUG 
APPLICATIONS

48. In Part 514, by revising § 514.201 to 
read as follows:
§ 514.201' Procedure for hearings.

Hearings relating to new animal drugs 
under section 505 (d ), (e ), (m) (3), and 
(m) (4) of the act shall be governed by 
Part 2 of this chapter.
§§ 514.202, 514.203, 514.204, 514.205, 

514.206 [Revoked].
49. By revoking §§ 514.202, 514.203, 

514.204, 514.205, and 514.206.
50. By revising § 514.210 to read as 

follows:
§ 514.210 Hearing procedure.

Hearings pursuant to § 514.155 shall 
be governed by Subpart F of Part 2 of 
this chapter.
§§514.220, 514.221, 514.222, 514.230, 

514.231, 514.232 [Revoked].
51. By revoking §§ 514.220, 514.221, 

514.222, 514.230, 514.231, and 514.232.
52. By revising § 514.235 as follows:

§ 514.235 Judicial review.
(a) The transcript and record shall 

be certified by the Commissioner. In any 
case in which the Commissioner enters 
an order without a hearing pursuant to 
§ 314.200(g) of this chapter, the re- 
quest(s) for hearing together with the 
data and information submitted and the 
Commissioner’s findings and conclusions 
shall be included ill the record certified 
by;the Commissioner.

(b) Judicial review of an order with
drawing approval of a new drug appli
cation, whether or not a hearing has been 
held, may be sought by a manfacturer or 
distributor of an identical, related, or 
similar drug product, as defined in § 310.6 
of this chapter, in a United States court 
of appeals pursuant to section 505(h) 
of the act.

PART 601— LICENSING
53. In Part 601, by revoking §§ 601.4, 

601.5, and 601.6(c) , by redesignating the 
remainder of § 601.6 as § 601.12, by add
ing new §§601.4 through 601.9, and by 
revising § 601.22 to read as follows:

§ 601.4 Issuance and denial of license.
(a) An establishment or product li

cense shall be issued upon a determina
tion by the Commisioner that the estab
lishment or the product, as the case may 
be, meets the applicable standards estab
lished in this chapter. Licenses shall be 
■valid until suspended or revoked.

(b) If the Commissioner determines 
that the establishment or product does 
not meet the standards established in 
this chapter, he shall deny the applica
tion and inform the applicant of the 
grounds for, and of an opportunity for 
a hearing on, his decision. If the appli
cant so requests, the Commissioner shall 
issue a notice of opportunity for hearing 
on the matter pursuant to § 2.111(b) of 
this chapter.
§ 601.5 Revocation of license.

(a) An establishment or product li
cense shall be revoked upon application 
of the manufacturer giving notice of in
tention to discontinue the manufacture 
of all products or to discontinue the 
manufacture of a particular product for 
which a license is held, and waiving an 
opportunity for a hearing on the matter.

(b) If the Commissioner finds that (1) 
authorized Food and Drug Administra
tion employees after reasonable efforts 
have been unable to gain access to an es
tablishment or a location for the purpose 
of Carrying out the inspection required 
under § 600.21 of this chapter, (2) manu
facturing of products or of a product has 
been discontinued to an extent that a 
meaningful inspection or evaluation can
not be made, (3) the manufacturer has 
failed to report a change as required by 
§ 601.12, (4) the establishment or any 
location thereof, or the product for which 
the license has been issued, fails to con
form to the applicable standards estab
lished in the license and in this chapter 
designed to ensure the continued safety, 
purity, and potency of the manufactured 
product, (5) the establishment or the 
manufacturing methods have been so 
changed as to require a new showing that 
the establishment or product meets the 
standards established in this chapter in 
order to protect the public health, or (6) 
the licensed product is not safe and effec
tive for all of its intended uses or is mis
branded with respect to any such use, 
he shall notify the licensee of his inten
tion to revoke the license, setting forth 
the grounds for, and offering an oppor
tunity for a hearing on, the proposed 
revocation. Except as provided in § 601.6 
and in cases involving willfulness, the 
notification required in this paragraph 
shall provide a reasonable period for the 
licensee to demonstrate or achieve com
pliance with the requirements of this 
chapter, before proceedings will be in
stituted for the revocation of the license. 
If compliance is not demonstrated or 
achieved and the licensee does not waive 
the opportunity for a hearing, the Com
missioner shall issue a notice of oppor
tunity for hearing on the matter pursu
ant to § 2.111(b) of this chapter.

§ 601.6 Suspension of license.
(a) Whenever the Commissioner has 

reasonable grounds to believe that any of 
the grounds for revocation of a license 
exist and that by reason thereof there is 
a danger to health, he may notify the 
licensee that his license for the estab
lishment or the product is suspended and 
require that the licensee (1) notify the 
selling agents and distributors to whom 
such product or products have been de
livered of such suspension, and (2) fur
nish to the Director, Bureau of Biologies, 
complete records of such deliveries and 
notice of suspension.

(b) Upon suspension of a license, the 
Commissioner shall either (1) proceed 
pursuant to the provisions of § 601.5(b); 
to revoke the license, or (2) if the 
licensee agrees, hold revocation in abey
ance pending resolution of the matters 
involved.
§ 601.7 Procedure for hearings.

(a) A notice of opportunity for hear
ing, notice of appearance and request for 
hearing, and grant or denial of hearing 
for a biological drug pursuant to this 
Part, for which the exemption from the 
Federal Food, Drug, and Cosmetic Act in 
§ 310.4 of this chapter has been revoked, 
shall be subject to the provisions of 
§ 314.200 of this chapter except to the ex
tent that the notice of opportunity for 
hearing on the matter issued pursuant to 
§ 2.111(b) of this chapter specifically pro
vides otherwise.

(b) Hearings pursuant to §§ 601.4 
through 601.6 shall be governed by Part 
2 of this chapter.

(c) When a license has been sus
pended pursuant to § 601.6 and a hearing 
request has been granted, the hearing 
shall proceed on an expedited basis.
§ 601.8 Publication of revocation.

Notice of revocation of a license, with 
statement of the cause therefor, shall be 
issued by the Commissioner and pub
lished in the Federal R egister.
§601 .9  Licenses ; reissuance.

(a) Compliance with standards. An 
establishment or product license, previ
ously suspended or revoked, may be re
issued or reinstated upon a showing of 
compliance with required standards and 
upon such inspection and examination 
as may be considered necessary by the 
Commissioner.

(b) Exclusion of noncomplying loca
tion. An establishment or product license, 
excluding a location or locations that 
fail to comply with required standards, 
may be issued without further applica
tion and concurrently with the suspen
sion or revocation of the license for non- 
compliance at the excluded location or 
locations.
§ 601.22 Products in short supply; ini

tial manufacturing at other than 
licensed establishment.

Licenses issued to a manufacturer for 
an establishment shall authorize persons 
other than such manufacturer to con
duct at places other than such establish
ment the initial, and partial manufac-

FEDERAL REGISTER, VOL. 40, NO. 171— WEDNESDAY, SEPTEMBER 3, 1975



40778 PROPOSED RULES

turing of a product for shipment solely to 
such manufacturer only to the extent 
that the names _ of such persons and 
places are registered with the Commis
sioner of Food and Drugs and he finds 
upon application of such manufacturer, 
that (a) the product is in short supply 
due either to the peculiar growth re
quirements of the organism involved, or 
to the scarcity of the animal required for 
manufacturing purposes, and (b) such 
manufacturer has established with re
spect to such persons and places such 
procedures, inspections, tests or other ar
rangements as will assure full compliance 
with the applicable regulations of this 
subchapter related to continued safety, 
purity, and potency. Such persons and 
places shall be subject to all regulations 
of- this subchapter except §§601.1 to 
601.6, 601.9, 601.10, 601.20, 601.21, 601.30 
to 601.33, and 610.60 to 610.65 of this 
chapter. Failure of such manufacturer to 
maintain such procedures, inspections, 
tests, or other arrangements, or failure 
of any person conducting such partial 
manufacturing to comply with applicable 
regulations shall constitute a grpund for 
suspension or revocation of the authority 
conferred pursuant to this section on the 
same basis as provided in §§601.6 to 
601.8 with respect to the suspension and 
the revocation of licenses.
§§ 601.40, 601.41, 601.42, 601.43,

601.44 [Revoked].
54. By revoking §§ 601.40 through 

601.44.

PART 701— COSMETIC LABELING

55. In Part 701, by revising § 701.3 
<b) and (e) to read as follows:
§ 701.3 Designation of ingredients.

Hs * * * *
(b) The declaration of ingredients 

shall appear with such promience and 
conspicuousness as to render it likely to 

~~ be read and understood by ordinary in
dividuals under normal conditions of 
purchase. The declaration shall appear 
on any appropriate information panel in 
letters not less than Me of an inch in 
height and without obscuring design, 
vignettes, or crowding. In the absence of 
sufficient space for such declaration on 
the package, or where the manufacturer 
or distributor wishes to use a decora
tive container, the declaration may ap
pear on a firmly affixed tag, tape, or 
card. In those cases where there is in
sufficient space for such declaration on 
the package, and it is not practical to 
firmly affix a tag, tape, or card, the Com

missioner may establish by regulation an 
acceptable alternate, e.g., a smaller type 
size. A petition requesting such a regula
tion as an amendment to this paragraph 
shall be submitted pursuant to Part 2 of 
this chapter.

* * * * *
(e) Interested persons may submit a 

petition requesting the establishment of 
a specific name for a cosmetic ingredient 
pursuant to Part 2 of this chapter. The 
Commissioner may also propose such a 
name on his own initiative.

PART 1003— NOTIFICATION OF DEFECTS 
OF FAILURE TO  COMPLY

56. In Part 1003, by amending § 1003.11 
by adding an undesignated paragraph at 
the end of paragraph (a) as follows:
§ 1003.11 Determination by Secretary 

that product fails to comply or has 
a defect.

(a) * * *
The manufacturer shall have an oppor
tunity for a regulatory hearing before 
the Food and Drug Administration pur
suant to Subpart F of Part 2 of this 
chapter.

* * * * ' * ■ •
57. By adding § 1003.31(d) to read as 

follows:
§ 1003.31 Granting the exemption.

' * * * * *
(d) 'Any person who contests denial of 

an exemption shall have an opportunity 
for a regulatory hearing before the Food 
and Drug Administration pursuant to 
Subpart F of Part 2 of this chapter.

PART 1004— REPURCHASE, REPAIRS, OR 
REPLACEMENT OF ELECTRONIC PROD
UCTS
58. In Part 1004, by amending § 10Q4.6 

by adding the following new sentence at 
the end, as follows:
§ 1004.6 Approval of plans.

* * * Any person who contests denial 
of a plan shall have an opportunity for a 
regulatory hearing before the Food and 
Drug Administration pursuant to Sub
part F of Part 2 o f this chapter.

PART 1210— REGULATIONS UNDER TH E  
FEDERAL IMPORT MILK ACT

59. In Part 1210, by revising the head
ing of Subpart D and § 1210.30 to read as 
follows:

Subpart D— Hearings
§ 1210.30 Hearing procedure for permit 

denial, suspension, and revocation.
Any person .who contests denial, sus

pension, or revocation of a permit shall 
have an opportunity for a regulatory 
hearing before the Food and Drug Ad
ministration pursuant to Subpart F of 
Part 2 of this chapter.

60. By revoking § 1210.31 and by re
designating §1210.63 as new §1210.31 
to read as f ollows:
§ 1210.31 Hearing before prosecution.

Before violation of the act is referred 
to the Department of Justice for pros
ecution under section 5 of the Federal 
Import Milk Act, an opportunity to be 
heard will be given to the party against 
whom prosecution is under considera
tion. The hearing will be private and 
confined to questions of fact. The party 
notified may present evidence, either oral 
or written, in person or by attorney, to 
show cause Virtiy he should not be pros
ecuted. After a hearing is held, if it ap
pears that the law has been violated, 
the facts will be reported to the Depart
ment of Justice.
§§ 1210.32, 1210.33, 1210.40, 1210.41, 

1210.42, 1210.43, 1210.44, 1210.50, 
1210.51, 1210.52, 1210.53, 1210.54, 
1210.55, 1210.56, 1210.57, 1210.58, 
1210.59, 1210.60, 1210.61, 1210.62, 
[Revoked].

61. By revoking §§ 1210.32,1210.33, and 
Subparts E, F and G of Part 1210, includ
ing 1210.40, 1210.41, 1210.42, 1210.43, 
1210.44, 1210.50, 1210.51, 1210.52, 1210.53, 
1210.54, 1210.55, 1210.56, 1210.57, 1210.58, 
1210.59, 1210.60, 1210.61, 1210.62.

Interested persons may, on or before 
(insert date 30 days after date of publi
cation in the F ederal R egister) , submit 
to the Hearing Clerk, Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20852, written com
ments regarding this proposal. Com
ments should be filed in quintuplicate 
(except that individuals may submit sin
gle copies), and should be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this docu
ment. Received comments may be seen in 
the above office Monday through Friday, 
from 9 a.m. to 4 p.m., except on Federal 
legal holidays.
. Dated: August29,1975.

Sam D . F ine,
Associate Commissioner for 

Compliance.
[FR Doc.75-23409 Filed 9 -2 -75 :8 :45  am ]
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