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MEMORANDUM FOR :
SECRETARY OF HEALTH AND HUMAN SERVICES
SECRETARY OF DEFENSE
SECRETARY OF ENERGY
DIRECTOR, CENTRAL INTELLIGENCE AGENCY
HEADS OF SUCH OTHER DEPARTMENTS AND AGENCIES THAT MAY
CONDUCT OR SUPPORT CLASSIFIED HUMAN RESEARCH

SUBJECT: Strengthened Protections for Human Subjects of Classified Research

I have worked hard to restore trust and ensure openness in government. This memorandum
will further our progress toward these goals by strengthening the Federal Government's
protections for human subjects of classified research.

In January, 1994 I established the Advisory Committee on Human Radiation Experiments
(ACHRE) to examine reports that the government had funded and conducted unethical human
radiation experiments during the Cold War. I directed ACHRE to uncover the truth,
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects
research from occurring in the future. In its October, 1995, final report; the Committee
recommended, among other things, that the government modify its policy governing classified
research on human subjects ("Recommendations for Balancing National Security Interests and
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human
Radiation Experiments). This memorandum sets forth policy changes in response to those
recommendations.

ACHRE acknowledged that it is in the nation's interest to continue to allow the government
to conduct classified research involving human subjects where such research serves important
national security interests. The Committee found, however, that classified human subjects
research should be a "rare event” and that the "subjects of such research, as well as the
interests of the public in openness in science and in government, deserve special protections."
ACHRE was concerned about "exceptions to informed consent requirements and the absence
of any special review and approval process for human research that is to be classified."
ACHRE recommend that all classified research projects meet the following requirements:

- obtain informed consent from all human subjects;

- inform subjects of the identity of the sponsoring agency;

- inform subjects that the project involves classified research;

- be approved by an "independent panel of nongovernmental experts and citizen
representatives, all with the necessary security clearances” that reviews scientific merit,
risk-benefit tradeoffs, and ensures subjects have enough information to give valid
consent; and

- maintain permanent records of the panel's deliberations and consent procedures.

This memorandum implements these recommendations with some modifications. For
classified research, it prohibits waiver of informed consent and requires researchers to




disclose that the project is classified. For all but minimal risk studies, it requires researchers
to inform subjects of the sponsoring agency. It also requires permanent recordkeeping.

The memorandum also responds to ACHRE's call for a special review process for classified
human subjects research. It requires that institutional review boards for secret projects
include a non-governmental member, and establishes an appeals process so that any member
of a review board who believes a project should not go forward can appeal the board's
decision to approve it.

Finally, this memorandum sets forth additional steps to ensure that classified human
research is rare. It requires the heads of Federal agencies to disclose annually the number of
secret human research projects undertaken by their agency. It also prohibits any agency from
conducting secret human research without first promulgating a final rule applying the Federal
Policy for the Protection of Human Subjects, as modified in this memorandum, to the agency.

These steps, set forth in detail below, will preserve the government's ability to conduct
any necessary classified research involving human subjects while ensuring adequate protection
of research participants.

Classified Research. All agencies that may conduct or support classified research that is
subject to the 1991 Federal Policy for the Protection of Human Subjects ("Common Rule") ~
shall, within 60 days, jointly publish in the Federal Register the following revisions to
Common Rule as it affects classified research. The Office for Protection from Research
Risks in the Department of Health and Human Services shall coordinate the joint rulemaking.

1. Modifications to the Federal Policy for the Protection of Human Subjects as it affects J)AZ/

-

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified
research.

(b) The agencies shall jointly propose to prohibit the use of expedited review procedures
under the Common Rule for classified research.

(c) The proposal should take comment on whether all research exemptions under the
Common Rule should be maintained for classified research.

(d) The agencies shall jointly propose to require that in classified research involving human
subjects, two additional elements of information be provided to potential subjects when
consent is sought from subjects: I

s
e

(1) the identity of the sponsoring Federal agency, unless the head of the sponsoring
agency determines that providing this information could compromise
intelligence sources or methods and the proposed research involves no more
than minimal risk to potential subjects; and

(iif)  a statement that the project is classified and an explanation of what classified
means.

v

Qﬂ/



(e) The agencies shall jointly propose to modify the institutional review board (IRB)
approval process for classified human subjects research as follows:

(i) The Common Rule currently requires that each IRB "include at least one member
who is not otherwise affiliated with the institution and who is not part of the a
immediate family of a person who is affiliated with the institution." For classified
research, the agencies shall define "not otherwise affiliated with the institution," as a
non-governmental member with the appropriate security clearance.

(ii) Under the Common Rule, research projects are approved by the IRB if a

"majority of those [[RB] members present at a meeting" approve the project. For

classified research, the agencies shall propose to permit any member of the IRB who

does not believe a specific project should be approved by the IRB to appeal a majority

decision to approve that project to the head of the sponsoring agency. If the agency

head affirms the IRB's decision to approve the project, the dissenting IRB member

may appeal the IRB's decision to the Director of the White House Office of Science

and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's

decision and approve or disapprove the project, or, at the Director's discretion,

convene an IRB made up of non-governmental officials, each with the appropriate

security clearances, to approve or disapprove the project. poreeal o

hottur SudSqe—tS peed ac cess fo

(iii) IRB's for classified research shall determine? whether the proposal has scientific C/(ﬂ’%ﬂé"ﬂ

merit; whether the balance of risks and benefits is,acggptable; whether potential o

subjects have sufficiegt-information_to make a valid,informed consent decision;’and T/
/\J@m subjests need securitf\ clearances to be adequately informed when Lz
\ consent is sought and, if\gso, how su‘mgcaranc/es will affect their privacy and Y

voluntariness. / G

Va / {[{

2. Final rules Agencies shall, within one year, after considering any comments, promulgate ( T[” Waf
final rules on the protection of human subjects of classified research.

Caiarct™
3. Agency head approval of classified research projects. Agencies may not conduct any S,
classified human research project subject to the Common Rule unless the agency head has
personally approved the specific project.

4. Annual public disclosure of the number of classified research projects. Each agency head
shall inform the Director of OSTP by September 30 of each year of the-number of classified
research projects involving human subjects underway on that date and of the number
completed in the previous 12-month period and of the number of human subjects in each
project. The Director of OSTP shall report the total number of classified research projects
and participating subjects to the President. The President shall transmit this number to
Congressional armed services and intelligence committees and shall publish this number in
the Federal Register.

5. Definitions. For purposes of this order, the terms "research” and "human subject” shall
have the meaning set forth in the Common Rule. "Classified human research” means research



involving "classified information” as defined in Executive Order 12958.

6. No classified human research without Common Rule. Beginning one year after the date
of this directive, no agency shall conduct or support classified human research without having
proposed and promulgated the Common Rule, including the changes set forth in this
memorandum and any subsequent amendments.

—

7. Judicial Review. This memorandum is not intended to create any right or benefit,
substantive or procedural, enforceable at law by a party against the United States, its
agencies, its officers, or any other persons.
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Ellis, Gary

To: Canning, Betty
Subject: Clearance of proposed memorandum

| i
The draft Memorandum on "Strqngthened Protections for Human Subjects of Classified Research" should
be revised as follows: -

"IRBs for classified research éhaﬁl determine whether poteﬂtiai_sgbmcls_nsed‘aécuﬁtv\eieﬂranees tobe
adequately Informed when co_ns'Fnt is sought and, If-se-ho \ i ir_pri and.
voluntariness.X . ' i

D D AR
Section 1{e)(iii) should read; | | “h V{Mw\@wj\ ;»,Lfg
| O} O N

In others wards, the first thrde clauses in the existing text {i.e., scientific merit; risks/benefits; informed -~ -
consent) should be deleted. The Federal Policy for the Protection of Human Subjects, at Sections o
111(a){1),(2), and (4), currentlyrequires IRBs to make these three determinations before approving
proposed research. The exi 'tiqg regulatory language is specific and well-understood. Introducing new

phrasing, that differs slightly from the current languags, on these three IRB responsibilities is quite

confusing. B

With this revision, | clear the prbposed Memorandum.

Gary B. Ellis

Chair ,

Human Subjects Research Subcommittee
Committee on Health, Safety, and Food
National Science and Technology Council

and e |
Director, Otfice for Protection from Research Risks

Page 1
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TO: Mac Reed

Phone: (202) 395-3563
_ Fax{ {202) 395-7294

FROM:  MaryvAnn Shebek
. Phone: (202) 386-1522
FAX: = (202) 506-8685

SUBJECT: Proposed Executive Memorandum Entitled “Strengthened
: Protection For Human Subjects of Classified Research”

Comments on subject executive order are attached for your
consideration.

___2__ pagee including cover sheet .
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Department of Energy
Washington, DC 20585

MEMORANDUM FOR: MARYANN SHEREK
DEPUTY ASSISTANT GENERAL COUNSEL

FOR LEGAL COUNSE '
' ‘-:sz\—§E§L#*‘:lj;l
‘-T‘\own'r l‘-R‘AJ"", Sourse Mb“hsﬂ_

OFFICHOF NONPROLIFERATION AND NATIONAYL SECURITY

FROM JOAN B,

SUBJECT: ROPOSED EXECUTIVE MEMORANDUM ENTITLED “STRENGTHENED

'PROTECTION FOR HUMAN BUBJECTS OF CLASSIFIED RESERRCH”

The following comments are subm.tted concerning the propnsed Exccutive
Memorandum: :

‘The memorandum fafls to clcarly address the possible clearance
regquirements of the individual human subject. If the memorandum
implies that only unclassified information is pravided to the research
subject, it should so state. Rs the proposal reads now there is no
indication whether the human subject must have a clearance or if only
“sanitized” information will be provided or if the individual will he
asked to sign a non-disclosiure agreement. By not addressing these
issues the proposal may fall shorxt of the attempts to strengthen the
protection of human subjects research.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
OFFICE OF THE GENERAL COUNSEL
Business and Administrative Law Division
Room 5362 Cohen Building
330 Independence Av., S.W.
Washington, D.C. 20201

Facsimile Transmission Sheet

T: Mac Reed FROM: Timothy M. White
OMB, 0GC Phone: (202) 619-21%5
FAX: (202) 615 2922

CALL PFOR PICKUP;

Total Pages Fax Number Date
2 plus cover 395 -7/294 LDecember 6, 1Y4Y6

Attached ie a Note providing the Food and Drug Administration
comments on the proposed Presidential Memorandum on Protection of
Human Subjects of Classified Research, Subject to those
comments, this Department concurs in the Memorandum,

The atlached ifonforwalion is CONFIDENTIAL and is intended only for
Lhe use ol Lhe addressee(s) idenlified above. If the reader of
this message is not the intended recipient(s) or the employee or
agent responsible for delivering the message to the intended
reclpient (8), please note that any dissemination, distribution or
copying of the communication is strictly prohibited. Anyone who
receives this communication in error should notify us immediately
by telephone (202-619$-0150) and return the original message to us
at the address above via U.S. Mail. Thank you.
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Food and Drug Administration
Rockvile MD 20867

December 6, 1996

the to: Leslie L. Clune

Subject: Proposed Presidential Memorandum entitled "Strénuthaned
Protectionsg for Human Subjects of Classified Rasearch"

The Food and Drug Administration (FDA) has reviewad the proposed
Pregidential Memorandum attached to your Decembar 4, 1996,
memorandum and offers the following commenta:

V//Pngo 1, fourth paxagraph, sccond line: ‘“rasaarchea" should be
*rasoarchora'

V/’ Page 1, fifth paragraph, last sentence: We belisve that
characterizing the sppcvach ay “less burdensome" could ralse a
N\ red flay for certaln individuals. It may be preferable to delete
\\@pr'this sentence-~it is not really needed.

\//;aqe 42, firat paragraph, last gentence: We quastion whether
"decret” or “issuing" are the appropriate words. This sentence
pay be more accurate if it were to state: "It alpgo prohibits
agencies from conducting classified human subject research
without first prosmlgating into final regulations the Fadaral
Policy for the Protection of Human Subjects as mddified by
section 1 below."

Paga 2, third paragraph: We question the appropriatanags of %"all
\ agencies that cnnduct or support research 1nvolv1ng human
’7\>(¢VL subjects” being required to publiah the revigionn poexrtaining to
K\ claggified research. Most agencies that conduct auch research do
not conduct ox cupport classified research. It may be more: '
relevant and to the point to state that "All ageuncies that may
oonduct or support classified research...."

Page 2, paxagaxaph (L) (2): We suggest adding "sn expianation of
what ‘classlified’ means" to the regquirement tc te.l the subject
that the prxoject is clasgified. \

Page 2, paragraph (¢)(l), second line: delete the “a* at the end
of the lina.

Page 2, paragraph (c)(l), last sentence: We question whether tha
raquirenznc that the member "not cotherwiss affiliated with the
Q(}”ﬁ7 institution” be a "non-govermmental member" will accomplish what
ip intended. As currently worded, this member could be a xetired
government pergon; a gpouse of a retired government person; a
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Page 2 - Leslie L. Clune

contractor to another government agency orx a poteontial contractor
or grantee l(although not active at the time of membership). One
could make this requiremant tighter by defining “institution" as
the government: and by changing "“is not otherwise affiliated" to
vis not and has not baen at any time otherwipe affillated."

Page 3. laat paragraph: This would be clearer 1f it were changed
te read: "No agency phall conduct or support classified human

-/ gubject research without proposing and promulgating a final
Common Rule including the chauges set forth in this memorandum
and any subgsequent amendmeals.®

If you have any questions about thesa comments, please contact
Dennig Myers, Diractor of FDA'S8 Executive Secretariat, at 301-

527-4450.
‘f72é245; 7227u2295¢m¢3/

Mary K. Pendergast
Deputy Commissioner
Senior Advisor to the Commispionar
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bereby notified thar the receipt of this message does not waivé: any applicable privilege or
exemption from disciosure and that any dissemimation, distribution, or copying of this
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immediately by telephope at the above telepbone mumber and return the original message to us
at the above address via the United States Postal Service. Thank you. "
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DEC-PE-96 12:05 FROM: ID: .

TO: Mac Reed

FROM: Department of Veterans Affairs

SUBJ: Proposed Memorandum Entitled “Strengthened
Protections for Human Subjects of Clasgified
Research”

The Department of Veterans Affairs wholeheartedly supports
the policy underlying the proposed memorandum on classified
reseéarch. We believe it is entirely appropriate to
‘gtrengthen the protections for human subjects involved in
classified research. We sought comments on the proposed
memorandum from appropriate officials within VA. The
Assistant Secretary for Congressional Affairs and the Deputy
Director, Medical Research, have provided some worthwhile
suggestions that should be considered. Attached to this
document are their verbatim comments.
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Department of | Memorandum
Veterans Affairs
Deocmbch_ 1996

Assistant Secretary for Congressional Affairs (009)

Proposed Memorandum Entitled “Strengthened Protections for Human
Subjects of Classified Research”

e 810

Richard Robinson (023B)

1. Iammggsﬂngafewmmoredlts,nmnlyforgmnnnanmlpmposm as shown on the
atraehedcopyofthepmposcdmemmmdum.

2. IfmndthedisaxssimoflheFederalPoﬁcyfmthePrmecdmomemSubjectsand .

the imposition of certain new rules confusing and illogical. The last sentence of the 2
paragraph at the top of the second page says agencies may not conduct secret human oy
subjects research “without first issuing the Federal Policy for the Protection of Human W
Subjects (Enxpbasis added).” I do not understand how various agencies can all issue

“the” federal policy on any topic. There is a problem of either semantics or logic bere.

3. The memorandum sets forth six “sections,” These do pot seem to be proposed
sections of a law, regulation, or directive, and the use of the “sections” designator haif

~ way through a memorandun seems out of place to me. I suggest that “Sec.” be dropped
from each nambered item. '

4. The requirement that all agencies involved in buman subjects research “jointly”
propose: to make various revisions in the “Common Rule” strikes me as an unnecessarily
cumbersome approach. Ibchcvextwmﬂdbeeasxer,andnol&neffwtwe,foreechtobe
requmaitorewsextsownregulanonsmtheptwaibedfashxon.

S. The paragraph on “Final Rules” (section 2) places no restrictions on the final version

of the rules that the agencies promulgate. This means that the changes that they are

required to propose need not be included in the rules that actually go into effect. Is this chp
‘what is intended? I think it would be more effective to designate a lead agency for o pJ0
puarposes of these regulations and allow others to deviate only where they can demonstrate
thazthcynmstfollowadiffmntooursehordcrtocmymthekmission

6. In section 1{cX1), tbememormdumproposutha:,forpurpomofclmﬁedmeamh,
“pot otherwise affiliated with the institution” be defined as “a non-governmental member
with the appropriste security clearance.” This places total reliance on the IRB member in N
question not being a government employee and would allow an employes of a private
sector entity that is very closely affiliated with the institution to serve. Thus, I
recommcndthatthesecondsentenceofsecuonZ(c)(l)bemvmedsoastoptowdetbatfor

~ purposes of classified research, all federal government employees [and certain others,

VA FORM
MAR 1989 2105
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Page 2

<
such as personal sexrvices contractors and consultants?] are to be considered to be l i
affiliated with the institution. '
7. Section 6 seems to require the immediate cessation of all classified research (including
ongoing projects) until new final rules are actually promulgated. If that is the intent, I
recommend that section 6 say so specifically. If that is not, I recommend that section 6
specify what the status of ongoing projects is and how and when the new rules might
apply to them. a .

Edwﬁ Scott
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MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT
OR SUPPORT HUMAN SUBJECTS RESEARCH

SUBJECT: WW&WW«WM

Ihweww”muuhndmmhm This memorandum
will further our progress towsrd these goals by strengthening the Federsl Government's
mummawm

In January, 1994 [ established the Advisary Committee on Human Radistion Expetiments
(AGRB)QMW“&MHW&MWM
radiation experiments during the Cold War. I directed ACHRE 10 uncover the truth,
tecommend steps to Tight past wrongs, and propose ways to prevent uacthical human subjects

rescarch from occurring in the future. In its October, 1995, final report, the Copamittee

rccommended, among other things, thet the government modify its policy goveming classified
research on hummas sobjects ("Recommendations for Balancing Nationel Sccutity Interests and
the Rights of the Public,” Recomnendation 18, Fisal Report, Advisory Comnitree on Human

Radiation Experiments). This semorsadum sets forth policy changes fo response to those
recommendstions.

ACHRE scknowledged that it is in the nation's juterest 10 continee to allow the government

o conduct cassifiod research wsing human subjects where such research serves important

nationsl security istercsts. The Committee found, however, that classified bumsan

wseasch should be & “rave evear” and that the “subjects of such reseasch, a3 well as the

interests of the public in opeaness in scieace and in goveramcnt, descrve special protoctions.”

ACHRE was coatitund sbout “exceptions 0 informed consent requirements and the abscace
review and approval process for buman rescarch that is 1o be clasified.”

mmm—-mmmm For classified rsseaxch, &
prohibiti walver of iaformed conscnt, mquies svscmsches to disclosc that the project s
classified, and roquires roscarchers 10 faform subjects of the sponsocing ageacy.

mwwm»m«ntmwwmaw
secrot projects includs 8 aon-govemmental membey, and establishes an sppeals process 0 >—
belioves 3 project should aot go forward can appeal
hig approech is less burdensome than that recommended
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Finally, this maomorandum sets forth additional steps to ensure that classified human
mbjmmkm.ltmquimmeheadsofrmdagmduwdkgmmmﬂym
*  number of secret human subjects research projects undertaken by the agency. It also prohibits
mmmmmmmmmfmmmm N
Policy for the Protection of Human Subjects. .

mmwmmwm.wmwmepwmmm
of rescarch participanes. ( :

Lot} '-"_:'

-

< - y ,
o i

7

to the Federal Policy for the Protection of Humen Syblects ss i
CQisagified Rescarch.'All agencics-that conduct o support research involving human
subjects shall, within 60 dags; publish in the Federal Register the following revisions to the

- 1991 Federal Policy for the Rro of Human Subjects ("Common Rule®) as it affects -..

(a)
,&m) The agencies shall Joindy propose to prokibit waiver of informed consent for classified

Cm) mm:hnjdﬁymwuqdnhbw“wmm
. subjects, two additional elements of information be provided to poteatisl subjects whea

consent js sougle from subjects:
. [—>/"71) the ideatity of the spogsoring Fedesil agency; and
.'\ ( :

‘)f”“z)' 3 statement that the project is classificd. _
W)mmmmymwmmwmmm 5
approval process for ciassifiod buman subjects research as follows:

(1) The Cosumon Rulc curmatly requires that each [RB “inciudc at least cwc member
who is not otherwise afffiisted with the institstion and who s not part of the a
{ummodisse framily of 8 pesson who s affilissed with the instirution.” For classified
sessarch, the agenciss shall define "not otherwise affiliated with the institution,® as 2
s00-governments] member with the appropeiste sccutity cleamance.

® @ Under the Common Rule, research peojects are spproved by the TRB ¥ a
“majority of thoss [IRD] members prescnt at & mesting” approve the project. Fox
classifisd seosaach, the sgeacios shall psopose 10 permit azry member of the IRB who
‘$bes ot belisve 3 specific project should be spproved by the IRB 1o appeal a msjority
decision % spprove that project 10 the Dizector of the White Houss Office of Science
sad Technology Policy ("OSTP*). The Director of OSTP shall review the [RB's
decision and approve or disapprove the project, or, at the-Ditector's discrution,
cogvens aa [RB made up of non~governmenta! officials, cach with the sppropeiate
secutity clssrances, to approve or disapprove the project.

P = Zaed
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g/mm Agencies shall, within one year, after considering any comments,

promulgate final m««mmammwmw:;__@i f5ency
w Aszacy head sporoval of classified regearch may not

conduct a classificd human subjects research project unless the agency head has personally
approved the specific project.

j¢ ")—731 Ansal goblic discloore of the pamber of clagsified rescarch projects. Bach

agency head shall inform the Director of OSTP by September 30 of each year of the sumber
of classified research projects involving human subjects underway on that date and of the

mumbes completed in the previous 12~-month period. The Director of OSTP shall report the
total sumbes of classified resessch projects in each category 1o the President. The President
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Department of |
Veterans Affairs Memo_randum

bae: DEC 05 1996

From:  Deputy Director, Medical Research (121A)

Subi: Comments on Proposed Memorandum “Strengthened Protections for Human Subjects of Classified

Research”
To:  Deputy Assistant General Counsel (023B)

Thru: Sharon M. Johnston

1. Ihave reviewed the attached draft memo and am providing comments as requested by
Gene Hufford (10C1) in the Under Secretary for Health’s Office.

2. Minor editorial and typographical alterations are provided directly on the draft. I want to \/
point out that the term “human subjects rescarch” is awkward phraseology and is a term
that in my experience as a clinical researcher I have not used. I do not have the Common
Rule in front of me so I don’t know whether this term is used there. If not, I think the
straightforward term “human research” is more appropriate.

3. My biggest concem is over the addition of cnly one non-government member to the
responsible IRB for a classified research project. The presumption is that the nog-
government member will provide a disinterested view to counterweight any government
interests that could impair or appear to impair the objectivity of the IRB. The
effectiveness of this approach relies on the ability of the non-government member to go '
against the rest of the committee, in the event such a situation arises. An alternative M
might be to require two non-government members, one being a clinician/researcher, the
other being a bioethicist. -

4. Consideration should also be given to explicitly stating that any non-govemment member
should have no substantial interest in the government agency conducting the research.
For example, a non-government member should not be a contractor or grantee of the
agency. This could be problem if the agency is the NIH since so many researchers are
funded by NIH. However, I don’t believe the NIH does classified research and therefore
it may be a non-issue.

cc: Gene Hufford (10C1)

VA FORM
MAR 1589 2105
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MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT
OR SUPPORT HUMAN SUBIECTS RESEARCH

SUBJECT: " Strengthened Protections for Human Subjects of Classified Rescarch

[ have worked hard to restore trust and ensure opeaness in government. This memorandum
will further our progress toward these goals by streagthening the Federal Government's
protections for human subjects of classified research.

In January, 1954 I established the Advisory Commitice on Humen Radistion Bxperiments
(ACHRE) to exsmins reports that the government bad funded and conducted unethical buman
ndiation experiments during the Cold War. I dircted ACHRE to uncover the tuth,
recommend steps 1o right past wrongs, and propose ways to prevent unethical human eubjete-
research froma occurring in the future. In its October, 1995, final report, the Committee
recommended, among other things, thet the government modify its policy governing clsesified
rescarch on human mbjects ("Recommendations for Balancing Natioos! Sccurity Interests and
the Rights of the Public,’ Recommendation 15, Final Report, Advisory Commirtee on Hicnan
Radiation Experiments) This memorandum tets forth policy changes in response to those
recommendations.

ACHRE acknowicdped that it is in the nation's interest to continue to allow the govermment
to conduct classified research vsing tunman subjects where such research serves fmportant
pational sccurity interests. The Comnstittes found, however, that classified

rescarch should be o “rate eve” and that the "subjects of such research, as well ag the
interests of the public in openmess in science and i govesnmment, deserve special protections.”
ACHRE was concermned abowe “sxcepiions %o informed consent requirements and the abecnce
of any spacial re- approval peocess for buman rosearch that is to be classified.”
ACHRE ol classificd research meet the following requirements:

~  obtain fofonfind consent from all Buman subjects;

infocm subjects of the identity of the sponsoring agency; : y
inform subjects that the project involves classified research; and "4 T ot
bwﬁhuWMdWmmﬂdﬂml
mpresentatives, all with the necessary security clearances. 10
prohibity waiver of informed consent, requires disclose that the project is
ciassified, and requires vesearchers to inform subjects of the sponsoring ageacy.

The memorandum also responds o ACHRE's call for a spocial review process for
secret projects include 3 sog-governmentsl member, and establishes an appeals process o0

that any member of & review board that believes 3 project should not go forward can appeai
the board's decision 10 approve it. This approach is less burdensome than that recommended
by ACHRE but addresses ACHRE's undexiying concerns.

(I
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Finally, this memorandum sets forth additional steps to ensure that classified buman
. Subjects research is rare. It requires the heads of Federal agencles to disclose sanually the
nmbcofmhmmwmmmdemkmbydww It also prohibits

agencies from conducting secret buman subjasts Yescarch without §irst issuing the Federal
Policy for the Protection of Human Subjects.

These steps, set forth in detail below, will preserve the government's ability to conduct
mymmmmmwmmmmm

s;e"x. mnmmmmmmamwmes
mmmmmMMormmm
subjects shall, within 60 days, publish in the Fedenal Register the following revisions 10 ‘the

1991 Fedetal Policy for the m&ﬂm&bjm(‘mmnmknk‘)unm
classificd roscarch,

@ mwswmmmmm«wmmmu

®) mmmmpmpmwmuhwmmmm
mmdﬁﬁdmdmuwnwmm
conseiz js sought from subjects:

1)  the ideqtity of the sponsoring Federsl ageacy; and

2} astatement that the project is clastificd. |
() The ageacies shall jointly propose to modify the institutional review boerd (IRB)
approval process for classified buman sedfacte-rescarch as follows:

@) mmmwymuuuﬁm “include o least one membier

decision v appeove thet project 1 the Director of the White House Office of Science
and Technology Policy ("OSTP®). The Director of OSTP shall review the IRB's
decision and approve or dissporove the project, or, at the Director’s discration,

&_Mwuﬁm.mmmuww&-Mww.m
\
(:/ convens an IRB made up of non-govemments! officials, each with the appropeiate

Mdmbmawmm
§, Lsors e PRl e Few
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Sec 2. Final mies Agencies shall, witkin one year, sfter considering any comments,
promulgate final rules on the protection of human subjects of classified resexrch.

Sec 3. Agency bepd spgxoval of clagsified repearch projects. Ageucics may not
conduct » classified humanreyiiiets: research project uniess the agency head has personally
approved the specific project.

Se¢ 4. Annyal poblic disclosure of the pumber of classified rescarch projects. Bach
agency head shall inform the Director of OSTP by Scptember 30 of each year of the aumber
of classified research projects involving human sabjects underway oa that date and of the
sumber completed in the previous 12-maonth period. The Director of OSTP shall report the
total nursber of classified recearch projects in cach casegory 1o the President. Tho President
shail transmit this mumber to armed services and intelligencs committees and
mmwmhuwm

Sec 5. Definitions. Por purposcs of this order, thewuns'rm and “buman
subject” shall have the meaning ¢et forth in the Common Rule. :

Sc¢ 6 No giasified homan SR fessarch without common puje.
conduct or support classified human subjects research without first proposing the Common
Rule, incloding the changes set forth in this memorandum and any subsequent
and promulgating a final rule on the protection of human subjects of classified rescarch.




NEPARTMENT OF HEALTH AND HUMAN SERVICES
OFFICE OF THE GENERAL COUNSEL
Rumsinass and Administrative Law Division
Room 5362 Cohen Building
330 Tndependence Av., S.W.
Washingtan, D.C. 20201

Facgimile Transmismion Sheet
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TO: Mae¢e Reed FROM: leslie L. Clune
- CMB,__0Q@C Phone: (202) 618-0150
IPAX . {202) 619-2922

CALL FOR PICKUP: 395-560¢

st
—

Total Pages Fax Number Dale
1_ plus cover 395-1294 December 9, 1996

Subject: Proposed Memorandum, "Strengthened Protections for Human
Subjects of Classified Research®

In addition to the comments that we faxed to you last week trom
the Food and Drug Administration, we have received the attached
romment.s from the National Institutes of Health. In summary, NIH
suggeets that, rather than initiating a lengthy rulemaking
process invelving 17 agencies, the memorandum itself impose the
policy changea on agencies that conduct classified research.
While implementatinn af certain provisions of the policy may
require changes in the regulations (e.g., appeal of majority IRB
dccigione to the OSTP), others appear to be matters that could be
addresacd outeide of the rulemaking rontext (e.g., the policy
against waiving informed consent).

Alsu, it is unclear whcther the intant of section 6 of the
propoped policy is to suspend until a final rule is published any
classified research that may be ongoing.

The attached information is CONFIDENTIAL and is intcnded only for
the use ot the addressee(s) ideulLified above. If the reader of
this message is not the intended recipient(s) or the employee or
agent regponsible for delivering the messaye to the intended
recipient (s), please note that any disseminalion, distribution or
copying of the communication is strictly prolibiLed. Anyone who
receives this communication in error should notify us immediately
by telephone (202-619-0150) and return the original messaye Lo us
at the address above via U.S. Mail. ‘'hank you.
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Canning, Botty

From: Enis, Gary %,X ,-.:/s/ﬁd
To: Canning, Berty y

Subjeet: 18397
Date: Thursday, December 05, 1996 11:17AM

OPRR cannot clear the proposed Presidentisl Memorandum entitied "Strengrhened Protections for Human
Subjects of Classified Mesearch,” as it is written, OPRR rogommends that DHHS clearance ba given only
after the revisions itemized below are incorporated in the drafs. :

The draft embraces a 17-agency (or more) rulemaking process that can be expectad to consume several
vears. (The previous iteration of this process invalved 16 agencies and consumed 3 years.) With
classified research having ever been done, being done, or being contemplated at 3 10 ¢
agencies/departments at mosi (e.g., CIA?, DOD?, DOE?, HHS?), a more skillful and conservative approach
by the President is warranted. At present, an esimoted 1 to 6 classified research projecte involving human
subjccts ore ponducted or supforted by the Federal Government.

Sectian 1 should be revised 10 read as follows:
' Shoulc De revised

Sec. 1: {a) No Federal funds shall be expended to conduct or support classified research involving human
subjects where_an tnstitutional Review Board has walved Informed consent {or waived dotumentation uf
informed consent) or where a detenminaton has been made that the research is exempt from Inatitutionel

Review Board revigw.

{b) In all Federally funded classitied research, two additional elements of information shall ba provided
when consent is sought from potential human subjects: 1) the identity of the sponsoring Federal agency,
and 2) a statement that the project involves classified infarmation.

{c) In all Federally funded classified research, the nonaffillatad member(s) of U tespunsible Institutional
Review Board shall be nongouvernmental individualls) with the appropriate security clearance(s).

{d) In all Federally funded classified research, any member of the respansible Ingtitutional Review Board
maJ« appeal a majority decision 12 approve the project to the Director of the White House Office of Science
and Technology Policy (OSTP). The Director of OSTP shall review the IRB's decision and approve or
disapprove the project. or, at the Director's discrevion, convene an IRB made up of nongovernmental
officials, @ach with the appropriate security clearances, to approve or disapprove The project.

Section 2 should be omitiad, as the need for it is now obviated.

Section 2 is nkray.

Section 4 is okay.

Section 5 should be revised to Include @ definition of “classified.”

Section 6 should be revised to read ac followe:

Section 6. No classified _h_uman subjects research without common rule. No department or agency shall
conduct or support classified human subjects research without first promulgating the Federal Poficy for the
Protection of Human Subjects.

- OPRRIs pieased 10 provide any additional comment, o5 needed. QOPAR reacommands that the Office of
General Counsel also roview thao incoming draft and OPRR commoants,

Page 1
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

DEC || 1996

OFFICE Of
GENERAL COUNSEL

MEMORANDUM

'SUBJECT: Proposed Memorandum Eutitled “Strengthened Protections for Human Subjects of

Classified Research”
.4 //%4/
FROM: Robert G. Dreher éf/fj S y e /ﬂ‘( r

TO:

Senior Policy Advisor

Mac Reed
Office of General Counsel, OMB

Thank you for soliciting our comments on the draft Presidential memorandum. We

appreciate your allowing us two extia woik days to respond.

1.

Please consider the following editorial and substantive comments:
Page |, 4th paragraph, "researches” should be "researchers.” 4/

Sec. 1, preamble, says "All agencies...shall...publish”, but in subsections (3), (b), and (c),

the phrases are "shall jointly propose.” Also, Sections 2 and 6 make no reference to /
agencies’ jointly promulgating the final rule. The terminology should be consistent

throughout all three sections, and the memorandum should require common rulemaking.

A single agency should be assigned responsibility for coordinating work on the Common /
Rule. We recommend that NIH's Office for Protection from Research Risks, currently the

overseer of the “Common Rule,” be specified in the memorandum as the agency to

administer and coordinate the government's common rulemaking, both at the proposed

and the final stage, consistent with the drafl mcuorandum's requirements.

Sec. 1(b)(2) would require that the joint rule impose an obligation on the sponsoring
agency to tell potential subjects when a research project is classified. We assume that
information about the purpose of the research, a required clement for informed consent,
might be classified. I8 the intent of this provision to trigger a duty of scerecy on the
potential subject, raising a possibility of future prosecution for disclosure? If so, we
recommend that any such additional duties be set out explicitly.

1

@ Printed on Recycled Paper
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If you have questions about these comments, you may contact Roger Cortesi of our Office
of Research and Development (260-6739) or Alan Ehrlich (260-7510) or Craig Annear (260-
5328) of my staff _

cc:  Roger Cortest, ORD
Alan Ehrlich, OGC
Dana Oft, O0GC
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U. S AGENCY FOR
INTERNATIONAL
DEVELOPMENT

Tn: Mar Read

This is in responece to your request for comment on the draft
memorandum on strengthened protectiong for human asubjecta of
clageified research. As we digcusged, as far as I knnow USATD
conducts nc classified research and I don‘t antizipate any. Still
I have one esignificant comment:

I think it is imports ¢
implementation oy €Xperimental human subjccts rcaecarch. The "Common
Rule" also applies to a wide variety—of survey, epidemiologic,
suclal selence and other research and in fact can Le construed to
apply LO a wide staunge of iufurtmation yathesing., It could actually
be argued that a wicde variely ol clagsilied iulelliyeuce-yalheriug
activitles constitute human subjecls research, which c¢leacly could
be rendered totally impractical under such a scenario. '

Limiting the memorandum to experimental human subjects research
avoids this problem. I bpelieve this is really the intent of

memoerandum and the Advisory Committee on Human Radiation
Experiments.

James D. Sheltdn
Cognizant Human Subjects Officer

- ,j>££UZL

ry5- 479

320 TwenTYFirsT STREET, N.W,, Wastingron, D.C. 20523
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CENTRAL INTELLIGENCE AGENCY
VIASHINGTON, D.C. 20505

Oflice of General Counse! 14 DEC £96

Mr. Robert G. Damus

Executive Office of the President
Office of Management and Budget
Office of the General Counsgel
Waghington, DC 20503

Dear Mr. Damug:

This is in responge to your regquest for the views of the
Caentral Intelligence Agency on the proposed Presidential
Memorandum entitled "Strengthened Protections for Human Subjects
of Clagpificd Research, " which wae prepared by the Office of
Domastic Policy. Thig Pregidential Memorandum implements
recommendations of the Advisory Committee on Human Radiation
Experiments (ACHRE) with respect to classified regearch. We
agree with many of the recommendations, including thec reguirement
for informed consent. We do have concerns, however, with
requiring researchers in all cases to identify the sponsoring
agency, requiring agency head approval for all human research
involving classified information, and imprecise language
concerning the composition of the Institutional Review Board
(IRB) . '

ldentifying the gponsor 0f the human research could, in rare
cases, jeopardize national security by alerting foreign
intelligence services to possible vulnerabilities in existing
gecurity procedures or by providing foreign services with the
opportunity to counter advances made as & result of the research.
For example, identifying the Agency as the sponsor of research
intended to improve the effectivenesgs and reliability of the
polygraph could allow foreign intelligence gervic¢esg to counter
new means to detect deception. - In these types of cases,
requiring the identity of the sponsoring agency would add little,
if any, additional protectior to research subjects and could
seriously jeopardize a new method to detect espionage. We
therefore request that the Presidential Memorandum be modified t
provide an exemption from the requirement to identify the
sponsoring agency where the head of the agency conducting the
regearch determines that such an exemption is necessary for
national security purposes.
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Mr. Robert G. Damus

We also are concerned with the requirement that all
claggified human research be approved by the head of the agency.
Under existing rules, an IRB has the authority to approve, modify
or disapprove all covered research activities. Certain research
activities, however, are exempt from even this requirement. For
example, research involving the collection or study of existing
data or records is exempt from the rules regarding human research
if infarmation is recorded by the investigators in such a manner
that subjects cannot be identified, directly or through
identifiers linked to the subject. Tn other cases, expedited
review procedures are provided for certain cases involving no
morea than minimal risk to the subject or where thea research
involves nothing more than minor changes to previously approved .
repearch. The proposed Presidential Memorandum alters these
rules by reguiring that all human research, regardless of the
level of rizk, bc approved by the agency head if the research is
classified.

Requiring agency head approval for classified research is
unnecessary and burdensome for those categories of rcgcarch that
pose a minimal risk. For example, numerous epidemiological
studies are conducted annually by the Agency's Office of Medical
Services. Most of these studies, which are classified because
they contailn information ovn coverl enmployees, are currently
exempt from review. Under the draft Presidential Memorandum,
these studies will require approval by the Director of Central
Intelligence (DCI). (DCI approval will in turn trigger a
requirement tor review by the Agency's Human sSubject Researich
Panel.) We do not understand why such benign research, which
entails nothing more than reviewing tiles and compiling :
gtatistical data, should require panel and DCI approval simply
because files contain the names of covert employees. ‘lhe

proposed Presidential Memorandum sgQuld_bg_QEQQQQQ_EQ_EEEE%¥l125§i>
(Eggf;equireme d approval clagssified research that O&:
exempl. from coverage under exigtin ¢h can be
approved under an expedited revie ocedure. :
Appravec Hpee

Finally, we are concerned with imprecise language with
regspect to composition of the IRB. The draft Presidential
Memorandum requires that for classified research, each IRB
include a non-governmental member. It is not clear whether a
person who receive grants or other funding from the government
may serve on a panel as the "non-governmental member."
Individuals ideally suited to serve on IRB's are often themselves
engaged in research that is funded by the government. Thig point
should be clarified.

e
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L LEC 11 ‘96 10i41AM _ _ B : _ . P.asa
Mr. Robert G. Damus

: I appraciate the opportunity to comment on this propasad
. _Presidential Memorandum., Should OMB require additionmal
f;nformatlon regardxng our position on this matter, please contact

- me'or Mr. John Pereira, the Agencv s renresentatlve on the '
':-Interagency Working Group, at E:“. wxa
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U.S. AGENCY FOR
INTERNATIONAL
DEVELOPMENT

Tn: Mar Reed

This i3 in regponece to your request for comment on the draft
memorandum on strengthened protectiong for human subhjents of
clageified research. As we digcussed, ag far ag I know USATD
conducte no claegeified research and I don’'t anticipate any. Still
I have one eignificant comment:

I think it is important to focus and limit the memorandum and ite
implementation on experimental human subjccts rceacarch. The "Common
Rule" also applies to a wide variety of survey, epidemiologic,
pocial molence and other research and in fact can be construed to
apply to a wide tange of infurnation gathering., It could actually
be argued that a wide variely ol claggilied dlulelllyeuce-yalhier ing
activities constitute human subjecls research, which clearly could
be rendered totally impractical under such a scenario.

Limiting the wmemorandum to experimental human subjects research
avoids this problem. I believe thie is really the intent of
memorandum and the Advisory Committee on Human Radiation
Experiments. : .

James D. Sheltcen
Cognizant Buman Subjects Officer

- }ﬁm
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DEC 31 ’S6 @5:42AM P.272

19 December 1996

MEMORANDUM FOR: Elizabeth Drye
White House

FROM: John Pereira
Central Intelligence Agency
SUBJECT: . Radiation~-Draft Presidential
Memorandum

1. This is a follow-up to our discussion of 18 December,
during which you asked if we could craft more specific wording
concerning an exception from disclosing the identity of the
sponsoring agency in classified research.

2. The Office of General Counsel and the Chairperson of the
Agency’s Human Subject Research Panel propose the following
revision of Sec 1., (b) of the draft memorandum (new wording
underlined) :

(b) The agencies shall jointly propose to require that
in classified research involving human subjects, two additional
elements of information be provided to potential subjects, when
consent is sought from subjects:’

1) the identity of the sponsoring Federal agency,

unless the head of th etermines that
yrovidin hi ' i ould compromise intelligen

e oposed research involw n
minimal risk to potential subjects; and

2). a statement that the project is classified.

3. Please let me know if you would like further information.




Substantive comments on Presidential Directive on Classified Human Research.
1/6/96

DOE (Shebek):
1. Fails to address the clearance needs of the individual subject.

Redraft states that panel must consider whether subject was sufficiently informed to make
a valid consent decision.

FDA (White):

Suggest narrowing to all agencies that may conduct or support classified research.
done.

Suggest adding requirement to tell subject what classified means.
Done. |

Could further restrict defn of non-governmental.
Left to rulemaking.

VA (Robinson)

Should designate a lead agency to coordinate regulations
Done. Assigned to OPRR w/in HHS.

Suggests further restricting defn of non-governmental (e.g. not a contractor or grantee w/agency)
Left to rulemaking

Suggests adding two non-governmental members.

Rejected.

HHS (Clune)

OPRR suggests we not do by rulemaking

That approach was rejected by Justice.

Basw (S 0 . (2
° ) o4)) QL)
Jdon Pomane (WAY /WB[Q Stu o('zJEB




HHS noes Sec. 6 may interrupt on-going work.
Redrafted to apply one year after the directive.
EPA (Craig Aneer)
Section 1(b)2 may trigger a duty of secrecy on subject.
Agree, but left to rulemaking.
USAID (Jim Shelton)
Limit to "experimental human subjects research” as common rule is too broad.
Rejected. Some ethicists believe common rule already has too many exemptions.
CIA (Eilenberger and subsequent note from Periera)

Provide an exemption from the requirement to identify the sponsoring agency where minimal risk
and necessary for national security purposes.

Accepted.

Exempt from the requirement of agency head approval classified research that is now exempt
from coverage under existing rules or which can be approved under an expedited review

procedure. ) G ,/“Q:
FK.Mc&r’cc/ r23eD N ﬁ//dkrc/ . Lo & 07717(,5 o f_/i@f-’/l’ oet3ieke -

Defn. of non-governmental member unclear. Individuals well-suited to sit on IRB's often engaged
in gov't funded research.

Agree, but some commenters want tighter defn. Left to regulation.
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December 2, 1996

NOTE TO MAC REED
FROM: Elizabeth Dryec;ssz

SUBJECT: Presidential Directive on Classified Human Subjects
Research .

Attached are:

1) Memo from'Cérol Rasco to Frank Raines asking OMB to
circulate draft directive.

2) Draft memorandum.

3) . List of agencies and departments that have issued the
Federal Policy for the Protection of Human Subjects. As
we've discussed, additional agencies, including the Dept. of
Labor and the NRC, should review the draft. -

4) Staff contacts at agencies participating in the Interagency
Working Group on Human Radiation Experiments -- the group
that put this policy together.

Please let me know 1if you need any additional information or have
any questlons.
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THE WHITE HOUSE
WASHINGTON

November 27, 1996
MEMORANDUM FOR FRANK RAINES
FROM: Carol H. Rasco

Assistant to the President
for Domestic Policy

SUBJECT: POTUS Draft Memorandum to Agency Heads on Classified
Human Subjects Research

Attached is a draft memorandum from the President to heads of
federal agencies strengthening protections for human subjects of
classified research. I am requesting that OMB circulate the draft
to affected departments and agencies for formal comment. We
would like to receive agency comments by December .6, 1996.

Background : i

The Presidential memorandum responds to a key recommendation of
the President's Advisory Committee on Human Radiation Experiments
(ACHRE). The President convened ACHRE in January, 1994 to
examine reports that the government had funded and conducted
unethical human radiation experiments during the Cold War, to
uncover the truth, 'to recommend steps to right past wrongs, and
to propose ways to prevent unethical human subjects research from
occurring in the future. 1In its October, 1995, final report, the
Committee recommended, among other things, that the government
modify its policy governing classitied research on human subjects
to better protect citizens' rights.!

ACHRE expressed concern about "exceptions to informed consent

requirements and the absence of any special review and approval

process for human research that is to be classified."

Accordingly, ACHRE recommend that all classified research

projects:

- obtain informed consent from all human subjects,

- inform subjects of the identity of the sponsoring agency:

- inform subjects that the project involves classified
research; and

- be approved by an "independent panel of nongovernmental
experts and citizen representatlves all with the necessary
security clearances.“

! "Recommendations for Balancing National Security Interests
and the Rights of the Public (Recommendation 15)," Final Report,
Advisory Committee on Human Radiation Experiments.
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Purpose of the Memorandum

This memorandum directs departments and agencies to jointly
propose the following revisions to the Federal Policy for the
Protection of Human Subjects as it applies to classified
research:

- prohibit‘walver of informed consent;

- require disclosure that the project is classified;

- require researchers to inform subjects of the
sponsoring agency;

- require that institutional review boards for secret
projects include a non-governmental member:;

- establish an appeals process so that any member of a
review board who believes a project should not go
forward can appeal the board's decision to the Director
of the Office of Science and Technology Policy:;

- require that heads of agencies approve every classified
research: project that uses human subjects.

In addition, this memorandum requires each agency to disclose
annually the number of secret human subjects research projects
conducted or supported by the agency. It also prohibits any
agency from conducting secret human subjects research without
first promulgating: the Federal POllCY for the Protection of Human
Subjects as amended.

The draft Presidential memo reflects policy decisions made by the

Interagency Working Group on Human Radiation Experiments (IAWG) -

- the government-wide group charged with developing the
Administration's response to the ACHRE report. This directive
addresses one of 18 recommendations made by ACHRE, and would be
announced in conjunction with a report summarizing the
Administration's response to ACHRE, scheduled for completion in
the coming weeks. I therefore ask that you request agency
comments by December 6, 1986.

Your staff may contact Elizabeth Drye (x6-5573) or Diane Regas
(x6-5589) of my staff with any questions. Thank you for your
assistance. Please do not hesitate to contact me with any
gquestions (x6-2216).

@004
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MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT
OR SUPPORT HUMAN SYBIBEFS RESEARCH

SUBJECT: : Strengthened Protections for Human Subjects of Classified Rescarch

T have worked hard to restore trust and ensure openness in government. This memorandum
will further our progress toward these goals by strengthening the Federal Government's
protections for human subjects of classified research.

In January, 1994 I established the Advisory Committee on Human Radiation Experiments

(ACHRE) to examine reports that the government had funded and conducted unethical human

radiation experiments during the Cold War. I directed ACHRE to uncover the truth,

recommend steps to right past wrongs, and propose ways to prevent unethical human subjects

research from occurring in the future. In its October, 1995, final report, the Committec .
recommended, among other things, that the government modify its policy govemning classified

research on human subjects ("Recommendations for Balancing National Security Interests and

the Rights of the Public," ‘Recommendation 15, Final Report, Advisory Committee on Human

Radiation Experiments). This memorandum sets forth policy changes in response to those
recommendations. '

ACHRE acknowledged that it is in the nation's interest to continue to allow the government
to conduct classified research using human subjects where such research serves important
national security interests. The Committee found, however, that classified human swisjeets
research should be a "rare event” and that the "subjects of such research, as well as the
interests of the public in openness in science and in government, descrve special protections.”
ACHRE was concerned about "exceptions to informed consent requirements and the absence
of any special review and approval process for human research that is to be classified."
ACHRE recommend that all classified research meet the following requirements:
- obtain informed consent from all human subjects; -
- inform subjects of the identity of the sponsoring agency; . L‘WM,’.«&#A
- inform subjects that the project involves classified research; and_ . |
- be approved by an "independent panel of nongovernmental experts and citizen
representatives, all with the necessary security clea . Ao wuta C“"("&“"'"’MG'
- Thar g \Wﬁmw\ o ducla 'd“‘m:xp PadatQ |
This memorandum inpRERELE YR three recofimendations® ﬁrms's'iﬁm&h, it
prohibits waiver of informed consenyf Téquires researches to disclose that the project is - _ ,
classifieq. @-é‘éﬁu"‘ﬁ‘es‘reswﬁ'a?éﬂcg— inform subjects of the sponsoring agency. [:f:w\ '
nepemttly ca, . e aM L ¥ M
The memorandum also responds to ACHRE's call for a special review process for classified “fﬂ{"off:w-
human sweyeets rescarch. The memorandum requires that institutional review beards for oo )

secret projects include a non-governmental member, and establishes-amappeals process so
that any member of a revicw board-thatbelieves a project should not go forward can appea
the board's decision to approve it. This-approach-isless burdensome-than-that-recompicaded
- ACHRE but-addresses-ACHRE s uaderiymg o 2 ! M"F:ﬁwﬂg‘#ll -I!,.. e

L Wy e s 5al

U8 Zeerilre Warir | 2 Boprmmaynwardy ibamiss sl ok bavolors] Gy T
Sakcsnt (1,8 O RV B T W s 4t Y Asserrninss whefler
: : /3 fl/-/-)éul(‘»‘i’). HMW.,_.. :
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Fmally, this memorandum sets forth addmonal steps to epsure that classified Auman :
reseaseh is rare. It requires the heads of Federal agencies to disclose annually the
number of secret human suljests research projects undertaken by the agcncy It also prohibits
agencies from conducting secret human subjeets research without first isewing-the cheralb Cosl

Policy for the Protection of Human Subjects/\ 45 - W\QL_X)J F YegulatnaS

S0

These stcps set forth in detail below, will prescrvc thc govcmmcnt's ablhty to conduct
any necessary classified research involving human subjects while ensuring adequate protection

of research participants >
A% #m )Y mm, felass & o 1
9*"“7 ; &_ 1 Modifications fo te Federal Po cy for the Protec on of Human Subjects as it

=% affects Classified Research’ encies that conduct or support cscarch involving human

sub’EEE\shall within 60 days, /publish in the Federal Register the followmg revisions to the

s 1991 Federal Policy fo t]'éc otection '&fc Human Subjects ( " pmon "&g it affects \‘b
spe - . O M
N \y classified rescarch. LR& gﬁ;ﬁ @erw,\

K § fad.
) f {’ (a) The agencies shall jointly propose to prohibit waiver of mformcd con ‘gt for classified \f,’ 43\6

ey rcsearch Corrfed! avonil.

%Q %wm v vide ghauld pm'ly 0 C (4] jﬁr/

—

TS (AL AN Gy 0 o
The agencies shall jointly propose to require that in classified research involving human *y

7-subjects, two additional elements of information be provided to potcntlal subjects when

consent is sought from subjects: hore Tl oF
_ v ,.iu- fo Txewpr d':)-uu'n.hﬁ‘“"* Sach an

4)() the 1dcnt1ty of the sponsoring Federal agency; and ﬂxam Is “mu.n, - f“““"‘“ ;“’:’:Gﬁ
DA’ M”W’Y‘

Q,L Zj a statement that the project is classified. WM/’ y-/\/t_L vy AP

(o an erdoacothon ? whose @ ﬂvu.a.-—-i

'(,c) Thc agencies shall Jomtly propose to modify the institutional review board (IRB)
approval process for classified human subjects research as_follows

2

®

(1) The Common Rule currently requires that each IRB "include at least one member

who is not otherwxse affiliated with the institution and who is not part of the a (s
immediate family of a person who is affiliated with the institution.” For classified e\ﬂb
STEY  research, the agencies shall define "det-otherwisc-affitiated-with-the institution ) as-a geb> " o
D S nea-—govommen&a-l-membcr with the appropriate security clearance. o“““
T fl asfucsy haad' spme
(2) Under the Conimon Rule, research prdjects’ are approvca by the IRB if a L p‘odal)
"majority of those [IRB) members pres¢nt at a meeting” approve the project. For e desga™
classified research, the agencies shall gropose to permit any member of the IRB who - Ty S~

does not believe a specific project should be approved by the IRB to appeal a majority ”:2 g
decision to approve: that project to the'Director of the White House Office of Science . 785
and Technology- Policy ("OSTP"). The Director of OSTP shall review the IRB's At
\ decision and approve or disapprove the project, or, at the Director's discretion, A4
\ convene an IRB made up of non-governmental officials, each with the appropriate TR
\ security clcaranccs, to approve or disapprove the project.

N Th agenensd S |
Gb)\;q,\u ,M¢£7 pnm;z 2o -F,/':JL\/QL».! gmﬁﬁﬂ_gs‘/l.zz_s_. ‘
Yoyt 7 7le wie e} X Lbe e/ //Wuusj-far-—LLW <
;)¢m—W\\.fmfZ, 00/‘)(,&(,\,/ Urdutn
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Sec 2. Final rules Agencies shall, within one year, after considering any comments,
promulgate final rules on thc protection of human subjects of classified research.

Sec 3. Agency head approval of class1f1ed research projects. Agencies may not -
conduct a classified human subjects research project unless the agency head has pcrsonally W

d the specific project. ‘
approved the specific pr ]c | wiﬂw

Sec 4. Annual mlbhc disclosure of the numbef of classified rcsearch proLccts Each
agency head shall inform the Director of OSTP by S¢ptember 30 of each year of the number
of classified research projects involving human subJ cts underway on that dateg‘and—of the

¥ autiber completed in the previous 12-month period/ The Director of OSTP shall report the
total number of classified research projects<ig cach category to the President. The President
shall transmit this number to Congressional artged services and intelligence committees and
shall publish this number in the Federal Registe [atiida cookte s

Sec S. Definitions.” For purposes of thigm:r, the terms "research” and "human
subject" ,g.have the meaning set forth in the Common Rule. Bolo | \%‘Z)

Sec 6. No classified human subjects research -without common rulc./ No aETRCY shall
conduct or support classified human subjccts research without first proposing the-Common
Rule, mcludmg the changes set fonh in thls mcmorandum and any su}scquc amendmcnts

WB ernt. Cf,_«z’a(— (1/' . " %,«- 0@,}@ /}
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NOTE TO MAC REED
FROM: Elizabeth Drye z%"k’

SUBJECT: Presidential Directive on Classified Human Subjects
Research

Attached are:

1) Memo from Cérol Rasco to Frank Raines asking OMB to
circulate draft directive.

2) Draft memorandum.

3) List of agencies and departments that have issued the
Federal Policy for the Protection of Human Subjects. As
we've discussed, additional agencies, including the Dept. of
Labor and the NRC, should review the draft. -

4) Staff contacts at agencies participating in the Interagency
Working Group on Human Radiation Experiments -- the group
that put this policy together.

Please let me know if you need any additional information or have
any questions.
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THE WHITE HOUSE

WASHINGTON

November 27, 1996
MEMORANDUM FOR FRANK RAINES

FROM: Carol H. Rasco
Assistant to the President
for Domestic Policy

SUBJECT: POTUS Draft Memorandum to Agency Heads on Classified
Human Subjects Research

Attached is a draft memorandum from the President to heads of
federal agencies strengthening protections for human subjects of
classified research. I am requesting that OMB circulate the draft
to affected departments and agencies for formal comment. We
would like to receive agency comments by December 6, 1996.

Background

The Presidential memorandum responds to a key recommendation of
the President's Advisory Committee on Human Radiation Experiments
(ACHRE). The President convened ACHRE in January, 1994 to
examine reports that the government had funded and conducted
unethical human radiation experiments during the Cold War, to
uncover the truth, to recommend steps to right past wrongs, and
to propose ways to prevent unethical human subjects research from
occurring in the future. In its October, 1995, final report, the
Committee recommended, among other things, that the government
modify its policy governing classified research on human subjects
to better protect citizens' rights.!

ACHRE expressed concern about "exceptions to informed consent

requirements and the absence of any special review and approval

process for human research that is to be classified."

Accordingly, ACHRE recommend that all classified research

projects:

- obtain informed consent from all human subjects:;

- inform subjects of the identity of the sponsoring agency:

- inform subjects that the project involves classified
research; and

- be approved by an "independent panel of nongovernmental
experts and citizen representatives, all with the necessary
security clearances."

! "Recommendations for Balancing National Security Interests
and the Rights of the Public (Recommendation 15)," Final Report,
Advisory Committee on Human Radiation Experiments.



Purpose of the Memorandum

This memorandum directs departments and agencies to jointly
propose the following revisions to the Federal Policy for the
Protection of Human Subjects as it applies to classified
research:

- prohibit waiver of informed consent;

- require disclosure that the project is classified;

- require researchers to inform subjects of the
sponsoring agency;

- require that institutional review boards for secret
projects include a non-governmental member;

- establish an appeals process so that any member of a
review board who believes a project should not go
forward can appeal the board's decision to the Director
of the Office of Science and Technology Policy:;

- require that heads of agencies approve every classified
research project that uses human subjects.

In addition, this memorandum requires each agency to disclose
annually the number of secret human subjects research projects
conducted or supported by the agency. It also prohibits any
agency from conducting secret human subjects research without
first promulgating the Federal POllCY for the Protection of Human
Subjects as amended.

The draft Presidential memo reflects policy decisions made by the
Interagency Working Group on Human Radiation Experiments (IAWG) -
- the government-wide group charged with developing the
Administration's response to the ACHRE report. This directive
addresses one of 18 recommendations made by ACHRE, and would be
announced in conjunction with a report summarizing the
Administration's response to ACHRE, scheduled for completion in
the coming weeks. I therefore ask that you request agency
comments by December 6, 1996.

Your staff may contact Elizabeth Drye (x6-5573) or Diane Regas
(x6-5589) of my staff with any questions. Thank you for your
assistance. Please do not hesitate to contact me with any
questions (x6-2216).



——— DRAFT ——-

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT
OR SUPPORT HUMAN SUBJECTS RESEARCH

SUBJECT: Strengthened Protections for Human Subjects of Classified Research

‘I have worked hard to restore trust and ensure openness in government. This memorandum
will further our progress toward these goals by strengthening the Federal Government's
protections for human subjects of classified research.

In January, 1994 I established the Advisory Committee on Human Radiation Experiments

(ACHRE) to examine reports that the government had funded and conducted unethical human

radiation experiments during the Cold War. I directed ACHRE to uncover the truth,

recommend steps to right past wrongs, and propose ways to prevent unethical human subjects

research from occurring in the future. In its October, 1995, final report, the Committee -
recommended, among other things, that the government modify its policy goveming classified

research on human subjects ("Recommendations for Balancing National Security Interests and

the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human

Radiation Experiments). This memorandum sets forth policy changes in response to those
recommendations.

ACHRE acknowledged that it is in the nation's interest to continue to allow the government
to conduct classified research using human subjects where such research serves important
national security interests. The Committee found, however, that classified human subyeets
research should be a "rare event" and that the "subjects of such research, as well as the
interests of the public in openness in science and in government, deserve special protections."
ACHRE was concerned about "exceptions to informed consent requirements and the absence
of any special review and approval process for human research that is to be classified.”
ACHRE recommend that all classified research meet the following requirements:
- obtain informed consent from all human subjects;
- inform subjects of the identity of the sponsoring agency;
- inform subjects that the project involves classified research; and _

be approved by an "independent panel of nongovernmental experts and citizen .

representatives, all with the necessary security cleargnces.” Unw wut
SR A Y SR I g o
This memorandum Mm rccommcnzgions.‘y fgrmsmmﬁgé‘fch, it
prohibits waiver of informed conseng Tequires researche$ to disclose that the project is
classificdﬁ. %}mmcrg_ 0 inform subjects of the sponsoring agency. —é:’;ﬁp\
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530 Finally, this memorandum sets forth additional steps to ensure that classified Ruman
su-%léﬂsreseaieh is rare. It requires the heads of Federal agencies to dlsclosc annually the
number of secret human subjests research projects undertaken by the agency. It also prohibits
agencies from conducting secret human subjeets research without first isentng-the Federal - )
wf &
Policy for the Protection of Human Subjects/ g5 - mod.\ 1o Prnadgating, i Yegel

bs Secrin |
These steps, set forth in detail below, will preserve the government's ab111ty to conduct

any necessary classified research involving human subjects while ensuring adequate protection

of research participants. [ \m—lo,j Sm 71 iClﬂSST(_)h d{ ?3
Woe + *
Sertly —ﬁ\( Sec 1. Modifications to tHe Federal Polcy for the Protccﬂ of Human Subjects as it
¥ >*  affects Classified Research. encies that €onduct or support kesearch mvolvmg human
subjects shall, within 60 days,/publish in the Federal Register the following revisions to the

1991 Federal Policy fo thc rotcctxon of Human Sulaccts (" mmon ulc"ﬁ)fgs it affects
f’: DT AN ) !%

classified research. _e:e& o @er

(a) The agencies shall jointly propose to prohibit waiver of mformcd consent for classmed \v{)
research.

(b) The agencies shall jointly propose to require that in classified research involving human ﬁ‘v@“
subjects, two additional elements of information be provided to potcntlal subjects when
consent is sought from subjects: F
gh 4 ) /{C‘_ [+ 'cl(u_pr wkm. 0‘\ A
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1) the identity of the sponsoring Federal agency; and  @Xewpsy [s Wewssary o "““"“l o by
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2) a statement that the project is classified. £ e, Thed AT L
(c) The agencies shall jointly propose to modify the institutional review board (IRB)
approval process for classified human subjects research as follows:
(1) The Common Rule currently requires that each IRB "include at least one member
who is not otherwise affiliated with the institution and who is not part of the a (>
immediate family of a person who is affiliated with the institution." For classified aé\ﬂ* .
STEN  research, the agencies shall define "rot-etherwiseaffitiated-with-the institution/ as-a grh> m A
P S ren—governmental-member with the appropriate security clearance. Qs
Tl aspunsy head | apmae®
(2) Under the Common Rule, research pr6ject§ are approvca by the IRB if a e Pbd(u)
"majority of those [IRB] members presg¢nt at a meeting" approve the project. For e desgedry

classified research, the agencies shall gropose to permit any member of the IRB who
does not believe a specific project shohld be approved by the IRB to appeal a majority No?
decision to approve that project to the'Director of the White House Office of Science rPT M“"Q‘S
and Technology- Policy ("OSTP"). The Director of OSTP shall review the IRB's Ao
decision and approve or disapprove the project, or, at the Director's discretion, 2
convene an IRB made up of non-govemnmental officials, each with the appropriate e
security clearances, to approve or disapprove the project.

.
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Sec 2. Final rules Agencies shall, within one year, after considering any comments,
promulgate final rules on the protection of human subjects of classified research.

Sec 3. Agency head approval of classified research projects. Agencies may not - w),,o»‘/‘
conduct a classified human subjects research project unless the agency head has personally 0,,4\
approved the specific project. # hwon ﬁ”’ﬁ;&?
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Sec 4. Annual public disclosure of the numbef of classified research projects. Each

agency head shall inform the Director of OSTP by S¢ptember 30 of each year of the number
of classified research projects involving human subjects underway on that date, and-of the

# number completed in the previous 12-month peri The Director of OSTP sflall report the
total number of classified research projects-in each category to the President. The President
shall transmit this number to Congressional artyed services and intelligence committees and
shall publish this number in the Federal Registe askida'tdee 's

~

Sec 5. Definitions. For purposes of thim, the terms "research" and "human <
bject" have th i t forth in the Co Rule.
subjec @ ave the meaning set forth in the Common Rule 7 QSO |J |aArs)

Sec 6. No claésified human subjects research without common rule. No JEenCY shall
conduct or support classified human subjects research without first proposing Ommon
Rule, including the changes set forth in this memorandum and any subsequent amendments,

and-promiigatingafimatru
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—— DRAFT ——-

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT
OR SUPPORT HUMAN SUBJECTS RESEARCH

SUBJECT: Strengthened Protections for Human Subjects of Classified Research

I have worked hard to restore trust and ensure openness in government. This memorandum
will further our progress toward these goals by strengthening the Federal Government's
protections for human subjects of classified research.

In January, 1994 I established the Advisory Committee on Human Radiation Experiments
(ACHRE) to examine reports that the government had funded and conducted unethical human
radiation experiments during the Cold War. I directed ACHRE to uncover the truth,
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects
research from occurring in the future. In its October, 1995, final report, the Committee
recommended, among other things, that the government modify its policy goveming classified
research on human subjects ("Recommendations for Balancing National Security Interests and
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human
Radiation Experiments). This memorandum sets forth policy changes in response to those
recommendations.

ACHRE acknowledged that it is in the nation's interest to continue to allow the government

to conduct classified research using human subjects where such research serves important

national security interests. The Committee found, however, that classified human subjects

research should be a "rare event" and that the "subjects of such research, as well as the

interests of the public in openness in science and in government, deserve special protections.”

ACHRE was concerned about "exceptions to informed consent requirements and the absence

of any special review and approval process for human research that is to be classified."

ACHRE recommend that all classified research meet the following requirements:

- obtain informed consent from all human subjects; '

- inform subjects of the identity of the sponsoring agency;

- inform subjects that the project involves classified research; and _

- be approved by an "independent panel of nongovernmental experts and citizen
representatives, all with the necessary security clearances.”

This memorandum implements the first three recommendations. For classified research, it
prohibits waiver of informed consent, requires researches to disclose that the project is
classified, and requires researchers to inform subjects of the sponsoring agency.

The memorandum also responds to ACHRE's call for a special review process for classified
human subjects research. The memorandum requires that institutional review boards for
secret projects include a non—governmental member, and establishes an appeals process so
that any member of a review board that believes a project should not go forward can appeal
the board's decision to approve it. This approach is less burdensome than that recommended
by ACHRE but addresses ACHRE's underlying concermns.



Finally, this memorandum sets forth additional steps to ensure that classified human
subjects research is rare. It requires the heads of Federal agencies to disclose annually the
number of secret human subjects research projects undertaken by the agency. It also prohibits
agencies from conducting secret human subjects research without first issuing the Federal
Policy for the Protection of Human Subjects.

These steps, set forth in detail below, will preserve the government's ability to conduct
any necessary classified research involving human subjects while ensuring adequate protection
of research participants.

Sec 1. Modifications to the Federal Policy for the Protection of Human Subjects as it
affects Classified Research. All agencies that conduct or support research involving human
subjects shall, within 60 days, publish in the Federal Register the following revisions to the
1991 Federal Policy for the Protection of Human Subjects ("Common Rule") as it affects
classified research. -

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified
research.

(b) The agencies shall jointly propose to require that in classified research involving human
subjects, two additional elements of information be provided to potential subjects when
consent is sought from subjects: B

1) the identity of the sponsoring Federal agency; and
2) a statement that the project is classified.

(c) The agencies shall jointly propose to modify the institutional review board (IRB)
approval process for classified human subjects research as follows:

(1) The Common Rule currently requires that each IRB "include at least one member
who is not otherwise affiliated with the institution and who is not part of the a
immediate family of a person who is affiliated with the institution." For classified
research, the agencies shall define "not otherwise affiliated with the institution,” as a
non—-governmental member with the appropriate security clearance.

(2) Under the Common Rule, research projects are approved by the IRB if a
“majority of those [IRB] members present at a meeting" approve the project. For
classified research, the agencies shall propose to permit any member of the IRB who
does not believe a specific project should be approved by the IRB to appeal a majority
decision to approve that project to the Director of the White House Office of Science
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's
decision and approve or disapprove the project, or, at the Director's discretion,
convene an IRB made up of non-governmental officials, each with the appropriate
security clearances, to approve or disapprove the project.




Sec 2. Final rules Agencies shall, within one year, after considering any comments,
promulgate final rules on the protection of human subjects of classified research.

Sec 3. Agency head approval of classified research projects. Agencies may not
conduct a classified human subjects research project unless the agency head has personally
approved the specific project.

Sec 4. Annual public disclosure of the number of classified research projects. Each
agency head shall inform the Director of OSTP by September 30 of each year of the number
of classified research projects involving human subjects underway on that date and of the
number completed in the previous 12-month period. The Director of OSTP shall report the
total number of classified research projects in each category to the President. The President
shall transmit this number to Congressional armed services and intelligence committees and
shall publish this number in the Federal Register.

Sec 5. Definitions. For purposes of this order, the terms "research” and "human
subject" shall have the meaning set forth in the Common Rule.

Sec 6. No classified human subjects research without common rule. No agency shall
conduct or support classified human subjects research without first proposing the Common
Rule, including the changes set forth in this memorandum and any subsequent amendments,
and promulgating a final rule on the protection of human subjects of classified research.
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Part 1l

Tuesday
June 18, 1991

Federal Policy ior tne

. Protection of Human

Subjects; Notices and
Rules

QOffice of Science and Technlogy Pulicy

Department of Agriculture

Department of Energy

National Aeronautics and Spzce Adinlnlstration

Department of Commetce

Consumer Product Safety Commission

International Developmeat Cooperaton Agency
Agency for International Development

Department of Housing and Yrban Development

Department of Justice

Department of Defense

Department ot Education

Department of Veterans Affairs

Environmental Protection Agency

Department of Health and Human Services
Office of the Secretary
Food and Drug Administration

tational Science Foundation

Depannment of Transportuaca
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DEPAHTM_ENT OF AGRICULTURE
? CFR Part tc

DEPARTMENT OF ENERGY

10 CFR Part 745

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

14 CFR Part 1230
DEPARTMENT OF COMMERCE

16 CFR Part 27

CONSUMER PRODUCT SAFETY
COMMISSION

16 CFR Part 1028

INTERNATIONAL DEVELOPMENT
COOPERATION AGENCY

Agency for International Development

22 CFR Part 225

OEFPARTMENT OF HOUSING AND
URBAK DEVELOPMENT

24 CFR Part 80
DEPARTMENT OF JUSTICE

28 CFR Part 46

. DEPARTMENT OF DEFENSE

32 CFR Part 219
DEPARTMENT OF EDUCATION
34 CFR Part 97

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 16

ENVIRORMENTAL PROTECTION
AKGENCY

40 CFR Part 26

DEPARTMENT OF HEALTH A:iD
HUMAN SERVICES

45 CFR Part 46

NATIONAL SCIENCE FOUNDATION

45 CFR Part 630

DEPARTMENT OF TRANSPORTATION
45 CFR Part 11

Faderal Policy for the Protection of
Human Subjects

AGENCIES: United Stales Depuariment of
Agriculiure: Department of Energy;
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Administration; Department of
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Office of General Counsel
U.S. Department of Transportation
400 Seventh Street, S.W.

C-40, Room 10100
Washington, D.C. 20590
Telephone: (202)366-4687
Telefax: (202)366-7153
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distribution, or copying of this communication is strictiy pronibited. |f you
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telephane, and return the ortginal message to us at the abouve addryss uia the
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Washington, D.C. 20590
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U.S AGENCY FOR
INTERNATIONAL
DEVELOPMENT

Ta: Mae Reead

This is in responge to your request for comment on tha draft
memorandum on strengthened protections for human subjecta of
¢clacegified research. Ags we digcuggsed, as far as I know USATD
conducte nc claesgified research and I don’t anticipate any. Still
I have one eignificant comment:

I think it is important to focus and limit the memorandum and ite
implementation on experimental human subjccts rcacarch. The "Common
Rule" also applies to a wide variety of survey, epidemiologic,
soclial selence and other research and in fact can be construed to
apply Lo a wide rauye of iufurwalion gathering., It could actually
be argued that a wide varieLy ol clagsilied iulelliyence-yalheriug
activities constitute human subjecls research, whiclh glnally uuuld
be rendered totally impractical under such a scenario.

Limiting the memorandum to experimental human subjects research
avoids this problem. I believe this is really the intent of

memorandum and the Advigory Committee on Human Radiation
Experiments.

James D. Shelton
Cognizant Human Subjects Officer

A
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320 Twen-First STREET, N.W., WastinGTON, D.C. 20523
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December 2, 1996

NOTE TO MAC REED

FROM:

- »(..-’_’/
Elizabeth Dryecze"kj

SUBJECT: Presidential Directive on Classified Human Subjects

Research

Attached are:

1)

2)

3)

4)

Memo from Carol Rasco to Frank Raines asking OMB to
circulate draft directive.

Draft memorandum.

List of agencies and departments that have issued the
Federal Policy for the Protection of Human Subjects. As
we've discussed, additional agencies, including the Dept. of
Labor and the NRC, should review the draft. -

Staff contacts at agencies participating in the Interagency
Working Group on Human Radiation Experiments -- the group
that put this policy together.

Please let me know if you need any additional information or have
any questions.



THE WHITE HOUSE

WASHINGTON

November 27, 1996
MEMORANDUM FOR FRANK RAINES

FROM: Carol H. Rasco
Assistant to the President
for Domestic Policy

SUBJECT: POTUS Draft Memorandum to Agency Heads on Classified
Human Subjects Research

Attached is a draft memorandum from the President to heads of
federal agencies strengthening protections for human subjects of
classified research. I am requesting that OMB circulate the draft
to affected departments and agencies for formal comment. We
would like to receive agency comments by December 6, 1996.

Background

The Presidential memorandum responds to a key recommendation of
the President's Advisory Committee on Human Radiation Experiments
(ACHRE). The President convened ACHRE in January, 1994 to
examine reports that the government had funded and conducted
unethical human radiation experiments during the Cold War, to
uncover the truth, to recommend steps to right past wrongs, and
to propose ways to prevent unethical human subjects research from
occurring in the future. In its October, 1995, final report, the
Committee recommended, among other things, that the government
modify its policy governing classified research on human subjects
to better protect citizens' rights.!

ACHRE expressed concern about "exceptions to informed consent

requirements and the absence of any special review and approval

process for human research that is to be classified."

Accordingly, ACHRE recommend that all classified research

projects:

- obtain informed consent from all human subjects:;

- inform subjects of the identity of the sponsoring agency:

- inform subjects that the project involves classified
research; and

- be approved by an "independent panel of nongovernmental
experts and citizen representatives, all with the necessary
security clearances." :

! "Recommendations for Balancing National Security Interests
and the Rights of the Public (Recommendation 15)," Final Report,
Advisory Committee on Human Radiation Experiments.




Purpose of the Memorandum

This memorandum directs departments and agencies to jointly
propose the following revisions to the Federal Policy for the
Protection of Human Subjects as it applies to classified
research:

- prohibit waiver of informed consent;

- require disclosure that the project is classified;

- require researchers to inform subjects of the
sponsoring agency:

- require that institutional review boards for secret
projects include a non-governmental member;

- establish an appeals process so that any member of a
review board who believes a project should not go
forward can appeal the board's decision to the Director

. of the Office of Science and Technology Policy;

- require that heads of agencies approve every classified

research project that uses human subjects.

In addition, this memorandum requires each agency to disclose
annually the number of secret human subjects research projects
conducted or supported by the agency. It also prohibits any
agency from conducting secret human subjects research without
first promulgating the Federal Policy for the Protection of Human
Subjects as amended. :

The draft Presidential memo reflects policy decisions made by the
Interagency Working Group on Human Radiation Experiments (IAWG) -
- the government-wide group charged with developing the
Administration's response to the ACHRE report. This directive
addresses one of 1€ recommendations made by ACHRE, and would be
announced in conjunction with a report summarizing the
Administration's response to ACHRE, scheduled for completion in
the coming weeks. I therefore ask that you request agency
comments by December 6, 1996.

Your staff may contact Elizabeth Drye (x6-5573) or Diane Regas
(x6-5589) of my staff with any questions. Thank you for your
assistance. Please do not hesitate to contact me with any
questions (x6-2216).



——— DRAFT ——

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT
OR SUPPORT HUMAN SUBJECTS RESEARCH

SUBJECT: Strengthened Protections for Human Subjects of Classified Research

I have worked hard to restore trust and ensure openness in government. This memorandum
will further our progress toward these goals by strengthening the Federal Government's
protections for human subjects of classified research.

In January, 1994 I established the Advisory Committee on Human Radiation Experiments
(ACHRE) to examine reports that the government had funded and conducted unethical human
radiation experiments during the Cold War. I directed ACHRE to uncover the truth,
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects
research from occurring in the future. In its October, 1995, final report, the Committee
recommended, among other things, that the government modify its policy governing classified
research on human subjects ("Recommendations for Balancing National Security Interests and
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human
Radiation Experiments). This memorandum sets forth policy changes in response to those
recommendations.

ACHRE acknowledged that it is in the nation's interest to continue to allow the government

to conduct classified research using human subjects where such research serves important

national security interests. The Committee found, however, that classified human subjects

research should be a "rare event” and that the "subjects of such research, as well as the

interests of the public in openness in science and in government, deserve special protections.”

ACHRE was concerned about "exceptions to informed consent requirements and the absence

of any special review and approval process for human research that is to be classified."

ACHRE recommend that all classified research meet the following requirements:

- obtain informed consent from all human subjects;

- inform subjects of the identity of the sponsoring agency;

- inform subjects that the project involves classified research; and _ .

- be approved by an "independent panel of nongovernmental experts and citizen
representatives, all with the necessary security clearances."

This memorandum implements the first three recommendations. For classified research, it
prohibits waiver of informed consent, requires researches to disclose that the project is
classified, and requires researchers to inform subjects of the sponsoring agency.

The memorandum also responds to ACHRE's call for a special review process for classified
human subjects research. The memorandum requires that institutional review boards for
secret projects include a non—-governmental member, and establishes an appeals process so
that any member of a review board that believes a project should not go forward can appeal
the board's decision to approve it. This approach is less burdensome than that recommended
by ACHRE but addresses ACHRE's underlying concerns.



Finally, this memorandum sets forth additional steps to ensure that classified human
subjects research is rare. It requires the heads of Federal agencies to disclose annually the
number of secret human subjects research projects undertaken by the agency. It also prohibits
agencies from conducting secret human subjects research without first issuing the Federal
Policy for the Protection of Human Subjects.

These steps, set forth in detail below, will preserve the government's ability to conduct
any necessary classified research involving human subjects while ensuring adequate protection
of research participants.

Sec 1. Modifications to the Federal Policy for the Protection of Human Subjects as it
affects Classified Research. All agencies that conduct or support research involving human
subjects shall, within 60 days, publish in the Federal Register the following revisions to the
1991 Federal Policy for the Protection of Human Subjects ("Common Rule") as it affects
classified research.

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified
research.

(b) The agencies shall jointly propose to require that in classified research involving human
subjects, two additional elements of information be provided to potential subjects when
consent is sought from subjects: -

1) the identity of the sponsoring Federal agency; and
2) a statement that the project is classified.

(¢) The agencies shall jointly propose to modify the institutional review board (IRB)
approval process for classified human subjects research as follows:

(1) The Common Rule currently requires that each IRB "include at least one member
who is not otherwise affiliated with the institution and who is not part of the a
immediate family of a person who is affiliated with the institution." For classified
research, the agencies shall define "not otherwise affiliated with the institution," as a
non-governmental member with the appropriate security clearance.

(2) Under the Common Rule, research projects are approved by the IRB if a
"majority of those [IRB] members present at a meeting" approve the project. For
classified research, the agencies shall propose to permit any member of the IRB who
does not believe a specific project should be approved by the IRB to appeal a majority
decision to approve that project to the Director of the White Hodse Office of Science
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's
decision and approve or disapprove the project, or, at the Director's discretion,
convene an IRB made up of non-governmental officials, each with the appropriate
security clearances, to approve or disapprove the project.




Sec 2. Final rules Agencies shall, within one year, after considering any comments,
promulgate final rules on the protection of human subjects of classified research.

Sec 3. Agency head approval of classified research projects. Agencies may not
conduct a classified human subjects research project unless the agency head has personally
approved the specific project.

Sec 4. Annual public disclosure of the number of classified research projects. Each
agency head shall inform the Director of OSTP by September 30 of each year of the number
of classified research projects involving human subjects underway on that date and of the
number completed in the previous 12-month period. The Director of OSTP shall report the
total number of classified research projects in each category to the President. The President
shall transmit this number to Congressional armed services and intelligence committees and
shall publish this number in the Federal Register.

Sec 5. Definitions. For purposes of this order, the terms "research" and "human
subject” shall have the meaning set forth in the Common Rule.

Sec 6. No classified human subjects research without common rule. No agency shall
conduct or support classified human subjects research without first proposing the Common
Rule, including the changes set forth in this memorandum and any subsequent amendments,
and promulgating a final rule on the protection of human subjects of classified research.
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Part 1V
to be expected to absorb the financial, as well as the
unavoidable human costs of the societal research —-
enterprise which benefits everyone."'

The Advisory Committee urges not'only consideration of a compensation
policy for physical injuries attributable to research but also that consideration be
given to appropriate remedies for subjects who have suffered dignitary harms,
even in the absence of physical injury. Subjects so wronged have little recourse in
the current system; litigation in the absence of physical injury is unlikely to
provide relief to people who have been used as subjects without their adequate
consent. Ifitis determined that financial compensation is not generally an -
appropriate remedy in the absence of physical injury, consideration should be
given to other remedies that would be fitting.

Recommendations for Balancing National Security lnterests. and
the Rights of the Public

Recommendation 15

15a: The Advisory Committee recommends to the Human Radiation
Interagency Working Group the adoption of a federal policy requiring the
informed consent of all human subjects of classified research and that this
requirement not be subject to exemption or waiver. In all cases, potential
subjects should be informed of the identity of the sponsoring federal agency
and that the project involves classified information.

15b: The Advisory Committee recommends to the Human Radiation
Interagency Working Group the adoption of a federal policy requiring that
classified research involving human subjects be permitted only after the
review and approval of an independent panel of appropriate
nongovernmental experts and citizen representatives, all with the necessary
security clearances. This panel should be charged with determining (1) that
the proposed experiment has scientific merit; (2) that risks to subjects are
acceptable and that the balance of risk and potential benefit is appropriate;
(3) that the disclosure to prospective subjects is sufficiently informational
and that the consent solicited from subjects is sufficiently voluntary; and (4)
whether potential subjects must have security clearances in order to be
sufficiently informed to make a valid consent decision, and if so, how this can
be achieved without compromising the privacy and voluntariness of potentia
subjects. Complete documentation of the panel's deliberations and of the
informed consent documents and process should be maintained permanently.
These records should be made public as soon as the national security concern
justifying secrecy no longer applies.
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Chapter 18

Although the Advisory Committee believes that the interests of both
science and potential subjects are best served when research involving human
subjects is conducted in the open, a public policy prohibiting the conduct of
human subject research in secret is unwise. Important national security goals may
suffer if human subjects research projects making unique and irreplaceable
contributions were foreclosed. More citizens may suffer harms for lack of such
information than would be harmed if adequately safeguarded human subjects
research was conducted in secret.

It also is possible that a prohibition on classified human subjects research
would be circumvented through redefinition of activities or disregarded outright.
If this were to occur, the participants in such activities could end up less well
protected than if they were bona fide research subjects.

The Advisory Committee believes, however, that the classification of
human subject research ought properly to be a rare event and that the subjects of
such research, as well as the interests of the public in openness in science and in
government, deserve special protections. The Advisory Committee does not
believe that continuing with the current federal policy governing the protection of
human subjects, which does not provide any special safeguards or procedures for
classified research, is adequate.

" In the current political context, classified human subjects research occurs
relatively rarely. Existing policy may prove an inadequate safeguard of
individual rights and welfare, however, if in the future national security crises
occur that generate a perceived need for classified research. The history of
human experimentation conducted in the interests of strengthening and protecting
national security that the Advisory Committee has examined demonstrates how
the rights and interests of citizens can be violated in secret research. The
convergence of elements of secrecy, urgent national purposes, and the essential
vulnerability of research subjects, owing to differentials in information and power
between those conducting research and those serving as subjects, could again lead
to abuses of individual rights and, upon subsequent revelation, the erosion of
public distrust in government.

The Advisory Committee is particularly concerned about two aspects of
current policy--exceptions to informed consent requirements and the absence of':-
any special review and approval process for human research that is to bex:

-classified. The current requirement for the informed consent of research

participants is not absolute, leaving open the possibility that subjects may serve as
mere tools of the state in the interests of national security if consent is waived. A
strengthened requirement for the informed consent of research stibjects in
classified research should safeguard against the merely instrumental use of
individual people to serve national purposes.

Institutional review boards of government agencies are not sufficiently
independent of the interests of the organizations of which they are a part to set
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Part [V

aside considerations of organizational mission when considering research
construed as having the greatest national priority. Thus, determination by an
agency IRB that a waiver of informed consent is warranted, or that sufficient
information about a study remains in a censored protocol description for a
potential subject's review, inadequately protects subjects' interests and rights and
does not adequately safeguard the public's trust. By contrast, an independent
panel should be less subject to unintended bias than that of an IRB of a federal
agency whose mission is to protect and promote national security.

Although the Advisory Committee acknowledges that both the formation
of an independent review panel and an absolute informed consent requirement
create opportunities for information leaks or security breaches and delays in the
progress of urgent research, these disadvantages are surmountable and are more
than balanced by the increased vigilance afforded the rights and interests of
citizens and the safeguarding of the public's trust in government.

Recommendation 16

The Advisory Committee recommends to the Human Radiation
Interagency Working Group that improvements be made in the protections
of the public's rights and interests with respect to intentional releases.

16a. The Advisory Committee recommends to the Human Radiation
Interagency Working Group that an independent review panel review any
planned or intended environmental releases of substances in cases where the
release is proposed to take place in secret or in circumstances where any
aspect of the environmental review process required by law is conducted in
secret.

In conducting its review, the independent panel should ensure that (1)
secrecy is limited to that required for reasons of national security; (2) records will
be kept on the nature and purpose of the release, the rationale for not informing
the public (including workers and service personnel, as well as affected citizens),
and alternative means of gathering data that were considered; (3) actions to
mitigate risk were considered and will be taken; and (4) actions will be taken to
measure the actual effect of the release on the environment and human health and
safety, to the extent that measurements are deemed needed and feasible. The
panel should also review the conditions on which any information kept secret
should be made public, with a view toward ensuring the release of information as
soon as practicable, consistent with any legitimate national security restrictions.
The panel should report to Congress periodically on the number and nature of
releases it has reviewed.
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——— DRAFT ——-

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT
OR SUPPORT HUMAN SUBJECTS RESEARCH

SUBJECT: Strengthened Protections for Human Subjects of Classified Research

I have worked hard to restore trust and ensure openness in government. This memorandum
will further our progress toward these goals by strengthening the Federal Government's
protections for human subjects of classified research. '

In January, 1994 I established the Advisory Committee on Human Radiation Experiments
(ACHRE) to examine reports that the government had funded and conducted unethical human
radiation experiments during the Cold War. I directed ACHRE to uncover the truth,
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects
research from occurring in the future. In its October, 1995, final report, the Committee
recommended, among other things, that the government modify its policy goveming classified
research on human subjects ("Recommendations for Balancing National Security Interests and
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human
Radiation Experiments). This memorandum sets forth policy changes in response to those
recommendations.

ACHRE acknowledged that it is in the nation's interest to continue to allow the government

to conduct classified research using human subjects where such research serves important

national security interests. The Committee found, however, that classified human subjects

research should be a "rare event" and that the "subjects of such research, as well as the

interests of the public in openness in science and in government, deserve special protections.”

ACHRE was concerned about "exceptions to informed consent requirements and the absence

of any special review and approval process for human research that is to be classified."

ACHRE recommend that all classified research meet the following requirements:

- obtain informed consent from all human subjects;

- inform subjects of the identity of the sponsoring agency;

- inform subjects that the project involves classified research; and _

- be approved by an "independent panel of nongovernmental experts and citizen
representatives, all with the necessary security clearances.”

- (¢‘>(‘A4FQ_ WA NN X re cor ds 5\ (Pavwn.( ‘s AQ(«‘:O—MJWTI COMSRwE™ Cm’i%
This memorandum implements the first three recommendations. For classified research, it rose
prohibits waiver of informed consent, requires researches to disclose that the project is
classified, and requires researchers to inform subjects of the sponsoring agency. T4 #lo
rt)\(\,w‘f( < QQM«V\-‘M Ve cod -l:,a-—-,ou-%

The memorandum also responds to ACHRE's call for a special review process for classified
human subjects research. The memorandum requires that institutional review boards for
secret projects include a non—governmental member, and establishes an appeals process so
that any member of a review board that believes a project should not go forward can appeal
the board's decision to approve it. This approach is less burdensome than that recommended
by ACHRE but addresses ACHRE's underlying concermns.



Finally, this'memorandum sets forth additional steps to ensure that classified human
subjects research is rare. It requires the heads of Federal agencies to disclose annually the
number of secret human subjects research projects undertaken by the agency. It also prohibits
agencies from conducting secret human subjects research without first issuing the Federal
Policy for the Protection of Human Subjects.

These steps, set forth in detail below, will preserve the government's ability to conduct
any necessary classified research involving human subjects while ensuring adequate protection
of research participants.

Sec 1. Modifications to the Federal Policy for the Protection of Human Subjects as it
affects Classified Research. All agencies that conduct or support rescarch involving human
subjects shall, within 60 days, publish in the Federal Register the following revisions to the
1991 Federal Policy for the Protection of Human Subjects ("Common Rule") as it affects
classified research.

(2) The agencies shall jointly propose to prohibit waiver of informed consent for classified
research. -

(b) The agencies shall jointly propose to require that in classified research involving human
subjects, two additional elements of information be provided to potential subjects when
consent is sought from subjects: B

1) the identity of the sponsoring Federal agency; and
2) a statement that the -.project is classified. .

(c) The agencies shall jointly propose to modify the institutional review board (IRB)
approval process for classified human subjects research as follows:

(1) The Common Rule currently requires that each IRB "include at least one member
who is not otherwise affiliated with the institution and who is not part of the a
immediate family of a person who is affiliated with the institution." For classified
research, the agencies shall define "not otherwise affiliated with the institution," as a
non—governmental member with the appropriate security clearance.

(2) Under the Common Rule, research projects are approved by the IRB if a
"majority of those [IRB] members present at a meeting” approve the project. For
classified research, the agencies shall propose to permit any member of the IRB who
does not believe a specific project should be approved by the IRB to appeal a majority
decision to approve that project to the Director of the White House Office of Science
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's
decision and approve or disapprove the project, or, at the Director's discretion,
convene an IRB made up of non-govemmental officials, each with the appropriate
security clearances, to approve or disapprove the project.
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Sec 2. Final rules Agencies shall, within one year, after considering any comments,
promulgate final rules on the protection of human subjects of classified research.

Sec 3. Agency head approval of classified research projects. Agencies may not
conduct a classified human subjects research project unless the agency head has personally
approved the specific project.

Sec 4. Annual public disclosure of the number of classified research projects. Each
agency head shall inform the Director of OSTP by September 30 of each year of the number
of classified research projects involving human subjects underway on that date and of the
number completed in the previous 12-month period. The Director of OSTP shall report the
total number of classified research projects in each category to the President. The President
shall transmit this number to Congressional armed services and intelligence committees and
shall publish this number in the Federal Register.

Sec 5. Definitions. For purposes of this order, the terms "research” and "human
subject” shall have the meaning set forth in the Common Rule.

Sec 6. No classified human subjects research without common rule. No agency shall
conduct or support classified human subjects research without first proposing the Common
Rule, including the changes set forth in this memorandum and any subsequent amendments,
and promulgating a final rule on the protection of human subjects of classified research.




Part 1V

to be expected to absorb the financial, as well as the
unavoidable human costs of the societal research
enterprise which benefits everyone."

The Advisory Committee urges not'only consideration of a compensation
policy for physical injuries attributable to research but also that consideration be
given to appropriate remedies for subjects who have suffered dignitary harms,
even in the absence of physical injury. Subjects so wronged have little recourse in
the current system; litigation in the absence of physical injury is unlikely to
provide relief to people who have been used as subjects without their adequate
consent. If it is determined that financial compensation is not generally an
appropriate remedy in the absence of physical injury, consideration should be
given to other remedies that would be fitting.

Recommendations for Balancing National Security lnterests. and
the Rights of the Public

Recommendation 15

. 1Sa: The Advisory Committee recommends to the Human Radiation
Interagency Working Group the adoption of a federal policy requiring the
informed consent of all human subjects of classified research and that this
requirement not be subject to exemption or waiver. In all cases, potential
subjects should be informed of the identity of the sponsoring federal agency
and that the project involves classified information.

15b: The Advisory Committee recommends to the Human Radiation
Interagency Working Group the adoption of a federal policy requiring that
classified research involving human subjects be permitted only after the
review and approval of an independent panel of appropriate
nongovernmental experts and citizen representatives, all with the necessary
security clearances. This panel should be charged with determining (1) that
the proposed experiment has scientific merit; (2) that risks to subjects are
acceptable and that the balance of risk and potential benefit is appropriate;
(3) that the disclosure to prospective subjects is sufficiently informational
and that the consent solicited from subjects is sufficiently voluntary; and (4)
whether potential subjects must have security clearances in order to be
sufficiently informed to make a valid consent decision, and if so, how this can
be achieved without compromising the privacy and voluntariness of potentia
subjects. Complete documentation of the panel's deliberations and of the
informed consent documents and process should be maintained permanently.
These records should be made public as soon as the national security concern
justifying secrecy no longer applies.
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Chapter 18

Although the Advisory Committee believes that the interests of both
science and potential subjects are best served when research involving human
subjects is conducted in the open, a public policy prohibiting the conduct of
human subject research in secret is unwise. Important national security goals may
suffer if human subjects research projects making unique and irreplaceable
contributions were foreclosed. More citizens may suffer harms for lack of such
information than would be harmed if adequately safeguarded human subjects
research was conducted in secret.

It also is possible that a prohibition on classified human subjects research
would be circumvented through redefinition of activities or disregarded outright.
If this were to occur, the participants in such activities could end up less well
protected than if they were bona fide research subjects.

The Advisory Committee believes, however, that the classification of
human subject research ought properly to be a rare event and that the subjects of
such research, as well as the interests of the public in openness in science and in
government, deserve special protections. The Advisory Committee does not
believe that continuing with the current federal policy governing the protection of
human subjects, which does not provide any special safeguards or procedures for
classified research, is adequate.

" In the current political context, classified human subjects research occurs
relatively rarely. Existing policy may prove an inadequate safeguard of
individual rights and welfare, however, if in the future national security crises
occur that generate a perceived need for classified research. The history of
human experimentation’ conducted in the interests of strengthening and protecting
national security that the Advisory Committee has examined demonstrates how
the rights and interests of citizens can be violated in secret research. The
convergence of elements of secrecy, urgent national purposes, and the essential
vulnerability of research subjects, owing to differentials in information and power
between those conducting research and those serving as subjects, could again lead
to abuses of individual rights and, upon subsequent revelation, the erosion of
public distrust in government.

The Advisory Committee is particularly concerned about two aspects of
current policy--exceptions to informed consent requirements and the absence of*::
any special review and approval process for human research that is to be::
classified. The current requirement for the informed consent of research
participants is not absolute, leaving open the possibility that subjects may serve as
mere tools of the state in the interests of national security if consent is waived. A
strengthened requirement for the informed consent of research subjects in
classified research should safeguard against the merely instrumental use of
individual people to serve national purposes.

Institutional review boards of government agencies are not sufficiently
independent of the interests of the organizations of which they are a part to set
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aside considerations of organizational mission when considering research
construed as having the greatest national priority. Thus, determination by an
agency IRB that a waiver of informed consent is warranted, or that sufficient
information about a study remains in a censored protocol description for a
potential subject's review, inadequately protects subjects' interests and rights and
does not adequately safeguard the public's trust. By contrast, an independent
panel should be less subject to unintended bias than that of an IRB of a federal
agency whose mission is to protect and promote national security.

Although the Advisory Committee acknowledges that both the formation
of an independent review panel and an absolute informed consent requirement
create opportunities for information leaks or security breaches and delays in the
progress of urgent research, these disadvantages are surmountable and are more
than balanced by the increased vigilance afforded the rights and interests of
citizens and the safeguarding of the public's trust in government.

Recommendation 16

The Advisory Committee recommends to the Human Radiation
Interagency Working Group that improvements be made in the protections
of the public's rights and interests with respect to intentional releases.

16a. The Advisory Committee recommends to the Human Radiation
Interagency Working Group that an independent review panel review any
planned or intended environmental releases of substances in cases where the
release is proposed to take place in secret or in circumstances where any '
aspect of the environmental review process required by law is conducted in
secret.

In conducting its review, the independent panel should ensure that (1)
secrecy is limited to that required for reasons of national security; (2) records will
be kept on the nature and purpose of the release, the rationale for not informing
the public (including workers and service personnel, as well as affected citizens),
and alternative means of gathering data that were considered; (3) actions to
mitigate risk were considered and will be taken; and (4) actions will be taken to
measure the actual e¢ffect of the release on the environment and human health and
safety, to the extent that measurements are deemed needed and feasible. The
panel should also review the conditions on which any information kept secret
should be made public, with a view toward ensuring the release of information as
soon as practicable, consistent with any legitimate national security restrictions.
The panel should report to Congress periodically on the number and nature of
releases it has reviewed.
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——— DRAFT ——-

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT
OR SUPPORT HUMAN SUBJECTS RESEARCH

SUBJECT: Strengthened Protections for Human Subjects of Classified Research

I have worked hard to restore trust and ensure openness in government. This memorandum
will further our progress toward these goals by strengthening the Federal Government's
protections for human subjects of classified research.

In January, 1994 I established the Advisory Committee on Human Radiation Experiments
(ACHRE) to examine reports that the government had funded and conducted unethical human
radiation experiments during the Cold War. I directed ACHRE to uncover the truth,
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects
research from occurring in the future. In its October, 1995, final report, the Committee
recommended, among other things, that the government modify its policy goveming classified
research on human subjects ("Recommendations for Balancing National Security Interests and
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human
Radiation Experiments). This memorandum sets forth policy changes in response to those
recommendations.

ACHRE acknowledged that it is in the nation's interest to continue to allow the government

to conduct classified research using human subjects where such research serves important

national security interests. The Committee found, however, that classified human subjects

research should be a "rare event" and that the "subjects of such research, as well as the

interests of the public in openness in science and in govemment, deserve special protections.”

ACHRE was concerned about "exceptions to informed consent requirements and the absence

of any special review and approval process for human research that is to be classified."

ACHRE recommend that all classified research meet the following requirements:

- obtain informed consent from all human subjects;

- inform subjects of the identity of the sponsoring agency;

- inform subjects that the project involves classified research; and _

~ be approved by an "independent panel of nongovernmental experts and citizen
representatives, all with the necessary security clearances.”

This memorandum implements the first three recommendations. For classified research, it
prohibits waiver of informed consent, requires researches to disclose that the project is
classified, and requires researchers to inform subjects of the sponsoring agency.

The memorandum also responds to ACHRE's call for a special review process for classified
human subjects research. The memorandum requires that institutional review boards for
secret projects include a non-governmental member, and establishes an appeals process so
that any member of a review board that believes a project should not go forward can appeal
the board's decision to approve it. This approach is less burdensome than that recommended
by ACHRE but addresses ACHRE's underlying concerns.



Finally, this memorandum sets forth additional steps to ensure that classified human
subjects research is rare. It requires the heads of Federal agencies to disclose annually the
number of secret human subjects research projects undertaken by the agency. It also prohibits
agencies from conducting secret human subjects research without first issuing the Federal
Policy for the Protection of Human Subjects.

These steps, set forth in detail below, will preserve the government's ability to conduct
any necessary classified research involving human subjects while ensuring adequate protection
of research participants.

Sec 1. Modifications to the Federal Policy for the Protection of Human Subjects as it
affects Classified Research. All agencies that conduct or support research involving human
subjects shall, within 60 days, publish in the Federal Register the following revisions to the
1991 Federal Policy for the Protection of Human Subjects ("Common Rule") as it affects
classified research. '

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified
research.

(b) The agencies shall jointly propose to require that in classified research involving human
subjects, two additional elements of information be provided to potential subjects when
consent is sought from subjects: -

1) the identity of the sponsoring Federal agency; and
2) a statement that the 'projcct is classified. -

(c) The agencies shall jointly propose to modify the institutional review board (IRB)
approval process for classified human subjects research as follows:

(1) The Common Rule currently requires that each IRB "include at least one member
who is not otherwise affiliated with the institution and who is not part of the a
immediate family of a person who is affiliated with the institution." For classified
research, the agencies shall define "not otherwise affiliated with the institution," as a
non—-governmental member with the appropriate security clearance.

(2) Under the Common Rule, research projects are approved by the IRB if a
"majority of those [IRB] members present at a meeting" approve the project. For
classified research, the agencies shall propose to permit any member of the IRB who
does not believe a specific project should be approved by the IRB to appeal a majority
decision to approve that project to the Director of the White House Office of Science
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's
decision and approve or disapprove the project, or, at the Director's discretion,
convene an IRB made up of non-govemmental officials, each with the appropriate
security clearances, to approve or disapprove the project.
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Sec 2. Final rules Agencies shall, within one year, after considering any comments,
promulgate final rules on the protection of human subjects of classified research.

Sec 3. Agency head approval of classified research projects. Agencies may not
conduct a classified human subjects research project unless the agency head has personally
approved the specific project.

Sec 4. Annual public disclosure of the number of classified research projects. Each
agency head shall inform the Director of OSTP by September 30 of each year of the number
of classified research projects involving human subjects underway on that date and of the
number completed in the previous 12—-month period. The Director of OSTP shall report the
total number of classified research projects in each category to the President. The President
shall transmit this number to Congressional armed services and intelligence committees and
shall publish this number in the Federal Register.

Sec 5. Definitions. For purposes of this order, the terms "research” and "human
subject” shall have the meaning set forth in the Common Rule.

Sec 6. No classified human subjects research without common rule. No agency shall
conduct or support classified human subjects research without first proposing the Common
Rule, including the changes set forth in this memorandum and any subsequent amendments,
and promulgating a final rule on the protection of human subjects of classified research.
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18 December 1996

MEMORANDUM FOR: Elizabeth Drye
White House

FROM: John Pereira
Central Intelligence Agency
SUBJECT: 'Radiation--Draft Presidential
Memorandum

1. This is a follow-up to our discussion of 18 December,
during which you asked if we could craft more specific wording
concerning an exceptlion from disclosing the identity of the
sponsoring agency in classified research.

2. The Office of General Counsel and the Chairperson of the
Agency’s Human Subject Research Panel propose the following
revision of Sec 1., (b) of the draft memorandum {new wording
underlined) :

(b) The agencies shall jointly propose to require that
in classified research involving human subjects, two additional
elements of information be provided to potential subjects, when
consent is sought from subjects:

1) the identity of the sponsoring Federal agency,
unless the head of th ] etermines that

rovidin h o ould compromise intelligen

2): a statement that the project is classified.

3. Please let me know if you would like further information.
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DEC 11 ’S6 18:33AM F.274

CENTRAL INTELLIGENCE AGENCY
WASHINGTON, 0.C. 20505

Office of Geuneral Counsel i1 DEC w6

Mr. Robert G. Damus

Executive Office of the President
Office of Management and Budget
Office of the General Coungel
Waghington, DC 20503

Dear Mr. Damusg:

This is in responsge to your regquest for the views of the
Cantral Intelligence Agency on the proposed Presidential
Memorandum entitled "Strengthened Protections for Human Subjects
of Clagsificed Reacarch," which wae prepared by the Office of
Domastic Policy. Thig Presidential Memorandum implements
recommendations of the Advisory Committee on Human Radiation
Experiments (ACHRE) with respect to classified research. We
agree with many of the recommendations, including the reguircment
for informed consent. We do have concerns, however, with
requiring researchers in all cases to identify the sponsoring
agency, requiring agency head approval for all human research
lovolving clasgilfied information, and imprecise language
concerning the composition of the Institutional Review Board
(IRB) .

ldentifying the sponsor of the human research could, iu rare
cages, jeopardize national security by alerting foreign
intelligence gervices to possible vulnerabilities in exiscing
gsecurity procsdures or by providing foreign services with the
opportunity to counter advances made as a result of the research.
For example, identifying the Agency as the sponsor of research
intended to improve the effectivenegs and reliability of the
polygraph could allow foreign intelligence gervices to counter
new means to detect deception. In these types of cases,
requiring the identity of the sponsoring agency would add little,
if any, additional protection to research subjects and could
seriously jeopardize a new method to detect espionage. We
therefore request that the Presidential Memorandum be modified t
provide an exemption from the requirement to identify the .
sponsoring agency where the head of the agency conducting the
regearch determines that such an exemption is necessary for
national security purposes.



DEC 11 ’S6 1@:4@AM P.374

Mr. Robert G. Darwus

We alsc are concerned with the requirement that all
claggified human research be approved by the head of the agency.
Under existing rules, an IRB has the authority to approve, modify
or disapprove all covered research activities. Certain research
activities, however, are exempt from even this requirement. For
example, research involving the collection or study of existing
data or records is exempt from the rules regarding human research
if infarmation is recorded by the investigators in such a manner
that suwjects cannot be identified, directly or through
identifiers linked to the subject. Tn other cases, expedited
review procedures are provided for certain cases involving no
mora than minimal risk to the subject or where the reasearch
involves ncthing more than minor changes to previously approved
reocarch. The proposed Presidantial Memorandum alters these
rules by requiring that all human research, regardless of the
level of risk, bc approved by the agency head if the research is
classified.

Requiring agency head approval for classified research is
unnecessary and burdensome for those categories of rcscarch that
pose a minimal risk. For example, numerous epidemiological
studies are conducted annually by the Agency's Office of Medical
Services. Most of these studies, which are c¢lassified because
they contaln information cvn covert employees, are currently
exempt from review. Under the draft Presidential Memorandum,
these studies will require approval by the Direcior of Central
Intelligence (DCI). (DCI approval will in turn trigger a
requirement t¢or review by the Agency's Human Subject Resedriclh
Panel.) We do not understand why such benign research, which
entails nothing more than reviewing tiles and compiling
statistical data, should require panel and DCI approval simply Vuuq
becausge files contain the names of covert employees. ‘‘he \ﬂg/
proposed Presidential Memorandum sh e amended to exempt from

hould be e

the requi d approval classified research that O%:*
is now exempt from coverage under exigting Y ¢h can be
approved under an expedited fé?IéW‘pfﬁEé&%f%LJ I

Finally, we are concerned with imprecisge language with
respect to composition of the IRB. The draft Presidential
Memorandum requires that for classified research, each IRB
include a non-governmental member. It is not clear whether a
person who receive grants or other funding from the government
mMAY Serve on a panel asg the "non-governmental member.”
- Individuals ideally suited to serve on IRB's are often themselves

engaged in resrearch that ig funded by the government. Thig point
should be clarified.
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'Mr. Robart G. Damus

T apprec:.ate the opportum.ty to comment on thig propnsad:
Presidential Memorandum, Should OMB require additiomal
information regarding our position on this matter, please contact
me or Mr. John Pereira, the Agency's representatlve on the
Interagency Working Group, at[ ' 2‘_'%\7__9“ W*.‘
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o .'.CIA Commcnta rc: LRM EHF7 (Proposed Report on Actions fo Respond ro the Advlsory
E Cammmee on Human Radiation Expcrlmem) S

* Allhough CIA agrees wuh many of the recommendations of Lhe Advisory Committee
on Human Radiation Experiments (ACHRE), CIA has concerns regarding ACHRE's
Recommendation #15 (p. 16), which would require: researchers to identify an agency
sponsoring classified research projects, and agency heads to approvc all human

~ subjects research mvolvmg classified information. _

e As CIA nou.-.d in its letter 1o Robert Dumas, dated 11 December 1996 identification of
" uan agency sponsoring classified human research could, in rare cases, jeopardize
- national securlty, while adding litde, if any, additional protection to research subjects.
The proposed Presidential Memorandum, which will implement ACHHRE’s
recommendations, should be modified to provide an exemption from the
- requirement to identify an agency sponsoring classifled research if the head of
~ the agency determines that such an exemption is necessary for national security
. purposes. The proposed repurt’s description of the actions directed by the
. Presidential Memorandum concerning this maiter should be changed to reflect
- this modification. . _

@ The proposed requirement that all classified human subjects research be approved by
- the head of the agency is not required under existing rules. It is burdensome and
unnecessary for those categories of research that pose a minimal risk. The proposed
.~ . Pregidential Memorandum should be amended so that heads of agencies :
\'m,\,o.f ~_ sponsoring classifled research would not be required to approve research that Is
w) J,p. ' ' exempt from coverage under existing rules or which can be approved under an
expedited review procedure. The proposed report’s description of the actions
directed by the Presidential Memorandum concerning this matter should aisu be
chauged to reflect this modification. _

- ® ClA s concemned with imprecise language in the last draft of the proposed Presidential
.- Memorandum that it reviewed concerning the composition of the Institutional Rcwcw '
.- Board (IRB). The proposed Presideatial Memorandum that CIA reviewed would |

- - require-each IRB to include a “non-governmental member™. However, the term “non
. -Bovemmental member” is not clearly defined, leaving a question as to whethera
* - -person wha recelves grants or other funding frum the government may scrve on a
~ panel as the “non-govemmental member.” This point should be clarified.
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December 2, 1996

NOTE TO MAC REED

FROM:

s

I G
- C P
Elizabeth DryeL?sz‘

SUBJECT: Presidential Directive on Classified Human Subjects

Research

Attached are:

1)

2)

3)

4)

Memo from Carol Rasco to Frank Raines asking OMB to
circulate draft directive.

Draft memorandum.

List of agencies and departments that have issued the
Federal Policy for the Protection of Human Subjects. As
we've discussed, additional agencies, including the Dept.
Labor and the NRC, should review the draft. -

of

Staff contacts at agencies participating in the Interagency

Working Group on Human Radiation Experiments -- the group
that put this policy together.

Please let me know if you need any additional information or have
any questions.



THE WHITE HOUSE

WASHINGTON

November 27, 1996
MEMORANDUM FOR FRANK RAINES

FROM: Carol H. Rasco
Assistant to the President
for Domestic Policy

SUBJECT: POTUS Draft Memorandum to Agency Heads on Classified
Human Subjects Research

Attached is a draft memorandum from the President to heads of
federal agencies strengthening protections for human subjects of
classified research. I am requesting that OMB circulate the draft
to affected departments and agencies for formal comment. We
would like to receive agency comments by December .6, 1996.

Background

The Presidential memorandum responds to a key recommendation of
the President's Advisory Committee on Human Radiation Experiments
(ACHRE). The President convened ACHRE in January, 1994 to
examine reports that the government had funded and conducted
unethical human radiation experiments during the Cold War, to
uncover the truth, to recommend steps to right past wrongs, and
to propose ways to prevent unethical human subjects research from
occurring in the future. 1In its October, 1995, final report, the
Committee recommended, among other things, that the government
modify its policy governing classified research on human subjects
to better protect citizens' rights.!

ACHRE expressed concern about "exceptions to informed consent

requirements and the absence of any special review and approval

process for human research that is to be classified."

Accordingly, ACHRE recommend that all classified research

projects:

- obtain informed consent from all human subjects;

- inform subjects of the identity of the sponsoring agency;

- inform subjects that the project involves classified
research; and

- be approved by an "independent panel of nongovernmental
experts and citizen representatives, all with the necessary
security clearances."

! "Recommendations for Balancing National Security Interests
and the Rights of the Public (Recommendation 15)," Final Report,
Advisory Committee on Human Radiation Experiments.



Purpose of the Memorandum

This memorandum directs departments and agencies to jointly
propose the following revisions to the Federal Policy for the
Protection of Human Subjects as it applies to classified
research:

- prohibit waiver of informed consent;

- require disclosure that the project is classified;

- require researchers to inform subjects of the
sponsoring agency:

- require that institutional review boards for secret
projects include a non-governmental member;

- establish an appeals process so that any member of a
review board who believes a project should not go
forward can appeal the board's decision to the Director
of the Office of Science and Technology Policy:;

- require that heads of agencies approve every classified
research project that uses human subjects.

In addition, this memorandum requires each agency to disclose
annually the number of secret human subjects research projects
conducted or supported by the agency. It also prohibits any
agency from conducting secret human subjects research without
first promulgating the Federal POllCY for the Protection of Human
Subjects as amended.

The draft Presidential memo reflects policy decisions made by the
Interagency Working Group on Human Radiation Experiments (IAWG) -
- the government-wide group charged with developing the
Administration's response to the ACHRE report. This directive
addresses one of 18 recommendations made by ACHRE, and would be
.announced in conjunction with a report summarizing the
Administration's response to ACHRE, scheduled for completion in
the coming weeks. I therefore ask that you request agency
comments by December 6, 1996.

Your staff may contact Elizabeth Drye (x6-5573) or Diane Regas
(x6-5589) of my staff with any questions. Thank you for your
assistance. Please do not hesitate to contact me with any
questions (x6-2216).



——— DRAFT ——-

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT
OR SUPPORT HUMAN SUBIJECTS RESEARCH

SUBJECT: - Strengthened Protections for Human Subjects of Classified Research

I have worked hard to restore trust and ensure openness in government. This memorandum
will further our progress toward these goals by strengthening the Federal Government's
protections for human subjects of classified research.

In January, 1994 I established the Advisory Committee on Human Radiation Experiments
(ACHRE) to examine reports that the government had funded and conducted unethical human
radiation experiments during the Cold War. I directed ACHRE to uncover the truth,
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects
research from occurring in the future. In its October, 1995, final report, the Committee
recommended, among other things, that the government modify its policy goveming classified
research on human subjects ("Recommendations for Balancing National Security Interests and
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human
Radiation Experiments). This memorandum sets forth policy changes in response to those
recommendations.

ACHRE acknowledged that it is in the nation's interest to continue to allow the government

to conduct classified research using human subjects where such research serves important

national security interests. The Committee found, however, that classified human subjects

research should be a "rare event" and that the "subjects of such research, as well as the

interests of the public in openness in science and in government, deserve special protections.”

ACHRE was concerned about "exceptions to informed consent requirements and the absence

of any special review and approval process for human research that is to be classified.”

ACHRE recommend that all classified research meet the following requirements:

- obtain informed consent from all human subjects;

- inform subjects of the identity of the sponsoring agency;

- inform subjects that the project involves classified research; and _

- be approved by an "independent panel of nongovernmental experts and citizen
representatives, all with the necessary security clearances."

This memorandum implements the first three recommendations. For classified research, it
prohibits waiver of informed consent, requires researches to disclose that the project is
classified, and requires researchers to inform subjects of the sponsoring agency.

The memorandum also responds to ACHRE's call for a special review process for classified
human subjects research. The memorandum requires that institutional review boards for
secret projects include a non-governmental member, and establishes an appeals process so
that any member of a review board that believes a project should not go forward can appeal
the board's decision to approve it. This approach is less burdensome than that recommended
by ACHRE but addresses ACHRE's underlying concerns.



Finally, this memorandum sets forth additional steps to ensure that classified human
subjects research is rare. It requires the heads of Federal agencies to disclose annually the
number of secret human subjects research projects undertaken by the agency. It also prohibits
agencies from conducting secret human subjects research without first issuing the Federal
Policy for the Protection of Human Subjects.

These steps, set forth in detail below, will preserve the government's ability to conduct
any necessary classified research involving human subjects while ensuring adequate protection
of research participants.

Sec 1. Modifications to the Federal Policy for the Protection of Human Subjects as it
affects Classified Research. All agencies that conduct or support research involving human
subjects shall, within 60 days, publish in the Federal Register the following revisions to the
1991 Federal Policy for the Protection of Human Subjects ("Common Rule") as it affects
classified research.

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified
research.

(b) The agencies shall jointly propose to require that in classified research involving human
subjects, two additional elements of information be provided to potential subjects when
consent is sought from subjects: B

1) the identity of the sponsoring Federal agency; and
2) a statement that the project is classified.

(c) The agencies shall jointly propose to modify the institutional review board (IRB)
approval process for classified human subjects research as follows:

(1) The Common Rule currently requires that each IRB "include at least one member
who is not otherwise affiliated with the institution and who is not part of the a
immediate family of a person who is affiliated with the institution." For classified
research, the agencies shall define "not otherwise affiliated with the institution," as a
non~governmental member with the appropriate security clearance.

(2) Under the Common Rule, research projects are approved by the IRB if a
"majority of those [IRB] members present at a meeting" approve the project. For
classified research, the agencies shall propose to permit any member of the IRB who
does not believe a specific project should be approved by the IRB to appeal a majority
decision to approve that project to the Director of the White House Office of Science
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's
decision and approve or disapprove the project, or, at the Director's discretion,
convene an IRB made up of non-governmental officials, each with the appropriate
security clearances, to approve or disapprove the project.



Sec 2. Final rules Agencies shall, within one year, after considering any comments,
promulgate final rules on the protection of human subjects of classified research.

Sec 3. Agency head approval of classified research projects. Agencies may not
conduct a classified human subjects research project unless the agency head has personally
approved the specific project.

Sec 4. Annual public disclosure of the number of classified research projects. Each
agency head shall inform the Director of OSTP by September 30 of each year of the number
of classified research projects involving human subjects underway on that date and of the
number completed in the previous 12-month period. The Director of OSTP shall report the
total number of classified research projects in each category to the President. The President
shall transmit this number to Congressional armed services and intelligence committees and
shall publish this number in the Federal Register.

Sec 5. Definitions. For purposes of this order, the terms "research" and "human
subject" shall have the meaning set forth in the Common Rule.

Sec 6. No classified human subjects research without common rule. No agency shall
conduct or support classified human subjects research without first proposing the Common
Rule, including the changes set forth in this memorandum and any subsequent amendments,
and promulgating a final rule on the protection of human subjects of classified research.
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NATIONAL BIOETHICS ADVISORY COMMISSION CHARTER

Purpose
The National Bioethics Advisory Commission will provide advice and make recommendations

to the National Science and Technology Council, other appropriate entities and the public, on
bioethical issues arising from research on human biology and behavior, and the applications,
including the clinical applications, of that research.

Authority

Executive Order 12975. This Commission is governed by the provisions of the Federal
Advisory Committee Act (FACA), Public Law 92-463, as amended (5 U.S.C. Appendix 2),
which sets forth standards for the formation of advisory committees, and implementing
regulations (41 C.F.R. § 101-6.10).

Functions

The National Bioethics Advisory Commission shall advise, consult with, and make
recommendations to the National Science and Technology Council, Federal agencies, and other
appropriate entities, and also make available to the public the Commission's advice and
recommendations. The Commission's purview includes the appropriateness of departmental,
agency, or other governmental programs, policies, assignments, missions, guidelines, and
regulations as they relate to bioethical issues arising from research on human biology and
behavior, and applications, including the clinical applications, of that research. The
Commission shall identify broad, overarching principles to govern the ethical conduct of
research, citing individual projects only as illustrations for such principles. The Commission
shall not be responsible for the review and approval of individual projects.

As a first priority, the Commission will direct its attention to consideration of:

A. Protection of the rights and welfare of human research subjects; and
B. Issues in the management and use of genetic information including but not limited to
human gene patenting.

In addition to responding to requests for advice and recommendations from the National Science
and Technology Council, the Commission also may accept suggestions for issues for
consideration from both the Congress and the public. The Commission also may identify other
bioethical issues for the purpose of providing advice and recommendations, subject to the
approval of the National Science and Technology Council. The Commission shall consider four
criteria in establishing priority for its activities:

A. The public health or public policy urgency of the bioethical issue.

B. The relation of the bioethical issue to the goals for Federal investment in science and
technology.

C. The absence of another body able to deliberate fruitfully on the bioethical issue.

D. The extent of interest in the issue across the government. (The Commission ordinarily

will not deliberate on a bioethical issue of interest to just one department or agency.)



Structure -

The National Bioethics Advisory Commission shall consist of not more than 18 members
including the Chairperson. Appointments shall be made by the President, who shall select from
knowledgeable non-Government experts and community representatives with special
qualifications and competence to deal effectively with bioethical issues. At least one member
shall be selected from each of the following categories of primary expertise: (i)
philosophy/theology; (ii) social/behavioral science; (iii) law; (iv) medicine/allied health
professions; and (v) biological research. At least three members shall be selected from the
general public, bringing to the Commission expertise other than that listed. The membership
shall be approximately evenly balanced between scientists and non-scientists. Close attention
will be given to equitable geographic distribution and to ethnic and gender representation.

Members shall be appointed for overlapping four-year terms. Initially, members will be
appointed for two-, three- or four-year terms. Terms of more than two years are contingent
upon renewal of the National Bioethics Advisory Commission by appropriate action prior to its
termination. The Chairperson shall be appointed by the President. The term of office for the
Chairperson shall be two years, renewable by appropriate action of the President.

If a vacancy occurs on the Commission, the President shall make an appointment to fulfill the
term. Any member appointed to fill a vacancy occurring prior to expiration of the term for
which his or her predecessor was appointed shall serve for the remainder of such term.
Members may serve after the expiration of their terms until their successors have taken office.

The heads of executive departments and agencies shall, to the extent permitted by law, provide
the Commission with such information as it may require for purposes of carrying out its
functions.

The Commission may conduct inquiries, hold hearings and establish subcommittees, as
necessary. '

The Commission is authorized to solicit information from relevant human research subject
groups.

The Commission is authorized to conduct analyses and develop reports or other materials. In
order to augment the expertise present on the Commission, the Secretary of Health and Human
Services is also authorized to contract for the services of non-governmental consultants who
may conduct analyses, prepare reports and background papers or prepare other materials for
consideration by the Commission, as appropriate.



In order to avoid duplication of effort, the Commission is encouraged to review the
deliberations of other entities. The Commission may incorporate or otherwise use the results of
the deliberations of other entities as it deems appropriate.

The Assistant to the President for Science and Technology and the Secretary of Health and
Human Services shall be notified upen establishment of each subcommittee, and shall. be
provided information on the name, membership (including chair), function, estimated duration
of the subcommittee, and estimated frequency of meetings.

To the extent permitted by law, and subject to the availability of appropriations, the Department
of Health and Human Services (DHHS) shall provide NBAC with such funds as may be
necessary for the performance of its functions. Management and support services shall be
provided by the DHHS.

Meetings
Meetings of the Commission shall be held up to 10 times a year at the call of the Chairperson.

Meetings of the subcommittee(s) shall be convened as necessary. A Federal Government
official shall be present at all meetings.

Meetings shall be open to the public except as determined otherwise by the Assistant to the
President for Science and Technology and the Secretary of Health and Human Services.
Advance notice of all meetings shall be given to the public.

Meetings shall be conducted, and records of proceedings kept, as required by applicable laws
and Federal regulations.

Compensation
Members may be compensated at a rate not to exceed the maximum pay authorized by -

5 U.S.C. 3109, plus per diem and travel expenses as in accordance with standard government
travel regulations.

Annual Cost Estimate

The estimated annual cost for operating the National Bioethics Advisory Commission is
$500,000.

Reports _
Reports by the National Bioethics Advisory Commission on specific issues shall be submitted to

the National Science and Technology Council, the appropriate committees of Congress, and
other appropriate entitiecs. The Commission may specifically identify the Federal department,
agency or other entity to which particular recommendations are directed and request a response
from the Federal department, agency or other entity within 180 days of publication of such
recommendation.



Executive summaries of each report of the Commission shall be promulgated in the Federal
Register. Such summaries shall specifically list the department, agency, or other entity to
which any recommendations are directed and the date by which such responses are expected.

An annual report shall be submitted to the National Science and Technology Council and the
appropriate committees of Congress. It shall contain, at a minimum, (i) the Commission's
function; (ii) a list of members and their business addresses; (iii) the dates and places of
meetings; (iv) a summary of the Commission's activities during the year; (v) a summary of the
Commission's recommendations made during the year; and (vi) a summary of responses made
by departments, agencies, or other entities to the Commission's recommendations during the
year.

General Provisions

Notwithstanding the provisions of any other Executive Order, the functions of the President
under the Federal Advisory Committee Act that are applicable to the Commission, except that
of reporting annually to the Congress, shall be performed by the Secretary of Health and
Human Services, in accordance with the guidelines and procedures established by the
Administrator of General Services. -

Termination Date
Unless extended by appropriate action prior to its expiration, this National Bioethics Advisory
Commission will terminate October 3, 1997.

Approved:

H. Gibbons
Assmtant to the President for
Science and Technology

i
Date %¢ J—“% 1994
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--« DRAFT ---

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT OR
SUPPORT HUMAN SUBJECTS RESEARCH

SUBJECT: Strengthened Protections for Human Subjects of
Classified Research

. I have worked hard to restore trust and ensure openness in v//
government. This memorandum will further our progress toward f
these goals by strengthening the Federal gpvernment's protections
for human subjects of classified researchy Jﬂﬁl

In January, 1994 1 establighed the Advisory Committee on Human
Radiation Experiments (ACHRE) to eramine reports that the
government had funded and conducted unethical human radiation
experiments during the Cold War. I directed ACHRE to uncover the
truth, recommend steps to right past wrongs, and propose ways to
prevent unethical human subjects research from occurring in the
future. In its October, 1995, final report, the Comnmittee
recommended, among other things, that the government modify its
policy governing classified research on human subjects

( "Recommendations for Balancing National Security Interests and
the Rightg of the Publie," Recommendation 15, Final Report.
Advisory Committee on Human Radiation Experiments). This
memorandum sets forth policy changes in response to those
recommendations.:

ACHRE acknowledged that it is in the nation's interest to
continue to allocw the government to conduct classgsified research
using human subjects where such research serves

(aip important
national security interests. The Committee found. however, that
classified human. subjects research should be a "rare event"” and
that the "subjects of such research, as well as the interests of
the public in openness in science and in government, deserve
special protections.” ACHRE was concerned about "exceptions to
informed consent:requirements and the absence of any special
review and approval process for human research that is to be

classified." ACHRE recommend that all classified research meet
the following requirements: :
- obtain informed consent from all human subjects,

~ inform subjects of the identity of the sponsoring agency:

- inform subjects that the project involves classified
research; and

- be approved by an "independent panel of nongovernmental
experts and citizen representatives, all with the necessary
security clearances." ,

This memorandum implements recommendations 1-3. For classifiad

research, it prohibits waiver of informed consent, requires

researches to disclose that the project is classified, and

regquires researchers to inform subjects of the sponsoring agency.

The memorandum also'responds,to ACHRE's call for a special review
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process for classified human subjects research. The memorandum
requizres that institutional raview boards for secret projects
include a non-governmental member, and establishes an appeals
process so that any member of a review board that believes a
project should not go forward can appeal the board's decision to
approve it. This approach is less burdensome than that
recommended by ACHRE but addresses ACHRE's underlying concerns.

Finally, this memorandum sets forth additional steps to
ensure that classified human subjects research is rare. It
requires the heads of Federal agencies to disclose annually the
number of secret human subjects research projects undertaken by
the agency. It also prohibits agencies from conducting secret
human subjects research without firgt issuing the Federal Policy
for the Protection of Human Subjects.

These steps, set forth in detail below, will preserve the
government's ability to conduct any necessary classified research
involving human subjects while ensuring adequate protection of
research participants. '

"’;—‘-’ T | aghaes es e
Ccan you sugest ST1GdREe
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Sec 1. Modifications to the Fepfleral Poliéy for the
Protection of Human Subjects as it affects Classified Research.
All agencies that conduct or support research involving human
subjects shall, within 60 days, {publish in the Federal Register
the following revisions ta the 1991 Federal Policy for the
Protection of Human Subjects ("Common Rule") as it affects

classified research.
sy’ &

(a) The agencies shall/propose to prohibit waiver of informed
consent for classified researgh. V//

{b) The agencies shall rogfig/;o require that in classified

- research involving human subjects, two additional elements of
information be provided to potential subjects when consent is
sought from subjects:

1) the idéntity of the sponsoring Federal agency:; and

2) a statement that the project is clessified. ' V//
(¢) The agencies shallgprépose o medify the institutional
review board (IRB) app al process for classified human subjects
research as follows:
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(1) The Common Rule currently requires that each
“include at least one member who is not ctherwise/affiliated
- with the institution and who is not part of the immediate
family of a person who is affiliated with the institution."
For classified research, the agenciles shall define "not
otherwise affiliated with the institution," as a non-
gavernmental member with the appropriate security clearance.

(2) Under the Common Rule, research projects are approved
by the IRB if a "majority of those [IRB] members present at
a meeting’ approve the project. For classified research,
the agencies shall propose to permit any member of the IRB
who does not believe a specific project should be approved
by the IRB to appeal a majority decision to approve that
project to the Director of the White House Qffice of Seience
and Technology Policy ("0STP"). The Director of OSTP shall
review the IRB's decision and approve or disapprove the

project, or, at the Director's discretion, convene an IRB , P

made up of non-governmental afficials, each with the ,-&\ _J
appraopriate security clearances, *o approve or disapprove Y LAk
the.gfoject. V“X/ ]*

' Sec 2.3 Agency  Head Aoproval of yﬁassified Fesearch Ls wres

Zrojects. Agencles may fot conduct a classified human subjects (el
regearch project unless the agency head has personally approved e

the specific project.

Seqégf( Annual public disclosure of the number of classified
research projects. Each agency head shall inform the Director of
OSTP by September 30 of each year of .the number of classified
research projects invdlving human subjects underway on that date
and of the number completed in the previous 12-month peried. The
Director of OSTP shall report the total number of classified
research projects in each category to the President. The
President shall .transmit this number to Congressicnal armed
services and intelligence committees and shall publish this
number in the Federal Register.

Sec ;r-Definitions. For purposes of this order, the terms
"research” and "human subject”" shall have the meaning set forth
in the Common Rule.

Sec F b No Llassified Human ﬂﬁbjecfsjesearcl; Without Fommon

Rule. No agency shall conduct or support classified human ' '
subjects research without first proposing aaé—pianulga#iag’ggz_-wﬂ-_-'
Common Rule, including the changes set forth in this memerandum

and any subsequent amendmentT &rn :;.:‘Pm muw
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‘.See_?_- . Fnal rules, Prse,ncies shall, within one. Jeor,

Prom.ul jxle hnal rules on e mkcfh‘m
human subjedd of cla ssi'fled rescavel,
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MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT OR
SUPPORT HUMAN SUBJECTS RESEARCH

SUBJECT: Strengthened Protections for Human Subjects of
Classified Research

I have worked hard to restore trust and ensure openness in
government. This memorandum will_further,our progress toward
these goals by strengthening the deral(gpvernment's protections
for human subjects of classified research?

In January, 1994 I established the Advisory Committee on Human
Radiation Experiments (ACHRE) to examine reports that the
government had funded and conducted unethical human radiation
Qgperiments during the Cold War. I directed ACHRE to uncover the
truth, recommend steps to right past wrongs, and propose ways to
prevent unethical human subjects research from occurring in the
iyture. In its October, 1995, final report, the Committee

~—~——__ ___recommended, among other things, that the government modify its
policy governing classified research on human subjects
("Recommendations for Balancing National Security Interests and
the Rights of the Public," Recommendation 15, Final Report,
Advisory Committee on Human Radiation Experiments). This
memorandum sets forth policy changes in response to those
recommendations.

ACHRE acknowledged that it is in the nation's interest to
w/continue to allow the government to conduct clagsified research
using human subjects where such research servegsuﬁ;important
national security interests. The Committee found, however, that
classified human subjects research should be a "rare event" and
that the "subjects of such research, as well as the interests of
the public in openness in science and in government, deserve
special protections." ACHRE was concerned about "exceptions to
informed consent requirements and the absence of any special
review and approval process for human research that is to be
classified." ACHRE recommend that all classified research meet
the following requirements:
- obtain informed consent from all human subjects:;
- inform subjects of the identity of the sponsoring agency:;
- inform subjects that the project involves classified
research; and
- be approved by an "independent panel of nongovernmental
experts and citizen representatives, all with the necessary
security clearances." _
This memorandum implements recommendations 1-3. For classified
research, it prohibits waiver of informed consent, requires
researches to disclose that the project is classified, and
requires researchers to inform subjects of the sponsoring agency.

The memorandum also responds to ACHRE's call for a special review
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process for classified human subjects research. The memorandum
requires that institutional review boards for secret projects
include a non-governmental member, and establishes an appeals
process so that any member of a review board that believes a
project should not go forward can appeal the board's decision to
approve it. This approach is less burdensome than that
recommended by ACHRE but addresses ACHRE's underlying concerns.

Finally, this memorandum sets forth additional steps to
ensure that classified human subjects research is rare.. It
requires the heads of Federal agencies to disclose annually the
number of secret human subjects research projects undertaken by
the agency. It also prohibits agencies from conducting secret
human subjects research without first issuing the Federal Policy
for the Protection of Human Subjects.

These steps,  set forth in detail below, will preserve the
government's ability to conduct any necessary classified research
involving human subjects while ensuring adequate protection o
research participants.
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Sec 1. Modifications to the Federal Policy for the —

Protection of Human Subjects as it affects Classified Research.
All agencies that conduct or support research involving human
subjects shall, within 60 days, publish in the Federal Register
the following revisions to the \1991 Federal Policy for the
Protection of Human Subjects ("Common Rule") as it affects .
classified research.

e a5
(a) The agencies shallY¥ propose to proh1b1 waiver of informed
consent for classified research.

(b) The agencies shall propose to require that in classified
research involving human subjects, two additional elements of
information be provided to potential subjects when consent is
sought from subjects:

1) the identity of the sponsoring Federal agency:; and
2) a statement that the project is classified.
(c) The agencies shall propose to modify the institutional

review board (IRB) approval process for classified human subjects
research as follows:
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(1) The Common Rule currently requires that each IRB
"include at least one member who is not otherwise, affiliated
with the institution and who is not part of the immediate
family of a person who is affiliated with the institution."
For classified research, the agencies shall define "not
otherwise affiliated with the institution," as a non-
governmental member with the appropriate security clearance.

(2) Under the Common Rule, research projects are approved ké?q
by the IRB if a "majority of those [IRB] members present at
a meeting" approve the project. For classified research,
the agencies shall propose to permit any member of the IRB
who does not believe a specific project should be approved
by the IRB to appeal a majority decision to approve that
project to the Director of the White House Office of Science
and Technology Policy ("OSTP"). The Director of OSTP shall
review the IRB's decision and approve or disapprove the
project, or, at the Director's discretion, convene an IRB
made up of non-governmental officials, each with the
appropriate security clearances, to approve or disapprove
the project.

Sec 2. Agency Head Approval of Classified Research
Projects. Agencies may not conduct a classified human subjects
research project unless the agency head has personally approved
the specific project.

Sec 3. Annual public disclosure of the number of classified
research projects. Each agency head shall inform the Director of
OSTP by September 30 of each year of the number of classified
research projects involving human subjects underway on that date
and of the number completed in the previous 12-month period. The
Director of OSTP shall report the total number of classified
research projects in each category to the President. The
President shall transmit this number to Congressional armed
services and intelligence committees and shall publish this
number in the Federal Register.

Sec 4. Definitions. For purposes of this order, the terms
"research” and "human subject” shall have the meaning set forth
in the Common Rule.

Sec 5. No Classified Human Subjects Research Without Common
Rule. No agency shall conduct or support classified human
subjects research without first proposing and promulgating the
Common Rule, including the changes set forth in this memorandum
and any subsequent amendments.
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SUBIJECT: Strengthened Protections for Human Subjects of Classified Research

I have worked hard to restore trust and ensure openness in government. This memorandum
will further our progress toward these goals by strengthening the Federal Government's
protections for human subjects of classified research.

In January, 1994 I established the Advisory Committee on Human Radiation Experiments
(ACHRE) to examine reports that the government had funded and conducted unethical human
radiation experiments during the Cold War. I directed ACHRE to uncover the truth,
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects
research from occurring in the future. In its October, 1995, final report, the Committee
recommended, among other things, that the government modify its policy goveming classified
research on human subjects ("Recommendations for Balancing National Security Interests and
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human
Radiation Experiments). This memorandum sets forth policy changes in response to those
recommendations.

ACHRE acknowledged that it is in the nation's interest to continue to allow the government
to conduct classified research involving human subjects where such research serves important
national security interests. The Committee found, however, that classified human subjects
research should be a "rare event" and that the "subjects of such research, as well as the
interests of the public in openness in science and in government, deserve special protections.”
ACHRE was concerned about "exceptions to informed consent requirements and the absence
of any special review and approval process for human research that is to be classified."
ACHRE recommend that all classified research projects meet the following requirements:

- obtain informed consent from all human subjects;

- inform subjects of the identity of the sponsoring agency;

- inform subjects that the project involves classified research;

- be approved by an "independent panel of nongovernmental experts and citizen
representatives, all with the necessary security clearances” that reviews scientific merit,
risk—~benefit tradeoffs, and ensures subjects have enough information to give valid
consent; and

- maintain permanent records of the panel's deliberations and consent proccdurcs

This memorandum implements these recommendations with some modifications. For
classified research, it prohibits waiver of informed consent and requires researchers to
disclose that the project is classified. For all but minimal risk studies, it requires researchers
to inform subjects of the sponsoring agency. It also requires permanent recordkeeping.

The memorandum also responds to ACHRE's call for a special review process for classified
human subjects research. It requires that institutional review boards for secret projects
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include a non—gov‘ir;%cntal member, and establishes an appeals process so that any member
of a review board believes a project should not go forward can appeal the board's
decision to approve it.

Finally, this memorandum sets forth additional steps to ensure that classified human
research is rare. It requires the heads of Federal agencies to disclose annually the number of
secret human research projects undertaken by their agency. It also prohibits any agency from
conducting secret human research without first promulgating a final rule applying the Federal
Policy for the Protection of Human Subjects, as modified in this memorandum, to the agency.

These steps, set forth in detail below, will preserve the government's ability to conduct
any necessary classified research involving human subjects while ensuring adequate protection

of research participants. :
research participan At 3iqtin e sc o Yy e (wworn Lede

1. Modificatior:‘(g{_e Federal Policy for the Protection of Human Subjects as it affects
Classified Reseafch. All agencies that may conduct or support classified research involving
human subjccts(shall, within 60 days, jointly publish in the Federal Register the following
revisions to the 1991 Federal Policy for the Protection of Human Subjects ("Common Rule")
as it affects classified research. The Office for Protection from Research Risks in the
Department of Health and Human Services shall coordinate the joint rulemaking.

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified
research.

(b) The agencies shall jointly propose to prohibit the use of expedited review procedures
under the Common Rule for classified research not exempt from the Common Rule.

(c) The proposal should take comment on whether all research cxcmpti;)ns under the
Common Rule should be maintained for classified research.

(d) The agencies shall jointly propose to require that in classified research involving human
subjects, two additional elements of information be provided to potential subjects when
consent is sought from subjects:

i) the identity of the sponsoring Federal agency, unless the head of the sponsoring
agency determines that providing this information could compromise
intelligence sources or methods and the proposed research involves no more
than minimal risk to potential subjects; and

ii) a statement that the project is classified and an explanation of what classified
means.

(e) The agencies shall jointly propose to modify the institutional review board (IRB)
approval process for classified human subjects research as follows:

(1) The Common Rule currently requires that each IRB "include at least one member



who is not otherwise affiliated with the institution and who is not part of the a
immediate family of a person who is affiliated with the institution.”" For classified
research, the agencies shall define "not otherwise affiliated with the institution," as a
non-governmental member with the appropriate security clearance.

(2) Under the Common Rule, research projects are approved by the IRB if a
"majority of those [[RB] members present at a meeting" approve the project. For
classified research, the agencies shall propose to permit any member of the IRB who
does not believe a specific project should be approved by the IRB to appeal a majority
decision to approve that project to the head of the sponsoring agency. If the agency
head affirms the IRB's decision to approve the project, the dissenting IRB member
may appeal the IRB's decision to the Director of the White House Office of Science
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's
decision and approve or disapprove the project, or, at the Director's discretion,
convene an IRB made up of non-governmental officials, each with the appropriate
security clearances, to approve or disapprove the project. -
3 Tha Gl Shald taandsay, - e —
2. Final rules Agencies shall, within one year, after considering any comments, promulgate
final rules on the protection of human subjects of classified research.

3. Agency head approval of classified research projects. Agencies may not conduct any
classified human research project subject to the Common Rule unless the agency head has
personally approved the specific project.

4. Annual public disclosure of the number of classified research projects. Each agency head
shall inform the Director of OSTP by September 30 of each year of the number of classified
research projects involving human subjects underway on that date and of the number
completed in the previous 12-month period and of the number of human subjects in each
project. The Director of OSTP shall report the total number of classified research projects
and participating subjects to the President. The President shall transmit this number to
Congressional armed services and intelligence committees and shall publish this number in
the Federal Register.

5. Definitions. For purposes of this order, the terms "research” and "human subject" shall
have the meaning set forth in the Common Rule. [Ellis, add def'n of classified]

6. No classified human research without Common Rule. Beginning one year after the date

of this dir ctlve,bo agency shall conduct or support classified human research without ka3
proposnﬁgf and promulgatifg-the Common Rule, including the changes set forth in this
memorandum and any subsequent amendments.
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