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Provisions necessary to expressly acknowledge FDA's jurisdiction 

A statement vallu;;iLluy Lh~ ri=gulations enacted by FDA--

The regulations promulgated by the Secretary in the rule 
dated August 28, 1996 (Vol. 61, No. 168 F.R.), adding part 
897 to title 21, Code of Federal Regulations, shall be· 
de~mi:=:d to have been properly promulgated under the Food, 
Drug and Cosmetic Act as amended by this title. 

Amendments to the definitions of drug and device to specifically 
include nicotine in tobacco as a drug and tobacco products as 
devices--

Druq-Section 20l(q) (1) is amended by striking"; and .(D}" and 
inserting"; (D) nicotine in tobacco products, and (E)" 

Device:::;- Section 201{h) is amended--in paragraph (2) by 
striking "or" at the end; in paragraph (3), by striking 
"and 11 at the end and inserting "or"; and by inserting after 
paragraph (3), "(4) a delivery component of a tobacco 
product; and" 

In order to clarify the agency's authority amend section 520(e) 
as follows: 

Section 520(e) (l) is amended by striking "or use-" and 
inserting "or use, including restrict.ions on the access to 
and the advertising and promotion of, tobacco products-" 

Codify the approach explained in the preamble to the FDA Tobacco 
Rule, 61 Fed. Reg. 44412-13: 

Section 513(a) is amended in paragraph (1) (B), by inserting 
after the first sentence "For a device which j8 n toh~r-C"!n 

product, the assurance in the previous sentence need not be 
found if the S~cretary finds that special controls achieve 
the bl:!st public llealth result."; anG. in paragraph (2) by 
redesignating subparagraphs (A), (B) and [C] as clauses '{i}, 
(ii), and (iii),· respectively; by striking "(2) Fnr" ;:inn 

inserting "(2) (A) For"; and by adding at the end "(B) For 
purposes of paragraph (1) (B); subsections (cl (2) (C), 
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( d) ( 2) ( B) , ( e) ( 2} (A). ( f) ( 3) ( B) { i} . and { f) { 3) ( C) { i} , and 
sections 514, 519(a), 520(e), and 520(f), the safety and 
effectiveness of a device that is a tobacco product need not 
be fou.-rid if the Secretary finds that t:he action t.o be taken 
under any such provision· would achieve the best public 
health reeult. The finding aR t.o whether the best public. 
health result has been achieved shall be determined with 
respect to the risks and benefits to the population as a 
whole, including·ugers and non-users ot the tobacco proc.1.u1.,:L,· 
and taking into account-[i] the increased or decreased 
likelihood th;;.t existing customP.rs of tobacco products wiil 
stop using such products; and (ii} the increased or 
decreased likelihood that those who do not use tobacco 
products will start using such products." 

Rcco.11 l'l.uthority: Section 51S (e) (1.) i s:t -'imended by inserting 
after "adverse health consequences or death," the following, 
~and for tobacco products that the best public health result 
would be achieved," 
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First Puff 

Wednesday, March 11, 1998; Page A18 

THE SENATE Labor and Human Resources Committee is scheduled 
to start marking up a tobacco bill today. The legislation is an effort by 
Chairman James Jeffords to codify Food and Drug Administration 
authority to regulate the product. The effect, however, could be to 
weaken the regulatory authority that the FDA already claims to have. 
The administration, leading anti-smoking groups and leading 
committee Democrats are therefore opposed, and in our view rightly 
so. 

There are two fundamental things that any tobacco bill must do -- if 
we are to have one. The first is to tax up the price of the product 
enough not just to discourage but to deter smoking, particularly on 
the part of kids who have not yet begun. The second is, at the very 
least, to affirrri and preserve existing regulatory authority. That's the 
jurisdiction of the Labor Committee. Mr. Jeffords, in part on the 
theory that existing law wasn't meant to deal with tobacco and isn't a 
good fit, has tried to tidy it up. But this is a case in which power 
counts for more than tidiness. In tidying up, in the view of his critics, 
he would make the law less flexible. Part of his goal is to reduce the 
likelihood of future litigation. The critics argue that the likely effect of 
rewriting the law would be to set off a whole new round of litigation 
instead. 

The FDA currently claims the authority to regulate on grounds that 
nicotine fits the body-altering definition of a drug and cigarettes are 
the instrument ofits delivery. That's what Mr. Jeffords says doesn't fit. 
But the explicit authority with which he would replace it contains 
problems of its own. Enforcement would be spread among several 
agencies. The FDA, if it ordered cigarettes changed -- say, by reducing 
allowable nicotine levels -- would have to consider whether the new 
product was "commercially feasible," meaning in part whether people 
would buy it or turn to a black market for higher-potency cigarettes 
from abroad. Nor could the FDA take any action to eliminate nicotine 
or ban a tobacco product without concurrence in the form of an 
affirmative vote by Congress. 

Those are hobbles. This seems to us not to be a time for hobbles. 

3/12/98 12:13 PM 



First Puff 

2 of2 

http://www. washingtonpost. com/wp-srv/WPlatc/1998-03/11/000l-031198-idx.html 

These will be the first votes in either house on the tobacco legislation 
that both parties profess to want to pass this year. The first votes 
ought to send a different signal than this draft would. Mr. Jeffords is 
said to have marshaled all the committee Republicans behind this 
version. That's another form of tidiness that ought not be the test. 
Better no bill at all than a bill that needlessly yields ground to this 
lethal product and remorseless industry. 

© Copyright 1998 The Washington Post Company 
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Memo To: 
Fwm: 
Re: 

forry Mande, Cynthia Rkr.­
fon Gruhe! 
Comments on Jeffords & M<.:Cain lookback provi~;ions 

All of the cllrnments below apply to h.01.h provisions., with the 1:.xception of the last t\vo wmment'' 
which apply only to McCain: 

1) The penalti·~s apply on!y L th~ industry, and not to individual ~(lffipanies. As we have 
empha~ized, it is crncial to have u mix of industry and c.ompany-sp~c.ifa: penaltit:s, ~o provide 
both p1icc :md non-price insurance agv.inst rn1ssing youth targe~. In particular, using only an 
rndustr:• pi.malty provides no ~ncenh·:1::::: for iud~vidual companies 1.0 chang:: their behavior, since 
the penalty ca.ei simply be pass.~d •m to price. We arc happy to provide.detailed specifications of 
a preferred strnct.ure for lookback penalties. 

2) Tht: pt:naJtics are too sruaiL 011 a cents/pack basis, ihcse penaltie~ amoum E1 only 0.3 cents· 
2.2 cents pei' percentage point for Jeffords, i.lt1d only 0.3 cents for l\kCain. Since the penalties 
are on the cntir~ industry lmd. wili be passed on to price, t.h~se levels are much t.oo low 'Ole level 
should be ut least 3 cent: . .; (if dcductibit!, or?. cents if ncm-deductiblc:) to start, <:lnd :'ho11ld rise 
from there. 

3) The pcnahi...-!s apply to daily smoking, wther than 30 day smoking. At this point. 
ad.mir!isttation :.:0nscnsus is that a 30 day measLtre is more appropriutl! for public health reasons 
(e.g. catching children who are experimenting with smoking), and docs rint raise larger 
mea.:;uremt·~1t prohlcms. 

4) Th!! penalties should be bi.~:;~d un a nev·/, 1994 ~urvey den~ to oc done by CDC (and there 
iihould be fonding for such a su.rv~y). Thi" wi.H be required to dn company-sp;::cific penalties. 
The Sel'.::ret2.ry ~hc1uld be empL'Wert:d ·with prop•..:r authority to carry out and iidju.s1 t~1is survey as 
neces.sarj'. Thi~ s.urvey ~;hould c.)ver all children age 12-17, as well as other age groups; this is as 
opposed to the Michigan sur·Jcy, \Vhtch Cllverl\ only 8th, 10th, and 12th grades. 

5) TheTc sh(iuld be no ab<J!cment proces.s. This makes the entire penalty structure very uncertmn 
a.Ii.d adds a dcgre(! of ancertainty to the penalties ',vhicb. greatly weaken.'3 the inc.eni:ivcs for 
compt:mies to redui.::e teen smoking. Moreover, after abatcmtnt the kvels of the penalties :ire 
:sutliciently low tu provide little ince.i:tives for redu.:tious in youth smoking, parti:ularl> when 
tht:y can ~imply be passed on to price (as in the cac;e of an industry pt:nalty). 

6) (McCain only) fh~ penc.1lty should ht: increasing, eithe:r at a puim in time {for missing the 
targets more severely .. as ir, Jeffords). 0r •J'ier tune (mu!tiplying if you miss the t'lfg.ets for a. 
number of const:cutiv~ years). J\n advantage of the latter nvcr the former is that, even at a gi\'en 
pc;rfom1ani:e (e.g. missing targets hy 10%), h~gher prices will be needed in later years to obrain a 
gi\'cn rc..~duc1ion in youch ~;m•:•king {sine~ the youths who are siilJ smoking after large p:-ice 
in 1.:rcases arc less price sensitive). 

7) (1vlcCain onl:t). The cap on industry pen:\lties should not be at :mch a iow ievel (NOTE: $2 
billion is less than 10 cents/pack). 



Memo To: 
from: 
Re: 

Jerry \1ande, Cynthia Rice 
Jen Gruber 
Comments on Jeffords & McCain lookb'1ck prc.wisions 

All of the C(mm1ents below apply to both provisions, ~vith tht:!'. exceprion of the last t·:,i.10 commcms 
which apply 1.mly to McCain: · 

l) The penahies apply only to the industry. and not r.o individual c:ompmics. /\s we have 
t:mphasized. it is crucial to have a mix 0f industry a:1d compa.ny -~p~cific penalties, to provide 
both pri~e and non-price insurance against mi'.,sing youth targets. In particular, using onJ.y an 
industry pena1ty provides no inc~nti,.~s for imli'lidual cumpanies tu 1.~hange th~ir behavwr, since 
the penalty c.m simply be passed on to prict:. We are happy to pruvide.detalleci specifications of 
a preferred strnctlrre for lookoack penahies 

2) The penalties .:u:e too srr.all. On C.i cents/pack ha:.is, th;;:~e penalties a.mount to only O.~ cents-
2.2 cents per percentage p1)int for Jeffords, ai~d only 0.3 <.:ents for Mt:Cain. Since the penalties 
arc on the entire industry and \Vi.JI he. passed on to price, these levels are much too low. The level 
should be at least 3 ceuts (if dt:dLlCtlble, w 2 cents if non-deductible) to start, and shou1d rise 
from there. 

3) -~:he penalties apply to daily smoking, ra-i:her tlun JO day ~moking. At this point, 
administration consensus is tbat a 30 day measure is more ti:ppropriar-.~ fot public health reasons 
(e.g. catching children who are exp~1imenting with smoking), and does nm raise 13rger 
measuri.::ment prnhkms. 

4) The penahic~ sho:.1Id he basd on a n~\"i, l 999 :mrvcy done to be di.me by CDC (aud there 
should be funding for such a survey). This will be requ·ired to do ..:ompany-specific penalties. 
The Secretary ~hould be empo·wered with proper authority to carry out and adjust thjs "lurvcy as 
m!cessary. This survey sho1.1ld cover a11 children age l 2-1 7, 35 welt as other agi;: groups: this is as 
opposed to the Michigan survey, '"'hich covers only 8th, 10th, and 12th grades. 

5) There ~~ho11!1i be no abatt'.mcnt pro1;es;3. Thi~ makes the entire penalty structure very uncertain 
ru~d <ldds a deg-i"ee of uncertainty to the pe:nalties which greatly \\eakem the incentive~; for 
companies tc.' reduce teen smoking. ~vforenver, after abatement the levels of thG penahies ari: 
suffici.ently low to provide linle incrntives for reductions in youth smoking, panic.ularly when 
they can simply be pl:lssed on to price (as in the case of an industry p~nalty). 

6) (!-.'lcCain only} Tht: penalty ~hould b~ increa:<iing, :::it.her ut a point in time (for missing the 
targets rrwn: severely, a3 in J~ffords), or ove!" time (multiplying if you miss the targets for a 
number of conse..:-u.tivc ye'u~). An advantage oftht.~ latter over rhe former is that, even at a given 
perfo:rmaucc (e.g. missing targets by l 0%), higher prices will be ne~ded in later years to obtain a 
given reduction in youth smoking (since the youths who are still smoldng after large pric~ 
increases are: less price sensitive). 

7) (McCain only). Tht: cap on industry p;!nalties should not be at such a low lewl (NOTE: $2 
billion i.s k::;s than 10 cents/pack). 
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FDA's authority to regulate tobacco prodads u contemplated in S. 1648 

The President has stated that the Administration will support proposed tobacco legislation only if 
it affirms the FDA' s full authority to reglllate tobacco products. That means the authority must 
be as effective as FDA's authority over other drugs and devices, and must be sufficiently flexible 
to meet changing circumstances. S. 1648, if enacted, does not meet that standard. The bill has 
two problems. First, the bill deprives the FDA of needed elements of regulatory authority. 
Second, by creating a separate Chapter for tobacco products, the bill WUlecessarily impinges on 
FDA's ability to exercise, in the most effective and efficient manner, its authority over tobacco 
products .. 

I. The separate Chapter created by S. 1648 to regulate tobacco product suffers from the 
folloWing specific deficiencies: 

A. A.ccess. The bill depri'l/es FDA or any other HHS agency of the ability to modify 
access requirements if the current access restrictions in the FDA rule are inadequate or require 
redirection (such as limiting the types of stores where tobacco products can be sold). The bill 
also bifurcates access and advertising regulatory authority, the former going to the Centers for 
Disease Control; the latter to FDA. That division of responsibility weakens both authorities. 

B. Adyertising. The bill deprives FDA of the authority to modify advertising restrictions 
if the ones in the current rule require amendment or supplementation. 

C. Elexibility. The bill requires that both Houses of Congress act affirmatively - by 
enacting a law --to eliminate nicotine or to eliminate tobacco products (even if, in the distant 
future, a safer alternative to nicotine or the product is developed). 

D. Product Safety. The biil limits FDA's authority to set standards pertaining to nicotine 
and other ingredients in tobacco products, and deprives FDA of the authority to require safer 
products through regulation of, for example, the filter, paper or tobacco leaf. In addition, the bill 
eliminates FDA's ability to require premarket approval and rigorous testing for new tobacco 
products. 

E. Enforcement. The bill does not contain the following enforcement authorities that are 
in current law: civil money penalties; recall authority; authority to detain illegal products without 
a court order; and authority to seize products pursuant to a court order. Additionally, the bill 
eliminates FDA's current adulteration and misbranding authority for tobacco products- which is 
the authority to bring individual enforcement actions without issuing a regulation. 

II. Even if all of the above elements of FDA authority were added to S. 1648, the creation of a 
separate Chapter for regulation of tobacco products creates unnecessary obstacles to the effective 
exercise of FDA authority. Three points illustrate this. 

A. The inference that would be drawn from enactment of a new Chapter is that Congress 
intended to create a tobacco jurisdiction in FDA not only separate from but different than that 



exercised over all other FDA-regulated products. The current statutory scheme that FDA has 
used to regulate tobacco has been interpreted in more than 20 years of regulations. guidances and 
judicial cases. Enactment of a new· Chapter would replace all of that with a stand-alone, 
uninterpreted and unexplicated new jurisdiction, the full scope and extent of which would have 
to be re-built through agency action and judicial rulings. 

By contrast. clarification in the Food Drug and Cosmetic Act of the definitions of"drug" and 
"device'" to explicitly include tobacco products - and clarification of FDA's statutory authority 
to place restrictions on medical device products to explicitly include tobacco advertising -­
leaves in place this entire regulatory context. Should Congress so choose, the standard for safety 
and efficacy of new products could be amended to one that achieves an enhanced public health 
outcome. 

B. New statutes require years to implement. A new Chapter will almost certainly require 
new rules, which will take years to implement. especially given the virtual certainty of legal 
challenges. 

C. Finally, a new Chapter will almost certainly generate litigation over whether the FDA 
must scrap entirely its current regulation and re-start the regulatory process after new legislation 
is adopted. 

315 
1 p.m. 



/I 
I 

• - I ..... ._ ..... 

Provh•inn~ nec~Qry to expressly acknowledge FDA 's jurisdiction 

A statement validating the regulations enacted by FDA-

The regulations promulgated by the Secretary tn the rule dated August 28, 1996 
CVoLq.h_~o. 168 F.R.), adding part 897 to title 21. Code of Feci~ral Regulations. 
shall be deemed to have been properly promulgated under the Food, Drug, and Cosmetic 
Act as amended by this title. 

Amendments to the definitions of drug and device to specifically include nicotine in 
tobac:c:o as a drug and tobacco products as devices-

I •'-'4 

Drug-Section 201 (g}(1) is amended by striking"; and (0)" and inserting ";(0) nicotine 
in tobacco products; and (E)" 

Devices- Section 201 Ch) is amended-in paragr~ph (2) by !itriking "or" at thP. P.nd; in 
paragraph (3), by striking "and" at the end and Inserting ''or"; and by inserting after 
paragraph (3), "{4) a delivery component of a tpbacco product; and" 

In order to clarify the agency's authority, amend section 520(e) as follo\.\·s: 

Section 520(e)Cl) Is amended by striking "or use-" and inserting "or use, including 
restrictions on the access to and the advertising and promotion of, tobacco 
prociurts-" . 

Codify the approach explained in the preamble to the FDA Tobacco Rule, 61F.R.44412-12: 

SP.rtion S 1.~(;;i) i1:; ;fmPnciPd in paragraph ( 1 )(8), by in~rting after the fir~t ~entence 
"For a device which is a tobacco product, the assurance In the previous sentence 
need not be found if the Secretary finds that special controls achieve the best public 
health result."; and in paragraph tlJ by redeslgnating subparagraphs (A), (8) and [q 
as clauses {i}, (ii), and (Ill}, respectively; by striking "(2) For" and inserting 
"(/)(A)For"; and by adding at the end "(B) For purposes of paragraph (1 ){B), 
subsections (c)(2)(C), (d)(2)(B), (e)(2}(A}, (f)(3)(~{1}, and (f)(3)(Q{i}, and sections 
514, 519(a), 520(e), and 520(f), the safety and effectiveness of a device that is a 
tobacco product need not be found if the Secretary tlnds that the action to be taken 
under any such provision would achieve the best public health result. The finding 
a~ to whPthPr thi:i he!'t public h~alth result has been achieved shall be determrned 
with respect to the risks and benefits to the populat;on as a whole, including users 
and non-users of the tobacco product, and taking into account-[i] the increased or 
decreased likelihood that existing customers ot tobacco products will stop using 
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such products; and (ii) the Increased or dP.C:rP..ased likelihood that those who do not· 
use tobacco products will start using such products." 

Recall Authority: Section 518(eJ(l J Is amended by Inserting after "adverse health 
consequences or death," the following, "and for tobacco products that the best 
public health result would be ar,hiP.vP.Ci," 
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Text of Letter to Sen. Jeffords from Public Health Groups 
U.S. Newswire 
6 Mar 16: 18 

Text of Letter to Sen. Jeffords from Public Health Groups 
To: National Desk, Health and Medical writers 
Contact: Kathryn Kahler Vose, 202-296-5469 

or Marjorie Tharp, 202-347-8600 

WASHINGTON, March 6 /U.S. Newswire/ -- Following is the text 
of a letter to Sen. James Jeffords, chairman of the Senate Committee 
on Labor and Human Resources, from 29 public health groups: 

March 5, 1998 

Dear Sen. Jeffords, 

We have had the opportunity to review the "Preventing Addiction to 
Smoking Among Teens Act." We want to thank you for your leadership on 
this vi tally important issue. PAST contain::: many provisions that 
will contribute to the betterment of the nation's public health. We 
recognize and appreciate that changes made from the initial draft 
that was circulated for comment address a number of the concerns 
which were previously raised and that a number of provisions in the 
bill will move public policy forward significantly. 

Nonetheless, the bill raises serious questions in several areas. 
Before we attempt to address other issues raised by the current bill, 
we felt it was critical to inform you of our view that the problems 
that remain with the provisions of PAST concerning the authority of 
the Food and Drug Administration are so fundamental and of such great 
concern that we could not support the bill if the bill is moved to 
mark-up in its current form. 

FDA asserted jurisdiction over tobacco products after the 
emergence of a scientific consensus that cigarettes and smokeless 
tobacco cause addiction to nicotine. The entire public health 
community agrees that the FDA has rightly concluded that (1) nicotine 
in cigarettes and smokeless tobacco does ''affect the structure and 
function of the body," and (2) these effects on the structure and 
function of the body are "intended" by the manufacturers. Every 
public health organization agrees that FDA's conclusion that the 
nicotine in cigarettes and smokeless tobacco is a drug, and that 
cigarettes and smokeless tobacco products are devices is one of the 
most significant advances in public health in recent history. 

The benefits of FDA oversight of tobacco products are: it will 
be a coordinated, comprehensive approach to reduce tobacco use among 
children, it will encourage and assist adults to quit, and it will 
reduce the harm to the American public caused by the products that 
remain on the market. Unfortunately, as drafted, PAST will result in 
a curtailment of FDA's authority in a number of areas, and does not 
provide FDA with needed authority in others. Therefore, PAST will 
not give FDA the ability to do the job that is necessary. 

The entire public health community is united in the conclusion 
that the following FDA related issues are critical: 

-- Reaffirms the authority of FDA to treat Nicotine as a drug and 
Tobacco Products as Drug Delivery Devices. This is a power the FDA 
already possesses which should not be curtailed. The tobacco 
industry agreed to have its products treated as drugs and devices in 
its Agreement with the State Attorneys General. If the tobacco 
industry agreed to have its products treated as drugs and devices, 
there should be no reason to retreat from this sound position. There 
should not be a.separate chapter in the FDCA just for tobacco in 
which tobacco is treated as neither a "drug" nor a "device". Any 
concern about the application of the "safety and efficacy" standard 
to tobacco products is misplaced and easily addressed. Section 

3/10/98 1:50 PM 
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513 (a) (2) and Section 520 (e) (Restricted Devices) already recognize 
that in certain instances devices require a more flexible public 
health standard than is generally attributed to the "safety and 
efficacy" standard. In addition, several sound proposals for an 
appropriate standard, including the standard contained in Section 
903 (C) (2) (A) in PAST, address this issue. 

-- Does not abridge FDA's Authority to Be the Primary Federal 
Agency to Reduce the Ease With Which Children Obtain Tobacco 
Products: While PAST's youth access provisions have been strengthened 
since the discussion draft, PAST would strip FDA of its current 
authority over youth access to tobacco products and transfer 
that authority to the CDC. The CDC is not a regulatory enforcement 
agency, nor does it have rulemaking authority comparable to 
FDA. It is essential to have one agency with overall regulatory 
authority over the key components of any tobacco control plan 
and that agency must have the authority to enforce and revise 
its rules as loopholes in any regulatory plan are identified. 

-- Retains the FDA's Authority to restrict Tobacco Advertising 
That Affects Children: PAST includes the advertising restrictions 
contained in the FDA Rule and the Agreement between the State 
Attorneys General and the Tobacco Industry, but does not retain the 
FDA as the enforcement agency for these restrictions and does not 
recognize the FDA's rulemaking authority to revise these important 
marketing restrictions if the current rules prove to be ineffective 
because of loopholes the tobacco industry identifies. If a 
coordinated effort is to succeed, one agency needs to have the 
authority to coordinate youth access, marketing, and product 
performance efforts. 

-- Does Not Impose Substantive Burdens For Product Performance 
Standards That Exceed those Imposed On Other Products. PAST would 
require the FDA to consider whether a product is "commercially 
feasible" before imposing a product performance standard. This 
provision has been improved significantly from the discussion draft, 
but the "commercially feasible" criterion is one that is not imposed 
for other product performance standard and is a likely subject of 
abuse and delay because the tobacco industry is in a unique position 
to control the creation of any data on this topic. 

-- Does Not Require Congressional Approval of FDA's Actions For 
Tobacco Products: PAST requires an affirmative vote of Congress 
before an FDA action eliminating nicotine or prohibiting a class of 
tobacco products takes effect. 

This is tantamount to stripping FDA of the authority to take these 
actions. We do not support the prohibition of the sale of tobacco 
products to adults, but we also oppose requiring a level of 
Congressional approval for an FDA related tobacco action that would 
not be required if FDA took a comparable action with regard to any 
other product. It is significant that the restriction on the FDA in 
PAST goes beyond what even the tobacco industry demanded in its 
negotiations with the State Attorneys General. 

We hope it will be possible to work with you and your staff 
before any mark-up to correct these critical problems and to address 
other aspects of PAST that we believe should be improved before the 
bill is acted upon by the Committee. We appreciate your concern for 
protecting our nation's children from tobacco and hope it will be 
possible to reach agreement on a bill that will meet all of our 
mutual goals. 

Sincerely, 

American Academy of Family Physicians 
American Academy of Pediatrics 
American Association of Physicians of Indian Origin 
American Association for Respiratory 
American Cancer Society 
American College of Cardiology 

3/10/98 1:50 PM 
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American College of Chest Physicians 
American College of Physicians 
American College of Preventive Medicine 
American Heart Association 
American Medical Association 
American Psychological Association 
American School Health Association 
American Society of Addiction Medicine 
American Society of Internal Medicine 
American Society of Clinical Oncology 
Campaign for Tobacco-Free Kids 
College on Problems of Drug Dependence 
The HMO Group 
Interreligious Coalition on Smoking or Health 
Latino Council on Alcohol and Tobacco 
National Association of Children's Hospitals 
National Association of County and City Health Officials 
National Hispanic Medical Association 
Oncology Nursing Society 
Partnership for Prevention 
Society for Behavioral Medicine 
Society for Research on Nicotine and Tobacco 
Summit Health Group 

-0-

cc: The Honorable Edward M. Kennedy, Ranking Minority Member 
Senate Labor & Human Resources Committee 

/U. S. Newswire 202-347-2770/ 
03/06 16:18 
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FDA'• a thority to regulate tobacco productl as contemplated Ill S.1'48 J 

ilh'""" ~DlT tHtt~vt. o.MJ t~i«.tl IM.410\IAI i~ ()UA~wih, ov"'- ~LQ.lUI l'"'\l.ktd'-l. 
The 'dent has stated that the Administration will suppon proposed tobacco legisl111ion only if 
it affir. s the FDA•s full authority to regulate tobacco products. That means th~ G\lthority must 
be as ftective as FDA"s authority over other drugs and devices, and must be sufficiently flexible 
to eet changing ci~umstances. S. 1648, if enacted, does not meet that standard. The bill faik ~4>.> hue 

\>~l.lt1M.1, 11.iat. it clees not ir&0Jode kot clements cfFDA'c cwrent mlhartt)'. Second, 
even if a a1w e?Sectment included coch of those elem1Rts, tho Nm of the whole would he leS& 
tlum ;ummt FD.4. &Ubarity We take these tSS\185 ap in twm. 

~ tt~A~ \'t S. I (/I{ r' r:::._ 
I. 8, l '4 8 WO'l!kicreate an entire new Chapter o re ate tobacco products/The separate 
bAap~ suffers from the following specific deficiencies: 

CUVW-4.\~ 

A. Access. The bill depn DA or any other HHS agency of the ablllty JO H9pa~~i'-y °''-~s.s 
acldilieaat'requirements if the a trictions in the FDA rule are inadequate or require 
redirection (such as limiting the types of stores where tobacco products can be sold). The bill 
also bifUrcates access and advertising regulatory authority. the former going to the Centers for 
Disease Control; the latter to FDA. That division of responsibility weakens both authorities . 

. \. ~t.l"'ve.i I ~ 
B. Adverti1ing. The hill ~ively ~FDA '6 la.uthority to impose additieaa( IM '~~ 

advertising restrictions if the ones in the current rule raquire amendment or supplementation. 

C. FJe'J(i.bil~ .. The blll requires that both Houses ofCan~ss act affume..tively --~cnactiV\j 
a law-·to eliminate nicotine or to eliminate tobacco products (even if, in the ~future, a 
safer alternative to nicotine or the product is developed). u"' cJ~.,. cJ1.C5:>\-'"~ l........__, cl,;>Vl'\.,...'°'~., 

1'!:> '"'"''J c-1.r~<...c)'\ pv-o-vroi:.cJ 0-v\ 01" i:>tn-f-vV1il-.1 ko l"E.vrl.c....'.:,"''l:~~(:,":> "'(... f-1-..r~ so.-1-. 

D. rmduc:t Safetx. The bill limitc; FDA's authority to set standards pcnaining 'lO nicotine 
and other ingredients in tobacco products. and deprives FDA of the authority to require safer 
products through regulation of, for example. the tilter, paper or tobacco leaf. In addition. the bill 
eliminates FDA's ability to require prcmark~ approval and rigorow: testing for new tobacco 
products. 

E. Enfor£1'P'fml. The bill does not contain the following enforcement authorities that arc 
in current law: civil money penalties; recall authority; authority to detain illegal products without 
a court order; and authority to llClzc pt"oducts pursuant to a court order. Additionally, the bill 
eliminates FDA's current adulteration and misbranding authority for tobacco products - which is 
the authority to bring individual enforcement actions without issuing a regulation. 

Il. lllc &llm gf these pllrti, however, if enaGted in a scparat;e_chapter.,..wH1-be-lea9-tb.en--the" 
~ltl10r1·ty-tha~-tegulate-ana-reduoe-youth--tobacco-uSQ/Thrcc poinb illustnte 

the proposition. 
5 
\.<th.~ ~"""-~ 1 

A. The inference that wou.ld he drawn from enactment of new Chapter is that Congress 
intended to create a tobacco jurisdii;tion in FDA not only separa frorn but different th.an that 
exercised over all other FDA-regulated products. The current · FDA has regulau:d \Aw..!. +ti 



-· , ... - ..... 
. • 

rf~o.k ~~ 
~acco eeB:iei:&s a eem:pln etaftltofY &kueture ~ been interp?eted in more than 20 years of 
regulations, guidances and judicial c~. Baactment af a new Chapter would replace all of that 
with a stand-alone, uninterpreted and unaxplicated new jurisdiction. the full scope and extent of 
which would have to be re.built through agency action and judicial in~Mttel\.. V'l.l IA\'l&s., 

'==-=:./ cla.Ai~\.\~ 

By contrast, clarification in the Food Drug and !cos etic Act of the definitions of' .. and 
"device" to explicitly include tobac«> productsfand. fFDA's statutory authority o place 
restrictions on medical device products to cx.plioitly include tobacco advertising leaves in place 

· · · · Should Congress so choose, the: 
standard for safety and efficacy of new roducts could be amended to one that achieves an 
enhanced public health outcome. 

challenged in c:ou~ leading to several 11dditional years of delay. 

"'""" '"1-.;.,ly ~ ~.,wr ~ 
C. Finally~ Chapter that ~mis the ~::t A te9ulation ef these preduets 

will ~nerate litigation over whether FDA scrap efttirclt. its current regulation/ aA.\tL 
OBly td' rc--sturt t process after new legislation is adopted. Imperiling the FDA regulation thut 

' ' . . . 

.:l.:10 PiJrn::> g-g.:1 
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TO JERRY MANDE: 

WE INTEND TO GIVE ARTHUS ROSENFELD, OF SEN. JEFFORDS COMMITTEE STAFF 
THE FOLLOWING DOCUMENTS, WITH YOUR APPROVAL. 

SHOULD I ALSO BE FAXING TIDS TO A1\lYONE ELSE? 

1. LIST OF INFORMATION AND STIJDlES WlllCH WILL HA VE TO BE PUT IN 
REOPENED RECORD TO DEMONSTRATE SIGNJFICANT RISK 

2. SUGGESTED WORDING FOR SIGNlFICANf RISK AND FEASIBILITY FOR SEN 
JEFFORDS BILL 

J_ CURRENT STAFF REQUIREMENTS AND DETAILS ABOUT OUR "DOCKET" AND 
COMPUTER PROBLEMS 

4. CURRENT REG PROCESS 

5. PROJECTED STAFF REQUIREMENTS 

6. PROJECTED REG PROCESS 

~002 
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LIST OF INFORMATION 
FOR WHICH OSHA WOl.ll.D NEED TO REOPEN THE RECORD 

1F NO CONGRESSIONAL FINDING OF SUBSTANTIAL BVRDEN 

1. Results of ETS ExposuI'e workshop, help in September, 1997 (to be published in peer 
reviewed journal later this year) 

2. Results of two additional workshops (EIS quantitative risk assessment; local exhaust 
ventilation for hospitality sector) to be held this calendar year (to be published in peer reviewed 
joumal in near future) 

3. List of new studies available since record closed, attached 

~00.1 
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Lis1 ofnr:w informarion s1:nce 1996 cJosing of the record: 

Ah.luv>'ali:a., I., Gmmmer--Strawr.., L, and Sr.;alon, K. Exposure: to environm~ntal tobacco smoke 
an(i bixth ou·:come: :incre3.$ed effects O:\ pregnan~ wvmen aged 30 years or older. A.rn J 
Epidem.iol. l46(l): 42-7, I 997. 

Benowitz, ~real L.. Cotinine as a Biomarker of Environmental Toba~co Smoke Exposure. 
b;1demio!o~:;,_L{e_yiews. pp. 188-204 Vol. l8 1996. 

Bergm:i1;: T., Johmon~ D., Boatright, D .. , et al. Oc.cupational exposure of nonsmoking nightclub 
musidans l\.) environ.mental tobacco sr.:ioke .. i\m. Ind. Hyg. Assoc. J 57:746--752, 1996. 

California Environmental Proter;tion .Agency. Health Effects of Expcsure to fan·lr.:i1imental 
Tobacco S:mok!!. California Env:ironmentaJ Proiecticn Agency, Of:Ece of Environmemal Health 
Hil7.ard Assessr.:iem. 1997. 

Cardenas, Victor M. Environmental tobacco smoke and lung cru1cer mcrtali~· in the American 
Cancer Society's Cance1 Prevention Study 11. !:'.ancer Causes an_d Control, pp. 5 7-64 Vol. 8, 
1997. 

Comstci:k, George \V .. MD. Parental smoking and perinatal mortality. Am. J. Qhs. &Gmec. pp. 
70~-718 Juiy 1, 1967. 

Coultas, DaviJ B. Variability l)f Measures of Exposure to Environm.::ntal Tahaeco Smoke in th~ 
Home. pp. 602-608, 1990. 

Dean.field, J. Pas:::.ive . .;;moking and eariy arterial da.•11age. European Heart Journal 17:645-646, 
1996 .. 

Dobson, Annette S. Passive smoking and the risk of heart attack or coronary deatb. The 
MedicaJj.Q_l,m:!.f+I of A\IBtnalia. Vol. l~pp. 793-797. June 17, 1991. 

Fotier, Isabel Paf.sive Smoking during Pregnancy ru1d Risk of Delivering a Smal1-for­
Gesrati1)nal~Age lllfant. Ameri@!l.Joumal of Epidemiology, Vol 139. No 3 PP- 294-301.1994. 

Gerlach. K., Shoplaud, D .. Hartman, A., et aL Workplace smoking pobr.ies in the Unitr~d States: 

results from a national survey of more than l 00,000 workers. Tooacc:o Cc-ntrol 6: 199-206, 1997. 

Glantz, Stamon A. Passive Smoking and Ht>art Disease Epidemiolcgy, Phy~iology, and 
Biochemistry. Clizj_c;::1ll_.p.m1jress series pp 1-112 Vol. 83, January 1991. 

Glantz, S. (.Jnd P&i1nl~y. W. Passiv•! and Ac-tive Smelting: A problem for adult::i. Cirwlation 
94(4):596-598_ 1996. 

Greer, Jcnatha11 R. MD, MPH Asthma R;c:lated m Occupational and Ambient Air Pollutants in 
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Nonsmokers JOM Vol. 35, Number 9 pp 909-915 Sept. 1993. 

Haley, Nancy Jean Biochemical Validation of Self-Reported Exposure to Environmental 
Tabacco Smoke Biochemical Validatj.QILofETS Exposure. pp 127-J 35 1989. 

Hammond, K. Response to letters on "Occupational Exposure to Environmental Tobacco 
Smoke". JAMA 275(6):441-442. i 996. 

Hammond, K., Sorensen., G .• Youngstrom, R., et al. Occupational exposure to environmental 
tobacco smoke. JAMA 274(12):956-960, 1995. 

He, Y. Passive smoking at work as a risk factor for coronary he.art disea~e in Chinese women 
who have never smoked. BMJ Vol. 308:380-384, February 1994 

He, Y. Passive smoking at work as a risk factor for coronary heart disease in Chinese women 
who have never smoked. Dcspt Of Epidemiology. 4th MilitazyMed. U. Xi,an. C,hina. pp 307-
311, 1994. 

Howard, G. Active and Passive Smoking are Associated with Increases Carotid Wall Thickness: 
The Atherosclerosis Risk in Communities ARIC Study. IN PRESS pp 1-31. 

Iso, H., Shimamoto, T., Sato, S., et al. Passive smoking and plasma fibrinogen concentrations. 
Am.J.Epidemiol. 144:1151-1154, 1996. 

Jinot, Jennifer Environmental Tobacco Smoke: Science vs Rhetoric Risk Analysis, Vol. 15, pp 
91-95, 1995. 

Jinot, Jennifer, Respiratory Health Effect of Exposure to Envirorunental Tobacco Smoke 
R~views on Environmental Health. Vol. 11, pp 89-100, 1996. 

Kawachi MD, ChB. Deaths from lung cancer and ischacmic heart disease due to passive 
smoking in New Zealand. The New Zealand Medical journal. Vol 102, No.871, 1989. 

Koo: Linda C., John H-C. Ho and Ragnar Rylander. Life-History Correlates of Environmental 
tobacco Smoke. A Study on Nonsmoking Hong Kong Chinese Wives -with Smoking Versus 
Nonsmoking Husbands. Soc. Sci. Med. Vol.26, No.7, pp.751·760, 1988. 

Kawachi, 1., Colditz, G., Speizer, F., ct al. A prospective study of passive smoking and coronary 
heart disease. Circulation 95:2374-2379, 1997. 

Lambert, William E., Jonathan M. Sa.rnet, MD .. and John D. Spengier, PhD. Environmental 
Tobacco Smoke Concentrations in No-Smoking and Smoking Sections of Restaurants. American 
Journal of Public Health Briefs, 83:1339-1341, 1993. 

Menzies, Dick, MD, Robyn M. Tamblyn, PhD, Fatima Nunes, James Hanley and Robert 
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Tamblyn. Exposure to Varying Levels of Contam.inants and Symptoms arnong Workers in Two 
Office Buildings. American Journal of Public Health, Vol86, No.11, 1996. 

National Academy Press. Environmental Tobacco. Measuring Exposures and Assessing health 
Effects. Washington, D.C. 1996. 

Pirkle, James L ., Katherine M. F~gal, John T. Bemert, Debra 1. Brody, Ruth A. Etzel and Kurt 
R. Maurer .. Exposure of the US population to Envirorunental tobacco Smoke. The Third 
National health and Nutrition Examination Survey, 1988 to l 991. JAMA Vol.275, No.16, 1996. 

Proctor, Christopher J., Nigel D. Warren, Micha.el A.J. Bevan and Jo<m.n.a baker-Rogers. A 
Comparison of Merhods of Assessing Exposure to Environmental Tobacco Smoke jn Non­
Smoking British Women. Envir. lnternational, Vol. l 7,pp.287-297, 1991. 

Rebagliato, M., Du V. Florey, and C Bolumar, F. Exposure to envior..iner..tal tobacco smoke in 
nonsmokfog pregnant women in relation to birth weight. Am. J. Epidemiol. 142(5): 531-7, 
1995. 

Rebagliato. M., Bolumar, F., and Du V. Florey, C. Assessment of exposure to environmenal 
tobacco smoke in nonsmoking pregnant women in different environments in daily living. Am. J. 
Epiderniol. 142(5): 525-3 0, 1995. 

Repace, J., Jin01, J., Bayard, S., et al. Air Nicotine and Saliva Cotinine as Indicators of 
Workplace passive Smoking Exposure and risk. IN PRESS 1997. 

Robbins, An:rhony S., David E. Abbey and Michael D. Lebowitz. Passive Smoking and Chronic 
Respiratory Disease Symptoms in Non-Smoking Adults. International Joumal of EpidemioL, 22 · 
809-8lL 1993. 

Siegel, M., Husten, C., Merritt, R., et al. Effects of separately ventilated smoking lounges on the 
health of smokers: is this an appropriate public h~alth policy? Tobacco Control; 4:22-29, 1995. 

Sandler, D. Comment to letters on "Breast Cancer, Cigarette Smoking, and Passiw smoking." 
Am. 1. EpidemL'll. J 33(2):208-209, 1991. 

Shopland, D., Hartman~ A., Repace, .T., et al. Smoking behavior~ workplace policies, and public 
opinion regarding smoking restrictions in Maryland. Marlyand 'Medtcal JoLirnal 44(2): 99-104, 
1995. 

Shopland, D., Hartman, A., Gibson, J., et al. Cigarette smoking among U.S. adults by state ar1d 
region: Estimates from the current population sun-ey. JNCI 88(23):1748-58, 1996. 

Steenland, K., Thun, M., Lally, C., et al. Environmental tobacco smoke and coronary heart 
disease in the American Cancer Society CPS-II Cohort. Circulation 94(4):622-628, 1996. 
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SUGGESTED WORDING 

L Significant Risk i"" the:. woY"\c.p\e..c:..c. 

Congress finds that lung cancer, heart dise~, and other adverse health effects arising from 
exposure to environmental tobacoo smoke impose a substantial burden upon and are a hindr11.I1ce 
to, interstate commerce in terms of lost production, wage loss, medical expenses and di5ability 
compensation payments. 

All exposure to environmental tobacco smoke in workplaces, public buildings, and facilities poses 
an unacceptable risk of adverse heitlth effects. Ref)tricting smoking in these faci1ities will 
substantially reduce or eliminate that risk. 

Congress finds that the Occupational Safety and Health Administration (OSHA) shall issue a final 
rule on involuntary exposure to tobacco smoke in agreement v.ith the intent in Title III, Standards 
to Reduc.e involuntary exposure to tobacco smoke, of the 'Preventing Addiction to Smoking 
among Teens Act" or the "PAST Act" [S.1648]. 

2. Feasibility 

Congress specifically requires that OSHA: 

I) No iater than 365 days after enactment of this legislation, the Secretary of Labor must issue a 
standard to reduce involuntary exposure to tobacco smoke. 

/\ 
vlol\de..r +h~ O:>H Ac.\. 

2) The standard must apply to all indoor and enclosed workplaces, p\.\9l!e t.\.iild1nes, avd f.a"ilitiee. 

3) The standard is to take effect upon "issuance," except that the standard may include a 
reasonable delay in the implementation date. 

~ The sta:ndco d wift have the e~et of an OSH .~ stindard. 

(5) Nothing in this statute or any regulation promulgated pursuant to it shall preempt any existing 
or future federal, State or local law or regulation chat is at least as effective as the Federal OSHA 
standard in reducing involuntary exposure to tobacco smoke. 

ll]Oll8 
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CURRENT STAFF' A.'l\ID RESOURCE REQUIREMENTS 
FOR COl\l:lPREHENSIVE IAQ STANDARD AND FOR SEPARATE FINAL ETS 

STANDARD 

• Fir.a.I will take substantially longer than 12 months 

• Limited/focused reopening of record for information: (1) from workshops 
(which responds to portions of record. reducing our burden, if no 
Congressional finding); and, (2) on data gaps which, without Congressional 
finding, is needed by OSHA to sustam court challenge 

• Draft regulatory text and preamble, modified on existiP.g docket plus new 
infonnation in docket from limited reopening 

• Modify risk assessment, based upon existing and new docket information 

• Current staff: For ETS final only," with reopening ofrecord, 5 and 1
/: FTE 

each year for 2-3 years from HSP/ORA/SOUDTS (and docket) plus 1 
additional FTE for DTS ( docket)n for reoperM!g; primar'Jy non·GS-14-
15; plus current contractor support ($0. 2 M already budgeted) and 
additional $0.25 M for record analysis 

• :Make decision regarding scope: and re:rtaurants other than fast food based 
on complete re·\~ew of new information (to docket through limited 
reopening) collected from workshop on local exhaust capture ventilation; 
results of analysis determin~s. in part, and OSHA's abiliry address 
regu!a.tcry issues. 

"For comprehensive IAQ standard, with reoperJng of record, ETS final first, non-ETS final later, 
6 FTE each year for 3-4 years from HSP/ORA/SOL/DTS (and docket) plus one. add\tional FIE 
for DTS (doclcet)0 for reoper.ing; primarily non-GS-14-15; plus contractor support ($0.2 M 
already budgeted) and additional $0.25 M for record analysis 

••Additional support for DTS not needed if record not reopened; legal vulnerability an issue if 
not reopen 

!.4J 009 
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T~@ ~assive s12s ~f the IAQ doc~et nacessi:ated the devel~~menr 
of an electronic tocl to manag2 ~nd a~alyz~ the in~~rma~ion 
sub.:rd .. i:.teci to ~h,_~ !l1.Q record. It: ig a d:::cumf:.nt: ma~~.:igerre:1: system 
intended ~a be used for all future OSHA ~~lem~kings. 

In 1996 OSHA awa~1ed a contrac~ to Automated Sy2t~~s 3nd 
Prc1g;.·arrr!ing, I:..:::. (A.SP:i.::1 to develop the Docket Ana~y::=ds 

fJ21tc.baS(;.. 'rhis Ls ;1n eiect.~ori . .i.c document r:canageme:'.1.1: sys':.em that 
has th8 following features: It is a relational database 
man::.lgeme:·1t sy.st:em which prcivi.de5 th~; user Hi th the ac·i lL .. y t:c, 
re:rie~e. vie~, and edit d~cume~ts. It is a~ ORACLE 7 3 
dat.aba$e, linrnd to the PDF(i.e. te:-:t searchable) LlF.s o: c:-,,,0 

IAQ reco=d, designed to be used on the OSHA net and frcm ~emc~~ 
access. The purpose of this application is ~o query, brcwse, 
edit and add dat<!l!:-~.~;;e n::ccrds rel a ::-.ed to JSrlA docum.;;'ri ts, ::..n 
acldit:iCn ·::a '!iew.ing im,;.,9e;; of all rj~lCL.:ments SUC·l.tit.r:t?d tC ::r.e 
rEC".:1.rd. 

3tatus ~f p~oject: 

Database devslopmenc began in Septen~er 1995. Twe:ve ~apes 
co::rair,ing tl:e entire IAQ dc1cket (i-!122) j_:i TIET ir.,ase forn<st wi::re 
ob::ained fror:' the dcc:l~et uf f i::::1=' between Oc:.:;be1· 2. S1 96 a::-ici ?eb:::uary 
l 9 9! . S ign .. i.E ica nt work had t.o br:o done i.".1 ::.:::de::· to ccn\' 2rt and 
transfer data frcG t~~ tapes to ~~e curren~ PDF envircnme~t w~ic~ 
allows te~t seachab!~ access. Collating the d~ta into doc~me~~~ 
is nearly comple~e. 95~ of the IAQ record ~s c~rra~tly in t@x~ 
searchabl~ format and is being \:sed by IAQ t~am ~embe~s to rev~ew 
::H1~l analyzs the docket. The rem;::,in1ng dccurno2:nts 3re exp8cted to 
be cornplet~d withi~ 2 ffionchs. H8wever, tea~ a2cess to tnese 
:iles is dep.;ncied ;_:_pen OMJ::; ~Hlpport which has beer •. i.f~ss tha1~ 
Et !1 ti G ·,Lpa t ::; d. 

In addition, further enhancereent cf the ORACLE da:abase by HS? is 
completely depended ~pen OMDS support. 

Problems enc~untered: 

1. One of the main problems tha~ has resulted in t~e delayed 
de·vel.oprnem~ and ::.rri.pler.:1ent2ti..or• ·:·f the OR!i,CLE data::.;2se i:3 t.':-le fac'.t 
that this project has ~ever baen a s~a~ed pri.ori~y wi~h ~he 
Age~=y and therefc~e CMCS has bee~ unable ~o prcvide fJll !nd 
timely response ~o HSP ~eque5t3. 

2. Cc:nrnL1rication problems l;ave re;;·..i.1-c:ed in further dE:lays. 
There is nc't a. clear chain ot comr,ari .. d. or de:.:n2ti are;. of 
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responsibj.lity in how difterenL secticns of OMCS respond ~o 
regues~s for :T supporL on user a?plicatians cievelopm~n: w~rk. 

3 . 0.3Hfa\ n e·: re. :::on f :Lgur at ion a..::.d c'.-: af!ge s in t r.e architect ··_1.c1~ of 
-:he networ'<;, :r,eci;ssitated ch:rnges ::.8 previ01.lS.lJ' (;:omple1~ed cL1d 
fully operat1c.'1a1 p=cgr31r.s .:'..n order to conft:i::-n tc. the r.t;w r:et1•Jl)l'.'r: 

conf:\gu.ration. This activ;t.ty requ.L:::eci an ex.t(:;n~;.i.'1e 3.lfi.:'.')l:.r1t c.f 
prc-,gra:r..mf:r time and wa.~ completely cut of HSP' .s :ont:-ol. 

4. Some delays in respo~se can be directly attributed to 
s:-.-::u:Hi:Jn::; outside of OY!CS staff control (e.g., movir.3, 1.lfJgro.c~ir·.si 

equipment, 3nd training 2ssocia~ed with new p~od~cts). 

:) . Del~ys .ir. installinc; GAACLE Context on the S(;.rver by OMDS, 
CiRi\Z:LE ::cnte.xt .i.s 3. cruci.:~l module of the da-r:al.Ja::;;e ar.plicati.o'.l, 
w~ich will pr~vide f~ll ~ext searching capabilities and the 
ability to u!e artificial intelligence and toolea~ logic ~~ 
cc:-Jduc:r. dc(":ument ~.ummarii;s. !-!S? has make rep~ated reques-:s -c.c 
JM~S fo~ the installation of this IT tocl en ~he server. Over a 
yea.:'.' lat:r;!r ,, CMOS hi) s c:.ot made ORACLE CoEtex"::. ava i 12ble ~nd c he:-e 
is no specific date by whic~ this will te made available ~o ~SP's 
pr:c-gra:-r11ting staff y~t. 

Issues ~o be =esolved: 

1. SOL access to OSHA net. I~ is imperative that SOL be given 
ac=ess ~c t~e docket an~lysis datab3se and a:l ether j~~ernal 
t;~,;.m docurnetrcs. Efforts to resolve this issue ho.·1e bF':'en ;-.amp·,;,rE;C, 
by departm~ntal conflict~ (i.e. ciisagreements between OASAM vs. 
OMDS over ~etwork access iss~es), and project pricrities (i.e. 
t~is has ~ever been a priority issue for OMDS, theLefore it h~s 
never received their full attention). 

2. G~anting re~ote access tc the IAQ team mernbe=~· T~is is ~ct 
to accor..modate f lexi9lace. ':'he teaJT• w i 11 be working f r.:y:: ho:ri .. ::: 
eve~ing~ and weekends and needs ~o access the files rernctely. 

3. Full cooperation £rem CMOS. We request at :east one perso~ 
:ro:n i:;he ORACLE development team oe as$igned t.o :L.'..s prcJec:t 
:ul.l-t:.i.me. 

4. Additional funds to support further develo~men~ cf the 
da ta:iase ; lncluding CPACV: context in~c, the datab,;i.s2 
architecti .. n:e). ~~e estimate $2~0,:JQO. 



03/05!98 THU 16: 11 FAX 202 219 4761 liSDOL OSHA OAS 

Current Regulatory Development Process: ETS FINAL STAlVDARD 
Not Comprehensive /AQ Standard; No Congressional Finding of 

Substantial Burden:· With record reopening 

.............. · .. ·: ............ , ...... · .... ···,···: : :··· ............. ,.,,. ··,·· .. ,·.•.·• .. • .... :•,<.,_.·: .•.. , ........ • .... :,·:: . .:··•·;· ..... < .. "· .·· :":<·.• ...• _ .......... · ....... · .. ··" 
•,·,· .. :.·.,:.":.·: .. :·."•" ·.· .·.··:>: .· ." ···:·: ., ...... , ........ ·, "" ·, ........... •,• . · .. ·., .. ,···,·'·· .. •• ·'·•':' .. ·.·.· .......... ··: '· .. :··.·.·.· .. ··.,···.·.• .. •,.:·.·.·.:·· 

...
• :.::A.· ...... ·.·.·.·.··.·o.· .. · ..... · .. ·.:.:,_ .. :.· ···• ·····•·:> • .-:"·:·.,:··:·:· ... ···:-•.:..._:,_;o·: · .... .-... . .- .. :.: .. -... :.":": .. ·. . 
f"S~&.a n : .. : ·.::.: :· :· ·.·.:·: ... , ;: :.:: .. ····.<·, . :··: ··.·: · .. · .,... :··: ·.:~ .. :: . .'. :.::· . ·. -,. ····:···· ·. .. . . - : ·.- .. 

(1) Complete OSHA's work.shops on quantitative risk assessment and local exhaust cap~ure · 
ventilation . 

(2) Draft Reg. Tex:t -~-1 
I (3) Haith standards and legal analysis of Reg. Text for legal sufficiency i 

( 4) .Respond to any comments and integrate new comments into Reg. Text, as needed 

(5) Draft Summary and Explanation section 
t------------~---~---------------------~ 

(6) Health standards and legal analysis of Sum&Ex for legal sufficiency 

(7) Respond to comments and integrate into new Sum&Ex 

(8) Draft Introd'.lction/Paperwork/Federalism/Ex.ec.Order 13045 sections of Preamble 
·------~ 

(9) Health standards and legal analysis for legal sufficiency 

( 10) Respond to any corrunents and integrate new comments as needed 

( 11) Draft section: Events leading to final standard, including advisory committee response 

(12) Health and legal arllll.ysis for legal sufficiency; respond to comments --
( 13) Limited and focused reopening of docket 1 ·---------------------1 
(14) Close record 

---~~--~~--~~---~-~~~-~~-------! 

(15) Analyze new information and comments to record 

(16) Draft Health Effects section of Preamble 

(17)Health imd legal analysis of legal sufficien1;y; respond to comments 

(18) Draft revised quantitative risk assessmeni (QRA) 

(19) Health and legal analysis of legal sufficiency~ respond to comments 

1 

~018 
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.......... ···'. ···,. . . : .· .. · . ···. ··,····· . ':. :· :. :·: •> ' ... '.I I '' 

:- ·,·, ,. . . . . 

(20) Peer review ofQRA 
~·--~-~--~-~-~~~---~~--~~----~~---~--

(21) Negotiate resolution of any remaining issues 
---------~~-----

(22)lncorporate relevant conunents into new QRA 

(23)Draft Significance of Risk section of preamble 

(24) Health and legal analysis oflegal sufficiency of Sig. Risk section 
~----------~-~~------j 

(25) Respond to comments on Sig. Risk section and incorporate as needed 

(26) Draft SBREFA analysis 
--------~~-~--~-~--

( 27)Draft Un..-tunded mandates (UMRA)section 

(28)Draft Regulatory Impact Analysis (RIA) 
~------~~~-------~ 

(29)Draft Environmental Impact Analysis (E.IA) 
~--~~-----~-~~----~--~----~---~--~ 
(JO)Legal and Policy analysis of SBREFA!UMRA!RIA/EIA sections for legal/policy sufficiency 

(31 )Respond to comments on SBREFA!UMRA/RIAIEIA sections; integrate into new sections 
as needed 

(32)Departmental economist analysis of policy/legal issues of SBREFA!illvlRAIRIA/EIA 
section 
1--~~-~··~~~-~~~~------~~~------~---~ 

(33)Respond to comments on SBREFAIUMRAIRIAIEIA sections; integrate into new sections 
as needed 

(34) Incorporate Reg.Text, Sum&Ex, Introduction, Paperwork, Health Effects, QRA, Sig. 
Risk, RIA (SBREFA/UMRA/EIA/RIA) sections into draft standard 

(35) Prepare briefing materials for Assistant Secretary, ASP, and Secretary of Labor analysis 
and review of draft standard I 

(3 6)Respond to comments and integrate into draft standard 

(37) Departmental internal analysis by Policy, SOL, ASP for legal/policy sufficiency 

(3 8 )Respond to comments; integrate comments into draft final standard --------
(3 9) Provide draft final standard to Assistant Secretary for review 

( 40) Incorporate changes as needed 
~~~~~~~~~~~-~~~~~-----~--~--~---~----i 

(41) Provide draft final standard to DOL for policy/legal analysis 

2 

14J O 1l 
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·.· .. ·. ·· .. , .. _, ... ·. · ':.-:::::·.'\>·/:>,:i·:<·:::_::-: .. ':::':'_:::r_::_:_:_; ._:.:,::-::-:,:,:···:.:::::.:;::' ·:.=< ···::/:.!+: ·-:·., .... ,.,,:::. · ,_, ...... · '·> ....... ·.:: .. :.:;·l' 
Acdi?~:·~· .:' .. >,.,, ........... :':.··· ::,':·.:.· .. <.::.•· .:-:::- .,. :: · .. ·· . . ... · ·· ··· ... ·.. _ 

( 42)Incorporate changes as needed ~ 
(43) Prepare standard in proper FR format ·----

( 44) OMB arialysis and review 

(45)Develop responses to OMB issues; negotiate resolution of issues I 
( 46) Transmit final standard to FR for Publication I· 

( 4 7) Respond to FR requ~st for revisions 
~~~~~~~~~~-

( 48) Publication of final in FR I 

3 

1 · 

I 
I 
I 
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PROJECTED STAFF AND RESOURCE REQUIREMENTS 
TO IMPLEMENT FINAL ETS Rl.IT.,E 

GIVEN CONGRESSIONAL FINDil..J"G OF SUBSTANTIAL BURDEN 
AND UNACCEPTABLE RISK AND APPLICATION 

No reopening ofrecord; final in 12 months 

• Complete analysis of existing record 

• Draft regulatory text 

• Draft modified preamble based on existing docket 

• Draft risk assessment using Congressional finding 

• Estimated total resources and staff required to complete in 1 year: 11 FIE 
- OSHA and 2.5 FTE - SOL; includes additional GS-14/15 level support 
from HSP/SOL/ORA; plus additional contractor support ($0 55 M - this 
includes two additional FTE contract support) beyond $0 2 M already 
budgeted 

• Regulation of bars, hotels and casinos, and restaurants other than fast food 
establishments held in abeyance: final non-ETS standard completed later 

i(l]OU 
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Projected Regulatory Development Process.· ETS FllVAL STAl'lDARD 
(one year) 

Congressio,,ial Finding of Substantial Burden;· no reopening 

. . .. .. 

Action 
----

( 1) Draft Reg. Text --- - .. -
(2) Health standards and legal analysis of Reg. Text for legal sufficiency 

-

(3) Respond to any comn1ents and integrate new comn1ents into Reg. 
Text, as needed 

---
( 4) Draft S umrnary and Explanation section 

(5) Health standards and legal analysis of Sum&Ex for legal sufficiency 

(6) Respond to comments and integrate into new Sum&Ex -·- ---

(7) Draft Introduction/Paperwork/FederaJism/Exec.Order 13045 sections 
of Preamble 

(8) Health and legal analysis for legal sufficiency 
-

i 

I 
i 

(9) Respond to any comments and integrate ne\\' comments as needed j 
(10) Draft section: Events leading to final standard, including advisory I 
committee response 

I - ·-

( 11) Health and legal analysis for legal sufficiency; respond to I 
comments 

~~ (12) Draft Health Effects section of Preamble* 

(13) Health and legal analysis of legal sufficiency; respond to comments - - - --

(14) Draft SBREFA analysis 

( lS)Draft Unfunded mandates (UMRA)section 
----
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Actio.n 
___:.;___-~-------~~-~--~-~--------~---~~---~ 

( 16 )Draft Regulatory ltnpact Analysis (RIA) 
i-----------~~-------------------~--

(l 7)Draft Environmental Impact Analysis (BIA) -· -· ~------------------! 

(18)Legal and Policy analysis of SBREF..AJUMRAIRIA/EfA sections for I 
legal/policy sufficienc.y I 
~--------· ------ --·-' 

i (19)R.espond to c01mnents on SBREFA/UMRA/RLA/EIA sections; 
I integrate into new secticms _a_s _ne_e,_d_ed __ ~---

i (20)De.partmental economist analysis of policy/legal issues of 
I SB REF A((J~RA/RIA/EJA section_ _ ·--

1 ~;l)Resp~'nd to cornm~nts on SBREFA/UMRA/RL<\/EIA sections; I 
~tegratc 1~~~~-~ew sec~10I~S as need~d _ . _ ----------~ 
(22) Incorporate Reg.Text, Sum&Ex) Introduction, Paperwork, Health ' 
Effects, QRA) Sig. Risk, RIA (SB REF A/lJMRA1l~li\JRIA) sect.ions 
into draft standard 

(23) Prepare briefing materials for Assistant Secretary, ASP, and 
Secretary of Labor analysis and reNiew of draft standard 
1---------~ - i 

(24)Respond to conunents and integrate into draft standard \ 

(25) Departmental interr:al analysis by Policy, SOL,. ASP for legal/poti~y j 
sufficiency 

(26)Respond to comments~ integrate comments into draft final standard 

i (27) Provide draft final standard to Assistant Secretary for revie·w 

~8) Incorporate ch~ges a; needed - j 

@) P;<?_~ide _draft final_ ~tandard !?-DOL for policy/legal anal~s_it'_' -~- J 
! (30)lncorporate changes as needed l 
~~~ :) Prepare stan~~d in pro-.-p-~-r F·.-R-fo_nn_a_t __ ] 

i ~.>.:..) t)M.B analysis and review~--·-- ~-,·~--- ______ j 
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. ' .. :·.,·.,· ..... -: ... ' ' . . -. . . . ' . . . ... . '•' ·., ' 
·!· . 

Action·· 
'.• , .. .. 

-·--· -

(33 )Develop responses to OMB issues; negotiate resolution of issues 
-

(34) Transmit final standard to FR :for Publication 

(35) Respond to FR request for revisions 

(36) Publfoation of final in FR 

*assumes preamble does not have to address conunents to record on ETS 
quantitative risk assessment~ no Sig. Risk section required. 

1 
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