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Provisions necessary to expressly acknowledge FDA's jurisdiction:
A statement validalliunyg Lhe régulations 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
deemed to have been properly promulgated under the Food,
Drug and Cosmetic Act as amended by this title.

Amendments to the definitione of drug and device to specifically

include nicotine in tobacco as a drug and tobacco products as
devices--

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

Devices- Section 201(h) is amended--in paragraph (2) by
striking "or" at the end; in paragraph (3), by striking
"and" 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) (1) is amended by striking "or use-" and
inserting "or use, including restrictions on the access to
and the advertisging 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}, b§ inserting-
after the first sentence "For a device which is a tobacco
product, the assurance in the previous sentence need not be
found if the Secretary iinds that special controls achieve

the best public fhealth result."; ana in paragraph (2) by
redesignating subparagraphs (A), (B) and [C] as clauses {i},
(ii), and (iii),” respectively; by striking " (2) For" and

inserting " (2) (A)For"; and by adding at the end " (B) For
purposes of paragraph (1) (B), subsections (c) (2) (C),
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(A) (2) (B), () (2 (A), (£) () (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 ig a tobacco product need not
be found if the Secretary finds that the action to be taken
under any such provigion would achieve the best public
hcalth reeult. The finding as to 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-users and non-users of the tobacco producl,

and taking into account- [i] the increased or decreased
likelihood that existing customers of tobacco products will:
stop using such products; and (ii) the increased or
decreased likelihood that those who do not use tobacco
products will start using such products."

Recall Authority: Section 518(e) (1) ia amended by inserting

.after "adverse health consequenceas or death," the following,

"and for tobacco products that the best public health result

would be achieved,"

-12-




First Puff http//www.v  ingtonpost.com/wp-srv/WPlate/1998-03/11/0001-031198-idx. html

; @ Turn your Giunireteip‘l‘s inte £
- APPLES 0% THESHidtuISepLs  your school by March14th!

.. SPORTS
HAVIOHR

B uBBBIFIEDS 4

FALITICS M RO AUGIHES S WEATHER

I HEWS WEREED

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
authonty to regulate the product. The effect, however, could be to

Print Edition weaken the regulatory authority that the FDA already claims to have.
Editorials . . . . . . .

Sunday Outlook The ad'mlmstratmn, leading anti-smoking groups and leading

Front Page Articles ~ committee Democrats are therefore opposed, and in our view rightly
On Our Site 50

Talk Central

Editorials & Opinion  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 affirm 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 cnifics,
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 of its 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.
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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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Mermo To: lerry Mande. Cynthia Rice
From: Jon Gruber
Re: Comunents on Jeffords & McCain lookback provisions

All of the comments below apply 1o both provisions, with the exception of the last two comments
which apply only to McCain:

1) The penaltics apply only to the industry, and not to individual companies. As we have
emphasized, it 15 crucial to have u mix of industry and company-specitic penalties, to provide
both price 2nd non-price insurance ageinst missing youth targets. In particular, using only an
mdusiry peralty provides no incenfives for individual companies 10 change their behavior, since
the penalty caa simply be passed on to price. We are happy to provide detailed specifications of
a preferred structure for lookback penalties.

2) The nenaltics are too small. O a cents/pack basis, these penalties amount w only C.3 cents-
2.2 cents per percentage point for Jettords, and only 0.3 cents for McCain. Since the penaliies
are on the entirz industry and wili be passed on o price, these levels are much teo low  The level
should be at least 3 cents (if deductible, or 2 cents if non-deductible) to start, and should rise
from there.

3) The penaltics apply to daily smoking, rather than 30 day smoking. At this point,
admiristration consensus is thet a 30 day measure is more appropriate for public heaith reasons
(¢.z. catching children who are experimenting with smoking), and docs not raise larger
measurement problems.

4) The penaltics should be based vit a new, 1999 survey done to be done by CDC (and there
should be fanding for such a survey). This will be required 1o do company-specific penalties.
The Secretery should be enpowered with proper authority to carry out and adjust this survey as

necessary. This survey snould cover all children age 12-17, as well as other age groups; this 1s as

apposed to the Mickigan survey, which covers only 8th, 10th, and [2th grades.

5) There should be no abatement process. This makes the entire penalty structure very uncertain
and adds a degre: of uncertainty to the penalues “vhich greatly weakens the incentives for
companies to reduce teen smoking. Moreover, afier abatement the levels of the penalties are
sufficiently low to provide liltle incerrives for reductions in youth smoking. particularly when
they can simply be passed an to price (as in the case of an industry penalty).

6) (MecCain only) The penalty should he increasing, either at a point in time (for missing the
targets more scverely, as w Jetfords), or over time (multiplying i you miss the targets for a
number of consecutive years). An advantage of the latter over the former is that, even at a given
performance (e.g. missing targets by 10%), higher prices will be needed in later years to obiain a
given reduction in youth smoking (since the vouths who are siill smoking after large price
incrcases arc less price sensitive).

7Y (McCain only). The cap on industry penalties should not be at such a iow level (NOTE: 82
billion is less than 10 cenis/pack).
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Memo To:  Jerry Mande. Cynthia Rice
From: Jen Gruber
Re: Comments on Jeffords & McCain lookback provisions

All of the commeents below apply to both provisions, with the exceprion of the last two commenis
which apply only 10 McCain: '

1) The penalties apply only to the industry. and not o individual companies. As we have
ernphasized. it is crucial 1o have a mix of industry and company-specific penalties, to provide
both price and non-price insurance against missing vouth targets. in particular, using only an
industry penalty provides no incentives for individuai companies to change their behavicr, since
the penalty can simply be passed on to price. We are happy (o provide detailed specifications of
a preferred structure for lookoack penaliies.

2) The penalties ate too small. On & cents/pack basis, these penalties amount to only 0.2 cents-
2.2 cents per percentage point for Jeffords, ard vely 0.3 cents tor McCain. Since the penalties
are on the entire industry and will be passed on to price, these levels are much too low. The level
should be at least 2 ceuts (if deduetibie, or 2 cents if non-deducuble) to siart. and should rise

from there.

3) The penalties apply to daily smoking, rather than 30 day smoking. At this point,
administation consensus is that a 30 day measure is more uppropriare for public health reasons
{e.g. catching children who are expenmenting with sinoking), and does nor raise larger
measurement problemns.

4) The penaliics shouid be based on a new, 1999 survey done to be done by CDC (and there
sheuld be tunding for such a survey). This will be required to do company-specific penalties.
‘I'he Secretary should be empowered with proper authority to carry out and adjust this survey as

necessary. ‘This survey should cover all children age 12-17. as well as other age groups: this is as’
Y g ge group

opposed to the Michigan survey, which covers only 8th, 1Cth, and 12th grades.

5) There should be no abatement process. This makes the entire penalty structure very uncertain
and adds a degree of uncertainty to the penaities which greatly weakens the incentivas for
companies te reduce teen smoking. Moreover, after abatement the levels of the penalties are
sufficiently low to provide little incentives for reductions it youth smoking, pariicularlv when
they can simply be passed on 1o price (as in the case of an industry penalty).

6) (McCain only) The penalty should be increasing, cither ui a point in time (for missing the
targets more scverely, as ix Jeffords), or over time (multiplying if you miss the rargets for a
number of conseculive years). An advantage of the latter over the former is thal, even at 4 given
performarnce {e.g. missing targets by 10%), higher prices will be neaded in later years to obiain a
ziven reduction in youth smoking (since the youths who are still smoking atter large price
increases arc less price sensitive).

7) (McCain only). The cap on industry penalties should not be at such a low level (NOTE: $2
billiva is less than 10 cents/packs.
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FDA’s authority to regulate tobacco products as 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 regulate 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 clements of regulatory authority.
Second, by creating a separate Chapter for tobacco products, the bill unnecessarily 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. Access. The bill deprives 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
Discase Control; the latter to FDA. That division of responsibility weakens both authorities.

B. Advertising. 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 altemative to nicotine or the product is developed).

D. Prodyct Safety. The bill 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 werc 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.

3/5
1 p.m.



Provisians necessary to expressly acknowledge FDA's jurisdiction
A statement validating the regulations 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 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
tobacco as a drug and tobacco products as devices~ - '

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

Devices- Section 201(h) is amended-in paragraph (2) by striking "or" at the end; in
paragraph (3), by striking "and" at the end and Insetting "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)(1) Is amended by striking "or use-" and inserting "or use, including

restrictions 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 F.R. 44412-12:

Section 513(a) is amended in paragraph (1)(B), by inserting after the first sentence
"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 resuit.”; and in paragraph (2) by redesignating subparagraphs (A), (B) and [C]
as clauses {i}, (ii), and (ill), respectively; by striking "(2) For" and inserting
“(2)(A)For"; and by adding at the end "(B) For purposes of paragraph (1XB),
subsections (cH2)(C), (d)(2)(B), (e{2)(A), (DB)BY{I}, and (N3)(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 found if the Secretary tinds that the action to be taken
under any such provision would achieve the best public health resuit. The finding
as to whether tha hest public health result has been achieved shall be determined
with respect to the risks and benefits to the population 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 of tobacco products will stop using



such products; and (ii) the Increased or decreased likelihood that those who do not
use tobacco products will start using such products."

Recall Authority: Section 518(e)(1) is amended 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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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 vitally important issue. PAST contains 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 numker 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 cancluded 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 tobaccc 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. 1If 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

20f3 3/10/98 1:50 PM
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American College of Chest Physicians
American College of Physicians

Bmerican College of Preventive Medicine
American Heart Association

American Medical Association

American Psychological Association

American School Health Association

American Society of Addiction Medicine
Bmerican Society of Internal Medicine
BAmerican 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

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

-0-
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5-8-complex-statuter p-that-hes been interpreted in more than 20 years of
regulations, guidances and judicial cases. Enactment of a naw 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-buiit through agency action and judicial imterveation, v-ulivgs.
=/ claaibicakio

By contrast, clarification in the Food Drug nndFos etic Act of the definitions of
“device” to explicitly include tobacco producta/andof FDA's statutory authority to place
restrictions on medical device products to explicitly include tobacco advertising/ leaves in place

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. Hais ombive megulahay codex T

] . e o.(wo.x'r ce:cg.,{ul
B. New statuntes require years to implement. A new Chapter W&ﬂaw Y
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cng in court, léading to several additional years of delay.
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st ctabainly
C. Finally, ai€w Chapter that forms the fpindation £r EL stion of these-produsts
will generate litigation over whether(FDA need scrap its current regulation,/ " aund
only-to ro-start th gt process after new legislation is adopted. Imperiling-the EDA-regulation that——
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TO JERRY MANDE:

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

SHOULD I ALSO BE FAXING THIS TO ANYONE ELSE?

1. LIST OF INFORMATION AND STUDIES WHICH WILL HAVE TO BE PUT IN
REOPENED RECORD TO DEMONSTRATE SIGNIFICANT RISK

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

3. CURRENT STAFF REQUIREMENTS AND DETAILS ABOUT QUR “DOCKET” AND
COMPUTER PROBLEMS '

4. CURRENT REG PROCESS
5. PROJECTED STAFF REQUIREMENTS

6. PROJECTED REG PROCESS
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LIST OF INFORMATION
FOR WHICH OSHA WOULD NEED TO REOPEN THE RECORD
IF NO CONGRESSIONAL FINDING OF SUBSTANTIAL BURDEN

1. Results of 5TS Exposure workshop, help in September, 1997 (to be published in peer
reviewed journal later this year)

2 Results of two additional workshops (ETS quantitative risk assessment, local exhaust
ventilation for hospitality sector) to be held this calendur year (to be published in peer reviewed

journal in near future)

3. List of new studies available since record closed, attached.
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List of new informartion since 1996 closing of the record:

Ahlawaliz, I, Grummer-Strawn, L, and Scalon, K. Exposure to environmental tabacco smoke
and birth ourcome: increased effects on pregnant women aged 30 years or older. AmJ
Epidemiol. 146(1). 42-7, 1997,

Benowitz, Nzal L.. Cetinine as & Biomarker of Environmentzl Tobacco Smoke Exposure.

Epidemiologiic Revigws. pp. 188-204 Vol. 18 1996.

Bergman, T, Johnson, D., Boztright, D, et al. Occupational exposure of nonsmoking nightelub
miusicians to ervironmental tobacco sroke. Am. Ind. Hyg. Assoc. J. 57:746-752, 1596.

California Unvironmental Protection Agency. Health Effects of Exposure to Environmenta]
Tobacco Smoke. California Environmental Protecticn Agency, Office of Environmenial Health
Hazard Assessment. 1997,

Cardenas, Victor M. Environmental tobacco smoke and fung cancer mortality in the American
Cancer Society’s Cancer Prevention Swudy 1. Cancer Causes and Control. pp. 57-64 Vol. 8,
1997,

Comstock, George W.. MD. Parental smoking and perinatal mortality. Am_J.
703-718 July 1, 1967.

Coultas, David B.  Variability of Measures of Exposure to Environmental Tahacco Smoke in the
Home. pp. 602-608, 199).

Deanfield, T. Passive smoking and earty arterial damage. European Heart Journal 17:6435-646,
1996.

Dobson, Annette . PdsS}VE’ t:mr.n\ ing and the risk of heart attack or coronary death. The
Medica! jouma! of Augtr: L34 pp. 793-797. June 17, 1991

Fotier, Isabel FPassive Smoking during Pregnancy and Risk of Delivering a Small-for-
Gestauonal-Age lnfant. American Jourpal of Epidemiology. Vol 139. Wo 3 pp. 254-391. 1994,

Gerlach. K., Shopland, D., Hartman, A, et al. Workplace smoking policies ir the Unired States:
results from a national sirvey of more than 100,000 workers. Tobacco Centrol 6:199-206, 1997,

Glantz, Starton A, Passive Smoking and Heart Disease Epidemiolegy, Physiology, and
Biochemistry, Clinical progress senes. pp 1-112 Vol. 83, January 19%1.

Glantz, S. and Parmley, W. Passive and Active Smcking: A problem for adults. Circulation
94(4):556-595. 1796

Greer, Jonathan R. MD, MPH  Asthma Related 1o Occupational and Ambient Air Poliutants in

EC. Pp.

TARDES
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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 Validanon of ETS Exposure. pp 127-135 1989.

Hammond, K. Response to letters on “Occupational Exposure to Environnental Tobacco
Smoke”. JAMA 275(6):441-442. 1996.

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

He, Y. Passive smoking al work as a risk factor for coronary heart disease 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. Dept, Of Epidemiology, 4th MilitaryMed, U, Xi’an. China, 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, 1993.

Jinot, Jennifer, Respiratory Health Effect of Exposure to Environmental Tobacco Smoke
Reviews on Environmental Health, Vol. 11, pp 89-10(, 1996.

Kawachi MD, ChB. Deaths from lung cancer and ischacmic heart disease due to passive
smoking in New Zealand. The New Zealand Medical joumnal. 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., et al. A prospective study of passive smoking and coronary
heart disease. Circulation 95:2374-2379, 1997.

Lambert, William E., Jonathan M. Samet, MD. and John D. Spengier, PhD. Environmental
Tobacco Smoke Concentrations in No-Smoking and Smoking Sections of Restavrants. 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 Contaminants and Symptoms among Workers in Two
Office Buildings. American Journal of Public Health, Vo186, No.11, 1996.

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

Pirkle, Jamnes L., Katherine M. Fegal, John T. Bemert, Debra J. Brody, Ruth A Etzel and Kurt
R. Maurer. Exposure of the US population to Environmental tobacco Smoke. The Third
National health and Nutrition Examination Survey, 1988 to 1951. JAMA Vol.275, No.16, 1996.

Proctor, Christopher J., Nigel D. Warren, Michael A.J. Bevan and Joanna baker-Rogers. A
Comparison of Methods of Assessing Exposure to Environmental Tobaceo Smoke in Non-
Smoking British Women. Envir. International, Vol 17,pp.287-297, 1991.

Rebagliato, M., Du V. Florey, and C Bolumar, F. Exposure to enviorunental tobacco smoxe in
nonsmoeking 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 exposurz to environmenal

tobacco smoke in nonsmoking pregnant women in different environments in daily living. Am. J.

Epidemiol. 142(5): 525-30, 1995,

Repace, 1, Jinot, J., Bayard, S., et al. Air Nicotine and Saliva Cotinine as [ndicators of
Workplace passive Smoking Exposure and risk. IN PRESS 1997.

Robbins, Anthony S., David E. Abbey and Michaz] D. Lebowitz. Passive Smoking and Chronic

Respiratory Disease Symptoms in Non-Smoking Adults. Intermational Journal of Epiderniol., 22:

809-811. 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 health policy? Tobacco Control; 4:22-29, 1995.

Sandler, D. Comment to letters cn “Breast Cancer, Cigarette Smoking, and Passive smoking.”
Am. J. Epideminl. 133(2):208-209, 1991.

Shopland, D., Hartman, A., Repace, ., et al. Smoking behavior, workplace policies, and public
opinion regarding smoking restrictions in Marvland. Marlvand Medical Journal 44(2): 99-104,
1693,

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

Steenland, K., Thun, M., Lally, C., et al. Environmenial tobacco smoke and corcnary heart
disease in the American Cancer Society CPS-II Cohort. Circulation 94(4):622-628, 1966

@ OUoG
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Stoodard, [. And Gray, B. Meatemal smoking and medical expenditures for childhood respiratory
illness. Am. J. Public Health 87:205-209, 1997.

Taylor, A., Johnson, D., and Kazemi, H. Environmental Tobacco Smoke and Cardiovascular
Discase: A position paper from the Council on Cardiopulmonary and Critical Care, American

Heact Association. Circulation 86(2):1-4, 1992,

Thormpson, B , Emmons, K., Abrams, D, et al. ETS expoesure in the workplace: Perceptions and
reactions by employees in 114 work sites. J. Occup. Environ. Med. 37(9): 1086-1062, 1696.

Trichopoules, D.. Ia, F., Hunter, D. What Causes Caucer? Scientitic American, Pages 80-85,
199¢.

Trout, D. And Decker, I. HETA 95-0375-2590, Bally’s Park Place Casino Hotel, Atlantic City,
New Jersey. US Department of Health and Human Services, National Institute of Occupational

Health, Cincinnati, Ohio, 19 pages, 1996.

Vainio, H. and partanen, T. Population burden of lung cancer due 1o environmental wobaceo
smoke. Mutation Research 222:137-140, 1989.

Wells, . Passive smoking as a cause of heart disease. ] Am Coll Cardiel 24(2):546-54, 1994,

Wu, A., Fontharn, E., Reynolds, P., et al. Family history of cancer and risk of lung cancer
among lifetime ronsmoking wornen in the United States. Am J Eptdemiol 143:335-42. -

World Heaith Orgamization. World tobaccc day. 4 pages, 1991.

Zhu, B., Sune, Y, Siever, R., et al. Exposure to environmental tobacco smoke increases
myocardial infarct size in rats. Circulation 89:1282-1290, 1994.

g w7



03/05/98 THU 18:07 FAX 202 219 4781 USDOL 0OSHA 0AS giong

SUGGESTED WORDING

1. Signiﬁcant Risk inthe wov‘kp\c.c.t.

Congress finds that lung cancer, heart dise%e, and other adverse health effects arising from
exposure to environmental tobacco smoke impose a substantial burden upon and are a hindrance
to, interstate commerce in terms of lost production, wage loss, medical expenses and disability
compensation payments.

All exposure to environmental tobacco smoke in workplaces, public buildings, and facilities poses
an unacceptable risk of adverse health effects. Restricting smoking in these facilities 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 with the intent in Title III, Standards
to Reduce 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.:

1) No iater than 365 days after enactment of this legislation, the Secretary of Labor must issue a
standard /{o reduce involuntary exposure to tobacco smoke.
Undexr The OSH Achk

2) The standard must apply to all indoor and enclosed workplaces, pu-bhe-buddmgs,-and-faahaes

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

4T brrdwitht re-effoct-ofamr-OSH.A Jard
(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 that is at least as effactive as the Federal OSHA
standard in reducing involuntary exposure to tobacco smoke.
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CURRENT STAFF AND RESOURCE REQUIREMENTS
FOR COMPREHENSIVE IAQ STANDARD AND FOR SEPARATE FINAL ETS
STANDARD

¢ Firal will take substantially longer than 12 months

. Limited/focused reopening of record for information: (1) from workshoys
(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 existing docket plus new
information in docket from limited reopening

. Modify nisk assessment, based upon existing and new docket information

. Current staff: For ETS final only,* with reopening of record, S and Y2 FTE
each year for 2-3 years from HSP/ORA/SOL/DTS (and docket) plus 1
additional FTE for DTS (docket)** for reopering; primarily non-GS-14-
15; plus current contractor support ($30.2 M already budgeted) and
additional $0.25 M for record analysis

. Make decision regarding scope: and restaurants other than fast food based
on complete review of new information {10 docket through limited
reopening) collected from workshop on loca! exhaust capture ventilation;
results of analysis determines, in part, and OSHA's abiliry address
regulatory 1ssues.

*For comprehensive LJAQ standard, with reopening 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 additional FTE
for DTS (docket)** for reopening; primarily non-GS8-14-15; plus contractor support ($9.2 M
already budgeted) and additional $0.25 M for record analysis

** Additional support for DTS not needed if record not reéopened; legal vulrerability an 1ssue if
not reopen

Boog
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DEVELOPMERT Or ORACLE DOCKET ANALYSIS DATABAGE:

Tre massive siz2 of the IAQ deokezh neacessitated the dsvelocwment
of an @lzctronic tosl Lo manags and analyzg the | RoERTs
sukmizted to the IAL record. It is a document managdemen:t sysren
intended o be used for all future OSHA ‘“LenckLnB,.

In 1996 OSHA zwarded a contract to Automated Syatans and
Programming, Ins.  (ASPI) to develop the Docket Anaiysis
Datepase. This i3 an electronic document management system that
nas the Zfollowing features: It is a rzlational database
management system which provides the user with the aciliiy to
revrieve, wview, ond adit documerts. It is arn DRACLE 7.3
database, linked to the PDF(i.e. text searchabtle) files of the
LAY record, dezloaned te be used on the OSHA net and freom remcta
scicess. The purpose of this application is5 to query, Drowee,
edit and add datamase records related to JISHA decuments, in
additien <o viewing images of ell documents supmitced t¢ the
recard.

3tatus of projeact:

Database developmernt begdan in Septeambher 1995. Twelve -"apes
contairing the entire IAQ docket [H122) jn TIFF irmage format were
ohtained from the docket offilce between Ocizlber 123¢ and Tebruary
1297, Significant work nhad to be done in order to convart and
transfer datd from the tapes to whe wurrent FOF envirconment whizh
allows test seachabls access. Collating the dzta irto decumenzs
ig nearly complete. 95% of the IAQ record is currertly in text
searchable format and is being used by IAD team membars To review
and analyze the docket. The remaining decumants ire expected to
ve completsd within £ months. However, tear access Lo tnese
files is depended uvpen OMDE support which has been less than
anticipatsd.

In addition, Ivrther enhancewsnt ©f The QRACLE database Dy HS?E is
completely depencded upen OMDS supror:.

A

(’!

Problems sncounter

[t

1. One of the main problems that has result 1n the gslayed
develcopment and implementation 2f the ORACLE database 13 the fact
tnat this proisct has never been a stated priorizy with zhe
Agency and therefcre CMCS nas peen unable to provide full and
<imegly response to HSP requests.

2. Jommurication problems have resulted in further delays
There is net a clear chain of command »r definsd arez of
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1biiity 1in how difrferent secticns of CMOS respond to
Ltq”’ﬁt for IT support on user applications development wark.

3. O3HA ne= reconiiguration and changes Lln the architecture of
The network, necessitated changes to previously complered and

fully operaticaal programs In order to conform to The new Retworx

configuration, This activity reguirec an extensive amaunt oI
pragrarmer time and was complztely cut of HSP's control.

>

Some delays in resvonse can ke directly attributed to
wuations outside of OMLS staff control (e.g., moving, uggrading
wigment . and training associared with new products).

(l

I\
IQ 4

Pelays ir instzaliing CRACLE Context on the server by OMDS
JKACLE Ccntext 1s 3 crucial module of the database agpplic
whicn wi i1l provide full text searching capabilities and the

:livy to use artificial intelligence and toolean logic wo
sduct document summarises. HSP has make repsated reguests

fral

-
“o for the installation of this IT tocl con zhe server. Ovar

later, CMDS has not made ORACLE Context availzble and the
no specific date by whicr this will ke made availanle to £S5
rogramming staff yet.

Q0w O n

b g
~ U D ZU LT
e

0 he resolved:

[
€1}
Ui
| =
m
int
(&

SOL accegs te 0SAA net. It .s imperative thaf $OL be given
ccess TCc the docket anzlysis dacabase and all cther internal
m documents., Efforts to resolve this i1ssus have bheen hampered
depattnnn al conflicts (i.e. disagreements betwesn ORSAM vs.
DS over network accass issues), and project pricriti=zs (i.g.
is hu& rever besn & pricrity issue for OMD3, tharefore i1t has
received their full attention;.

S R (1] (, .
uv

D OT it o
rll
<1r—

2. Granting remote access t¢ the IAQ team memters. Tnis 1s not
to accormodate flexinlace., The team will be working from homs
evenings and weekends and needs to access the files remstely.

3. Full cooperation frem CMDS. We request &t .east one perscn
from the ORACLE development team ce assigned te this vrojact
full-tine,

q. Additional funds to support further develcoment ¢f the
cdatavase kan Luding ©RACLE context intd the databasa
architectuze). We estimate $250,000.

-
=

2013
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Current Regulatory Development Process: ETS FINAL STANDARD
Not Comprehensive IAQ Standard; No Congressional Finding of
Substantial Burden; With record reopening

(1) Complete OSHA's workshops on quantitative risk assessment and local exhaust capture
ventilation -

(2) Draft Reg. Text

AL

(3) Health standards and legal analysis of Reg. Text for lega! sufficiency

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

(5) Draft Sumamary and Explanauon section
(6) Health standards and legal analysis of Sum&ZEx for legal sufficiency

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

(8) Draft Introduction/Paperwork/Federalism/Exec. Order 13045 sections of Preamble

(9) Health standards and legal analysis for legal sufficiency

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

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

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

(13) Limited and focused reopening of docket

(14) Close record

(15) Analyze new information and comments to record

(16) Draft Health Effects section of Preamble

{17)Health and legal analysis of legal sufficiency, respond to comments

(18) Draft revised quantitative risk assessment (QRA)

(19) Health and legal analysis of legal sufficiency, respond to comments
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(20) Peer review of QRA

(21) Negotiate resolution of any remaining issues

(22)Incorporate relevant comments into new QRA

(23)Draft Significance of Risk section of preamble

(24) Health and legal analysis of legal sufficiency of Sig. Risk section

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

(26) Draft SBREFA analysis

(27)Draft Unfunded mandates (UMRA)section

(28)Draft Regulatory Impact Analysis (RIA)

(29)Draft Environmental Impact Analysis (E1A)

(30)Legal and Policy analysis of SBREFA/UMRA/RIA/EIA sections for legal/policy sufficiency

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

(32)Departmental economist analysis of policy/legal issues of SBREFA/UMRA/RIA/EIA
section

(33)Respond to comments on SBREFAUMRA/RIA/EIA 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

(36)Respond to comments and integrate into draft standard

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

(38)Respond to comments; integrate comments into draft final standard

(39) Provide draft final standard to Assistant Secretary for review

(40) Incorporate changes as needed

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

oty
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(42)Incorporate changes as needed

(43) Prepare standard in proper FR format

(44) OMB analysis and review

(45)Develop responses to OMB issues, negotiate resolution of issues

(46) Transmit final standard to FR for Publication

(47) Respond to FR request for revisions

(48) Publication of final in FR

dioi2
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PROJECTED STAFF AND RESOURCE REQUIREMENTS
TO IMPLEMENT FINAL ETS RULE
GIVEN CONGRESSIONAL FINDING OF SUBSTANTIAL BURDEN
AND UNACCEPTABLE RISK AND APPLICATION

¢ No reopening of record; final in 12 months

o 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 FTE
- 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 thao fast food
establishments held in abeyance; final non-ETS standard completed later
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Projected Regulatory Development Process: ETS FINAL STANDARD
(one year)
Congressional Finding of Substantial Burden; no reopening

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

e

(3) Respond to any comments and mtegrate new comments into Reg.
Text, as needed

(4) Draft Summary 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/Federalism/Exec.Order 13045 sections
of Preamble

(8) Health and legal analysis for legal sufficiency

(9) Respond to any comments and integrate new comments as needed

(10) Draft section: Events leading to final standard, including advisory
commiittee response

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

(12) Draft Health Effects section of Preamble*

(13) Health and legal analysis of legal sufficiency; respond to comments
(14) Draft SBREFA analysis
(15)Draft Unfunded mandates (UMRA}section
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Action o
(16)Draft Regulatory Impact Analysis (R1A)
(17)Draft Environmental Impact Analysis (EIA)

(18)Lega! and Policy analysis of SBREFA/UMRA/RIA/EIA sections for
legal/policy sufficiency

{19)Respond to comments on SBREFA/UMRA/RIA/EIA sections;
integrate into new sections as needed

(20)Departmentai economist analysis of policy/legal issues of
| SBREFA/UMRA/RIA/EIA section

' (2DRespond to comments on SBREFA/UMRA/RIA/EIA sections;
integrate into new sections as needed

(22) Incorporate Reg. Text, Sum&EX, Introduction, Paperwork, Health
Effects, QRA, Sig. Risk, RIA (SBREFA/UMRAEIA/RIA) secticns
into draft standard

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

(24)Respond to comments and integrate into draft standard

(25) Departmental internat analysis by Policy, SOL, ASP for legal/policy
sufficiency

(26)Respond to comments; integrate comments inte draft final standard

1 (27) Provide draft final standard to Assistant Secretary for review

(28) Incorporate changes as needed

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

(30)lncorporate changes as needed

{31) Prepare standard in proper FR format

(32) OMB analysis and review
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(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) Publication of final in FR

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