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If not this deal, then what?

If not this deal, then what deal? That is the persistent question of those who
recognize the fundamental flaws of the proposal on the table but fear losing a
unique opportunity to harness the industry.

The answer is: No deal. As a matter of principle, there should be no
concessions to the industry. As a matter of policy, we can expect to see
exponentially more significant public health gains in the absence of a
settlement. To reiterate: irrespective of legitimate desires to punish the
industry, a "no deal” position will do more to advance public health than
would any conceivable deal.

If there is a settlement, we get the terms of the settlement, and nothing more.
An inevitable decompression effect will deflate the political momentum
against the industry, and the media will turn its attention elsewhere.
Meanwhile, the tobacco company lawyers, advertising agencies and

marketing specialists will craft sneaky ways to circumvent the provisions of
the settlement package. Other nations' regulatory record illustrates quite
clearly that the industry is a moving target, able to elude the intended effect of
almost any fixed set of regulations.

Without a settlement, the state and class action cases against the companies
will proceed. There will be ever more document disclosures, leading to
victories in court -- and in the court of public opinion. The ever-accelerating
political momentum will create the climate in which stiff and sudden tax
increases, along with other tobacco control measures, can be pushed through
Congress, and FDA authority strengthened, or confirmed if necessary. The
disclosures will spin off into more intensive and diverse criminal
investigations and eventually prosecutions; these too will shift the political
climate, facilitating Congressional passage of meaningful tax and regulatory
reforms.

Meanwhile, the state attorneys general will continue to prosecute their cases,
or settle them individually. In total, the states by themselves will win or settle
for hundreds of billions of dollars, probably approaching the $368 billion of
the proposed deal, meaning the major, tangible benefit of the proposed deal --
the price increase to offset the companies’ payment obligations -- will be
achieved without making any concessions to the industry. The "most favored
nation” clauses in the state settlements -- provisions establishing that early
settling states automatically gain the regulatory benefits obtained by later
settling states (such as Florida's billboard regulations), and included in the
Mississippi and Florida settlements -- will provide an opportunity for a
unique ratcheting-up process as the state cases unfold. The end result will be
that the state cases exact most if not all of the regulatory accomplishments of
the proposed deal.



The "no-deal” approach will achieve far more public health benefits than
even a revised deal could hope to offer -- and it does so without sacrificing the
rights of present and future victims of the industry, without undermining
the vitality of the civil justice system (itself an absolutely critical public health
protection system), without making concessions and giving "peace” to the
industry

This is a realistic scenario. Stepping back from a micro-assessment of the
provisions of the proposed deal helps make clear how quickly the ground is
shifting in the tobacco control area and how short-sighted it would be to cut
off the momentum against the industry.

As Attorney General Hubert Humphrey III said in June, "Six months ago, the
private attorney who now reportedly represents 20 states said in the Wall
Street Journal that the campaign against Big Tobacco had 'reached a high-
water mark.' It's foolish not to settle now,” he was quoted as saying. If we'd
settled then, we would have missed the historic settlement admissions by
Liggett & Myers, the North Carolina judge's confirmation that nicotine is a
drug and cigarettes are subject to full FDA regulation. We would have missed
the Baltimore billboard cases, the Massachusetts additives case, and the sight
of a retired senior executive of Philip Morris taking the fifth in one of four
federal criminal grand jury proceedings.”

This year has also witnessed:
* The disclosure by Congressman Waxman of Liggett documents detailing
suppression of research the company thought would reduce harm from

cigarettes by as much as 90 percent;

¢ The publication of new scientific research on the effects of second-hand
smoke;

e The disclosure of the Florida documents;

» Revelations of BAT's consideration of marketing root-beer-flavored
cigarettes;

* The filing of a new round of lawsuits against the tobacco companies by
union health and welfare funds;

* RJ. Reynolds' withdrawal of Joe Camel from the U.S. market;

» The passage of a 15 cent tobacco tax (albeit one that will offset the companies
liability under a settlement, if one is enacted);
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» The deposed statements of the CEOs of Philip Morris and RJR that they
believe smoking is deadly;

s A reversal of the tobacco company effort to defund FDA tobacco-related
enforcement activities; and

» The settlement of the Mississippi and Florida cases for a combined sum of
more than $14 billion, the industry agreement to the "most favored nation”
clauses in the settlements and the Florida advertising restrictions.

All of these developments have forced the tobacco industry on the run, and
foreshadow the imposition of much more penetrating industry regulations,
restrictions and punishments than we have allowed ourselves to
contemplate in recent years. Collectively, they show that: there is much more
to be learned about the industry’'s record of suppressing scientific research --
and publicity about scientific research -- on the hazards of smoking, as well as
the industry's marketing-to-children strategies; there will be new emerging
theories of tobacco company liability, based on emerging scientific evidence
(e.g., second-hand smoke research), disclosed documents and legal
innovations; while Big Tobacco maintains a firm hand on Congress, it is
beginning to lose its grip; that cigarette tax increases can be pushed through
Congress; and there is a ready alternative to a comprehensive deal --
prosecutions and selected settlements of the state cases.

The choice is not between a stagnant status guo and the terms of the
settlement. Rather, it is between a dynamic current environment in which
tobacco control forces are gaining ground daily and a settlement which will

- effectively freeze tobacco control efforts for the foreseeable future.

ﬁfé. 9,97
~—
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1. ¥DA JURISDICTION

The proposed settlement assures jurisdiction over cigarettes and spit tobacco products,
and places that authority with FDA. The settlement raises a number of issues about the scope of
FDA’s authority, including FDA’s ability to regulate the nicotine content of these products.

The precise scope of FDA’s authority beyond cigarettes and spit tobacco is not clear in the
settlement. The word “etc.” is actually used on page 13 of the settlement document to describe
FDA'’s jurisdiction over tobacco products. What remains unclear is whether the agency remains
free to investigate cigars and other tobacco products, and then assert jurisdiction and apply the
final rule to cigars and these other products. (One of the negotiators of the settlement has stated
that FDA would be permitted under the deal to investigate, assert jurisdiction, and apply the final
rule to cigars and other tobacco products to the extent it is permitted to do so under current law.)

The settlement considerably alters FDA’s authority over nicotine. New substantive and
procedural obstacles would be placed in the agency’s way before nicotine levels couid be reduced
or eliminated. The substantive hurdles include having to demonstrate: (1) a significant reduction
in risk; (2) technological feasibility; and (3) that a significant demand for contraband will not be
created. The contraband criterion has been heavily criticized by the President and many in the
public health community. In addition, the safety standard apparently allows FDA only to consider
the health risks to current smokers, which would prevent consideration of risks to future smokers
and those affected by second-hand smoke. Furthermore, the agency would have to wait 12 years
before it could eliminate nicotine. The new procedural burdens on the agency include having to
employ “formal” rule making which is much more cumbersome and time-consuming than
“informal” rule making procedures ordinarily used by FDA. The combined effect of the new
substantive and procedural criteria would probably result.in the agency receiving far less
deference by a reviewing court if FDA's actions were challenged.

Of the new substantive criteria, the one that seems in principle to make sense is the safety
standard. This provision is based on the concept of “risk reduction,” rather than the current
statute’s notion of demonstrating safety and efficacy. It would probably need to be re-drafted to
overcome the problems described above. Nevertheless, a “risk reduction™ approach for products
as dangerous and addictive as cigarettes and spit tobacco may provide FDA with more flexibility
to address the problems associated with tobacco use.

Overall, however, current law enables FDA to address the nicotine issue unencumbered by
the numerous substantive and procedural criteria included in the settlement. In any resulting court
challenges under current law FDA would receive a fair degree of deference by reviewing courts.
The new provisions in the settlement might effectively prevent or seriously delay a future FDA
from reducing the nicotine content of tobacco products.

Options for consideration include: (1) codifying the agency’s existing authority.over. . .. . .. ..

tobacco products, as affirmed by the federal district court; and/or (2) converting the mandatory
criteria in the settlement into mere “considerations” that FDA, in its discretion, could decide to
evaluate in any agency action.
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2. DISCLOSURE OF TOBACCO INDUSTRY DOCUMENTS

The settlement provides for the public disclosure of tobacco industry documents in a
national tobacco industry document depository. The settlement further provides a mechanism by
which there will be binding judicial determinations by a three-judge court regarding the disclosure
of documents that the industry currently claims are protected as trade secrets or are protected by
the attorney-client or attorney-work product privilege.

We have been told that the settlement is not intended to affect FDA’s existing authority to
request and inspect certain documents for regulatory purposes. However, the settlement’s ’
mechanism for reviewing privileged documents is extremely cumbersome and time-consuming,
and it appears to be the mechanism that FDA would be subject to along with States, public and
private litigants, other health officials, and the public. If the agency is required to follow the
settlement’s time-consuming procedures, it would make obtaining documents the agency has a
legal right to in a timely fashion very difficult and could seriously hamper FDA’s ability to
meaningfully regulate tobacco products. This raises the question of whether there should be
additional authority for FDA in this area. If there were to be an expansion of the settlement’s
terms, it would be important to seek subpoena authority for FDA, perhaps the only federal agency
with major regulatory responsibility that does not currently have compulsory process.

The tobacco industry has historically gone to great lengths to protect the confidentiality of
its documents, thereby concealing its actions and virtually all of its scientific information about its
products, including their addictiveness. This secrecy has served the industry well and the
protection of confidential documents is extremely important to the industry in this settlement.
Because of the industry's history of secrecy, the issue of document disclosure has been debated _
publicly, and there are those who are emphatic that there-should be no settlement until after all of
the industry's documents have been disclosed and there is a more complete understanding of the
true extent and nature of the industry's actions and scientific knowledge. Public health advocates
argue that only when all the industry’s information is public can the terms of the settlement be
accurately evaluated and an informed decision be made whether to accept it.

In addition, if this settlement is adopted, the cases brought by the States will end, and the
States will have to obtain documents by means of the settlement’s mechanism. This is potentially
very important because it would block the efforts of the State of Minnesota, which is in the
process of piercing the industry’s claims of privilege for its documents.

Finally, the Department of Justice questions the use of a threee-judge panel to make
disclosure determinations on both constitutional and policy grounds. In addition, serious
reservations have been expressed about the fairness and appropriateness of a one-time nationally-
binding determination of the public disclosability of these important documents.
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3. REDUCED RISK PRODUCTS

The settlement contains provisions regarding the review and approval of “reduced risk”
tobacco products. Under these provisions manufacturers would be allowed to make health claims
if there were scientifically-based evidence that the product “significantly redices the risk'to
health” from ordinary tobacco products. FDA is authorized to exempt such products from the
advertising restrictions that apply to other tobacco products. There are also provisions that are
designed to provide incentives to manufacturers to make reduced risk technology widely
available, and FDA can require the introduction of such technology into the market after formal
rulemaking. There are also provisions that give FDA authority to review the non-tobacco
ingredients of cigarettes and prohibit its use unless the manufacturer can demonstrate that the
ingredient is not harmful under the intended conditions of use. Manufacturers would also be

required to disclose ingredients of tobacco products followmg rules similar to those used by food
manufacturers.

Several serious issues are raised by the reduced risk provisions. First, the settlement
appears to assume that reduced risk tobacco products can be developed.and that these products .
should be marketed in the U.S. The public health community is split on this issue, and there are
very strong opinions on both sides of the argument. This is a very complex question that should
be the subject of vigorous national debate before being decided. That debate has not taken place,
and it would be unwise and premature to settle such a momentous question in the settlement at
this time. It would be more appropriate for the agency to decide that question in the future.

Second, while the settlement allows FDA to approve health claims for reduced risk
products, it is counterintuitive to allow health claims for a product that is so inherently dangerous.
It is hard to imagine what health claims could be scientifically substantiated and therefore
approvable by the agency. There would be concern that these claims would be perceived by the
public as meaning that the products are safe, as opposed to only marginally less dangerous. This
perception could have the effect of deterring smokers from quitting or encouraging individuals to
start. (There is a separate and more detailed discussion of health claims elsewhere.)

Third, FDA is concerned with the standard that the settlement imposes for determining
whether a tobacco product poses less of & health risk. Instead of a scientific standard such as
“reasonable assurance of safety and effectiveness” or “deleterious to health” which the agency
currently uses, the settlement would have the agency determine what an “objective, reasonable
consumer would believe pose[s] less of a health risk.” This is a much weaker and difficult to
define standard that would provide little public health protection.

Fourth, it appears that reduced risk products would also be subject to mandatory
categorization as Class II products. This is troubling because it limits the agency’s authority over
such products before we even know what they are. It is inappropriate and premature to
predetermine the class of these products before they have been developed and to remove the
agency’s ability to determine how best to regulate such products based on their own safety and
other characteristics. The agency strongly believes that it should retain its full current authority,
and the flexibility that it provides, to determine how best to regulate each product.



Fifth, the settlement provisions under which the agency would require the introduction of
reduced risk products are also troublesome because they are very vague. They impose a very
daunting procedural requirement (formal rulemaking) that the agency must meet in order to take
action. It is also not clear how the agency would determine that reduced risk products are
technologically feasible. ~ o

Finally, there are several difficulties with the provisions regarding ingredient disclosure.
The standard that is imposed for ingredient disclosure is the weaker food labeling requirement
rather than the more stringent disclosure authority that is currently provided for devices. Under
the food labeling rules, for example, many harmful ingredients could be hidden by using bland
terms such as “flavoring.” Further, the industry is given 5 years to provide available safety data
regarding each ingredient (query whether the agency has the ability to require a manufacturer to
develop data if none exist), while FDA is given 90 days to review all safety data. This is not only
an inadequate amount of time for the agency to act, but the settlement provides that, if the agency
fails to act within the specified time, the ingredient is deemed approved. This is an unworkable
mechanism. *
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4, cal-State Pr tion/Federalis

Issues: 1) To what extent should faderal standards and
procedures preempt state law in the tobacco area?
Is it desirable to have separate standards and
enforcement under federal and state law?
If separate state standards are permitted, could they
be limited to provisions that are more restrictive than

federal standards, i.e, federal standards would set the
floor?

2) Do any of the provisions violate state sovereignty?

Background: The proposal is inconsistent in its statements about
preemption although it appears to modify existing standards at
least under current FDCA law and, perhaps, under other federal
statutes. Under current law regarding preemption for devices
under the FDCA, for example, certain state laws are preempted
unless the state obtains an exemption from preemption. The

‘ proposal appears (i) to modify FDA’s ability to grant exemptions
and (ii) to heighten the burden on states seeking exemptions.
The proposal appears to leave unaffected tobacco exclusion
provisions in other statutes, such as the Federal Cigarette -
Labeling and Advertising Act, the Hazardous Substance Act, and
the Toxic Substances Control Act.

ficant Relevant C i tiong:

1) Preemption: First, any preemption changes should be no more
limiting on law enforcement than existing law. Second, there
should be no federal preemption under the FDCA of state tort
actions relating to tobacco products. Third, from a public
health perspective, it would be preferable, if Constitutional, te
have federal regulations establish the floor, with states free to
be more restrictive if they so choose in order to protect public
health. Fourth, federal preemption is appropriate to maintain a
uniform national standard in the areas of labeling and warnings.
Fifth, consideration should be given to repealing exclusions for
tobacco in the Federal Hazardous Substance Act and the Toxic
Substances Control Act.

2) TFederalism: In its recent ruling on the Brady bill, the
Supreme Court significantly limited the authority of the .federal .
government to direct state official to administer or enforce a
federal regulatory program. Thus, any provisions that anticipate
state involvement in administration or enforcement should be
evaluated as to whether they exceed the limits established by the
Supreme Court.
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7. LICENSING

The proposed settlement creates a licensing scheme for tobacco retailers that is intended
to be administered by both federal and state authorities. Which level of government actually bears =~
the responsibility for overseeing the program is unclear and needs to be clarified in any legislative

language.

Licensing tobacco retailers is considered an important element of any comprehensive
tobacco control effort. The ability to revoke a license and prevent a retailer from selling
cigarettes or spit tobacco products is a powerful enforcement tool. FDA's objective is to be able
to revoke a license if a retailer repeatedly sells tobacco products to minors. FDA is less interested
in bearing the considerable responsibility for administering the licensing regime for more than
500,000 tobacco retailers.

According to SAMHSA, about thirty states have tobacco licensure requiremtnts. There
have been problems reported with the accuracy of retailer lists compiled by the states. Whatever
current problems exist could probably be corrected with adequate resources.

Ideally, a licensing program would be administered by the states under guidelines
established by the federal government. In this system, repeated violations of the federal
prohibition against the sale of tobacco products to minors would trigger revocation of the
retailer’s license to sell the products. Further legal research is needed to ensure that this
combined federal/state program can be done.

There are two other concerns raised by the licensing provision in the settlement. First,
under the deal a license could only be revoked after ten illegal sales to minors in a two year
period. This is an ineffective provision because it is extremely unlikely that ten compliance checks
could be conducted on a single retailer in & two year time frame. Second, the settlement imposes
a maximum penalty of $50,000 on a corporation. FDA has been considering a “chain-based”
enforcement strategy that could enable the agency to take action against regional or national
chains that repeatedly sell tobacco products to minors. The monetary limit in the settlement is
significantly lower than the $1 million penalty FDA has the authority to impose under the civil
money penalty provisions of the Food, Drug, and Cosmetic Act.
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8. Civi ilit tives/Immunit a ctio
Issues: Whether the-incentives—cradted By tHese provisions will ~

have the appropriate public health result, and whether it is
appropriate to settle existing actions now.

Background: Under the settlement, current Attorney General
actions, parens patriase, and class actions would be resolved by
agreement and there would be no future prosecution of such
actions, either for past or future conduct. Punitive damages for
past conduct would be prohibited. The companies would pay a set
amount each year to cover the cost of any judgments. The
allocation of annual payments among manufacturers is unclear. If
the annual payment is more than judgments entered, the money
would be used for public health programs. Limits are imposed on
the amount of damages that can be pald out each year. 1In
addition, any part of an individual judgment that exceeds §1
million will be paid only if all judgments under $1 million have
been paid. The extent of funds available to pay judgments, and
how judgments would be prioritized is unclear.

Signifjcant lev c derations:

*Policy determinations need to be made regarding the relative
importance of: compensating individual consumers; punishing
companies; deterring companies; creating a fund for public health
programs.

*A great number of risks and variables. could affect the potential
amount of the liability being settled.” One significant unknown
is the content of undisclosed tobacco company documents. The
gettlement would end numerous lawsuits at a time when many
documents are still being withheld. Although plaintiffs’
likelihood of success is uncertain, it is possible that documents
could come to light that would warrant imposition of greater
penalties than contemplated by this agreement.

It is not clear that all of these restrictions are necessary to
achieve tobacco “peace.” The elimination of both punitive
damages and class actions and other consolidation mechanisms is a
significant concession, and should be carefully evaluated.

*The settlement imposes limits on lawsuits involving fufure
action by the tobacco companies. This limitation may not create
appropriate deterrence effects on future conduct, and could be
determinental to public health.

*FDA has traditionally opposed limits on tort liability because
such liability has provided a separate system for consumer
protection; the settlement could significantly reduce the
deterrent effect of tort law with respect to tobacco products.
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10, LOOK-BACK

Issue: Does the look-back prowswn act as an appropriate incentive for companies to reduce
youth smoking? 3 e ) ~
Considerations: The proposed settlement contains a look-back provision with the stated purpose
of providing economic incentives to tobacco firms to achieve “dramatic and immediate reductions
in the number of underage consumers of tobacco products.” Manufacturers would face g
surcharge if tobacco-use reduction targets were not met- computed by comparing actual underage
tobacco use with targeted reduction percentages. Manufacturers could petition FDA for partial
abatement (75%) of the surcharge if they act in good faith (comply with the Act).

The proposed surcharge would be small in terms of the price of a pack of cigarettes (8 cents per
pack)- due in part to a $2 billion cap-and with a 75% abatement would result in only 2 cents per
pack. In addition, the cost would be passed on the customers. This amount of penalty is not
likely to provide a strong incentive for companies to reduce youth smoking. Moredver, because
the penalty is assessed industry wide, and not on & company-by-company basis according to each
firms youth sales, there exists no incentive for any one company to take extraordinary action to
reduce its own youth market. This “free-rider" nature of the penalty is perhaps the most
important aspect that must be modified.

The look back provision is based on the principle that the penalty should reflect the present
discounted value of the profits earned by attracting youth smokers over and above the targeted
number. But under those conditions it merely makes the industry indifferent to whether it meets
the target or not. A larger penalty is required to ach1eve deterrence -
Options- In order to provide a proper penalty one or more of the following could be done:

(1) Instead of setting the penalty at 1-for-1, make it a multiple of the profits - for example, the
traditional treble damages.

(2) Instead of computing the fine on an industry basis, the fines should be levied on a firm-by-firm
basis to create the right incentives and to avoid the “free-rider” problem,

(3) The look-back provision should be treated as a fine or penalty and not as a payment. This
would insure that the amounts would not be tax deductible.

(4) Don’t dilute the penalty with abatements, either eliminate or greatly reduce the abatement or
make it adjustable to create the proper incentives.

(5) Instead of 2 one-size-fits-all penalty, structure the costs so that the penalty is lower the closer
the companies get to the reduction targets. and/or

(6) The penalty should not be reduced to avoid double counting. As it is now devised, the
companies pay only once for the profits over time from each child. If, however, they were
required to pay each year the child continued to smoke, then the incentive would exist to not
induce the child to start and to convince him not to continue each year.
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11. ANTITRUST
Issue: Are there elements of the settlement that promote collusion among the companies?

Consideration: The companies are required to make substantial annual payments and they are
expected to collect those payments from smokers in the form of higher prices. By this device and
others, they are encouraged to work together to achieve this goal. This and other collusion-
facilitating aspects of the settlement, such as the ban on advertising and the restrictions on entry,
will probably lead to a consolidation of market power and will most likely make the major
tobacco companies far better off financially than they would be in the absence of a settlement.

As noted in another paper, FTC economists fear that the inspired collusion will lead to higher
prices than mandated. To the extent that the settlement facilitates cooperative price fixing (it has
language calling for an antitrust exemption), discourages entry, reduces advertising which largely
leads to brand substitution, and raises the costs of output expansion, it could lead to price
increases greater than the excise tax equivalent of the industry payment. Of course; this higher
price would directly affect youth smoking by depressing the numbers of young people who will
start smoking, and as such is a positive health result.

Thus, a greater than 1-for-1 pass through of industry payments could lead to a rise in industry
profits, which would be incrementally taxed at only 25%.

Although the result will be higher prices which will likely lead to fewer smokers, economists

generally consider collusion, per se, to be an inefficiency in the system, leading to other market
ills. ‘
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AGRICULTURAL ISSUES

The proposed settlement is silent about the impact of the settlement on farmers and the rural
economy in general. Yet, this is clearly an issue that Congress will address if any settlement

proposal receives serious consideration on the Hill. ‘A number of congressional Democrats-and = -

GOP Rep. Thomas Bliley have all signaled their intent to see that farmers’ interests are taken into
account. The depth of feeling on these issues should not be underestimated: tobacco is a
powerful cultural force in the tobacco states (60,000 small farms) and its economic payoff -- as a
cash crop, the net income from tobacco for a farmer is estimated at 20 to 25 times greater than
soybeans -- is significant to the individuals involved.

In the White House meeting, Gov. Jim Hunt summarized the farmers’ concerns as threefold:

- Maintain a market for tobacco products, i.e., as much financial stability as the companies are
getting from the settlement

- Receive commitments from companies to buy certain amount of tobacco each year

- Get one-tite payout to farmers if the equity of their tobacco allotments is reduced by reduced
consumption 4

The Farm Bureau has floated a proposal for farmers to receive a one-time payout of $7 billion to
take into account the loss of equity as farmers’ tobacco allotments lose value.

Considerations
Inherent contradictions/tensions mark any serious attempt to address farmers’ concerns.

o Maintaining market stability for farmers clashes head-on with a public health goal of reduction
in use of tobacco products.

o Maintaining an export market for U.S. tobacco clashes head-on with efforts by U.S. to support
tobacco control efforts of other countries.

o Replacing tobacco with other crops clashes head-on with reality no other crop can offer
anywhere near the economic return. (In White House meeting, crop replacement was never
mentioned by farmers as a real possibility).
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Minorities and Special Populations

Background: .

The proposed Agreement does not adequately address minority communities. Minority groups
and other special populations suffer a disproportionaté burden of tobacco-related diséasé and are’
among the greatest users of tobacco products. Nationally, black men are approximately 50%
more likely to die of lung cancer than are white men. Smoking rates are highest among American
Indian/Alaskan Natives (42%) and blacks (27%), as well as for those, regardless of race, who are
living below the poverty level (35%).

Because of these differentials, minorities and special populations are the most likely groups to be
affected by changes in tobacco control policies, such as those contained in the proposed
Agreement. These changes can be expected to have a positive effect, provided that assurances
are given that the programs and other benefits actually reach the communities most at risk.
However, minority communities are often dependent on the tobacco industry for philanthropic
support of civic, cultural and community activities. Accordingly, because of this heightened
dependence on tobacco industry largesse, minority communities may experience a
disproportionate adverse economic effect.

Issues Deserving Special Consideration:

+ Full Access to Programs and Services: Minority groups and other special populations need
to be assured full access to targeted, community-appropriate programs, media and smoking
cessation services, particularly so that cost is not a barrier to accessing cessation services.

Research Focused on Racial and Gender Differences: Tobacco research programs should__
explicitly address gender and racial differences in tobacco use and its sequellae. Inclusion 6f
representative researchers should be emphasized. -

Replacement Sponsorship: Because minority communities are disproportionately dependent
upon tobacco industry largesse and philanthropy, settlement funds allocated for replacing
tobacco industry sponsorship should extend beyond sports sponsorship and include
sponsporship for community, cultural and civic events.

Governance and Decision-making: Explicit involvement of minority and ethnic
communities is needed in governance and decision-making bodies established as a result of the
proposed Agreement. In particular, the ability of communities to create more protective
tobacco control ordinances must not be pre-empted.

Inclusion of Tribes: In addressing Tribal issues, the proposed Agreement uses a formula
based on tribal population as percent of state population. This does not provide adequate
funds for successful program implementation, especially considering that Native Americans
experience the nation’s highest tobacco use rates.
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14. ADVERTISING PROVISIONS

The settlement generally codifies the advertising restrictions in FDA’s final rule and thus
removes the current uncertamty regardmg the legal validity of those restnct:ons The settlement

mcludmg a ban of all outdoor tobacco advertising and advertising on the Intemet. The provisions
concerning point of sale advertising, which limit the number of signs and restrict their location and
size, offer a public health benefit by closing an important avenue of appeal to young people in
retail establishments. Perhaps of greatest importance, the settlement would incorporate the
advertising and marketing provisions in consent orders with the States that will be signed by the
participating companies, so that, at least theoretically, those companies would be bound by the
restrictions regardless of legal challenges (for example, by the advertising mdustry) However, it
is unclear Whether this approach would be constitutional.

Many of the remaining provisions, such as the elimination of human and cartoon images
from advertisements in adult publications and in adult facilities, are of little value and merely
reflect the industry’s current practice (for example, the recent announcement that Cool Joe Camel
is being retired from the marketing of Camel cigarettes by R.J. Reynolds). “While the settlement’s
ban of direct and indirect payments for tobacco product placement in movies, television
programs, and video games and its prohibition of payments that “glamorize” tobacco use sound
positive, these provisions are of little worth because they are largely unenforceable.

The settlement preserves the ability of the industry to continue using the terms “light” and
“low tar” as descriptors of existing and future brand lines. These terms, adopted by the industry~
in the 1970's, are very problematic because they were used to persuade millions of smokers that
these products were in fact safer than so-called full strength cigarettes and are widely believed to
have kept many smokers from quitting. These products now also comprise 71 percent of the
American market. We have a substantial body of data that show that there is in fact a significantly
increased nisk of disease from these “light” and “low tar” products. The settlement thus preserves

the industry’s ability to use terms in its advertising that are now known to be false and misleading

to the public and prohibits FDA from taking action against such advertising under its current
authority in the Food, Drug, and Cosmetic Act. The only action the settlement allows FDA to
take is to require a disclaimer stating that the products may not be less hazardous, but such
disclaimers are ineffective with consumers.



DRAFT

Tobacco-Related Research
Summary of Werkgroup Report
August 1, 1997

L Purpose

As new resources for tobacco control become available from HHS agencies, state governments,
and possibly the tobacco industry, a robust, comprehensive, and well-funded tobacco research
program is essential to inform the development of new federal and state policies and guide the
use of these public and private funds.

1L Priorities

“Tobacco-related medical research” is defined as research related to reducing tobacco use and
reducing the burden of diseases caused by tobacco. A comprehensive research program should
examine tobacco’s impact on health, disease and quality of life, and include studies from six
research categories defined by the Department as biomedical, clinical, behavioral, hgalth
services, public health and community, and surveillance/epidemiological research. Research
must address issues at the national, state, local, and individual levels, and include studies of
tobacco use among both youth and adults. Prioritization of research areas and the allocation of
funds should be guided by the overriding principles of reducing tobacco use and reducing the
burden of tobacco-related disease on society.

III. Funding

Research funding should be commensurate with the burden of disease and disability caused by
tobacco use. The proposed settlement contains four potential funding sources, including 1) funds
for activities to reduce tobacco usage, 2) funds for prevention and cessation research, 3) the —
Tobacco Use Cessation Trust Fund, and 4) the Public Health Trust Fund (PHT).

IV.  Governance and Accountability

The PHT will be operated as an endowment fund, and the investment income from the fund will
define the annual expenditures for tobacco-related research. Specifically, full capitalization of
the trust fund should be achieved over a three year rather than an eight year period. A
Presidentially appointed board of trustees, representing the interests of both the scientific and lay
communities, should oversee the investment and fund disbursal of the PHT. Specific protections
are needed to prevent new research funds from supplanting Congress’ current appropriations to
agencies engaged in tobacco-related research.
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HEALTH INVESTMENTS
Summary of Workgroup Report
August 1, 1997

The charge of this workgroup is to develop appropriate priorities for Departmental Spénding 6f the Tobacce =~ = =
Settlement’s unallocated, or residual, funds. Options focus on promoting health and quality of life by fostering
prevention, control, and treatment of diseases, and closing gaps in health status.

L Principles Guiding Health Investment Trust Fund Utilization
A. The funds will be used for health-related purposes.
B. Funds will be directed to priority populations in order to reduce disparities. ’
C. A balance will be struck between strengthening existing efforts and establishing new initiatives.
D. Funds may not be used to supplant existing expenditures. _
E. ‘Funding decisions will be flexible in order to adjust for the uncertainty of this funding stream over
time, and for changes in health priorities.
F.  The feasibility of investing of Trust Fund monies will be investigated.
IL Proposed Options For Funding ($2-5 billion per option per year) +
A. Pre to Three Program - Improving Prenatal Care and the Health Status of Children 0-3

This program would incorporate, and expand on, all 4 themes of the Children’s Health Initiative and the
relevant principles of the Department’s Race Initiative for pregnant women and children 0-3 years old.

> Insurance expansion for pregnant women and children 0-3

> Cutreach to Medicaid eligible pregnant women and children 0-3

" Expanded Healthy Start quality health care (Incorporating Health Home concept)
> Community-based programs for pregnant women and children 0-3

(Including developmental disabilities prevention, substance abuse and mental health

7 services, immunization, injury prevention and screening programs)
B. School-Based Health Program .
This program would expand the capacity of communities to provide school-based and school-linked healthe
education and health services in areas of highest need.
C. Expanded Medicare Options
This program would include such features as grants to states for home and community-based care, reduced
or eliminated 2 year waiting period for Medicare for the disabled, expanded respite care benefit, and
cardiovascular disease prevention efforts.
D. Health Programs for Indian Tribes
This program would target urban Indian health, injury prevention, contract health services, women’s and
elder health, mental health services, inhalant abuse, oral health, diabetes prevention, sanitation facilities
construction, maintenance and improvement, health care facilities construction, and tribal contract support.
F. Children’s Health Initiative (Unchanged from its current form)

IIL. Accountability and Effectiveness

The success of these programs will hinge on the ability to analyze their effectiveness quickly, and modify them
efficiently in order to keep pace with prevalent, often rapidly changing, hiealth needs. Currently available
monitoring systems are either too crude, or too limited in their scope, to effectively handle analysis of the proposed
multi-billion dollar programs. Therefore, in addition to the programs listed above, Tobacco Settlement funds will
be used to incorporate the latest scientific methods into surveillance and data analysis systems. Research into
measures of quality care and cost-effectiveness also will be funded, and results will be incorporated into the
proposals to ensure the use of relevant state-of-the-science health and financial outcomes measures.

V. Governance

Funds will be placed in a trust fund(s) designated the “Health Investments Trust Fund(s).” A Board of Trustees with
balanced membership from government, scientific, academic and lay communities, will be appointed by the
President to oversee the dispersal of funds. An outside board will review Trust Fund activities on a regular basis.
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SMOKING CESSATION & PUBLIC EDUCATION

Summary of Workgroup Report
August 1, 1997

The Workgroup believes efféctive pragrams to réduce tobacco use require a concérted, coordinated dnd synergistic
effort at the national, state and community level. Programs should be targeted at both adult and youth tobacco users
and non-users and at the environmenta! and social factors that encourage and support the use of tobacco. The
desired outcomes of these programs are to prevent young people from starting to use tobacco, to help current
tobacco users to quit, to protect the health of non-smokers by eliminating exposure to ETS, and to change the social
and environmental factors that encourage and support the use of tobacco. Comprehensive programs based on these

principles and funded at adequate levels have been shown to be effective in reducing per capita tobacco
consumption.

I. Options and Recommendations for Use of Settlement in Smoking Cessation & Public Education

A comprehensive national and state level tobacco control program is proposed. It expands the range and intensity of
existing programs and initiates new programs to fill the gaps and meet the needs of the nation. The program
components include media, state/local programs, programs for special populations, school programs and cessation
interventions, and includes surveillance and evaluation systems capable of not only assessing program outcomes and

monitoring program performance but also of holding the tobacco industry accountable for its continued role in
maintaining the use of tobacce among youth.

1L Funds Available
> Reduction in Tobacco Usage $ 5.325 billion
> Programs Like ASSIST $ 3.0  billion
. Tobacco Use Cessation Trust Fund - $ 355 Dbillion
3 Public Education $ 12,5 billion
> Teams Fund % 0.75 billion
> Public Health Trust Fund $25 billion
> Prevention/Cessation Research . $ 2.5 billioa-

IIL Sufficiency of Funds

While some line items allocations in the proposed Settlement are not sufficient for all above noted components,
funds can be re-directed between these categories to adequately fund a comprehensive program.

IV, Key Issues to be Addressed and Areas for Potential Modification of Settlement

- Administration of Settlement Funds. The division of responsibility as outlined would present
unique issues and challenges to DHHS for the implementation of a coordinated, synergistic effort.

> Funding for ASSIST Like Programs. The ASSIST level of funding is approximately $1.2
million per state which will not provide for comprehensive programs within all states.

> Additional Programs Are Needed. The overall program should be considered as a nationwide
effort involving activities through multiple agencies and organizations at all levels.

- The Balance Between Media, Cessation, and Public Education Programs. The funding levels
in the Settlement are heavily weighted to cessation and media. A better balance is needed.

> Implementation of the Tobacco Use Cessation Funds. The Settlement proposes a program that

would enable most tobacco users to receive assistance tailored to the needs to the individual
smokers, and not limited to a single attempt. There are concerns about the value of spending the
Sestlement’s proposed $1 billion on a federal policy to reimburse insurers for cessation
interventions.

> Appropriate Allocation of Resources for Cessation and Public Education to Indian Tribes.
The Settlement treats Tribes like states, but the formula is based on tribal population as percent of
state population, thus not providing adequate funds for successful program implementation.
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17. National Protocol/Consent Decrees

Issue: Whether thematitHyl” pProtorsl® akd thbnseRt dioress are ™
legally permissible ways to help ensure compliance with the
provisions of the settlement.

Background: The settlement has provisions for a “binding and
enforceable national tobacco control Protococl” and consent
decrees between the States and the participating tobacco
companies. These provisions are very vague, but information in
the settlement and from the negotiators indicates that they
intended that the national protocol and each state consent decree
would contain certain provisions of the settlement and be
enforceable as contracts by the respective states. They are to
allow the States to have independent enforcement authority,
particularly in the event that enacted legislation is meédified by
a later Congress, or particular provisions are struck down on
Constitutional grounds. In addition, some of the advertising
restrictions that go beyond the FDA regulations and may be more
vulnerable to Constitutional challenge, would only be in the
protocol/consent decrees.

Significant Relevant Considerations:

*The national protocol and consent decrees do not appear to be
effective mechanisms that would allow the federal government to
direct enforcement activities, and conduct a national program to
reduce tobacco use by young people. . Individual consent decrees —
would be enforceable only by the relevant signatory states in the
jurisdictions in which they were entered, and not by the federal
government.

+The federal government could not direct state enforcement
activities conducted pursuant to the consent decrees. Federal
legislation will need to be the source of obligations enforceable
by federal action.

+The consent decrees/national protocol should be considered when
evaluating the preemption provisions of the settlement, 50 as to
ensure that the preemption provisions do not inappropriately
constrain the states from enforcing the consent decrees/national
protocol.

+The settlement’s assumption that the use of consent decrees
and/or a national protocol would eliminate the possibility of
Constitutional challenge to the advertising provisions may be
invalid. Moreover, if certain of the advertising restrictions
are in federal law, they are particularly vulnerable to
Constitutional challenge. On the other hand, if certain
advertising restrictions (e.g., Internet advertising) are not in
federal law, they will be less Constitutionally vulnerable, but
may be broadly unenforceable and will likely be beyond federal
enforcement reach.
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18. ACCESS RESTRICTIONS: KEEPING TOBACCO
OUT OF CHILDREN’S HANDS

FDA issued a number of access restrictions in the final rule including setting 18 as the federal
minimum age of sale, requiring photo ID, eliminating free samples in person‘and through the mail,
eliminating the sale of single cigarettes or “kiddie packs” (packs of less than 20 cigarettes), and
limiting vending machines and self-service displays only to those areas where no one under 18 is
present.

The proposed settlement seems to intend to codify all of the access measures in the final rule
although the language used in the document is somewhat vague. ( We have been told by one of

the leading negotiators that the industry has agreed to use the exact language of the final rule and
to include all the access provisions.)

In addition to incorporating the access provisions from the final rule, the settlement goes beyond
the final rule and eliminates all vending machines and prohibits mail order sales. Fufther, in
facilities where anyone under 18 may enter, the settlement requires all tobacco products to be
placed out-of-reach of consumers, or, if on the counter, to not be visible or accessible to
consumers. These are positive enhancements.

On the other hand, the proposed settlement freczes for five years any additional rule making. In
the event that tobacco companies spend that period focusing on getting young people between the
ages of 18 and 21 to begm smokmg or using smokeless tobacco, the Agency would be blocked
during this period from raising the federal minimum age.

Several options could be considered. First, the actual language from the final rule should be used
rather than the vague language in the settlement. Second, it is worth considering whether to
eliminate this adult-only exception altogether and thereby prohibit all self-service displays. (Since
the final rule was issued, a number of tobacco companies and retailer organizations have been
interested in greatly expanding the types of places that would be considered adult-only. This
option would simplify matters and prevent the expansion of such facilities beyond what the agency
intended.) Third, the freeze could be eliminated or limited to two years.
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19. PROTECTING THE GOVERNMENT’S ABILITY TO RESPOND
' TO CHANGING CIRCUMSTANCES

FDA currently has the ability through informal rulemaking and other mechanisms specified in the

Federal Food, Drug, and Cosmetic Act to impose additional requirements on cigarettes and smokeless
tobacco should the Agency find that they are necessary to protect children and adolescents from -
tobacco.

For example, the Agency now has the ability to raise the minimum age of sate from 18 to 19, 20, or 21
if it found that industry practices were resulting in dramatic increases in new smokers among these
groups. Or, it could limit new types of advertising not currently employed by the industry if it found
that these forms of advertising were influencing children’s tobacco use. Additionally, the Agency could
limit the types of retailers that could sell tobacco, add new warnings to the packaging or labeling of
tobacco products, or require plain packaging. The Agency held back from taking these steps in the final
regulation but always recognized that it had the ability to take such actions in the future,

Informal rule making also could be employed quickly and efficiently to correct or clarify any provisions
in the final rule. If, for example, the exemption from advertising restrictions for “adult-only”
publications was being vastly overused to permit all forms of advertising in publications read by young
people, the Agency could eliminate this exemption. Furthermore, in the event that FDA found that
other tobacco products such as cigars met the definition of a drug or device under the Act, the Agency
could assert jurisdiction over them and subject them to the same regulations as cigarettes and smokeless
tobacco.

The government’s flexibility to respond to new tobacco industry practices or other factors resulting in
increased tobacco use among young people is vital to the Administration’s long-term ability to protgct
young people from tobacco. It gives the tobacco industry an enormous advantage if the government is
unable to issue new rules as needed. '

Under the proposed settlement, the Agency is frozen for five years from taking any additional action
except in “extraordinary conditions.” This freeze will permit the tobacco industry to initiate new access
or advertising practices secure in the knowledge that the government is prevented from doing anything
to respond for a period of five years. Five years is a considerable length of time in the advertising
world. (For example, from the time R.J.Reynolds introduced Joe Camel until it Camel’s popularity
among children soared was only a few years.)

While the five-year-freeze is specified in the proposed settlement, the document does not affirm the
Agency’s ability after five years to issue new regulations. If legislation incorporates all of the current
regulations but fails to expressly reserve to the Agency the ability to issue new regulations through
informal rule making and other mechanisms specified in the statute, it might give the impression that
Congress has identified all the restrictions it believes are necessary and that FDA cannot issue take any
additional actions,

Options for addressing the above concerns include: limiting the freeze to two years, eliminating the
freeze altogether, and expressly reserving for FDA the authority to issue new rules.



20, COUNTER-ADVERTISING: REACHING YOUNG PEOPLE RAF T

Counter-advertising is a vital element of any comprehensive tobacco control program. It is not enough
to reduce the barrage of advertising and promotional messages young people receive that encourage
them to smoke cigarettes or use smokeless tobacco. Young people need positive messages to help them
reject pro-tobacco messages and to choose not to use tobacco. In addition, counter-advertising is

useful in motivating people to quit smoking and to foster support for smoke-free environments. The
most effective nationwide counter-advertising program is one that combines multi-media efforts with
school-based and community-based programs. It should have national, state, and local components.

(To this end, CDC is including a $50 million counter-advertising component to its ‘FY*98 budget
request.)

The Food, Drug, and Cosmetic Act (section 518(a)) provides a mechanism for FDA to require
manufacturers to notify users and potential users of an unreasonable risk posed by a product. In the
preamble to the final rule, FDA indicated that this notification process might be an appropriate means to
require tobacco manufacturers to fund multi-media campaigns to educate children and adolescents
about the risks associated with tobacco products. The process for requiring companied to undertake
this effort would consist of the Agency notifying companies of its intent to require such action,
providing an opportunity for a hearing, and, if necessary, imposing a “notification order.” The Agency
has not yet taken this action,

The proposed settlement provides for the establishment of a public education program which the
industry would fund annually for $500 million. It does not appear to place restrictions on the type of
educational messages that could be developed. It authorizes the Secretary of Health and Human
Services to establish a public education program to “discourage and deglamorize the use of tobacco
products,” and to make grants to state health departments to assist in carrying out these programs. __
However, it seems to provide primary authority to an independent non-profit organization. It is unclear
the extent to which the Secretary would oversee the counter-advertising program.

In the event that this settlement were finalized, it would seem to decrease the need for FDA to use its
authority to require companies to fund an additional campaign. The amount of the funding, the
immediacy of the availability of funds, and the lack of restrictions on the type of messages are clearly
favorable.

Although $500 million is far more than the government has ever had to undertake counter-advertising, it
may be somewhat less than the amount needed for a coordinated national/state/local campaign. (For
example, if a national campaign were modeled on the Massachusetts’ campaign, it would require
approximately $600 million annually.)

Options to consider include: increasing to $600 million annually the amount of the counter-advertising
campaign and, if an independent organization is formed to oversee the program, ensuring that such an
organization receives overall direction or guidance from the Department. Alternatively, consideration
should be given to having the program run by the Department so as to be able to coordinate media
efforts with other prevention and cessation activities.
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23. Enforcement/Penalties

Issue: Should enforcement mechanisms and penalty provisions in
existing law be strengthened or otherwise be changed?

Background: Current enforcement authority is found in the
Federal Food Drug and Cosmetic Act and Title 18 of the United
States Code. 1In addition, states are required to enforce their
laws concerning the sale of tobacco products to minors in order
to receive federal substance abuse block grants. The proposed
gsettlement contains certain new provisions, but is unclear as to
whether existing penalty provisions would be retained, +
diminished, or enhanced.

ificant relevant congiderations: Any proposal should clarify
that existing sanctions and penalties are either retained or form
a threshold for developing new, enhanced provisions. Unlike the
proposal, any new provigions should not restrict broad-based
action, such as enforcement against "chains" for sales violation,
with an unduly low corporate cap. That is, the government should
be able to combine the individual fines for a large number of
viclations agalnst the same corporate entity without being
limited by a maximum fine per company . The government may also -—
want to use this settlement opportunity to enhance existing
authority with other provisions, for example:

-- raising the FDCA civil money penalty maximum, céurrently
$15,000 per violation, §1,000,000 per proceeding;

-- giving FDA full subpoena power; or

-- gtreamlining civil money penalty procedures to allow for
ticketing by FDA. Currently, FDA must provide for an opportunity
for a hearing before assessing a fine. It may be preferable to
first issue a ticket and then provide an opportunity to appeal.
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Monitoring, Evaluation, and Program Accountability

Background:
All proposed program efforts (i.e., media, community, school, cessation activities, and minors’
access advertising restriction provisions) will require & comprehensive monitoring and evaluation
system to assess program impact at the state, major metropolitan, and media market levels.
Because the nature and complexity of these needs will place unprecedented and urgent demands
-on current systems, existing health information systems must be stregthened. Otherwise, it will
not be possible to determine if intended public health effects are being achieved. New levels of
monitoring and evaluation capacity at the Federal and State level are required, especially in view
of the erosion in our public health infrastructure over the last two decades.

While the monitoring of adult smoking behaviors at the national and state levels, and of youth
smoking at the national level is well established, major gaps in data collection and evaluation .
systems remain. Monitoring youth smoking is incomplete at the state level,:and needs to be
expanded to major media markets. Little infrastructure for evaluating the provision éf cessation
interventions exists, and mechanisms to hold the tobacco industry accountable (e.g., advertising
that influences youth, or tactics that hamper effective minors’ access restrictions) are needed.

Issues Deserving Special Consideration:

»  Expanding Current Survey Mechanisms. Current monitoring and evaluation activities
need to be expanded at the national, state, and local levels, as well as in major media markets,
to incorporate: 1) tobacco-related knowledge, attitudes, and behaviors (e.g., detailed
descriptions of brand preference, the incidence of initiation and cessation of various tobacco-
use behaviors, and observation and reactions to both anti- and pro-tobacco media messages) __
among adults and youth; 2) exposures to both anti- and pro-tobacco programs and messages
(e.g., anti-smoking advertisements, tobacco’s portrayal on television and in the movies,
attempts by the industry to circumvent advertising restrictions); 3) relevant policies,
ordinances, and laws, and their enforcement; 4) biomarkers indicative of exposure to tobacco
and tobacco smoke; and 5) current and future tobacco products’ composition and design,

including laboratory analyses of tobacco and tobacco smoke and their constituents in body
fluids.

Coordination of Efforts. The monitoring and evaluation system will need to functionin a
coordinated fashion. Currently most activities are being conducted by CDC, with SAMHSA,
NIDA, FDA, NCI, and others also conducting monitoring and evaluation work.

Allocation and Sufficiency of Funding. Funding for these activities should be assured and
aliocated separately from those allocated for research. Furthermore, CDC estimates that
approximately $270 million annually will be needed to conduct the required activities.

Expedited Clearance Mechanisms. . The dynamic and rapid need for monitoring data will .
require expedited mechanisms for clearance of surveys and for funding of evaluation projects.
Applied research projects to guide timely modification of intervention efforts also need
expedited review and funding.



DRAFT

The proposed settlement envisions that conventional and so-called “less hazardous tobacco
products™ would be able to make health claims in labeling and advertising. The deal also preserves the
industry’s ability to make “light” and “low tar” claims as long as such claims are accompanied by a
disclaimer elsewhere on'the label or in an advertisement. Sérious duestions have'been raised dbout the
public health benefit of these provisions and about the wisdom of deciding this issue now (as opposed to
letting FDA decide at a future time whether to permit these claims).

26. HEALTH CLAIMS

The first fundamental issue that must be addressed is whether claims should even be allowed for
tobacco products that pose reduced risks but are still dangerous and addictive. There are some in the’
public health community who believe there is a role for such claims. However, important lessons from
the history of “light” and “low tar” marketing efforts are quite relevant here. Filtered “light” cigarettes
sold over the last 30 years may have reduced tar and nicotine deliveries, but there was no concomitant
reduction in the death and disease associated with tobacco use as result of these marketing innovations
(perhaps because smokers simply smoked more cigarettes or inhaled more deeply). As we look toward
the next 30 years we must remember that every single cigarette on the market today, regardless of its
nicotine level, is capable of both creating and sustaining addiction. It is arguable whether health claims
should be permitted for innovations that may reduce the risk of products that nonetheless remain deadly
and addictive.

The second fundamental issue is the vagueness of the health claims provision in the settlement,
Under the deal, “scientifically-based health claims” would be permitted for “less hazardous tobacco
products.” These terms are not defined, hence there is no way to know what the negotiators meant.
One party to the negotiations has stated that it would be up to FDA to determine what these terms
mean. Until legislative language is drafted and enacted into law, it is unclear whether FDA would _
indeed have that discretion and authority. T T

The third fundamental issue raised by the settlement is the provision that allows claims for “less
hazardous tobacco products” to be exempt from the advertising restrictions in the legislation if FDA
finds that such advertising would reduce harm and promote public health. Even if FDA retains the
discretion to make these determinations, the wisdom of the provision remains debatable.

The fourth fundamental issue is addressed in the “Advertising Provisions” analysis that discusses
the impact of the “grand fathering” of certain “light” and “low tar” claims. As stated in that analysis,
FDA would be unable to eliminate the use of these misleading terms as long as they were accompanied
by relatively ineffective disclaimers.
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THE WHITE HOUSE

WASHINGTON

May 10, 1998

MEMORANDUM FOR THE CHIEF OF STAFF

FROM: Bruce Reed
Elena Kagan
SUBJECT: Tobacco Negotiations

This memorandum reviews what we need to get out of our negotiations with Senators
McCain and Hollings; what we can give up; and some ideas on opening positions and trades.
Negotiations are not scheduled to begin until Tuesday, so we can meet Monday to discuss these
ideas and any other questions you might have. We also would like to go over spending issues,
including the public health programs and the state menu; OMB is currently preparing some
tables for this discussion.

I._ What we need -
A. Lookback Penalties (pp. 345-61).

The most important (and most difficult) concession we need to secure in these
discussions is to strengthen the lookback penalties by increasing the cap and adding a company-
by-company component. Along with-liability, this is the number-one concem for Conrad,
Waxman, and many public health advocates. But Hollings and the industry will vehemently
resist any increase in penalties as a backdoor way to drive up the price of a bill they think costs
too much already. McCain might have given us these changes in committee, but Hollings said
no.

In its current form, the McCain bill includes industrywide penalties of up to $3.6 billion,
the precise equivalent of a20% miss. Instead of a company-specific penalty, the McCain bill
includes a provision that could theoretically deny liability protection to a company that missed
the targets by more than 20% -- but in its current form the provision is meaningless.

In an earlier memo, we described three options on how to meet our concerns: (1) raise the
cap to $4-5 billion, and add a company-specific penalty of $500 per youth smoker; (2) raise the
cap to $4-5 billion, and add a company-specific penalty of $20 million per percentage point (the
virtual equivalent of $500 per youth smoker); or (3) raise the cap to $5 billion, with companies
paying the first $4 billion on the basis of adult market share and the last $1 billion on the basis of
youth market share. These are the options you described to McCain in your office. We offered
to cxplain these options in more detail to John Raidt, but he has yet to take us up on it.



We now think we have an even better idea that stacks these approaches in a way that
might sound more attractive to the public health community but also fits more neatly into the
current McCain bill. Here's how it would work: The first 20% would be paid industrywide, as in
McCain. Once the industry-wide level was reached, any company that missed by more than 20%
would be assessed an uncapped company-specific penalty of $500 for each youth smoker beyond
the 20% miss. Under this scheme, there is no cap on penalties - just an industrywide tier for the
first 20% and a company-specific tier beyond 20%. But because the company-specific
component is reasonable, and doesn't kick in until 20%, there's no need for a cap because it won't
put anybody out of business. Treasury estimates that even if youth smoking didn't decline at all,
and companies had to pay for a 60% miss in year 10, Philip Morris would pay a company-
specific penalty of less than $500 million.

Waxman will never be satisfied with these amounts, and whatever we get will-suffer by
comparison to the Meehan-Hansen bill, with over $1.00 a pack in company-specific penalties.
But being able to say we have penalties that are uncapped with a company-specific component
will go a long way with the rest of the public health crowd. Moreover, it only requires one
change in the McCain bill: replacing the current unworkable company-specific provision linking
a 20% miss to liability protection with our company-specific idea. We might be able to convince
Hollings that such a trade isn't so bad from the industry's standpoint. (The public health
community doesn't seem to care about the current provision, but industry analysts were
somewhat alarmed by it.)

To end up with this plan, we recommend staking—out/ an opening bargaining position that
is somewhat stronger: for example, raising the industry cap to $5 billion, and adding an
uncapped company-specific penalty of $500 for every youth smoker {not just the ones above a
20% miss). (We could start at $750, although that is more than we discussed with McCain.)
Another idea we could raise to frighten Hollings (and eventually relent on) is the prospect of
seeking to strengthen the link between a 20% miss and loss of liability protection.

B. Environmental Tobacco Smoke (ETS) (pp. 415-20).

The McCain bill generally requires owners of “public facilities” (defined as any building
“regularly entered by 10 or more individuals at least one day per week} to prohibit smoking
except in specially designated smoking areas that accord with specified ventilation requirements.
The bill excludes from this general prohibition buildings used for residential purposes and -- in
the so-called hospitality exception -- buildings used as a “restaurant {other than a fast food
restaurant), bar, private club, hotel guest room or common area, casino, bingo parlor,
tobacconist’s shop, or prison.” The bill further provides -- in the so-called opt-out clause -- that
none of the ETS provisions shall apply to any state that “‘by law, provides that [they] shall not
apply to that State.”

Our goal is to remove the opt-out clause, which the agencies (OSHA, EPA, HHS) and the
public health community agree very substantially diminishes the value of an otherwise fairly
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strong ETS provision. The tobacco industry does not much care about this scction of the bill; the
original June 20th settlement did not include any state opt-out, instead simply setting a national -
standard. For some Republicans, however, the issue is ideological; the opt-out clause is a way of
resisting federal (worse yet, OSHA) regulation. We should not underestimate how difficult it
will be to remove this provision -- but we also should not underestimate the importance of this
issue to the public health community and the need for us to come out with a solid win.

The agencies and public health community also would like us to fight the breadth of the
hospitality exception -- particularly its coverage of non-fast food restaurants and casinos, which
are often the most unhealthy of all public facilities; the agencies have suggested phasing in (over
a period of five or so years) the application of the bill’s ETS provisions to these facilities.
Subjecting restaurants and casinos to the bill’s ETS provisions, however, would add yet another
set of powerful interest groups to the many already fighting tobacco iegislation. If W& were to
succeed in accomplishing this objective, we might soon regret it. o

In thinking about the ETS issue, you should note that the Chafee-Harkin bill adopts a
very different approach, which 1s much more amenabie to Republicans. Rather than prescribing
a national standard for public facilities, Chafee-Harkin would provide grants to states and
building owners for progressively lowering exposure-levels. At the same time, Chafee-Harkin
would provide funds for outreach and education regarding the health effects of ETS on children,
which primarily occurs in their own homes. Some of the agencies think that a program of this
kind, assuming adequate funding, could have substantial health benefits; EPA in particular is
very supportive of the focus on children, and would like us to press for funds-{or this purpose
wholly independent of the public facility standard. The public health community, however, is
focused on a national standard and will give us little credit on the ETS issue unless we emerge
with the standard currently in the McCain legislation minus-the opt-out provision.

In light of all the above, we recommend an opening position that demands both the
removal of the opt-out clause and the elimination or narrowing of the hospitality exception. We
can then bargain down solely to the removal of the opt-out clause. We would not initially
‘mention the use of incentive grants, because McCain is likely to jump on that suggestion as an
alternative to a national standard. At an appropriate time, however, we may want to suggest the
addition of a grant program to a national standard, so as to make it less of an unfunded mandate.
If such a funding stream becomes part of the ETS provjsions, we should try to include some
grants for outreach and education relating to ETS’s effects on children.

C. Antitrust Exemption (pp. 628-29).

The McCain bill exempts from the antitrust laws any concerted action among tobacco
manufacturers if it is for purposes of (1) entering into and complying with the agreements
(protocols, consent decrees, etc.) presumed to exist between the manufacturers and the federal
and state governments; (2) refusing to deal with a distributor or retailer who offers products to
underage persons or otherwise fails to comply with the requirements of the law; and (3) carrying



out any plan to reduce the use of tobacco products by teens if the Attorney General has
determined that the plan is “appropriate as part of the effort to reduce the use of tobacco products
by underage individuals and will not have the effect of unduly restraining competition.”

The Antitrust Division hates antitrust exemptions, and this one is no exception. The
Division worries that any antitrust exemption, no matter how carefully drafted, will tend to
facilitate anticompetitive behavior in an industry, including price-fixing. In response to the
argument that anticompetitive behavior will only increase prices, which is what we want with
regard to tobacco products, the Division notes that it does so by allowing the tobacco companies
to unduly enrich themselves, which is hardly the mechanism most consistent with public health
interests. Moreover, the Division believes that the McCain bill is not carefully drafted; rather
than specifying clearly and precisely what kinds of concerted action tobacco manufacturers can
undertake in what circumstances, the bill countenances concerted action of any kind¥henever
intended to facilitate several generally defined purposes. (With regard to lack of spetificity,
provision (1) above is particularly troubling.) Finally, the Division objects strenuously to the
regulatory role assigned to the Attorney General by the McCain bill, noting that (1) she has no
expertise in determining what efforts will reduce youth smoking and (2) the involvement of law
enforcement officers in policy matters of this kind would set an unfortunate precedent.

Although the Division’s general inclination is to oppose any and all antitrust exemptions,
it also acknowledges that in limited circumstances, an agreement among tobacco manufacturers
could facilitate efforts to reduce youth smoking without imposing any real harm. (The Division
believes that the strongest case for an antitrust exemption is iz a bill without company-specific
lookback penalties, because such a bill Kas little way of containing free-riding other than by
facilitating industry-wide agreements.) The Department is accordingly drafting a carefully
limited exemption that we could substitute for the McCain language. We should have this new
language on Monday.

We recommend an opening position that calls for the elimination of the antitrust
exemption. We may not encounter much resistance to this position. If we do, we should revert
to the Antitrust Division’s new language. The difference between eliminating the provision and
substituting our own language is not worth terribly much -- to our own agencies, to the public
hcalth community, or to Democratic members of Congress.

D. Liability Issues (pp. 431-51).

In addition to the annual liability cap, the McCain bill contains a number of less high-
profile lhiability provisions that Sen. Conrad has been trying to highlight. The bill settles not only
the state suits (as the Conrad bill itself does), but also the so-called “Castano suits” -- i.e., the
class actions brought by Stan Chesley and others alleging the harm of addiction (not tobacco-
related disease) and requesting a remedy of cessation services (not compensatory damages). The
bill also bars suits by cities or counties located in states that have recovered funds under the Act.
Perhaps most important, the bill prevents plaintiffs with tobacco-related claims from suing any
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cnlity other than the tobacco manufacturer, including parents and affiliates, officers and directors,
and other persons involved in the distribution chain (e.g., distributors, wholesalers, retailers).
Finally, the bill provides that in claims against manufacturers, evidence relating to reduced risk
products developed after enactment of the legislation shall be neither admissible nor
discoverable.

We should insist, as an initial matter, that liability limitations go only to companies that
“return to the table” -- i.e., companies that sign a protocol with the federal government agreeing
to abide by the bill’s terms, as well as the additional, otherwise unconstitutional advertising
restrictions. As you recall, we have given McCain’s staff a set of changes designed to make the
bill work regardiess whether the companies agree to participate. In this set of changes, we put
the liability protections into the portion of the bill -- and only into the portion of the bill -~ that
applies to willing parties (so-called participating manufacturers). We have reason t@believe that
McCain agrees with this structure, but do not know Hollings’ views. If we need to, we should
insist on the point: a company should not get liability protections if it has not agreed to accept the
bill’s terms without challenge and to adopt additional gdvertising restrictions.

As to the content of the liability protections, we want to have another conversation with
Conrad’s staff, but we are inclined to think that you should raise only the issue of parent and
affiliate liability. The Justice Department largely supports the rationale of the other provisions:
the Castano plaintiffs, like the states, were well-represented at the bargaining table, and the funds
for cessation in the bill represent recovery for their claims; the preemption of local claims where
a state already has collected funds prevents double recovery; the protection of entities down the
distribution chain encourages companies to deal with participating manufacturers and effectively
prevents them from challenging the bill’s advertising provisions; and the reduced risk rule
encourages the development of safer products. The Department has some suggested changes to
the language in these provisions, but we suspect we can make these changes on the staff level.
The single liability limit that seems troubling in concept -- and to which Conrad has most
strongly objected -- is the protection of parents and affiliates of manufacturers, which would
protect these entities from tobacco-related suit even when they have committed an independent
wrong. Bruce Lindsey agrees that we should be able to remove this provision.

IX. What we can give away

A. Volume Adjustment.

The most valuable concession we can make in these discussions is to allow the annual
payments to be adjusted for volume in the first five years (the current volume adjustment doesn't
begin until after year 6). This change would give the industry the certainly of knowing that the
annual payments won't increase cigarette prices by more than $1.10 a pack, even if volume
plunges. It could also reduce available revenue in the 5-year budget window by $5-10 billion.
But it is a concession we almost certainly have to make in order to keep Joint Tax from scoring
the McCain bill as an increase of $2 a pack. (Joint Tax is currently assuming higher retail
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markups and other factors that will keep the price around $1.50 even with a volume adjustment.)

In the first five years, the McCain bill provides for fixed payments by tobacco
manufacturers of $93 billion (plus a $10 billion voluntary upfront payment). We estimate that
these payment levels will reduce consumption by 23% and result in an effective real price
increase of $1.10 per pack by 2003. Beginning in 2005, the McCain bill would adjust these
payments as consumption rises or falls, thereby keeping the per pack cost constant.

The industry and Wall Street were quick to criticize this approach as a death spiral,
because the companies would still have to pay $93 billion over 5 years even though they expect
consumption to drop nearly twice as fast as we projected. Our $1.10 is based on consumption at
17.7 billion packs in 2003. If consumption fell to 13 million packs, as many analysts predict,
that would rise to $1.50. The industry also argues that at those prices, black market sales would
significantly reduce legal consumption, driving the price of the settlement per pack higher still.

The major drawback of a volume adjustment is that instead of locking in $65 billion over
5 years, we'll end up with somewhat less. Joint Tax is likely to assume a larger drop in
consumption than Treasury, so with fewer packs sold, $1.10 a pack will bring in less money.
(We've asked OMB and Treasury to prepare a memo for you on where they think Joint Tax will
come out, based on our meeting last week.) .

We propose a volume adjustment that begins in year 2, and would be based on the
difference |n the prior year between actual.volume and our estimatee levels (essentially, a
correction of our prevously estimated vofume adjustment). This approach will keep the price per
pack constant at $1.10, while keeping projected industry payments as close as possible to our
budget numbers.

B. International Provisions (pp. 583-7, 599-628).

The McCain bill currently contains a number of provisions on international tobacco
control proposed by Sen. Wyden. The bill would broaden the current prohibition (the “Doggett
provision™) on using federal funds to promote tobacco products in such a way as to interfere with
the government’s ability to negotiate general tariff reductions. The bill also would impose the
marketing, advertising, and labeling restrictions applying in this country to U.S. companies, or
their affiliates or subsidiaries, operating overseas. Finally, the bill would impose a clearly
unconstitutional 2-cent per-pack export fee.

Everyone in the room will dislike these provisions. McCain thinks they’re silly; Hollings
thinks they’re detestable; and our own agencies object to everything noted above except the
requirement that U.S. tobacco companies operating abroad use the same or substantially similar
Iabels (most already do). As you know from listening to Rep. Pelosi, however, these provisions
are very popular among liberal Democrats, elite opinion-makers, and the public heaith
community. They believe that without these provisions, this legistation may simply export our
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lobacco problem to other nations.

Our bargaining position with respect to this issue is hardly optimal, because McCain and
Hollings know our own opinion of these provisions. But in light of who supports these
provisions, we cannot give them up without getting something substantial for them. Indeed, even
if we do effect a good exchange, we may want to keep this part of the bargain out of the text of
the manager’s amendment. McCain’s staff has suggested, for their own reasons, that the best
way to deal with this issue may be through a pre-rigged floor amendment (j.e., an amendment we
would agree to support). Although this approach forces us to reveal our view of the international
provisions, it also insulates us from the charge that we have given away these provisions in what
could be characterized as a backroom negotiation.

a—

C. Attorneys’ Fees Limitations (pp. 451-54).

The McCain bill has one proviston relating to attorney’s fees. This provision submits to
arbitration, to the extent consistent with private agreements, any fee dispute arising from
“litigation affected by, or legal services that . . . resulted in, this Act” -- L.e,, the state suits and the
Castano actions. Under the provision, the arbitration panel makes an award to the lawyer after
considering criteria such as the time the case required, the difficulty it involved, and the risk it
imposed on the attorney. This provision is exactly what the lawyers in these cases want; it does
nothing for the many Republicans who would like to limit fee awards.

One way to respond to this desirg is to impose an presumptive cap of $250 per hour on
the awards that the arbitration panel could make. Under this provision, the arbitration panel
could decide that the circumstances were sufficiently unusual as to call for more than $250 per
hour, but generally would make awards within the cap. Such a provision would substantially
(ie., by millions and millions of dollars) cut into the awards of the Castano and state lawyers, to
the extent that their preexisting contracts do not specify other fee arrangements. (The Justice
Department believes that attorneys for only 15 states -- the four that have already settled and 11
others -- have contractual rights that could trump such a statutory provision; we do not know
about the lawyers for the Castano plaintiffs.) '

We do not know whether McCain will raise the issue of attorneys fees; he does not seem
to care much about it personally, but to the extent he 1s negotiating for his Caucus, he might well
do so. If he does, we should offer the above proposal; even if he does not, we should probably
look for an opportunity to suggest a trade involving this kind of provision. McCain might want
to go further, imposing still more stringent limits on the lawyers in the state and Castano suits, or
imposing limits on the lawyers in any tobacco legislation, now or in the future. We should not
accept the latter kind of proposal in this negotiation, because our own caucus (including Sen.
Hollings) would view it as pro-tobacco, anti-trial lawyers, and anti-consumers.
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Smaller Issues and Trades

We are meeting with McCain’s and Hollings' staff on Monday morning to discuss a
number of design issues that we hope can be resolved without the principals. These include (1)
how much to charge smokeless manufacturers; (2) how to structure the $6.5 billion liability fund;
(3) licensing and anti-smuggling provisions; (4) document disclosure provisions; (5) inflation
adjustments and other technical pricing issues; {6) whether and how to reduce the 17 so-called
new federal bureaucracies; (7) whether and how to provide funds for asbestosis victims; and (8)
how to restructure the bill to make it effective regardless whether the companies return to the
table. If we need to bump any of these issues up to the principals’ level, we will let you know
quickly. '

Assuming the issues for the principals are as stated above, we think the following trade-
offs make some sense: (1) strengthened lookbacks in exchange for a volume adjustment and
elimination of the provision to remove liability caps; (2) strengthened ETS provision in exchange
for amendment of the international provisions; (3) elimination of the antitrust exemption and
parent company protection in exchange for attorneys’ fees limitations; and (4) as we will discuss
further tomorrow, full funding for public health programs and a good state menu in exchange for
our agreement to no new entitlement spending. ’
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THE WHITE HOUSE
WASHINGTON

May 12, 1998

MEMORANDUM FOR THE PRESIDENT

FROM: Bruce Reed
Elena Kagan
SUBIJECT: Tobacco Negotiations Status Report

Erskine, Larry, and we held a series of meetings today in an attempt to reach agreement
with Sen. McCain on a manager’s amendment to his tobacco bill. Although we have not yet
nailed down a deal with McCain, our discussions with him were very fruitful. In later -
discussions, Sen. Daschle indicated real enthusiasm for the deal that we believe we can make.
As explained further below, however, Sen. Conrad expressed severe disappointment on several
issues.

The key features of the manager’s amendment under discussion are as follows:

1. Price. As you know, the McCain bill imposes payments of about $65 billion over the
next five years. OMB has calculated that these payments, when passed on to price, will increase
the price of a pack of cigarettes by $1.10. We expect, however, that CBO will say tomorrow that
if the McCain bill becomes law, the price of a pack of cigarettes will rise by over $2 in the next
five years. A large part of this price differential reflects disparate assumptions about how much
the volume of cigarettes sold will decline in this period. (The more consumption declines, the
larger the per-pack price increase necessary to make the annual industry payments.)

To combat the new CBO figures, which will tend to support the industry’s recent
arguments, we would agree in the manager’s amendment to incorporate an explicit “volume
adjustment” in the first five years of the McCain bill. (There is already an explicit volume
adjustment after year six; prior to this point, OMB’s estimates about volume reduction were
taken into account in setting the annual payments, but there is no correction mechanism if OMB
is wrong.) This volume adjustment would ensure that the price increase attributable to the annual
industry payments would not exceed $1.10 per pack, no matter how much volume declines.
(CBO assumptions regarding additional factors, such as wholesale and retail mark-ups and state
excise tax-increases, should bring the total price increase to about $1.50 in five years.) The
downside of this approach is that if CBO is right about how steeply consumption will fall, a
volume adjustment will bring down the total revenue generated by the bill -- OMB estimates by
between $5 and $10 billion in the first five years.

Sen. Conrad is worried that if we go this route, we will wind up with far less revenue than
is necessary to fund what people expect from a tobacco bill. It is unclear, however, what Sen.



Conrad would do to respond to the forthcoming CBO estimates. He seems to want to insist on
an $1.50 per pack excise tax, but CBO would score that as above $2 as well, rendering this
approach utterly impractical.

2, Lookbacks. As you recall, the McCain bill has industry-wide lookback penalties
capped at approximately $3.5 billion per year, with no company-specific penalties at all. We
have gotten McCain and Hollings to agree to raise the cap on industry-wide penalties to $4
billion. We have also gotten them to add a company-specific penalty wholly outside the cap of
$1000 per child for every child by which the company misses its youth smoking targets. This
figure represents twice the lifetime profits that a company earns from any youth smoker. Finally,
we have gotten McCain and Hollings to agree to strengthen the provision linking a 20 percent
miss to the loss of liability protection. Under the current provision, when a company misses by
more than 20 percent, the government must show that a company committed affirmative
misconduct in order to trigger the loss of liability provisions. Under the new provision, when a
company misses by this amount, the tobacco company will have to show both that it did not
engage in affirmative misconduct and that it used best efforts to reduce youth smoking in order to
escape the loss of liability protections.

Sen. Daschle was supportive of this agreement, but Sen. Conrad thought the provision on
company-specific lookbacks is weak. His own proposal would impose far more onerous
company-specific penalties, perhaps as much as ten or twenty times higher. We believe penalties
of this magnitude would ensure that the companies never return to the bargaining table; we also
could not possibly convince McCain and Hollings to accept company-specific penalties of this
magnitude. -

3. Liability. As you recall, the McCain bill provides for an annual liability cap of $6.5
billion, while avoiding the question of whether this money comes from the annual industry
payments or from other industry assets. McCain has now agreed to push the liability cap to $8
billion, the exact amount of the Harkin-Chafee liability cap. (As you recall, you said you would
sign Harkin-Chafee.) We have tentatively agreed that (1) half of the upfront payment that the
industry makes will go to pay legal judgments and (2) when that amount is depleted, half the
amount of judgments will come from the annual payments and half from other assets of the liable
company(ies). '

Another, perhaps even more tricky set of issues has arisen around other liability
provisions in McCain. First, the legislation provides that suits for tobacco related disease can be
brought only against a tobacco product manufacturer, and not against a wide variety of other
parties, including their parents and affiliates; officers, directors, employees, agents, or attorneys;
importers, distrtbutors, wholesalers, and retailers; suppliers of component or constituent parts;
growers; and insurers. We have succeeded in removing this liability protection for parents and
affiliates. We do not think anyone cares about removing protection for growers, suppliers, or
parties down the distribution chain. Conrad, however, has objected strongly to giving liability
protection to attorneys, and we are trying to remove this provision. We may also try to remove



the protection for officers, directors, employees, agents, and insurers.

Second, the McCain bill settles the Castano lawsuits, which are lawsuits brought on
behalf of addicted (but not 1ll) persons for cessation services. We have succeeded in ensuring
that the language in the bill does not at all affect the ability of plaintiffs claiming injury from
disease to use evidence of addiction in their lawsuit. (Evidence of addiction generally would
come in to these suits in response to the industry’s charge that the plaintiff chose to smoke and
thus assumed the risk of injury.) As currently written, however, the bill does bar all future claims
based solely on addiction. The rationale for this provision is that the legislation itself provides
funds for cessation services -- the exact remedy that addicted (but not 11l) persons seek. Conrad,
however, wants to continue to allow these claims in the future. We do not believe this result can
be accomplished while settling the Castano lawsuits, which many Senators would like to do.

Third, the McCain bill provides that no evidence relating to reduced-risk tobacco
products is admissible in suits alleging harm from tobacco-related disease. The rationale for this
provision, which is very similar to one of the federal rules of evidence, is to assure manufacturers
that their development of safer products will not come back to haunt them in a legal proceeding.
We have succeeded in narrowing this provision somewhat (so that such evidence, although not
admissible at trial, will be discoverable), but apparently not enough for Conrad. We intend to
take another run at this provision tomorrow, not because we think Conrad is right, but because
we think the liability cap will be easter to maintain if we remove as many objections to other
liability protections as possible.

4. Second-Hand Smoke. As yourecall, the current McCain bill has a strong
environmental tobacco smoke (ETS) provision, but gives states the opportunity to opt out of it
entirely. We have tentatively agreed to maintain the opportunity for an opt-out, but only if the
state is able to demonstrate to OSHA that it has an ETS standard at least as protective of public
health as the federal standard. This compromise, if it holds up, should get us all we need on this
issue.

5. International. We think that Sens. McCain, Hollings, and Wyden have agreed to
eliminate many of the international provisions in the current McCain bill. (Wyden was their
original sponsor.) Under this agreement, the manager’s amendment would eliminate the 2 cents
per pack export fee, eliminate extraterritorial restrictions on advertising and marketing, and
eliminate restrictions on tobacco products in duty-free stores and on military bases. The
provisions would continue to fund international tobacco control efforts and would establish a
mechanism for multi-lateral negotiations on tobacco marketing and advertising.

6. Spending. We have yet to have a full discussion of spending with McCain, but we
believe we can convince him to divide money among (1) the states, (2) public health money
(cessation, prevention, counteradvertising, etc.), (3) health research, and (4) farmers. We doubt
we can convince McCain to earmark any of the state money to the specific programs we
proposed in our budget -- child care and class size reduction. We think, however, that he will



agree that states must use a portion of their money (representing the federal government’s share
of Medicaid recoveries) on programs appearing on a specified menu. We are currently
developing an agreed-upon menu with the NGA; we hope it will include between 8 and 12 health
and children’s programs, including child care and class size reduction.

7. Bureaucraciés. As you know, the industry and other opponents of the McCain
legislation have accused it of setting up 17 new federal “bureaucracies.” {Charts purporting to
illustrate the legislation -- similar to those used in the heaith care debate -- are appearing all
over.) We succeeded today in eliminating all of these 17 supposed bureaucracies, leaving a
stripped-down, much simpler bill.

8. Farmers. We agreed to give Sen. Hollings help in ensuring passage of the LEAF Act.
Hollings is worried that he will lose a vote on the floor to substitute Sen. Lugar’s farming plan
for his own. As you know, Lugar’s plan would buy out all tobacco farmers and then end the
tobacco price support system; Hollings’s plan would compensate tobacco farmers for any loss
suffered as a result of legislation (through buyouts and/or subsidies), while keeping the price
support system in place.

Please let us know if you have any thoughts on, or objections to, what we are doing in
these negotiations.
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Elena Kagan
SUBJECT: Tobagco Negotiations Status Report

Erskine, Larry, and we held a series of meetings today in an attempt to reach agreement
with Sen. McCain on a manager’s amendment to his tobacco bill. Although we have not yet
nailed down a deal with McCain, our discussions with him were very fruitful. In later
discussions, Sen. Daschle indicated real enthusiasm for the deal that we believe we can make.
As explained further below, however, Sen. Conrad expressed severe disappointment on several
1S5Ues, '

The key features of the manager’s amendment under discussion are as follows:

1._Price. As you know, the McCain bill imposes payments of about $65 billion over the
next five years, OMB has calculated that these payments, when passed on to price, will increase
the price of a pack of cigarettes by §1.10, We expect, however, that CBO will say tomorrow that
if the McCain bill becomes law, the price of a pack of cigarettes will rise by over $2 in the next
five years. A large part of this price differential reflects disparate assumptions about how much
; \4\{\ the volume of cigarettes sold will decline in this penod. (The more consumption declines, the
' larger the per-pack price increase necessary to make the annual industry payments.)

To combat the new CBO figures, which will tend to support the industry’s recent
arguments, we would agree in the manager’s amendment to incorporate an explicit “volume
adjustment" in the first five years of the McCain bill. (There is already an explicit volume
adjustment after year siX; prior to this point, OMB’s estimates about volume reduction were
laken into account in sctting the annual payments, but there is no correction mechanism if OMB
is wrong.) This volume adjustment would ensure that the price increase attributable to the annual
industry payments would not exceed $1.10 per pack, no matter how much volume declines.
(CBO assumptions regarding additional factors, such as wholesale and retail mark-ups and state
excise tax increases, should bring the total price increase to about $1.50 in five years.) The
downside of this approach is that if CBO is right about how steeply consumption will fall, a
volume adjusument will bring down the total revenue generated by the bill - OMB estimates by
between $5 and $10 billion in the first five years.

Sen. Conrad is worried that if we go this route, we will wind up with far less revenue than
is necessary to fund what people expect from a tobacco bill. It is unclear, however, what Sen.

TOTAL P.BA1
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Conrad would do to respond to the forthcoming CBO estimates. He seems to want to insist on
an $1.50 per pack excise tax, but CBO would score that as above $2 as well, rendering this
approach utterly impractical.

2. Lookbacks, As you recall, the McCain bill has industry-wide lookback penalties
capped at approximately 33.5 billion per year, with no company-specific penalties at all. We
have gotten McCain and Hollings to agree to raise the cap on industry-wide penalties to $4
billion. We have also gotten them to add a company-specific penalty wholly cutside the cap of
$1000 per child for every child by which the company misses its youth smoking targets. This
figure represents twice the lifetime profits that a company eams from any youth smoker. Finally,
we have gotten McCain and Hollings 1o agree to strengthen the provision linking a 20 percent
miss to the loss of liability protection. Under the current provision, when a company misses by
more than 20 percent, the government must show that a company committed affirmative
misconduct in order to trigger the loss of liability provisions, Under the new provision, when a
company misses by this amount, the fobacco company will have to show both that it did not
engage in affirmative misconduct angd that it used best efforts to reduce youth smoking in order ta
escape the Joss of liability protections.

Sen. Daschle was supportive of this agreement, but Sen. Conrad thought the provision on
company-specific lookbacks is weak. His own proposal would impose far more onerous
company-specific penalties, perhaps as much as ten or twenty times higher. We believe penalties
of this magnitude would ensure that the companies never return to the bargaining table; we also
could not possibly convince McCain and Hollings to accept company-apecific penalties of this
magnitude.

3. Liability. As you recall, the McCain bill provides for an annual liability cap of $6.5
billion, while avoiding the question of whether this money comes from the annual industry
payments or from other industry assets. McCain has now agreed to push the liability cap to $8
billion, the exact amount of the Harkin-Chafee liability cap. (As you recall, you said you would
sign Harkin-Chafee.) We have tentatively agreed that (1) half of the upfront payment that the
industry makes will go to pay legal judgments and (2) when that amount is depleted, half the
amount of judgments will come from the annual payments and half from other assets of the liable

company(ies).

Another, perhaps even more tricky set of issues has arisen around other liability
provisians in McCain. First, the legislation provides that suits for tobacco related disease can be
brought only against a tobacco product manufacturer, and not against a wide variety of other
parties, including their parents and affiliates; officers, directors, employees, agents, or attorneys;
importers, distributors, wholesalers, and retailers; suppliers of component or constituent parts;
growers; and insurers, We have succeeded in removing this liability protection for parents and
affiliates. We do not think anyone cares about removing protection for growers, suppliers, or
parties down the distribution chain. Conrad, however, has objected strongly to giving liability
protection to attorneys, and we are rying to remove this provision. We may also try to remove
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Second, the McCain bill settles the Castano lawsuits, which are lawsuits brought on
behalf of addicted (but not ill) persons for cessation services. We have succeeded in ensuring
that the language in the bill does not at all affect the ability of plaintiffs claiming injury from
disease to use evidence of addiction in their lawsuit. (Evidence of addiction generally would
come in to these suits in response to the industry’s charge that the plaintiff chose to smoke and
thus assumed the nsk of injury.) As currently written, however, the bill does bar all future claims
based solely on addiction. The rationale for this provision is that the legislation itself provides
funds for cessation services -- the exact remedy that addicted (but not {li) persons seek. Conrad,
however, wants to continue to allow these claims in the future. We do not believe this result can
be accomplished while settling the Castano lawsuits, which many Senators would like to do.

Third, the McCain bill provides that no evidence relating to reduced-risk tobaceo
products is admissible in suits alleging harm from tobacco-related disease. The rationale for this
provision, which is very similar to one of the federal rules of evidence, is to assure manufacturers
that their development of safer products will not come back to haunt them in a legal proceeding.
We have succeeded in narrowing this provision somewhat (so that such evidence, although not
admissible at trial, will be discaverable), but apparently not enough for Conrad, We intend to
take another run at this provision tornorrow, not becauge we think Conrad is right, but because
we think the liability cap will be easier to maintain if we remove as many objections to other
liability protections as possible.

4, Second-Hand Smoke, As you recall, the current McCain bill has a strong
environmental tobacco smoke (ETS) provision, but gives states the opportunity to opt out of it
entirely. We have tentatively agreed to maintain the opportunity far an opt-out, bhut oply if the
state is able to demonstrate to OSHA that it has an ETS standard at least ag protective of public
health as the federal standard, This compromise, if it holds up, should pet us all we need on this

issue.

5. International, We think that Sens. McCain, Hollings, and Wyden have agreed to
eliminate many of the international provisions in the current McCain bill. (Wyden was their
original sponsor.) Under this agreement, the manager’s amendment would eliminate the 2 cents
per pack export fee, eliminate extraterritorial restrictions on advertising and marketing, and
eliminate restrictions on tobacco preducts in duty-free stores and on military bases. The
\provisions would continue to fund international tabacco control efforts and would establish a
mechanism for multi-lateral negotiations on tobacco marketing and advertising.

6. Spending. We have yet to have a full discussion of spending with McCain, but we
believe we can convince him to divide money among (1) the states, (2) public health money
(cessation, prevention, counteradvertising, ctc.), (3) health research, and (4) farmers. We doubt
we can convince McCain to earmark any of the state money to the specific programs we
proposed in our budget -- ¢hild care and class size reduction. We think, however, that he will
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agree that states must use a portion of their money (representing the federal government's share
of Medicaid recoveries) on programs appearing on a specified menu. We are currently
developing an agreed-upon menu with the NGA; we hope it will include between B and 12 health
and children's programs, including child care and class size reduction.

Z_Bureaucracics, As you know, the industry and other opponents of the Mc¢Cain
legislation have accused it of setting up 17 new federal “bureaucracies.” (Charts purporting to
illustrate the legislation -- similar to those used in the heaith care debate -- are appeanng all
" over.) We succeeded today in eliminating all of these 17 supposed bureaucracies, leaving a
stripped-down, much simpler bill.

8. Parmers. We agreed to give Sen. Hollings help in ensuring passage of the LEAF Act.
Hollings is worried that he will lose a vole on the floor to substitute Sen. Lugar’s farming plan
for his own. As you know, Lugar’s plan would buy out all tobacco farmers and then end the
tobacco price support system; Hollings’s plan would compensate tobacco farmers for any loss
“suffered as a result of legisiation (through buyouts and/or subsidies), while keeping the price
support system in place.

Please let us know if you have any thoughts on, or objections to, what we are doing in -
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Record Type: Record

To: Bruce N. Reed/OPD/EQP, Elena Kagan/OPD/EOP, Cynthia Dailard/OPD/EQOP

cc:
Subject: Before Sen. Kerry will commit to McCain, he wants our commitiment

that we will in our SAP say the Administration support his amendment earmarking 50 percent of
the federal share of the state dollars for child care.

Per David Kass, they've been asked tonight to sign a letter supporting the McCain bill, and they
want our commitment on this SAP item first.
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Record Type: Record

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/ECP, Laura Emmett/WHOQ/EQP, Cynthia Dailard/OPD/EOP

cc:
Subject: Answers to Bruce's Questions from Last Night

1} Volume adjustment options -- Josh, Jon, and Karl will have paper shortly, and are ready to
discuss.

2) Youth lookback surcharge survey -- By 10:00 am | will have from Gary Claxton language
adjusting the base year for the lookback survey and proposing other technical changes {i.e., the
survey specifications that should substitute for the Univ. of Michigan language now in the bili).
HHS recommends that we provide a credit towards the youth smoking targets based on how much
we think the price increase would have reduced youth smoking.

3) Effect of State Settlements -- Currently, every state is included in the bill unless they opt out.
However, the way the language is written now, TX, FL, and MS could probably get paid twice if a)
they did not opt out of the bill and b) they argued successfully in court that the federal legislation is
not "substantially similar” to their agreements. Minnesota's settlement agreement does not include
this disputable "substantially similar” language, but instead makes clear that companies will get a
credit against settlement payments owed Minnesota for funds the state receives due to federal
tobacco-related legislation which are "(i} unrestricted as to their use, or {ii} are restricted to any
form of health care or to any use related to tobacco." DOJ is preparing language ASAP to fix this
possible double dipping problem.

4) Castano Lawyers -- Section 704{c) of the bill {p. 440-441} settles the Castano suits and
establishes a 3-person arbitration panel to award attorneys fees and expenses. Participating
manufacturers pay the awards made by the arbitration panel -- cutside of anything they pay in the
annual assessment.

5) Document Depository -- DOJ has no objections to making the document depository a non-profit
entity.

6} International funding language -- as you asked, we faxed to Hollings staff the language OMB
drafted authorizing $200 million a year for international tobacco control efforts, which allows the
President to transfer to any agency funds appropriated for this purpose.
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Paul J. Weinstain Jr.
05/11/98 03:45:43 PM

Record Type: Record

To: Elena Kagan/OPD/EQP

cc: Bruce N. Reed/OPD/EOP, Cynthia A. Rice/OPD/EQP, Cynthia Dailard/OPD/EQP
Subject: Re: HR 3534 [B

This biil would amend the Unfunded Mandates Reform Act to do two things: 1} would require CBO
to do an analysis on any legislation that would impose a private sector mandate of over $100
million annuaily; 2} would require that any tax increase included in legislation be offset by a tax
decrease (including tobacco}. If either of these provisions were not met, the legislation would be
subject to a point of order in the House of Representatives.

OMB is not sure they want to do a SAP because of concern that the Administration would be
taking a position on a bill that is centered around a change in House floor rules. However, | believe
that is shortsighted. We have taken positions on bill like this before, including the original
Unfunded Mandates Reform Act which Sally Katzen and | helped write. Another example is the
Congressional Accountability Act. Secondly, this bill is about more than a change in House rules, it
also impacts national policy (taxes).

| recommend you discuss with Saliy Katzen. Apparently EPA is interested in doing a SAP because
of the impact on Superfund taxes. The bill will be on the House floor Wednesday.
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THE WHITE HOUSE
WASHINGTON

May 6, 1998

MEMORANDUM FOR THE CHIEF OF STAFF
FROM: Bruce Reed

SUBJECT: r Hunt’

Here is a brief analysis of the issues Gov. Hunt raised with you. Some of the
industry’s charges are exaggerated, but others are legitimate, and can be addressed.

1. Only 2% of smokers are underage. This is one of Goldstone’s main talking points,

but it is incorrect. About 10% of current smokers in America are underage — and 90% of
adult smokers started while they were teens. The basis for Goldstone’s charge is that
underage smokers represent only 2% of overall cigarette consumption. That is because
the typical underage smoker consumes only a few cigarettes a day, while adults average
about 2 pack a day.

2. The McCain bill will increase cigarette prices to $5 a pack. Hunt gave you an

analysis by Martin Feldman of Salomon Smith Bamey, the most pessimistic analyst on
Wall Street. Feldman contends that nder the McCain bill, adult volume will drop 40% in
5 years (Treasury and CBO assume a 30% drop), turning $1.10 into $1.50. He also
assumes a 60-cent markup by wholesalers and retailers, which Treasury, CBO, and most
Wall Street analysts strongly dispute. Finally, he assumes that the industry pays the
maximum in lookback penalties (about 35 cents in his model) on the theory that adult
volume will decline dramatically but teen smoking will stay flat. Treasury and OMB are
developing a volume adjustment/correction mechanism for us to propose in negotiations
that will make it more difficult for Feldman and other analysts to spin out these disaster
scenarios. (With a volume adjustment, the McCain bill would essentially impose a $1.10
excise tax; without a volume adjustment, each company would have to make a set annual
payment no matter how many cigarettes they sell.) You may not want to tell Hunt just yet
that we're prepared to give them a volume adjustment, but you can tell him we’re looking
at i,

3. )
nummﬁam&&&mm&dﬂ%mmmﬂungﬂ Thls isa legmmate concern.
The industry definitely has domestic inventory — one of the reasons farmers are so anxious
for a settlement is that the companies don’t appear to be buying much tobacco at auction
this year. (I doubt they have two years’ worth, but that won’t stop the companies from




b

telling farmers as much.} If U.S. consumption drops more dramatically than we project,
we could see lean tobacco auctions for the next few years. The best counter to Hunt’s
argument is that with the LEAF Act in place, a lot of farmers will get out of the business,
and those who don’t will have virtually guaranteed incomes anyway. We can also try to
include the Etheridge provision requiring companies to maintain current purchases of
domestic tobacco — although that can only survive GATT if it’s a voluntary agreement by
the companies.

sense, . Hunt is right, and we are workmg with Hollmgs and Ford to fix these prows:ons

5. RJR has $20 billion in debt. Treasury says that RJR has $7 billion in debt and
preferred stock, but has a $10.2 billion asset in Nabisco holdings. Later this week, they
will give you a new, more detailed analysis of Wall Street’s views on the companies’
financial condition.

6. mmmmmﬁmﬂmmmuﬂwm
ing rules will fi ]
book Ibg r share of $115 bllhgn on day one. The five-year number is more like $100
billion (with the government netting only $60-70 billion because of scoring conventions),
but the basic concern is real. Moody’s and other analysts share Hunt’s view that without a
volume adjustment, the payments would have to be treated like debt. That is one of the
reasons why Treasury and OMB have come around to the idea of a volume adjustment.

7. Hthe companies go broke, industry stockholders will Jose $150 billion, and the
Dow will plummet, triggering an Asiad-style financial crisis. When Treasury completes its
new analysis, you can judge the bankruptcy risk for yourself. Although Philip Morris is a
component of the Dow, the risk to the stock market seems rather small, since Wall Street
currently values the tobacco companies’ domestic operations at close to zero.

8. Phili i 00 billion 1 k 5,000 ] i
36 billion in exports. Hunt is right: PM is the 6th most profitable Fortune 500 company.

It will be the last tobacco company to go out of business.

9. A Cornell study shows that price increases have little or no impact on youth
smoking. This is true, but almost every other study shows that price does have a
significant impact. Treasury has compiled a survey of major studies. Qur estimate of a
32% drop from $1.10 is at the conservative end of the scale. The CBO model projects a
34% drop. Others range from 28% to 65%. The truth is, there has never been a price
shock of this magnitude in the U.S., so we don’t really know what will happen - but
almost all the experts assume teen smoking will drop a lot. The experience in other
countries is mixed: in England, teen smoking has continued despite high prices, but in
Canada, which may be culturally more similar to the U.S., price increases cut teen

2



smoking in half (before concerns about smuggling led the government to roll back the
price).

market. Canada ) expenence proves Shalala s pomt that there can only be a b]ack market
if the companies know about it. When Canada increased cigarette taxes, exports of
Canadian cigarettes suddenly skyrocketed from 100 million packs a year to 700 million
packs a year. Hunt is also right about Sweden, which just cut taxes 27% in an effort to
curb smuggling. Our proposed regulatory scheme, largely incorporated in McCain’s bill,
should reduce the threat of smuggling significantly by creating a closed distribution
system, marking cigarettes for export, and imposing tough penalties for violations.
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Record Type: Record

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP, Cynthia A. Rice/OPD/EOP

ce:
Subject: Chiles

Just was talking to Gary Claxton about another matter and he asked me to forward on a message
to you guys. When Gary met with Governor Chiles' staff today, they made a pitch for us to use
the Governor to help push the tobacco bill. | asked if the Governor was now in the position of
strongly pushing for a Federal bill and Gary said the Chiles’ staff said yes.

At any rate, Gary just wanted to make sure you guys knew this. Just making another one of my
major contributions to the tobacco bill...

cj
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THE WHITE HOUSE

WASHINGTON

April 15, 1998

MEMORANDUM FOR THE CHIEF QOF STAFF
FROM: Bruce Reed

SUBJECT: Meeting with C. Everett Koop

As you know, we are aiming for a strong, comprehensive tobacco bill that meets our core
public health objectives and that the industry might swallow in the end. Without industry consent,
some provisions in comprehensive legislation (i.e., the most far-reaching advertising restrictions)
would be impossible, while other provisions (e.g., narrower advertising restrictions and look-back
penalties) would be in litigation for years. We should not compromise our objectives to secure
that consent, but at the same time we should not ask for more than we need to achieve our public
health goals and in the process destroy any chance of industry acquiescence.

With the overwhelming vote in favor of the McCain legislation in the Senate Commerce
Committee and the subsequent announcement of the tobacco industry that it will fight this
legislation, we have entered into a new phase of our effort to procure a comprehensive tobacco
bill to reduce youth smoking. The Commerce Committee vote two weeks ago brought new
momentum to this legislative effort, and the industry’s response should only add to that
momentum, by making it even harder for Members of Congress to block legislation, lest they look
as if they are doing the industry’s bidding.

Given this growing momentum, we thought it made sense for you to meet with Dr. Koop,
given his high visibility on this issue. Over the past two weeks he has been critical publicly of the
McCain bill, particularly with regard to the lack of company specific lookback penalties, and due
to the liability cap. Specifically, he has said that the bill's programs to reduce the number of
children who smoke are too weak, and its protections of the tobacco industry are too strong. He
believes that the price per pack of cigarettes needs to be raised by $2 to prevent teens from
smoking; instead of the $1.10 contained in the bill.

Your goal for this meeting should be to persuade him that we need to work hard, and work
together, in order to ensure passage of comprehensive tobacco legislation that achieves our public
health goals. At the same time, he needs to understand that we should be reasonable in our
demands, and ensure that we don’t demand too much, lest the entire legislative effort should fall
apart. If Koop raises his concerns, you may want to say:

s The McCain bill represents dramatic progress. The 19-1 vote in the Senate Commerce
Committee shows that we have real momentum in both parties to pass comprehensive
tobacco legislation this year.



2 f

You have done a tremendous job over the past few decades of alerting Americans to the
dangers of smoking, and we very much appreciate your ongoing efforts to reduce youth
smoking.

We agree that we need to strengthen the lookback penalties, and we will continue to work
with Congress toward achieving that goal. However, we also believe that we need to be
reasonable in our demands.

We will work hard to make sure the public health programs such as cessation and counter-
advertising get funding.

We have to work every bit as hard to protect the programs we have already made on FDA
and other issues. Our #1 enemy is a skinny bill.
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THE WHITE HOUSE

WASHINGTON

April 17, 1998

MEMORANDUM FOR THE CHIEF OF STAFF
FROM: Bruce Reed
SUBJECT:  Meeting with Senator Daschle

As you know, we believe the best way to get a strong, comprehensive bill that meets our
core public health objectives is to engage in negotiations with Senators Lott, Daschle, McCain,
and Hollings that are designed to produce an agreed-upon bill to go to the Senate floor. The
greatest danger we face is chaos on the Senate floor, in which some amendments roll back what
we already have achieved (e.g., on FDA jurisdiction), while other amendments make the bill
essentially unpassable (g.g., by stripping all liability protections while increasing the overall
price of the deal).

The g\oal of this meeting should be to make clear to Senator Daschle that we want to
negotiate before going to the floor. He needs to understand that we should be reasonable in our
demands, and ensure that we don’t demand too much, lest the entire legislative effort should fall
apart. You may want to say:

¢ The McCain bill represents dramatic progress. The 19-1 vote in the Senate-Commerce
Committee shows that we have real momentum in both parties to pass comprehensive
tobacco legislation this year.

= The best way to put pressure on the Republicans is to get an overwhelming vote for a good
bill in the Senate, and beat Gingrich over the head with it until the House acts.

¢ We do want to strengthen the bill -- but we need to be reasonable in our demands.

*  We have a lot to lose from chaos on the floor: a Jeffords amendment to weaken FDA,; a
Lugar amendment to gut farmers; party line votes on how to spend the money.

*  Our #1 enemy is a skinny bill, one that raises the price of cigarettes without restricting
advertising or including public health efforts. We need to push for improvements we can
achieve while protecting the progress we have already make on FDA and other issues.

*  We should seek to:

1. Strengthen the penalties, by including a company-specific component, and increasing the
industry-wide surcharge cap above $3.5 billion.

2. Ensure spending on research, public health, and farmers, and press for spending on child
care and education (or at least a menu including these programs).
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3.
4.

Eliminate the antitrust cxemption.
Eliminate the "opt-out" provision that allows states to adopt weaker environmental
tobacco smoke, or second-hand smoke, laws.
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1 , THE WHITE HOUSE

WASHINGTON

April 9. 1998

MEMORANDUM FOR THE PRESIDENT

FROM: Bruce Reed
Elena Kagan
SUBJECT: M in Legjslati

With the overwhelming vote in favor of the McCain legislation in the Senate Commerce
Committee and the subsequent announcement of the tobacco industry that it will fight this
legislation, we have entered into a new phase of our effort to procure a comprehensive tobacco
bill to reduce youth smoking. The Commerce Committee vote last week brought new
momentum to this legislative effort. The industry’s response should only add to that momentum,
by making it even harder for Members of Congress to block legislation, lest they look as if they
are doing the industry’s bidding.

The broad consensus among your advisors is that we should aim for a strong,
comprehensive bill that meets our core public health objectives and that the industry might
reluctantly swallow in the end. Without industry consent, some provisions in comprehensive
legislation (i.e., the most far-reaching advertising restrictions) would be impossible, while other
provisions (g.g., narrower advertising restrictions and lookback penalties) would be in litigation
for years. We should not compromise our objectives to secure that consent, but at the same time
we should not ask for more than we need to achieve our public health goals and in the process
destroy any chance of industry acquiescence. In any event, most of your advisors believe that
efforts to push the price too far would be counterproductive, because tobacco-state Democrats
will join with Republicans to derail a bill that goes as far as some in the public health community .
might like. Instead, we should try to address the aspects of the McCain bill that are most
important to us and to securing broad Democratic support.

Your advisors also agree that the best way to get this kind of bill is to engage in
negotiations with Senators Lott, Daschle, McCain, and Hollings that are designed to produce an
agreed-upon bill to go to the Senate floor. The greatest danger we face is chaos on the Senate
floor, in which some amendments roll back what we already have achieved (g.g., on FDA
jurisdiction), while other amendments make the bill essentially unpassable (¢.g., by stripping all
liability protections while increasing the overall price of the deal).

We recommend against direct discussions with the industry at this stage; we doubt they
would level with us anyway. Assuming Senator Hollings is in the room, we should have a
decent sense of the industry’s concerns, and of course we have more-than-adequate lines of
communication to the public health community.



B |

4-23 4%

We list below several aspects of the McCain legislation in which we should seek changes
during these negotiations. Note that FDA jurisdiction does not appear on this list; we were able -
to reach an agreement on this issue with Senators McCain and Frist, prior to the Commerce
Committee vote, that satisfies all our regulatory needs and objectives.

I. Youth Lookback Penalties

We already have said that Congress must strengthen the lookback penalties in the
McCain legislation, by incorporating some company-specific penalties and raising the cap on the
industry surcharge. The incorporation of some company-specific penalties is a core demand of
the public health community, and is strongly supported by HHS and Treasury. Such penalties,
however, may be unacceptable to the industry, and especially to Phillip Morris because of its
disproportionately large share of the youth market. (Unlike industrywide penalties, which can be
passed on in the form of higher prices, company-specific penalties come straight out of a
company’s profits.) Bruce Lindsey has noted that even if we need to make demands in this area,
we should not let the 1ssue of company-specific penalties become grounds for vetoing the bill.
We agree, but think it is important to try to find a way to address this issue.

A number of approaches are available, and we should not now tie ourselves down to any
of them. A company-specific penalty developed by Treasury and HHS would impose a $500 fee
for every child by which a company misses the targets (L.€., if a company misses the target by
10,000 children, it would pay a fee of $5,000,000). This per-child surcharge represents the
present value of the profits a company would gain from addicting a teenager over his lifetime.
Treasury estimates that the total cost of this penalty -- i.e., across all companies -- could reach as
much as $500 million a year. Another approach, probably more acceptable to the industry,
would be to allow suits between companies for redistribution of the industry-wide penalty. Such
indemnification suits would create a potential for transforming the industry surcharge into a
company-specific penalty scheme, without increasing the overall cost of the penalty provisions.
We will continue to try to develop creative solutions in this area so that we can enter negotiations
with a range of proposals.

Raising the cap on industry-wide penalties is obviously an easier matter. We would
suggest proposing a change from the current $3.5 billion to $4 to $5 billion if possible.

II. Price per Pack and Spending

Price per Pack

We should not demand any increase in the McCain bill’s funding levels in the first five
years, because McCain essentially adopted our own budget numbers (while adding a $10 billion
up-front payment). We recommend waiting until CBO scores the McCain bill before deciding
whether to seek any increase in funding levels in later years. (McCain has asked CBO to score
his bill by the time Congress returns.) Congressional scorekeepers may well estimate that the

2



yearly payments in the bill will increase the price of cigarettes not by the $1.10 we estimated, but
by the $1.50 that the public health community has most often demanded. The higher figure may
result from assumptions by CBO that (1) states will use the opportunity to increase state excise
taxes, further reducing the number of packs sold and (2) the bill will significantly increase the
black market for cigarettes, resulting in fewer than expected packs sold through the legitimate
retail market. By reducing the number of expected packs sold, both of these changes would
increase the per-pack price estimate, because the annual industry payment set in legislation
would be spread among fewer packs. Once we know the actual per-pack price increase
calculated by Congressional scorekeepers, we will be in a better position to determine whether
we should push for a small increase in funding levels after the fifth year.

Spending

We hope for bipartisan consensus on much of the spending: we think Members could
agree on approximately $10 billion over 5 years for farmers; $10 billion for prevention,
cessation, counteradvertising, FDA enforcement, and other public health programs; $10-15 -
billion for research (the Republicans may want to limit these funds to NIH); and $20-25 billion
for states. This distribution leaves about $15 billion on the table, which Republicans will want to
spend on Medicare or tax cuts and Democrats will want to spend on programs like child care and
school construction.

One issue will concern the use of the state money. Our budget earmarked 57 percent of
the state funding for child care, class size, and Medicaid outreach initiatives. As we go forward,
we should argue at a minimum for a menu of state programs, such as child care and education, on
which states would have to use a significant portion of their funds. For example, in the Harkin-
Chafee bill, half of the state funds must be spent on one of 20 listed programs, which include
child care, K-12 education, Medicaid, the Child Health Insurance Program, and Head Start.

Another issue, more important in the out-years, concerns the amount of money allocated
to paying legal judgments. The June 20th settlement put only a few billion dollars into the tort
fund in the first five years, on the theory that lawsuits against the industry would take some time
to come to judgment. Congress may well use the same assumption, given competing spending
priorities. But once this initial grace period is concluded, Congress must figure out how to fund
legal judgments. The June 20th settlement placed a $5 billion annual cap on judgments, with 54
billion coming from the industry’s base payments to the government and $1 billion (a kind of
copayment) from the defendant companies’ coffers. The McCain bill establishes a $6.5 billion
cap; McCain contemplated that $5.2 would come from the industry’s base payments, with $1.3
as a copayment, but his bill does not actually address this issue. Some in the public health world
may begin to call for the entire amount to be paid by the companies, outside of their payments to
the government. This change, however, would add an enormous amount to the total cost of the
deal and could doom prospects for legislation. Room for a tort fund thus will have to be found in
the out-years by squeezing some of the spending listed above.
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III. Antitrust Exemption ARG

The McCain bill contains antitrust exemptions for the tobacco industry that are not
necessary to achieve the goals of the legislation and may have serious anticompetitive effects.
As written, the bill exempts any and all agreements designed to “reduce the use of tobacco
products by underage individuals.” This exemption could cover (among other things) price-

we should oppose all antitrust exemptions, except possibly for a narrowly-drawn exemption
de/s_i_gggrg_a.llow companies to agree to restrict their advertising and marketing to children.

Qﬁxing agreements of all sorts. The Department of Justice believes strongly, and we agree, that

IV. International Tobacco Control Efforts

As part of the public health spending noted above, we believe we should include
significant funding ($200 miilion a year) for international tobacco control efforts. These funds
should be spent on both governmental and non-governmental efforts to promote public health
and smoking prevention efforts abroad.

The McCain bill has several additional international provisions that we would like to
change so that they do not interfere with our diplomatic and trade priorities. For example,
although we support the bill's effort to prohibit U.S. government support for promotion of
tobacco overseas, we need to ensure that the language does not interfere with USTR's ability to
negotiate tariff reductions Qr inigriere-vitirtreatment of other-preduets. In addition, the McCain
bill contains a provision that the State Department arid HHS consider problematic and
unenforceable, which would require U.S. companies to abide by the new labeling and advertising
requirements when doing business in other countries. The industry strongly objects to these
provisions for a different reason, because it views them as a real threat to its international
operations.

V. Environmental Tobacco Smoke

The McCain bill would exempt the hospitality industry (restaurants, bars, casinos, etc.)
from its environmental tobacco smoke provisions, which ban smoking, except in enclosed and
specially ventilated areas, in public facilities. In addition, the bill would allow individual states
to "opt out” of all of the provisions, even if the state had no ETS protections of its own.

| Although HHS strongly opposes the hospitality exception (workers in the hospitality industry
- face grave risks from second-hand smoke), we doubt it is politically feasible to remove it. We
should, however, try hard to eliminate the state opt-out provision, which could leave many of the
nation’s citizens without any protection from ETS. Alternatively, we might consider pushing the
Harkin-Chafee approach to this issue, which rather than imposing a ban would provide funds to
States that progressively reduce exposure to ETS.



#/

VL. Liability Provisions i

We believe we should adhere to the basic structure of the liability provisions in the
McCain legislation. If we need to make these provisions a bit tougher, we can try to raise the cap
from the current $6.5 billion to the $8 billion contained in Harkin-Chafee. Note, however, that

‘doing so only compounds the budgetary issues surrounding the tort fund noted earlier in this

memo: to the extent that money for tort judgments come from the industry’s payments to the
government, that money squeezes out funds for public health and other priorities; conversely, to
the extent that money for tort judgments comes over and above the industry’s payments to the
government, the expected cost of the deal to the industry increases.

Finally, we may want to change the provisions in the McCain legislation that deny the
liability cap to certain companies. The current provision, which has received almost no attention,
lifts the cap for companies that miss the youth lookback target by more than 20 percentage points
if they also have violated the Act or taken action to “undermine the achievement of youth

no effect. We should either tighten it (by linking the cap only to objective measures) or discard it
entirely. Especially if we try to make the liability provisions tougher in other areas, agreeing to
liminate the provision may prove useful.

, (moking reductions.” Because of the vagueness of this standard, the provision may have little or

VII. Constitutional Issues

The Department of Justice is prepared to recommend changes to the advertising,
marketing, and other speech-related provisions of the legislation in the event that the industry
does not sign protocols agreeing to these restrictions. The Department also would like us to
ress for the elimination of all provisions regulating non-commercial speech, such as one that
forbids companies from lobbying Congress, regardless whether the companies offer agreement.



Conclusion

In summary, we would recommend seeking these improvements:

Youth Lookback Penalties

. [ncorporate some company-specific component in the penalty scheme
« . Increase the industry-wide surcharge cap from $3.5 billion to between $4 and $5 billion

Price and Spending

. No change in annual payment amounts in first five years; wait until CBO scores before
deciding whether to seek later changes
. Ensure spending on research, public health, and farmers, press for spending on child care

and education, or at least a menu including these programs

Antitrust Exemption

. Eliminate the antitrust exemption

International Tobacc trol

. Support funding for governmental and non-governmental organizations

. Narrow provision prohibiting U.S. support for promotion of tobacco overseas to ensure it
does not interfere with USTR authority to negotiate treaties

. Remove requirement that companies must abide by new labeling and marketing

requirements when operating overseas

Environmental Toba Smok

. Eliminate "opt-out” provision that allows states to-adopt weaker laws
Liabiljty

. Retain basic structure of liability priorities

. Consider modifying level of cap and relation of cap to youth reduction targets

Constitutional Issues

. Recommend changes to minimize Constitutional difficulties



Senate Pane! Would Preempt Cities’ Right to Sue Big Tobacco;
Commerce Commitiee Approves Plan

Comparison of Tobacco Settlement and McCain Bill

by Kristn €. Cormier

A settlement as approved by
a Senate committee last week
would preempt every local gov-
ernment’s legal right to sue
tobacco companies. As it stands
this measure protects tobacco
companies from suits by cities to
recover the tobacco-related Med-
icaid expenses footed by commu-
nities.

The Senate Commerce Com-
mittee approved “The Tobacco
Products Control Act of 1998" (S.
1415) in a 19-1 vote late last
Wednesday. The bill, introduced
by Commerce Committee Chair-
man John McCain (R-Ariz.)
would implement a Global
Tobacco Settlement that would
limit tobacco companies” limited
legal liability in exchange for
tobacco advertising restrictions
and a half+rillion dollars in pay-
ments.

Local government lawsuits

would be extinguished I the set-

ing m m to com te
cities and towns for money paid
in icaid expenditures as well
as fhé cost of indigent care,

It would preempt some local
authority with regard to ciga-
reete and tobacco use and it
leaves unresglved what, if any,
new unfunded mandates would
be imposed on cities and towns
to enforce the bill's provisions.

The bill would cap tobacco
company liability at $6.5 billion
annually and raise the tax on
packages of cigarettes to $1.10
over five years. The tobacco com-
panies would be required to pay
$516 billion over 25 years to cov-
er legal damages es well as for
anti-smoking, education, and
research programs.

The Food and Prug Adminis-
tration would gain expanded
authority to regulate nicotine as
s drug. Targets for reduction in
youth smoking would be set at
60 percent over 10 years by this
legislation.

San Francisco City Attormey,
Louise Renne, who actively lob-
bied prior to the mark.up in

attempts to prolect focal govern-
ments againgt federal preemp-
tion and to have a fund.mg mech
anism implemented in the Ieg'ls-
lation for local government com-
pensation of unique and sub.
stantial health care costs
incurred in serving individuals
with tobacco-related diseases
said, “Local governments were
an early driving force in suing
the tobacco industry. San Fran-
cisco alone sued before 10 of the
state attorneys general. Local
governments are key to the suc-
cessful implementation of any
federal tobacco legislation. Local
governments need to be protect-
ed from having their lawsuits
extinguished by this legislation.”
Renne along with National Asso-
ciation of Counties President
and Hennepin County Board of
Commissioner Chair Randy
Johnson met with Clinton
Administration officials two
weeks ago to discuss local gov-
emment concerns in the tobacco
legislation,

The bill was criticized by
members of both the public
health community and the
tobacce industry. Many commit-
tee members voted to approve
the legislation in the Commerce
Committee, but noted that there
were still issues that would have
to be hammered out on the floor
of the Senate.

Local Govemment Congerns

The McCain bill does provide
some protection of local govern-
ment cantref and grants to local-
ities and states for health relat-
ed programs. The bill does not
include a repeal of a thirty year
old law, the Federal Cigarette
and Advertising Act, which pre-
vents states and localities from
imposing stricter laws control-
ling tobacco. Also, states and
local governments would not be
able to provide any stronger
requirements relating to perfor-
mance standards, premarket
approval, adulteration, mis-
branding, registration, report-
ing, good manufacturing stan-
dards, reduced risk products, or

ith No Clear Local Role
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other areas relating to safety of
tobacco products. The Food and
Drug Administration (FDA)
would retain control over these
provistons, but states and locali-
ties could obtain waivers to con-
trol these areas from the Secre-
tary of Health and Human Ser-
vices in certain circumstances.

The bill would provide sever-
al grant opportunities for local
governments to receive funds to
support anti-tobacco education
and cessation efforts. The
amounts of these grants will not
be solidified unti? the bill reach-
es the floor of the Senate.

The legislation also provides
for a state, tribal, and federal
licensing program that the FDA
would draft. The FDA would
draft model state programs in
consuitation with state and local
officials. It is unclear how the
enforcement program would
operate, thus it will likely also be
considered on the Senate floor
with ‘a8 number of outstanding
issues.

Sen. Wendell Ford (D-Ky)
was successful in rolling in his
LEAF Act, that would provide
assistance to farmers. Fords
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provision creates a Tobacco Com-
munity Revitalization Trust
Fund, provides assistance in eco-
nomic development grants,
worker transition, and quota
payments tobacco reliant com-

munities. Additionally, it would

provide farmers with education-
al and economic assistance to
learn ancther trade and pro-
vides immunity to tobacco pro-
ducers and warehouse owners,

ﬁ:ﬂVSame Consaderubm

Commerce Committee Chair-

man McCain noted that the _

Clinton Administration, the
Commerce Committee, and oth-
er Senate Committee Chairmen
would work in coming weeks to
solidify the legislation before it
reaches the floor for a vote. A
provision regarding internation-
al control of tobaceo and global
protection of children from
tobacco introduced by Sen. Ron
Wyden (D-Ore.) was left for more
consideration in coming weeks
by the Clinton Administration
and Committee members.
Spending provisions were not

Lacal govern-
ments’ last
chance to be con-
sidered for inclu-
sion in the set-
tlement will be
during the floor

debate.

supposed to be considered in the
committee debate, but the panel
did pass a non-binding “Sense of
the Senate” resolution that
included compensation to states
for Medicare and Medicaid costs,
the Federal Black Lung Pro-

. gram, tobacco farmers and their

communities, the Tobacco and
Asbestos Trust Fund, child care
and child care development, clin-
ical trials for cancer research at
the National Institutes of
Health, and Medicaid health
insurance for children.

The Senate is expected to
take up this legislation soon.
The full Senate will be expected
to debate many issues, including
how the seftlement money will
be spent and immunity Laocal
governments' lagt chance to be
considered for inclusion in the
settlement will be during the
floor debate.

Native American fssues
Also Thursday, the Senate
Indian Affaira Committea
approved a measure (S. 1791)
that would give tribal govern-

ments the responsibility for

enforcement of tobacco regula-
tions and provide funds to assist
tribes with enforcement and
reimburse them for the costs of
smoking related illnesses.
Native Americans would retain
the right to use tobaceo for tradi-
tional or ccremonial purposes. m
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THE WHITE HOUSE

WASHINGTON

April 15, 1998

MEMORANDUM FOR THE CHIEF OF STAFF
FROM: Bruce Reed

SUBJECT: Meeting with C. Everett Koop

As you know, we are aiming for a strong, comprehensive tobacco bill that meets our core
public health objectives and that the industry might swallow in the end. Without industry consent,
some provisions in comprehensive legislation (i.e., the most far-reaching advertising restrictions)
would be impossible, while other provisions (e.g., narrower advertising restrictions and look-back
penalties) would be in litigation for years. We should not compromise our objectives to secure
that consent, but at the same time we should not ask for more than we need to achieve our public
health goals and in the process destroy any chance of industry acquiescence.

With the overwhelming vote in favor of the McCain legislation in the Senate Commerce
Committee and the subsequent announcement of the tobacco industry that it will fight this
legislation, we have entered into a new phase of our effort to procure a comprehensive tobacco
bill to reduce youth smoking. The Commerce Committee vote two weeks ago brought new
momentum to this legislative effort, and the industry’s response should only add to that
momentum, by making it even harder for Members of Congress to block legislation, lest they look
as if they are doing the industry’s bidding.

Given this growing momentum, we thought it made sense for you to meet with Dr. Koop,
given his high visibility on this issue. Over the past two weeks he has been critical publicly of the
McCain bill, particularly with regard to the lack of company specific lookback penalties, and due
to the liability cap. Specifically, he has said that the bill’s programs to reduce the number of
children who smoke are too weak, and its protections of the tobacco industry are too strong. He
believes that the price per pack of cigarettes needs to be raised by $2 to prevent teens from
smoking, instead of the $1.10 contained in the bill.

Your goal for this meeting should be to persuade him that we need to work hard, and work
together, in order to ensure passage of comprehensive tobacco legislation that achieves our public
health goals. At the same time, he needs to understand that we should be reasonable in our
demands, and ensure that we don’t demand too much, lest the entire legislative effort should fall
apart. If Koop raises his concerns, you may want to say:

*  The McCain bill represents dramatic progress. The 19-1 vote in the Senate Commerce
Committee shows that we have real momentum in both parties to pass comprehensive
tobacco legislation this year.
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You have done a tremendous job over the past few decades of alerting Americans to the
dangers of smoking, and we very much appreciate your ongoing efforts to reduce youth
smoking.

We agree that we need to strengthen the lookback penalties, and we will continue to work
with Congress toward achieving that goal. However, we also believe that we need to be
reasonable in our demands.

We will work hard to make sure the public health programs such as cessation and counter-
advertising get funding.

We have to work every bit as hard to protect the programs we have already made on FDA
and other issues. Our #1 enemy is a skinny bill.
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é! Cynthia A. Rice 04/07/98 01:57:51 PM
-

Record Type: Record

To: Bruce N. Reed/OPD/EQP, Elena Kagan/OPD/EOP-
cc: Laura Emmett/WHO/EOP, Cynthia Dailard/OPD/EOP, Thomas L. Freedman/OPD/EQP, Mary L.
Smith/OPD/EOP

Subject: | saw lvan after my international meeting

He said they'd be happy to get any and all bill ¢clean-up comments -- late in the week would work.
They are trying to complete language by the end of next week. He lamented how they're getting
"killed" by the industry.

He said Hollings and McCain are doing a $.C. tobacco event on Friday. Jacoby and | told him the
President will be in Kentucky on Thursday -- lvan said we should invite MeCain and that we need
to work to keep McCain bought in. | did not tell lvan, but now wonder if | should have, that Ford
will be part of our Thursday event.
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THE WHITE HOUSE
WASHINGTON

March 31, 1998

MEMORANDUM FOR THE CHIEF OF STAFF

FROM: Bruce Reed

SUBJECT: Meeting with Senator McCain

As you know, Senator McCain has provided great leadership in the Commerce Committee to
draft a bipartisan bill that will move us significantly closer to enacting comprehensive tobacco
legislation. We believe his bill will lay a strong foundation for further action, but also has room
for improvement. Here are some areas that need further work:

Penalties for Companies Missing Youth Smoking Targets

We believe it is critically important that individual companies have financial incentives to
meet the youth smoking reduction targets. This means that a company that misses the
youth smoking targets by 40 percent will pay a higher penalty than a company that misses
by 10 percent.

Industry-wide penalties, while important, are not a substitute for company specific
penalties. Since industry penalties are imposed on all firms at once, companies can pass
them on to consumers -~ thus raising the price of cigarettes more (and reducing youth
smoking more) but without providing companies with a financial incentive to do more to
reduce youth smoking.

Reducing youth smoking is our bottom line and we must make it the industries’ bottom
line -- that is why we need company specific penalties.

Environmental Tobacco Smoke

When the President announced his five principles for comprehensive tobacco legislation,
he said progress toward other public health goals should include limiting exposure to
environmental tobacco smoke in work sites and public places.

We have serious concerns about this bill’s provision which would allow individual States
to “opt out” of the national smoke-free environment policy. This undermines and
significantly weakens the national ETS standard by creating a patchwork system where
states could decide to adopt weaker laws or decide against taking any action, leaving
people with little or no protections from the hazards of environmental tobacco smoke.



Anti-Trust Exemption

. We are extremely skeptical of including antitrust exemptions for tobacco manufacturers
in comprehensive legislation, which this bill does. In particular, we would strongly
oppose any exemptions that would allow price fixing agreements.

. We have left open the possibility, depending on other provisions in the legislation and
any settlements, of allowing a very limited anti-trust exemption to facilitate efforts to
restrict advertising to minors.

Public Health Spending

We would encourage the chairman to include core public health investments in his bill,
including:

. Prevention and Education Funds ($400 a year for CDC state, community and national
efforts, and $200 million a year for school based efforts);

. Counteradvertising ($500 million a year for CDC);

. Youth Smoking Surveys ($200 million a year for HHS);

. Full funding of the Administration’s proposed Research Fund for America which
includes an increasing the NIH budget to $14.8 billion and the National Science

Foundation budget to $3.8 billion; and

* An additional Fund for Tobacco-Related Research ($1 billion a year for NIH-CDC-

ACHPR).
Liability
. As you know, our position on liability is clear: unless we are impbsing tough penalties

on the tobacco companies and doing everything in our power to reduce youth smoking,
this Administration will not consider proposals to give the tobacco companies protection
from liability. As we have said many times, reasonable limits on liability will not be a
deal breaker in a bill that meets all of the president’s principles, but first, we have to get
that kind of bill.

. We understand that there are concerns being raised about how the $6.5 billion liability
cap is structured in this bill. I can only say that because we have not proposed a cap, we
do not have views on this issue.



Background

The proposed settlement would require a portion of the company’s annual payments to be set
aside for a tort fund. If companies were found liable in court, this fund would be used to pay the
judgment. Companies would have to pay a copayment in order to draw from the tort fund. If
court claims did not use up the entire fund, it would revert to the federal government for public
health uses. Claims that were too large to be paid in one year would be rolled over into the next
year. Senator McCain has proposed this same basic structure, but with a higher cap ($6.5 billion
rather than $5 billion). The settlement also relieved the companies from future class action and
punitive damages, which McCain has chosen not to do.

Currently, some Democrats, such as Rep. Waxman, and members of the public health
community are protesting this structure. They say that the companies’ payments into the tort
fund should be in addition to the regular annual payment, and that this structure unfairly pits
federal health programs against plaintiffs. While we have not taken a public position on this
matter, we generally believe that the settlement structure strikes the right balance. If the
companies are found liable for damages, the plaintiffs would receive the funds; if such suits are
not successful, then we should fund more public health programs.
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Cynthia A. Rice 04/02/98 07:13:43 PM

w1
Record Type: Record

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP

cc: Cynthia Dailard/OPD/EQOP, Laura Emmett/WHO/EOP
Subject: Next steps on tobacco

Next Steps with McCain and Hollings
Have either of you spoken to John or Ivan about next steps?

On technical amendments, you may want to ask them if they need anything more from us -- we
sent them technicals on Tuesday (which they didn't incorporate into the package handed out -- lvan
indicated they were too rushed), and yesterday they said they would probably need our help on the
final price language.

There are several policy issues they've indicated that they'd like to work on before the floor --
perhaps for a managers' amendment? They are:

International issues {they want a Tuesday am mtg with us, Hollings, Ford, & Wyden staff)
Licensing/Anti-smuggling -- {McCain staff told me they'd like to discuss post-markup)

And then there are several areas where our agencies would like to push for changes:
Constitutional issues -- in particular, to urge them to strip the lobbying ban
Liability -- DOJ says the provisions are so poorly drafted as to be nearly meaningless
Penalties -- there are various technical changes Gruber has in mind

Talking Points and Q&A
| have asked the agencies to produce our best talking points and Q&A on the following topics:
Penalties
Price/Youth Smoking Estimates
ETS
Antitrust
Bankruptcy
Smuggling/Black Market

Scoring
| just sent Cathy a note about having a meeting on this tomorrow. | assume its us, Josh, and
Gruber?
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THE WHITE HOUSE
WASHINGTON

March 6, 1998

MEMORANDUM FOR THE PRESIDENT
FROM: Bruce Reed

SUBJECT: Tobacco Strategy

Over the past two weeks, we have met with Erskine, OVP, NEC, OMB, HHS, Treasury,
and Justice to develop an aggressive communications plan to help turn up the heat on Congress !
to pass comprehensive bipartisan tobacco legislation this year. We have also begun extensive,
high-level meetings on the Hill. This memo outlines our communications and legislative
strategy to get a bill done by late summer.

Communicationg Strategy

We are organizing a series of events for you and others, including House and Senate
Democrats, to make the point that Congress should not go home without passing comprehensive
tobacco legislation. -

Our message is simple: Every day Congress fails to pass tobacco legislation, 3,000 kids
start smoking and 1,000 will die early as a result. We can dramatically reduce teen smoking and
save a million lives over the next 5 years if we pass our budget proposal now.

We must continue to stress that we need a comprehensive, not piecemeal, approach that
raises the price of cigarettes by up to $1.50 a pack over the next ten years, expressly confirms the
FDA authority to regulate tobacco products, gets tobacco companies out of the business of
marketing to children, furthers public health research and goals, and protects tobacco farmers and
their communities.

In the next week, we plan to underscore our commitment to bipartisan, comprehensive
legislation in several ways:

» In your March 7th radio address, you can challenge the Congress not to go home this year
without passing legislation that will dramatically reduce teen smoking. In issuing this
challenge, you can note that Congress has as few as 70 working days left; and that 1,000
people will die from smoking on each of those days.



(3

« On Sunday, March 8th, The Washington Post is planning to begin a three day series '
chronicling the tobacco wars from the drafting of the FDA rule to the present. We hope
this series will underscore our long commitment to this issue and the urgent need for
action.

» On March 9th, in your speech to the AMA on health care quality, you can laud the
doctors’ support for comprehensive tobacco legislation. Senator Jeffords is currently
scheduled to mark up a bill on FDA jurisdiction on the same day, providing us with an
opportunity to underscore the importance of the tough advertising and access restrictions
in our FDA rule and the need for legislation that reaffirms the FDA’s authority to regulate
tobacco.

«  When Senators Chafee, Harkin, and Graham announce their bipartisan plan -- probably
during the week of the 9th -- we hope the Vice President can appear with them and
express support for the bill.

+ On March 11th, the Democratic leadership will announce a countdown calendar to
emphasize that on every day that passes without enacting tobacco legislation, 3,000 kids
will start smoking, causing 1,000 to die a premature death. Rep. Fazio may introduce a
slightly revised version of Senator Conrad’s bill on the same day.

» InaMarch 12th speech to the attorneys’ general, you can announce state-by-state
numbers of how many lives will be saved by comprehensive tobacco legislation. We
expect the industry to release more documents on this day, in response to a subpoena
from Rep. Bliley, and you also can refer to these documents.

« On March 13th, we would like to leak a political memo on the popularity of tobacco
legislation. We are working to line up a pollster.

« On Saturday, March 14th, the Vice President will convene a regional tobacco roundtable
in Boston, inviting key members of Congress (Kennedy, Chafee, Jeffords).

+ Secretary Shalala will meet with editorial boards throughout the week to explain our
goals and priorities.

Legislative Strategy

We are using the weeks before the Congressionali recess in early April to lay the groundwork
for negotiating comprehensive tobacco legislation. We have been (1) attacking Republican plans
to enact piecemeal legislation; (2) praising comprehensive bills, such as Senator Conrad's, which
meet your principles; and (3) meeting extensively with key Democrats and Republicans in both
the House and Senate. Yesterday, Erskine, Larry, and I met with Sens. McCain and Mack, Sen.
Conrad and his Democratic Tobacco Task Force, and Rep. Waxman. Next week, we plan to
meet with Sens. Domenici, Chafee, Nickles, and Hatch, Rep. Bliley, and the House Democratic
Tobacco Task Force.



We believe we are making real progress in the Senate. Two serious bipartisan efforts have
emerged. As you know, Senators Chafee, Harkin, and Graham are collaborating on a bill; we
expect them to announce it as soon as they can get another Republican (perhaps Lugar) on board.
Although the Senators are still working, we think the bill will include a $1.50 price increase,
tough youth smoking penalties, good provisions on FDA jurisdiction, and a cap on annual
damages (but no other liability limits). The bill may very well get the support of significant
players in the public health community, including General Koop.

At the same time, Senator McCain is leading an effort -- blessed by Trent Lott -- to report a
comprehensive bill out of the Commerce Committee. McCain is talking extensively with
Senators Breaux, Wyden, and Hollings, as well as with Republicans on the Committee. McCain
is currently working off a draft bill that has significant weaknesses, especially with regard to
price and FDA jurisdiction. There is little doubt, however, that McCain would like our support
and that he is listening carefully to our concerns. Some Democrats in the Senate are concerned
that McCain will be able to cut a deal with Commerce Committee Democrats too fast. We will
make clear to the committee Democrats that they should work with McCain to improve his bill,
but should not sign on to any bill that does not meet all our principles.

The House remains inactive. Bliley has held some hearings and may try to draft legislation,
but prospects for a Bliley-Waxman collaboration now seem slight. The House Republican
leadership is interested in tobacco revenue to pay for tax cuts, but has done nothing to spur
legislative action. We hope that the increased momentum in the Senate will carry over to the
House, and in our meetings next week we will try to jog key members.

One early and important skirmish will take place over the budget resolution. We need to
make sure Congress includes a reserve fund that keeps the door open for us to use receipts from
tobacco legislation for the purposes outlined in our budget.

Ultimately, our communications and legislative strategies converge on the same basic point:
The Republicans fear that we will get the credit if tobacco legislation passes, and that they will
get the blame if it does not. We need to make the price of not passing a bill too much for their
side to bear, and the value of getting it done too great for our side to pass up.
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