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FDA Authority

The first priority of the Administration in considering tobacco legislation should be to
confirm and protect the jurisdiction of the FDA to regulate tobacco products -- including through
the reduction or elimination of nicotine or other constituents. This goal will necessitate
substantial changes in the proposed settlement agreement.

Even as written, the settlement’s provision on FDA jurisdiction had certain virtues. First,
the provision specifically conferred jurisdiction to regulate tobacco products on the FDA, thereby
removing the legal uncertainty now attending the FDA rule. (The Fourth Circuit panel sounds
almost certain to rule against the FDA, and the Supreme Court may well uphold this decision.)
Second, the provision established a “risk reduction” standard to guide the regulation of tobacco
products in place of the “safety and efficacy” standard applicable to other drugs and devices.
Because the former makes sense when applied to inherently dangerous products whereas the
latter does not, the change in standard would facilitate the FDA’s regulation of tobacco products.

This provision of the settlement, however, also contained several glaring weaknesses.
First, as you noted in your first comments on the settlement, the FDA would have to prove a
negative in order to reduce or eliminate nicotine -- i.e., that the action would not create a
significant demand for contraband products. Second, the FDA could not eliminate nicotine for a
period of 12 years. Third, the FDA could not take any action to modify tobacco products without
surmounting a number of procedural hurdles -- e.g., formal rulemakings -- not usually applicable
to administrative action.

The public health community will demand -- and we believe the industry will grudgingly
accept -- a legislative proposal that corrects these weaknesses. This proposal would eliminate the
12-year waiting period and the special procedural hurdles in the current settlement. It also, and
perhaps most important, would remove the necessity of the FDA’s making a contraband finding.
At one point, the industry proposed flipping the burden of proof on the contraband issue, so that
the FDA could not take action if a party affirmatively demonstrated that doing so would create a
significant contraband market. But even this approach puts too much weight on the contraband
issue, which should be only one factor in the FDA’s regulatory decisionmaking. The better
approach is to authorize the FDA to order changes to tobacco products based on a simple finding
that this change would reduce the risk of the product to the public and is technologically feasible,
after consideration of the full range of consequences of the change, including the possible
creation of a contraband market.

Penalties

The settlement sets ambitious targets for reductions in teen smoking of 30% in 5 years,
50% in 7 years, and 60% in 10 years. The most recent data show underage prevalence at 18.2%
in 1996, which means approximately 3.5 million youths aged 13-17 are daily smokers. Because
the settlement targets are based on youth prevalence over the past decade, which has averaged
15.2%, the declines from current levels necessary to comply with the agreement would have to-



be 42% over 5 years, 58% over 7, and 67% over 10.

It is extremely difficult to predict how much teen smoking would decline under the
settlement. While teen smokers are particularly sensitive to price -- Treasury has assumed that a
price increase of 10% will reduce youth prevalence by 7% (compared to 2.6% for adults), and
some studies suggest youth smoking will drop as much as 12% for every 10% increase in price --
we have never had a price shock of this magnitude. The Treasury Department estimates that the
combined price rise from the current settlement and the 15-cent excise tax increase in the budget
agreement would be about 80 cents by year 5, resulting in a 20-25% decrease from current youth
smoking levels -- still well short of the settlement targets. Restrictions on access and advertising
should reduce youth smoking still further, but no one can say how much.

Under the settlement, companies would have to pay $80 million for each percentage point
they fall short, which is supposed to recapture the industry’s projected profits from hooking that
many young smokers. (The Treasury Department says a more accurate projection of profits
would be $60 million a point, which is roughly equal to $80 million after taxes.) Public health
groups have praised the idea of targets and penalties, but complain that the current scheme does
not give companies sufficient incentive to stop hooking teenagers. The major criticisms against
the current penalties are that they are tax-deductible, abatable, capped at $2 billion in a given
year, and too small to serve as a deterrent.

The companies might accept penalties of $80 million a point that were not tax-deductible
and could not be abated. They say they are unwilling to increase the price per point or to
eliminate the $2 billion annual cap.

We recommend a two-tier system, with graduated penalties that get stiffer if the industry
misses the targets by a substantial margin. For example, the first tier of penalties could require
companies to pay $80 million per point if the industry missed the targets by less than 5 points in
year 5, less than 10 points in year 7, and less than 15 points in year 10. This penalty would be
non-deductible, could not be abated, and would reflect a company’s share of the youth market. If
the industry missed by a greater margin, companies would pay the full first-tier penalty, and a
surcharge permanently added on to the price of a pack of cigarettes to reflect the remaining
shortfall. This additional charge would be the equivalent of a non-deductible second-tier penalty
representing a larger multiple of profits and rising over time -- e.g., $§  million a point in year
5,$ _ million a point in year 7, $___ million a point in year 10. Because the charge would be
locked in as a permanent price increase, it would help further reduce smoking by youth (and
adults). Under this approach, the penalties could reach as highas __ cents a pack by year 10 if
youth smoking failed to decline.

Marketing, Advertising, and Labeling

The advertising and marketing restrictions in the settlement are very strong. They include
all the restrictions in the FDA rule -- most notably, requirements of black-on-white advertising
and bans on tobacco brand names in non-tobacco merchandise. The district court struck down



these restrictions as inconsistent with the FDA’s statutory authority. The Court of Appeals is
highly unlikely to reverse this decision, and the Supreme Court probably-will let it stand as well.
The settlement also includes restrictions on advertising and marketing going far beyond the FDA
rule, such as restrictions on point-of-sale advertising and bans on outdoor advertising, Internet
advertising, the use of human images and cartoon characters, and payments for tobacco product
placement in movies and other media. Congress could not enact such restrictions consistent with
the First Amendment.

The Department of Justice believes that these restrictions on advertising should not be
part of any legislation, but only of the consent decrees or other contracts entered into by the
industry and Attorneys General. To the extent the restrictions are a part of the legislation -- or
seen as a condition of the legislation -- serious constitutional issues will arise. To the extent the
restrictions are a part only of the settlement agreements, they probably will be permissible as
voluntary relinquishments of rights.

Assuming we follow the Justice Department’s recommendation, serious questions
relating to enforcement of the advertising restrictions arise. We know that each Attorney General
will be able to enforce the restrictions in his or her state. But what of states in which there is no
consent decree? Or what of states with inattentive Attorneys General? The proposed settlement
agreement makes reference to a “national protocol” -- a contract designed to enhance
enforcement of the advertising restrictions (and other provisions) in the consent decrees. But
there is no consensus on precisely who will sign the protocol or how it will work in practice. We
must keep a close eye on this scheme -- and on any legislative references to it -- to ensure that it
provides an effective mechanism for enforcing the advertising restrictions while not increasing
the vulnerability of the restrictions to constitutional challenge (by making their enforcement
something other than a simple matter of contract law).

We also should insist on statutory confirmation of FDA authority over the advertising and
marketing of tobacco products. This grant of authority is valuable even though the settlement
agreements will go further than the FDA could, precisely because the FDA will have no authority
to enforce the contracts between the industry and the states. With a specific grant of authority,
the FDA itself could enforce the restrictions contained in its 1996 rule, as well as any other
constitutionally permissible restrictions it might wish to impose in the future. Such a provision
should be acceptable to all parties.

In addition to including restrictions on advertising, the settlement contains provisions to
require “Canadian-style” warning labels -- i.e,, strengthened warnings (such as “cigarettes cause
cancer” and “smoking can kill you™) that appear on 25% of the front or display panel of tobacco
products, printed in alternating black-on-white or white-on-blacK type. These provisions would
strengthen significantly the existing warning labels, both in the starkness of the message and in
its size and placement on tobacco products. We do not recommend any changes to them.

Access and Licensing

!
B T |
1

lad

.



The access and licensing provisions of the settlement significantly enhance the ability of
the government to prevent youth access to tobacco products. The current FDA rule establishes
18 as the federal minimum age of sale, requires retailers to check photo identification of anyone
under 27, and eliminates free samples and the sale of single cigarettes. The proposed settlement
incorporates these access restrictions while also banning all cigarette vending machines and
requiring tobacco products to be placed out of reach of consumers in any facility that children
may enter. Even more important, the settlement would establish a retail licensing scheme to
enforce these access restrictions. FDA and Treasury agree that such a system is necessary for
adequate enforcement of youth access provisions. Assuming adequate funding, legislation
creating a licensing system could count as one of the principal virtues of the settlement
agreement.

As written, however, the licensing provision of the settlement contains some important
ambiguities. Most critically, the settlement is vague as to who -- state authorities, federal
authorities, or some combination of the two -~ will administer the licensing scheme. We are not
yet in a position to make a final recommendation on this question. FDA’s current inclination is
to give responsibility for running the scheme to the states, but to retain the power to revoke
licenses. We are not yet sure whether such an approach would work (or even how it could be
done); rather than recommending a specific scheme, we should commit only to working with
Congress and the Attorneys General on this question.

The licensing provision also now contains an inadequate penalty structure. Most
troublesome, the settlement provides for permanent license revocation only after a licensee’s
tenth offense within two years. Because licensing officials are unlikely to conduct ten
compliance checks on a single retailer in a two-year time frame, this provision is essentially
meaningless. We should insist on strengthening the penalty scheme -- including by making
mandatory revocation a real weapon -- without getting into a level of detail unsuitable at this
stage of the process.

These provisions are not particularly high-profile. They have not attracted much

attention, and nothing we say about them will alter the politics of the deal in either direction. But

the provisions, if strengthened and clarified along the lines suggested, could prove one of the
great virtues of enacting tobacco legislation.

Documents

For decades, the tobacco industry has failed to disclose essential facts in its possession
about the dangers and addictiveness of tobacco products. In particular, the industry has used
both the attorney-client and the work product privileges to cloak scientific research and findings
-- and possibly to shield evidence of criminal or fraudulent behavior. The Attorneys General
attempted to address this issue through creation of a special court to resolve all privilege claims
made by the industry. Although the proposed system has certain virtues, it also suffers from
serious defects. The industry is willing to make certain minor changes in the proposed scheme,
but will not accept changes recommended by the Justice Department and FDA. Even these
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changes will not satisfy the harshest critics of the settlement, such as Skip Humphrey.

The settlement calls for a national document depository and a three-judge panel
(appointed by the Judicial Conference of the United States) to provide expedited rulings on
whether documents should remain privileged. The Attorneys General fought hard for this
provision for two essential reasons. First, anyone -- not just a litigant, but any member of the
public (including the New York Times or David Kessler) -- could ask the panel to review
allegedly privileged documents. In this sense, the settlement establishes a Freedom of
Information Act for tobacco documents. Second, the requester would not have to make the
normal showing required in litigation for in camera review of a document: a prima facie case
that the document is not privileged -- because, for example, it advanced a scheme of crime or
fraud. :

The Justice Department, however, believes that this scheme, adopted without change,
would pose serious dangers. DOJ points out that no one knows whether or how this panel will
work -- whether the judges (or special masters appointed by them) will be competent; whether -
they will be so swamped with document requests as to create an enormous backlog; whether they
will favor one side over the other. DOJ also notes that this panel will have sole authority to rule
on claims of privilege. While under the current system many courts may adjudicate a claim of
privilege (with a finding of privilege in one court often not precluding the opposite finding in
another), the special three-judge panel’s decisions would be binding in all courts in all litigation
in the United States. On top of these Justice Department concerns, the FDA would like access to
all documents -- even those rightfully privileged -- to determine whether they contain scientific
or other health-related information (for example, reflecting the industry’s extensive research on
nicotine addiction) relevant to the regulation of tobacco products.

To meet these agency concerns, we could strengthen the document provisions in two key
ways. First, we could make the administrative disclosure process non-exclusive, so that a litigant
could challenge a privilege claim in litigation even if the special panel had not completed review
of the document in question or had ruled in favor of the company. (By contrast, a finding by the
special panel that a document is not privileged would bind the company in all other proceedings.)
Second, we could provide the FDA with access to all health-related documents, notwithstanding
any claims of privilege.

The industry claims that it will not accept either of these changes, though it will not
object to a scheme allowing courts to rule on a privilege claim if the special panel has not yet
done so. The industry also proposes adding a provision to the settlement to require each
company to identify and disclose all health-related information contained in privileged
documents, without turning over the documents themselves. Under this proposal, the special
panel could find that a company had failed to disclose such information and levy substantial
penalties. Finally, the industry has expressed a willingness to consider a different scheme for
selecting the people to sit on the special panel.

On the other side, some in Congress and the public health community will find even the -
changes recommended by the agencies to be inadequate. These changes do not broadly abrogate



the industry’s attorney-client or work-product privileges. The Justice Department has expressed
serious concerns about any such breach of the privilege, arguing that this approéach would
undermine the privilege generally and would enable a tobacco company official charged with
criminal conduct to assert a violation of his Sixth Amendment right to effective assistance of
counsel. But some will demand the complete abrogation of the companies’ attorney-client
privilege as a term of the settlement -- or, even more broadly, insist (as Sen. Leahy, Rep.
Waxman, and Attorney General Skip Humphrey already have done) that the tobacco companies
disclose all privileged documents before any consideration of a settlement takes place.

Environmental Tobacco Smoke

The best available scientific evidence indicates that environmental tobacco smoke (ETS)
causes disease and death in non-smokers. The Environmental Protection Agency (EPA)
classifies ETS as a Class A carcinogen and estimates that it is responsible for about 3,000 lung
cancer deaths each year in non-smoking adults. The EPA also has found that ETS threatens the
health of hundreds of thousands of children with asthma and other respiratory illnesses. Serious
ETS restrictions, which ban smoking in public places or at work except in enclosed areas
exhausted directly to the outside, reduce exposure to ETS and the harm it causes. At the same
time, such restrictions lead many smokers to quit smoking entirely and many more to cut down.
Indeed, among the many smoking cessation tools -- including substantial price increases -- ETS
restrictions may well be the most effective. '

All agree that the settlement’s provision on ETS is extremely valuable, and needs few
changes. The proposed legislation would broadly prohibit smoking in public places, without
preempting even stricter state or local laws. The only question is whether to accept without
change the settlement’s exception for restaurants (but not fast food restaurants), bars, private
clubs, hotel guest rooms, casinos, bingo parlors, and tobacco merchants. H.R. 3434, which the
Administration supported, exempts restaurants (including fast food restaurants) and bars. The
proposed rule on ETS that OSHA issued in 1994 does not include any exemption for the
hospitality industry. (In a number of other ways, however, the settlement is more protective of
public health than the OSHA rule, which in any event would face serious legal challenges if
finally issued.) HHS would prefer to cut back on the exception in the settlement, noting that
many of the exempted work places pose the greatest threat to non-smokers. The Department of
Labor (OSHA) would keep the exemption essentially as is on the ground that trying to include
restaurants, casinos, etc. would make the whole provision politically unsalable.

Liability and Other Legal Issues

The price of everything in the settlement agreement is, of course, protection from civil
liability. The settlement limits total liability to $5 billion each year (with any unspent portion of
a base $4 billion fund reverting to the government), prohibits class action and other joinder and
consolidation devices, and eliminates punitive damage claims (but requires a payment of billions
of dollars in punitive damages directly payable to the public). There is little doubt about the
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value of these provisions to the tobacco companies.

On the other hand, it is not at all clear that these provisions harm public health interests.
Instituting a comprehensive regulatory scheme, while keeping in place the possibility of $5
billion in annual compensatory damages ($5 billion more than the industry has ever paid before),
should influence future corporate behavior at least as well as the litigation system usually
manages to do. Moreover, making the companies pay a punitive damage award for past
misconduct to the public (for use in health research, etc.) makes far more sense from a public
health perspective than allowing such funds to go as windfalls to individual plaintiffs. Of course,
these provisions do decrease the likelihood of bankrupting the tobacco companies. But as long
as Americans are addicted to tobacco products, it is not clear how bankrupting the industry
would serve the public health.

We should further advance public health interests by insisting on the removal of any
limits on punitive damages for future misconduct. We would make clear that plaintiffs can seek
such awards, and that these awards shall not count toward or be subject to yearly limits. The
continued potential for unrestricted punitive damages will support the regulatory aspects of the
legislation in deterring willful misconduct and otherwise changing corporate behavior. At the
same time, this change will enable the legal system to punish the industry, over and above
compensatory damages, for any future misbehavior. The industry can hardly argue against this
change to the settlement agreement.

We also might consider whether to allow some consolidation of cases prior to trial for
purposes of conducting discovery and adjudicating pre-trial motions. The Justice Department
recommends this change, which would éntail amendment of the current multidistrict litigation
statute, to allow individual plaintiffs to share discovery materials and reduce discovery and other
pre-trial costs. The industry apparently will resist any change to the provision on class actions,
joinder, and consolidation. But given the cap on annual damages, it is hard to see why such

- changes matter so much to the industry. Moreover, the industry may see consolidation schemes

of this kind as less threatening than mechanisms (whether class actions or joinder rules) that
permanently tie many cases together, letting numerous “bad facts™ cases ride in the wake of a
couple of “good facts” cases all the way up to judgment.

The FTC and Antitrust Division of the Justice Department are both concerned about the
breadth of the antitrust exemption contained in the proposed settlement agreement, noting that it
might protect such activities as price-fixing, mergers to monopoly, predatory pricing, and
agreements not to produce reduced-risk products. The FTC and Antitrust Division have not
come to closure on exact language to include in legislation, but agree that the exemption should
allow collusion only for the purpose of reducing youth smoking (by uniformly passing on the
costs of the settlement and penalties and agreeing on advertising restrictions). We should insist
on a narrowing of the antitrust exemption, but not yet propose specific language The industry
almost certainly will accept this change.

Finally, the preemption provisions of the proposed settlement are among its most baffling
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aspects -- muddled, internally contradictory, and seemingly senseless. We should try to clarify
them so that they preserve current FDA authority, while enabling states in appropriate
circumstances to go beyond the provisions of the settlement agreement. More specifically,
where existing law requires states to petition the FDA to regulate tobacco, states would remain
under that obligation and the FDA would retain its current authority; where existing law allows
states to regulate tobacco on their own, states could impose any regulations meore stringent than
the new federal standards. It is very difficult to know how much (if at all) this scheme deviates
from what the drafters of the settlement intended. In any case, it is hard to imagine that the issue
would drive any party from the table.

Farmers

We have made clear that tobacco farmers should receive protection in any legislative
settlement, and that the Administration will work closely with members of Congress from
tobacco states to forge a consensus. Secretary Glickman has traveled to tobacco markets in

'Virginia and North Carolina to express this commitment directly to farmers.

Farmers are primarily interested in continuation of the governmental tobacco program,
guaranteed purchase at set levels of tobacco crops by cigarette companies, and some provision
for buy out and transition to other crops, on a voluntary basis. Farm groups and tobacco state
members have not yet coalesced around a consensus proposal. One plan put forward this month
by Senators Ford and McConnell would require companies to buy a minimum amount of
domestic tobacco over 25 years and would install penalties on companies that do not meet the
stated goals for tobacco buying. The proposal would also create a “Tobacco Community
Revitalization Fund” administered by USDA, but not subject to the appropriation process, which
could spend up to $1 billion a year for 25 years from the settlement fund. This Revitalization
Fund would cover costs related to the tobacco program such as administration and crop
insurance, make supplemental payments of up to $500 million to producers whose income from
tobacco drops substantially below the 1996 level, pay up to $100 million in benefits for displaced
cigarette factory workers, and provide up to $250 million a year for rural economic development
grants.

The best way to address this issue is to secure an agreement from the companies to
maintain current purchases of domestic leaf, even if domestic consumption declines. Because of
GATT, Congress cannot require companies to purchase a set level of domestic tobacco.
However, a private contract between growers and the industry would probably not trigger a
GATT violation.

Funding

Although the settiement is advertised at $368.5 billion, a variety of factors conspire to
leave us with considerably less than that to spend on any new initiatives. The $368 billion is a
25-year number, and must be adjusted downward to reflect a projected drop in cigarette
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consumption of about 15%. For scoring purposes, OMB adjusts the amount down still further to i:_l
reflect lost business tax revenue and lost federal excise tax revenue from decreased consumption. ¢
Most of the rest of the money in the settlement is already spoken for, to pay for civil suits,
cessation programs, counteradvertising, and the states® Medicaid claims.

At current funding levels, the main decision to be made is how best to spend the $25
billion research trust fund, which could serve as a 21st Century Research Fund dedicated to
cancer and other tobacco-related research.

Additional funds could be raised by:

1) Eliminating the $50 billion tax credit in the budget agreement. This would increase
the 25-year number from $368 billion to $430 billion, and free up about $2 billion a year for new
initiatives. That money could be used to double tobacco-related illness research ($1.3 billion per
year) and make targeted investments in tobacco-related public health initiatives such as school-
based clinics, Healthy Start programs, cancer prevention, and substance abuse treatment. All
your advisers support this option.

2) Strengthening the penalties for failing to reduce teen smoking. The current penalties
generate about $25 <ck> billion over 25 years, all of which goes to the states to expand anti-
. smoking efforts. A graduated penalty scheme could increase the 25-year number to §___ billion,
which could be evenly divided between the states and the federal government. This would
generate §__ billion a year beginning in year 5, which could be dedicated to addittonal research
and/or coverage expansions, such as allowing people between ages 55 and 65 to buy into
Medicare ($2-4 billion per year); covering workers between jobs ($2-3 billion per year) and
Medicaid outreach ($500 million to $1 billion per year). DPC, HHS, NEC, and Treasury all
support this approach.

3) Increasing the industry’s up-front one-time payment, from $10 billion to $30 billion,
and indexing the inflation adjuster to GDP rather than CPI (since GDP is more in line with
medical cost growth). This would increase the 25-year number to §____ billion, and generate §_
billion a year, which could be used for any of the initiatives outlined above, other investments
such as child care ($500 million to $1 billion per year) or medical education for doctors training
in children’s hospitals ($300 million per year), or deficit reduction (offsetting lost federal excise
tax revenue from declining cigarette sales). Treasury supports this approach, although it would
probably be a dealbreaker.

The industry will vehemently resist any effort to move beyond current funding levels.
The most outspoken tobacco opponents, such as Senator Kennedy and Skip Humphrey, have
called for a 25-year number in the range of $600-800 billion. Rep. Waxman and David Kessler
would like to see a $1.50 a pack increase, which would require $900 billion over 25 years
(although it could also be achieved by combining current base payments with enhanced penalties
of about 90 cents a pack).
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FDA Authority

The first priority of the Administration in considering tobacco legislation should be to
confirm and protect the jurisdiction of the FDA to regulate tobacco products -- including through
the reduction or elimination of nicotine or other constituents. This goal will necessitate
substantial changes in the proposed settlement agreement.

Even as written, the settlement’s provision on FDA jurisdiction had certain virtues. First,
the provision specifically conferred jurisdiction to regulate tobacco products on the FDA, thereby
removing the legal uncertainty now attending the FDA rule. (The Fourth Circuit panel sounds
almost certain to rule against the FDA, and the Supreme Court may well uphold this decision.)
Second, the provision established a “risk reduction” standard to guide the regulation of tobacco
products in place of the “safety and efficacy” standard applicable to other drugs and devices.
Because the former makes sense when applied to inherently dangerous products whereas the
latter does not, the change in standard would facilitate the FDA’s regulation of tobacco products.

This provision of the settlement, however, also contained several glaring weaknesses.
First, as you noted in your first comments on the settlement, the FDA would have to prove a
negative in order to reduce or eliminate nicotine -- i.e., that the action would not create a

‘significant demand for contraband products. Second, the FDA could not eliminate nicotine for a

period of 12 years. Third, the FDA could not take any action to modify tobacco products without
surmounting a number of procedural hurdles -- e.g., formal rulemakings -- not usually applicable
to administrative action.

The public health community will demand -- and we believe the industry will grudgingly
accept -- a legislative proposal that corrects these weaknesses. This proposal would eliminate the
12-year waiting period and the special procedural hurdles in the current settlement. It also, and
perhaps most important, would remove the necessity of the FDA’s making a contraband finding.
At one point, the industry proposed flipping the burden of proof on the contraband issue, so that
the FDA could not take action if a party affirmatively demonstrated that doing so would create a
significant contraband market. But even this approach puts too much weight on the contraband
issue, which should be only one factor in the FDA’s regulatory decisionmaking. The better
approach is to authorize the FDA to order changes to tobacco products based on a simple finding
that this change would reduce the risk of the product to the public and is technologically feasible,
after consideration of the full range of consequences of the change, including the possible
creation of a contraband market.

Penalties

The settlement sets ambitious targets for reductions in teen smoking of 30% in 5 years,
50% in 7 years, and 60% in 10 years. The most recent data show underage prevalence at 18.2%
in 1996, which means approximately 3.5 million youths aged 13-17 are daily smokers, Because
the settlement targets are based on youth prevalence over the past decade, which has averaged
15.2%, the declines from current levels necessary to comply with the agreement would have to
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be 42% over 5 years, 58% over 7, and 67% over 10.

It is extremely difficult to predict how much teen smoking would decline under the
settlement. While teen smokers are particularly sensitive to price -- Treasury has assumed that a
price increase of 10% will reduce youth prevalence by 7% (compared to 2.6% for adults), and
some studies suggest youth smoking will drop as much as 12% for every 10% increase in price --
we have never had a price shock of this magnitude. The Treasury Department estimates that the
combined price rise from the current settlement and the 15-cent excise tax increase in the budget
agreement would be about 80 cents by year 5, resulting in a ZW% decrease from current youth
smoking levels -- still well short of the settlement targets. Restrictions on access and advertising
should reduce youth smoking still further, but no one can say how much.

Under the settlement, companies would have to pay $80 million for each percentage point
they fall short, which is supposed to recapture the industry’s projected profits from hooking that
many young smokers. (The Treasury Department says a more accurate projection of profits
would be $60 million a point, which is roughly equal to $80 million after taxes.) Public health
groups have praised the idea of targets and penalties, but complain that the current scheme does
not give companies sufficient incentive to stop hooking teenagers. The major criticisms against
the current penalties are that they are tax-deductible, abatable, capped at $2 billion in a given
year, and too small to serve as a deterrent.

The companies might accept penalties of $80 million a point that were not tax-deductible
and could not be abated. They say they are unwilling to increase the price per point or to
eliminate the $2 billion annual cap.
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The advertising and marketing restrictions in the settlement are very strong. They include

all the restrictions.in the FDA rule -- most notably, requirements of black-on-white advertising
and bans on tobacco brand names in non-tobacco merchandise. The district court struck down



these restrictions as inconsistent with the FDA’s statutory authority. The Court of Appeals is
highly unlikely to reverse this decision, and the Supreme Court probably-will let it stand as well.
The settlement also inciudes restrictions on advertising and marketing going far beyond the FDA
rule, such as restrictions on point-of-sale advertising and bans on outdoor advertising, Internet
advertising, the use of human images and cartoon characters, and payments for tobacco product
placement in movies and other media. Congress could not enact such restrictions consistent with
the First Amendment.

The Department of Justice believes that these restrictions on advertising should not be
part of any legislation, but only of the consent decrees or other contracts entered into by the
industry and Attorneys General. To the extent the restrictions are a part of the legislation -- or
seen as a condition of the legislation -- serious constitutional issues will arise. To the extent the
restrictions are a part only of the settlement agreements, they probably will be permissible as
voluntary relinquishments of rights.

Assuming we follow the Justice Department’s recommendation, serious questions
relating to enforcement of the advertising restrictions arise. We know that each Attorney General
will be able to enforce the restrictions in his or her state. But what of states in which there is no
consent decree? Or what of states with inattentive Attorneys General? The proposed settlement
agreement makes reference to a “national protocol” -- a contract designed to enhance
enforcement of the advertising restrictions (and other provisions) in the consent decrees. But
there is no consensus on precisely who will sign the protocol or how it will work in practice. We
must keep a close eye on this scheme -- and on any legislative references to it -- to ensure that it
provides an effective mechanism for enforcing the advertising restrictions while not increasing
the vulnerability of the restrictions to constitutional challenge (by making their enforcement
something other than a simple matter of contract law).

We also should insist on statutory confirmation of FDA authority over the advertising and
marketing of tobacco products. This grant of authority is valuable even though the settlement
agreements will go further than the FDA could, precisely because the FDA will have no authority
to enforce the contracts between the industry and the states. With a specific grant of authority,
the FDA itself could enforce the restrictions contained in its 1996 rule, as well as any other
constitutionally permissible restrictions it might wish to impose in the future. Such a provision
should be acceptable to all parties.

In addition to including restrictions on advertising, the settlement contains provisions to
require “Canadian-style” warning labels -- i.e., strengthened warnings (such as “cigarettes cause
cancer” and “smoking can kill you”) that appear on 25% of the front or display panel of tobacco
products, printed in alternating black-on-white or white-on-black type. These provisions would
strengthen significantly the existing warning labels, both in the starkness of the message and in
its size and placement on tobacco products. We do not recommend any changes to them.

Access and Licensing




The access and licensing provisions of the settlement significantly enhance the ability of
the government to prevent youth access to tobacco products. The current FDA rule establishes
18 as the federal minimum age of sale, requires retailers to check photo identification of anyone
under 27, and eliminates free samples and the sale of single cigarettes. The proposed settlement
incorporates these access restrictions while also banning all cigarette vending machines and
requiring tobacco products to be placed out of reach of consumers in any facility that children
may enter. Even more important, the settlement would establish a retail licensing scheme to
enforce these access restrictions. FDA and Treasury agree that such a system is necessary for
adequate enforcement of youth access provisions. Assuming adequate funding, legislation
creating a licensing system could count as one of the principal virtues of the settlement
agreement.

As written, however, the licensing provision of the settlement contains some important
ambiguities. Most critically, the settlement is vague as to who -- state authorities, federal
authorities, or some combination of the two -- will administer the licensing scheme. We are not
yet in a position to make a final recommendation on this question. FDA’s current inclination is
to give responsibility for running the scheme to the states, but to retain the power to revoke
licenses. We are not yet sure whether such an approach would work (or even how it could be
done); rather than recommending a specific scheme, we should commit only to working with
Congress and the Attorneys General on this question.

The licensing provision also now contains an inadequate penalty structure. Most
troublesome, the settlement provides for permanent license revocation only after a licensee’s
tenth offense within two years. Because licensing officials are unlikely to conduct ten
compliance checks on a single retailer in a two-year time frame, this provision is essentially
meaningless. We should insist on strengthening the penalty scheme -- including by making
mandatory revocation a real weapon -- without getting into a level of detail unsuitable at this
stage of the process.

" These provisions are not particularly high-profile. They have not attracted much

attention, and nothing we say about them will alter the politics of the deal in either direction. But

the provisions, if strengthened and clarified along the lines suggested, could prove one of the.
great virtues of enacting tobacco legislation.

Documents

For decades, the tobacco industry has failed to disclose essential facts in its possession
about the dangers and addictiveness of tobacco products. In particular, the industry has used
both the attorney-client and the work product privileges to cloak scientific research and findings
-- and possibly to shield evidence of criminal or fraudulent behavior. The Attorneys General
attempted to address this issue through creation of a special court to resolve all privilege claims
made by the industry. Although the proposed system has certain virtues, it also suffers from
serious defects. The industry is willing to make certain minor changes in the proposed scheme,
but will not accept changes recommended by the Justice Department and FDA. Even these
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changes will not satisfy the harshest critics of the settlement, such as Skip Humphrey.

The settlement calls for a national document depository and a three-judge panel
(appointed by the Judicial Conference of the United States) to provide expedited rulings on
whether documents should remain privileged. The Attorneys General fought hard for this
provision for two essential reasons. First, anyone -- not just a litigant, but any member of the
public (including the New York Times or David Kessler) -- could ask the panel to review
allegedly privileged documents. In this sense, the settlement establishes a Freedom of
Information Act for tobacco documents. Second, the requester would not have to make the
normal showing required in litigation for in camera review of a document: a prima facie case
that the document is not privileged -- because, for example, it advanced a scheme of crime or
fraud.

The Justice Department, however, believes that this scheme, adopted without change,
would pose serious dangers. DOJ points out that no one knows whether or how this panel will
work -- whether the judges (or special masters appointed by them) will be competent; whether
they will be so swamped with document requests as to create an enormous backlog; whether they
will favor one side over the other. DOJ also notes that this panel will have sole authority to rule
on claims of privilege. While under the current system many courts may adjudicate a claim of
privilege (with a finding of privilege in one court often not precluding the opposite finding in
another), the special three-judge panel’s decisions would be binding in all courts in all litigation
in the United States. On top of these Justice Department concerns, the FDA would like access to
all documents -- even those rightfully privileged -- to determine whether they contain scientific
or other health-related information (for example, reflecting the industry’s extensive research on
nicotine addiction) relevant to the regulation of tobacco products.

To meet these agency concerns, we could strengthen the document provisions in two key
ways. First, we could make the administrative disclosure process non-exclusive, so that a litigant
could challenge a privilege claim in litigation even if the special panel had not completed review
of the document in question or had ruled in favor of the company. (By contrast, a finding by the
special panel that a document is not privileged would bind the company in all other proceedings.)
Second, we could provide the FDA with access to all health-related documents, notwithstanding
any claims of privilege.

The industry claims that it will not accept either of these changes, though it will not
object to a scheme allowing courts to rule on a privilege claim if the special panel has not yet
done so. The industry also proposes adding a provision to the settlement to require each
company to identify and disclose all health-related information contained in privileged
documents, without turning over the documents themselves. Under this proposal, the special
panel could find that a company had failed to disclose such information and levy substantial
penalties. Finally, the industry has expressed a willingness to consider a different scheme for
selecting the people to sit on the special panel.

On the other side, some in Congress and the public health community will find even the
changes recommended by the agencies to be inadequate. These changes do not broadly abrogate
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the industry’s attorney-client or work-product privileges. The Justice Department has expressed
serious concerns about any such breach of the privilege, arguing that this approach would
undermine the privilege generally and would enable a tobacco company official charged with
criminal conduct to assert a violation of his Sixth Amendment right to effective assistance of
counsel. But some will demand the complete abrogation of the companies’ attorney-client
privilege as a term of the settlement -- or, even more broadly, insist (as Sen. Leahy, Rep.
Waxman, and Attorney General Skip Humphrey already have done) that the tobacco companies
disclose all privileged documents before any consideration- of a settlement takes place.

Environmental Tobacco Smoke

The best available scientific evidence indicates that environmental tobacco smoke (ETS)
causes disease and death in non-smokers. The Environmental Protection Agency (EPA)
classifies ETS as a Class A carcinogen and estimates that it is responsible for about 3,000 lung
cancer deaths each year in non-smoking adults. The EPA also has found that ETS threatens the
health of hundreds of thousands of children with asthma and other respiratory illnesses. Serious
ETS restrictions, which ban smoking in public places or at work except in enclosed areas
exhausted directly to the outside, reduce exposure to ETS and the harm it causes. At the same
time, such restrictions lead many smokers to quit smoking entirely and many more to cut down.
Indeed, among the many smoking cessation tools -- including substantial price increases -- ETS
restrictions may well be the most effective.

All agree that the settlement’s provision on ETS is extremely valuable, and needs few
changes. The proposed legislation would broadly prohibit smoking in public places, without

© preempting even stricter state or local laws. The only question is whether to accept without

change the settlement’s exception for restaurants (but not fast food restaurants), bars, private
clubs, hotel guest rooms, casinos, bingo parlors, and tobacco merchants. H.R. 3434, which the
Administration supported, exempts restaurants (including fast food restaurants) and bars. The
proposed rule on ETS that OSHA issued in 1994 does not include any exemption for the
hospitality industry. (In a number of other ways, however, the settlement is more protective of
public health than the OSHA rule, which in any event would face serious legal challenges if
finally issued.) HHS would prefer to cut back on the exception in the settlement, noting that
many of the exempted work places pose the greatest threat to non-smokers. The Department of
Labor (OSHA) would keep the exemption essentially as is on the ground that trying to include
restaurants, casinos, etc. would make the whole provision politically unsalabie.

Liability and Other Legal Issues

The price of everything in the settlement agreement is, of course, protection from civil
liability. The settiement limits total liability to $5 billion each year (with any unspent portion of
a base $4 billion fund reverting to the government), prohibits class action and other joinder and
consolidation devices, and eliminates punitive damage claims (but requires a payment of billions
of dollars in punitive damages directly payable to the public). There is little doubt about the



value of these provisions to the tobacco companies.

On the other hand, it is not at all clear that these provisions harm public health interests.
Instituting a comprehensive regulatory scheme, while keeping in place the possibility of $5
billion in annual compensatory damages ($5 billion more than the industry has ever paid before),
should influence future corporate behavior at least as well as the litigation system usually
manages to do. Moreover, making the companies pay a punitive damage award for past
misconduct to_the public (for use in health research, etc.) makes far more sense from a public
health perspective than allowing such funds to go as windfalls to individual plaintiffs. Of course,
these provisions do decrease the likelihood of bankrupting the tobacco companies. But as long
as Americans are addicted to tobacco products, 1t is not clear how bankrupting the industry
would serve the public health.

We should further advance public health interests by insisting on the removal of any
limits on punitive damages for future misconduct. We would make clear that plaintiffs can seek
such awards, and that these awards shall not count toward or be subject to yearly limits. The
continued potential for unrestricted punitive damages will support the regulatory aspects of the
legislation in deterring willful misconduct and otherwise changing corporate behavior. Atthe
same time, this change will enable the legal system to punish the industry, over and above
compensatory damages, for any future misbehavior. The industry can hardly argue agamst this
change to the settlement agreement.

We also might consider whether to allow some consolidation of cases prior to trial for
purposes of conducting discovery and adjudicating pre-trial motions. The Justice Department
recommends this change, which would éntail amendment of the current multidistrict litigation
statute, to allow individual plaintiffs to share discovery materials and reduce discovery and other
pre-trial costs. The industry apparently will resist any change to the provision on class actions,
joinder, and consolidation. But given the cap on annual damages, it is hard to see why such
changes matter so much to the industry. Moreover, the industry may see consolidation schemes
of this kind as less threatening than mechanisms (whether class actions or joinder rules) that
permanently tie many cases together, letting numerous “bad facts™ cases ride in the wake of a
couple of “good facts” cases all the way up to judgment. .

The FTC and Antitrust Division of the Justice Department are both concermed about the
breadth of the antitrust exemption contained in the proposed settlement agreement, noting that it
might protect such activities as price-fixing, mergers toc monopoly, predatory pricing, and
agreements not to produce reduced-risk products. The FTC and Antitrust Division have not
come to closure on exact language to include in legislation, but agree that the exémption should
allow collusion only for the purpose of reducing youth smoking (by uniformly passing on the
costs of the settlement and penalties and agreeing on advertising restrictions). We should insist
on a narrowing of the antitrust exemption, but not yet propose specific language. The industry
almost certainly will accept this change.

Finally, the preemptio'n provisions of the proposed settlement are among its most baffling



aspects -- muddied, internally contradictory, and seemingly senseless. We should try to clarify
them so that they preserve current FDA authority, while enabling states in appropriate
circumstances to go beyond the provisions of the settlement agreement. More specificaily,
where existing law requires states to petition the FDA to regulate tobacco, states would remain
under that obligation and the FDA would retain its current authority; where existing law allows
states to regulate tobacco on their own, states could impose any regulations more stringent than
the new federal standards. It is very difficult to know how much (if at all) this scheme deviates
from what the drafters of the settlement intended. In any case, it is hard to imagine that the issue
would drive any party from the table.

Farmers

We have made clear that tobacco farmers should receive protection in any legislative
settlement, and that the Administration will work closely with members of Congress from
tobacco states to forge a consensus. Secretary Glickman has traveled to tobacco markets in
Virginia and North Carolina to express this commitment directly to farmers.

Farmers are primarily interested in continuation of the governmental tobacco program,
guaranteed purchase at set levels of tobacco crops by cigarette companies, and some provision
for buy out and transition to other crops, on 2 voluntary basis. Farm groups and tobacco state
members have not yet coalesced around a consensus proposal. One plan put forward this month
by Senators Ford and McConnell would require companies to buy a minimum amount of
domestic tobacco over 25 years and would install penaities on companies that do not meet the
stated goals for tobacco buying. The proposal would also create a “Tobacco Community
Revitalization Fund” administered by USDA, but not subject to the appropriation process, which
could spend up to $1 billion a year for 25 years from the settiement fund. This Revitalization
Fund would cover costs related to the tobacco program such as administration and crop
insurance, make supplemental payments of up to $500 million to producers whose income from
tobacco drops substantially below the 1996 level, pay up to $100 million in benefits for displaced
cigarette factory workers, and provide up to $250 million a year for rural economic development
grants.

. The best way to address this issue is to secure an agreement from the companies to
maintain current purchases of domestic leaf, even if domestic consumption declines. Because of
GATT, Congress cannot require companies to purchase a set level of domestic tobacco.
However, a private contract between growers and the industry would probably not trigger a
GATT violation.

Funding

Although the settlement is advertised at $368.5 billion, a variety of factors conspire to
leave us with considerably less than that to spend on any new initiatives. The $368 billion isa
25-year number, and must be adjusted downward to reflect a projected drop in cigarette
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consumption of about 15%. For scoring purposes, OMB adjusts the amount down still further to
reflect lost business tax revenue and lost federal excise tax revenue from decreased consumption.
Most of the rest of the money in the settlement is already spoken for, to pay for civil suits,
cessation programs, counteradvertising, and the states’ Medicaid claims.

At current funding levels, the main decision to be made is how best to spend the $25
billion research trust fund, which could serve as a 21st Century Research Fund dedicated to
cancer and other tobacco-related research.

Additional funds could be raised by:

1) Eliminating the $50 billion tax credit in the budget agreement. This would increase
the 25-year number from $368 billion to $430 billion, and free up about $2 billion a year for new
initiatives. That money could be used to double tobacco-related illness research ($1.3 billion per
year) and make targeted investments in tobacco-related public health initiatives such as school-
based clinics, Healthy Start programs, cancer prevention, and substance abuse treatment. All
your advisers support this option.

2) Strengthening the penalties for failing to reduce teen smoking. The current penalties
generate about $25 <ck> billion over 25 years, all of which goes to the states to expand anti-
smoking efforts. A graduated penalty scheme could increase the 25-year numberto §__ billion,
which could be evenly divided between the states and the federal government. This would
generate $§_ billion a year beginning in year 5, which could be dedicated to additional research
and/or coverage expansions, such as allowing people between ages 55 and 65 to buy into
Medicare ($2-4 billion per year); covering workers between jobs ($2-3 billion per year) and
Medicaid outreach {$500 million to $1 billion per year). DPC, HHS, NEC, and Treasury all
support this approach.

3) Increasing the industry’s up-front one-time payment, from $10 billion to $30 billion,
and indexing the inflation adjuster to GDP rather than CPI (since GDP is more in line with
medical cost growth). This would increase the 25-year number to §___ billion, and generate $_
billion a year, which could be used for any of the initiatives outlined above, other investments
such as child care ($500 million to $1 billion per year) or medical education for doctors training
in children’s hospitals ($300 million per year), or deficit reduction (offsetting lost federal excise
tax revenue from declining cigarette sales). Treasury supports this approach, although it would
probably be a dealbreaker.

The industry will vehemently resist any effort to move beyond current funding levels.
The most outspoken tobacco opponents, such as Senator Kennedy and Skip Humphrey, have
called for a 25-year number in the range of $600-800 billion. Rep. Waxman and David Kessler
would like to see a $1.50 a pack increase, which would require $900 billion over 25 years
(although it could also be achieved by combining current base payments with enhanced penalties
of about 90 cents a pack).
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Key Issues in Tobacco Settlement
L FDA Jurisdiction -
M v
The settlemen?mﬂﬁ ég;ilify FDA's authority to regulate tobacco products, and enact into
law the specific acces$ and advertising restrictions contained in FDA's rule, ending the risk and
delay of legal challenges to the rule, and the risk that a subsequent FDA Commissioner could
conclude that FDA does not possess the authority to regulate tobacco under current law.
However, the settlement would significantly alter FDA's current authority. The settlement takes
the positive step of establishing a "risk reduction" standard for FDA to use in evaluating tobacco
products -- a more logical and flexible standard for tobacco products than the Food, Drug and
Cosmetic Act's required showing of safety and efficacy. But other provisions in the settlement
place significant new substantive and procedural hurdles in the way of any FDA restrictions on
cigarette and smokeless tobacco content, labeling, and marketing.

To modify tobacco products, including reducing or eliminating nicotine, FDA must make
new substantive findings and meet new standards of evidence. FDA must show a required
product modification will: 1) result in a significant reduction in health risk to tobacco users; 2)
be technologically feasible; and, 3) not create a significant demand for contraband. FDA must
also consider the number of dependent users, the availability and demonstrated market
acceptance of alternate products, and the effectiveness of smoking cessation techniques before
requiring product modifications.

Under the settlement, administrative courts would give the agency less deference in
reviewing challenges to FDA's rules. Currently, courts uphold FDA's decisions as long as FDA's
actions are not "arbitrary and capricious." Under the settlement, administrative courts would
hold FDA to a "substantial evidence" standard in reviewing its actions to reduce nicotine, and to

a "preponderance of evidence" standard for actions to eliminate nicotine. Further, the settlement
specifies that the court's deference to the agency would depend on the "extent to which the matter
at issue is then within the Agency's field of expertise.”

The settlement places procedural hurdles before the agency as well. The FDA must use
burdensome, trial-like formal rulemaking procedures in lieu of regular notice and comment
procedures to mandate product modifications that reduce risk. Finally, the settlement bars FDA
from eliminating nicotine or taking an equivalent action for 12 years, and from changing the
access and advertising provisions for 5 years except under extraordinary circumstances.

To address these concerns, the settlement could be modified to codify FDA authority,
consistent with FDA’s final rule on tobacco, except changing the standard for tobacco products
regulation from safe and effective to “reduced risk” and changing the required findings to facts
the agency must consider. The new procedural hurdles, standards for review, and time
constraints (particularly the 12 year prohibition on eliminating nicotine or taking equivalent
action), could be dropped. These changes would affirm FDA’s current authority rather than

circumscribe it. %%
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II. Look Back Provisions

The settlement embraces the Administration's goals of reducing underage use of tobacco
products and seeks to eliminate industry profits from new youth smokers. The industry would be
subject to monetary penalties if youth tobacco use fails to drop by 30 percent in 5 years, 50 percent
in 7 years, and 60 percent in ten years. The penalty is set at about the estimated lifetime industry
profits from addicting a new smoker -- $80 million per percentage point under the target.
However, the penalty is capped at $2 billion annually (about 8 cents per pack), and is lowered by
75% if companies make a "good faith" effort to comply with the agreement.

work to meet youth targets. Since it {s easy 16 show "good faith," the actual penalties for
recruiting new youth smokers will be at best 75% below industry profits from the new
customers. Further, since the smoking reduction targets are based on industry-wide usage,
individual firms will have financial incentives to keep selling to children because they will reap
the full reward while bearing only part of any penalty.

As structured, the ﬁenalty dowvide a meaningful incentive for the industry to

Vd Our goal should be to provide meaningful incentives to the industry to reduce youth

smoking. Industry representatives have said that they do not believe youth targets will be met
and have argued that the industry should not be held accountable as long as it complies with the
settlement's access and advertising restrictions. We believe, however, that providing the industry
with a strong incentive to reduce youth smoking is the only way to assure meaningful progress
toward targets. Our bottom line must become the industry's bottom line.

To strengthen the penalties, we could:

- Levy the penalties on a firm-by-firm basis;

Make the penalty substantially higher than foregone profits (e.g. 3x profits);

- Make the penalty higher further from the target (e.g. 2x profits if the 50% reduction
target is missed by 10 percentage points; 3x profits it's missed by 20 percentage pomts)

- Remove the annual $2 billion cap;

- Classify the penalty payments as fines, making them non tax deductible;

- Eliminate the "good faith" offset and volume adjustment; and/or

- Consider non-economic incentives, such as raisifig the age of legal purchase to 19 or 21 if
youth targets are not met. ?g .
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III. Size of Settlement Payments
T~
The industry agreed to an up-front lump sum cash payment of $10 billion, and $358.5
billion paid over 25 years as indicated below (dollars in billions):

Payment Year(s): 1 2 3 4 5 6-8 9 10-25
Base Amount: $6 $7 $8 $10 $10 $12.5 $15 $15

Public Health Trust: $2.5 $2.5 $3.5 %4 85 $2.5 $0 $0
Total: $8.5 $9.5 $11.5 $14 $15 $15 $15  $15

The annual payments are not fixed. They are indexed upward for inflation (3% floor),
increased sales, and profit increases, and adjusted downward if adult sales decrease. All
payments are tax deductible. The industry must pass the annual payment on to smokers in the
form of increased prices. The payment therefore functions like an excise tax estimated at about
60 cents per pack, and is expected to reduce smoking among adults by 15% and among teens by
about 20%. '

Under the settlement, 33% of the base amount would be made available to pay individual
liability awards. Any excess funds would go to the federal government. The settlement 7
a $25 billion 8-year Public Health Trust Fund for tobacco-related medical research and proposes
designating $2-3 billion annually of the base amount for other public health investments
(including $1.0-1.5 billion for smoking cessation, $0.5 billion for an anti-smoking media
campaign, and $0.3 billion to fund FDA's regulatory-effort). The remaining funds would be used
to reimburse states and the federal government for Medicaid costs.

OMB estimates that the Federal revenue raised by the settlement will be substantially
lower than $368.5 billion. OMB adjusts the payments downward to account for: 1) an expected
drop in sales; 2) an "indirect business tax" (a standard accounting adjustment that decreases
scorable revenues by 25%); and 3) the loss of federal excise tax revenue associated with the
volume decrease. The 15 cent per pack tax just enacted will reduce the payments further by :k o
about [$50 billion].

So, for example, in year 4 the industry has agreed to pay $14 billion (assuming industry
payments are not reduced by the new 15 cent tax). The volume adjustment reduces the payment
by $4 billion, and federal revenue offsets reduce the net revenue by an additional 4 billion.
Inflation increases the payment by $1 billion. That leave $7 billion to pay for compensation and
public health investments. The settlement proposes $4 billion in spending for the public health
trust fund, and earmarks $2 billion for individual compensation claims. That leaves $1 billion to
spend on public health programs and state and federal Medicaid reimbursements -- substantially
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less than tl{é/what was envisioned in the settlement.

There are at least three arguments for seeking an increase in the settlement payments.

\\/ First, an increase will raise the price of cigarettes -- the most reliable way to decrease smoking,

especially among kids. Leading public health advocates recommend a $1-$2 per pack price
increase. Second, the proposed net revenues leave states with far less money to settle their suits
than anticipated and potentially under-funds promised public health investments. Third, CEA
and Treasury believe the industry will benefit significantly from the deal. They argue that the
proposed payments simply leave too much surplus profit on the table given that the settlement
will provide the industry unparalleled liability protection and will facilitate collusion.

Options for increasing revenue include: undoing the 15 cent excise tax offset; indexing
the payments by health care costs increases rather than by the Consumer Price Index; eliminating
the volume adjustment; and/or increasing payments to offset the loss of federal tax revenues.
Treasury estimates that these changes together would bring industry payments to about $700

.V { billion over 25 years.

“

V. Document Disclosure

The settlement creates a public national depository of tobacco health and youth marketing
documents in Washington, DC. A panel of three Article III judges would review all industry
trade secret and attorney-client privilege claims. The panel would undertake in camera reviews
of privilege claims without the traditional prima facie showing of evidence of crime or fraud.

The panel's decision regarding privilege claims would be binding on federal and state courts.
The panel does not appear to interfere with FDA's authority to request and inspect documents for

regulatory purposes.

The proposal would provide a national resource for researchers, regulators, and litigants.
But as structured it raises several concerns. First, it could slow litigation -- the 3-judge panel
would have less of an incentive to review documents rapidly than trial judges hearing specific
cases. Second, it raises fairness issues -- centralizing review would preclude trial judges from
weighing privilege claims in the context of specific trials and would bind future litigants not
party to the settlement.

Some have argued the settlement should alter substantively the requirements industry
must meet to sustain a privilege claim for certain types of documents. For example,
Congressman Waxman has proposed that certain health research-related documents should not be
subject to any privilege claims. The Justice Department opposes abridging the attorney-client
privilege, in part because doing so may compromise criminal cases.

The timing of, as well as the process for, document disclosure is also raising concerns.
Senator Leahy, Congressman Waxman, Attorney General Humphrey, and key public health
leaders have stated that the industry’s health and youth marketing documents should be made
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public prior to deciding about a settlement. The industry has apparently systematically misused
the attorney client privilege to improperly conceal health and youth-related documents. Anti-
tobacco advocates argue that the appropriateness of any settlement can only be accurately
evaluated after such documents are in the public domain.

We should seek to facilitate document disclosure to the greatest extent possible. We
could maintain and enhance current document disclosure procedures while adopting the best
aspects of the settlement's proposed national depository. Specifically, we could establish a
national depository with non-binding judicial review of privilege claims. Further, we could
facilitate plaintiff's discovery in litigation by eliminating the need for plaintiffs to make a prima
facie showing of crime or fraud prior to gaining judicial review of privilege claims.

V. Civil Liability

The settlement would resolve Attorney General actions and class action suits, prohibit
suits; prohibit punitive damage awards for past actions. The settlement does not abridge the
rights of individuals to sue, but it caps industry's total annual liability payments at about $5
billion (it designates 33% of the industry's "base payments" for a compensation fund and
augments the fund with 20% industry copayments). If individual judgments exceed available
funds in any year, no individual would receive more than $1 million in that year. If the
compensation fund exceeds claims, the federal government receives the remainder.

The cap on liability payments, the prohibition on punitive damage awards, and the
prohibition on class actions and consolidations are obviously significant concessions that must be

balanced against the settlement's benefits. It is an especially high price given the troubling ¥
evidence revealed by FDA's investigation. The provisions potentially limit plaintiffs' abilities to ¢ :
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recover damages, discourage plaintiffs' lawyers from suing, and lower the industry's incentive to

avoid future harms. How much impact these provisions would have in part depends on what  _sr

would happen absent a settlement. To date, the industry has lost only one liability case and
settled one other, but some believe the recent disclosure of damaging industry documents -- and
the impending disclosure of many more -- will tip the balance in future litigation toward
plaintiffs. If that occurs, than the liability provisions will significantly impede recovery. A

We could consider a number of modifications to this provision, including removi?g'ﬁle
cap on punitive damages for future misconduct; dropping the prohibition on class action§; and/or
dropping the prohibitions on consolidations. It is unclear, given the proposed annual cap on
liability and the requirement that unspent funds under the cap revert to the government, why the
industry is seeking to prohibit class action suits and punitive damage awards. But changes to
these provisions may be deal-breakers for the Tdustry.
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VI. Advertising Provisions / National Protocol 9

The settlement codifies the advertising restrictions in FDA's final rule and makes some
significant additions, including banning all outdoor tobacco advertising and advertising on the
Internet. More important, the settlement significantly increases the likelihood that the
advertising restrictions would withstand legal challenge by incorporating the advertising and
marketing provisions in a voluntary "protocol," implemented through consent orders signed by
states and participating companies. At least theoretically, participating companies would be
bound by the agreements regardless of whether non-signatories (e.g. the advertising industry)
bring First Amendment challenges. However, placing the provisions in a protocol rather than in 44,0 :ﬁf
legislation may make the provision§ unenforceable by the federal government. Hence, the v,}‘
innovative protocol is one of the mgst important but uncertain benefits of the settlement. We are
exploring the best way to structure it to walk the delicate line between constitutionality and
enforceability. Y ,if‘)\',{
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VII. Tobacco Farmers

The proposed settlement is silent on tobacco farmers and tobacco-dependent rural
economies. Grower representatives were not invited to the negotiating table. We have worked
with Secretary Glickman to reach out to farmer representatives and members of Congress from
tobacco growing states to make it clear the Administration will insist on meeting the needs of
small farmers and their tobacco-dependent communities.

We are consulting with farmers and their representatives about possible solutions. Ina
White House meeting, Gov. Jim Hunt set forth three.possible objectives: maintain the current
tobacco quota and price support program; require industry to use mostly U.S.-grown tobacco;
and provide transition assistance as the demand for cigarettes falls. Fifty officials from 7
southern states and farm groups recently sent a draft proposal to tobacco-state Congressmen. It
spelled out a 10-point plan that would cost tobacco companies $15 billion over 25 years. In our
meeting with democratic members of Congress from tobacco growing states, members agreed to
provide us with a plan based on this proposal.

VII1. Environmental Tobacco Smoke

The settlement would put in place the first national restrictions on environmental tobacco
smoke. The ETS provisions, modeled on legislation sponsored by Representative Waxman,
would restrict indoor smoking in "public facilities" -- defined as facilities ten or more people
enter at least one day per week. The restrictions are similar to those you have placed on
government buildings, permitting smoking indoors only in rooms ventilated directly to the
outside. The provisions would affect most private and public workplaces and fast-food
restaurants, but would exempt certain facilities, such as bars, clubs, prisons, and casinos.

The ETS provisions are a clear advance over the status quo and a major benefit of the

6



settlement. ETS restrictions have proven to be an effective means of motivating smokers to quit.

The provisions could be strengthened, however. The broad exemption for the hospitality )-/
industry (a departure from your Executive Order and OSHA's proposed rule) leaves those

workers most exposed to ETS unprotected.

IX. International Issues

As you know, the settlement does not address international sales of tobacco products. Public
health groups are pushing for the US to take a leadership role in fighting tobacco's rapid global
growth. Worldwide, there are 3 million tobacco-related deaths annually, and the World Health
Organization expects that number to rise to 10 million by 2025, with 75 % of annual deaths
occurring in developing countries.

We have begun an evaluation of the Administration's international tobacco policies in three areas
-- trade policy, export and business facilitation, and public health.

) Trade Policy -- the US treats as presumptively valid any foreign country's non-
discriminatory health-based tobacco control measures. To ensure the health implications
of trade actions are well considered, HHS participates with USTR in trade negotiations.
Consistent with free trade principles, USTR's policy is to fight discriminatory barriers on
behalf of all industries, including tobacco. Some believe USTR should not provide such
assistance to tobacco companies, however, since the entry of US tobacco companies into
foreign countries has arguably increased tobacco consumptlon We are continuing to
review this issue.

0 Export promotion and commercial facilitation -- State and Commerce are working
with HHS to develop new guidelines limiting the involvement of U.S. ambassadors and
their Foreign and Commercial Services staffs in tobacco marketing and export promotion
activities.

] International Public Health Initiatives -- There is a general consensus we should
strengthen the Administration's leadership role in global and bi-lateral efforts to reduce
smoking. HHS is developing a proposed action plan for consideration in the context of --
or separate from -- the settlement.

Additional Considerations

other claimants (e.g. asbestos)

bankruptcy protections

reduced risk products

licensing

non-participating tobacco manufacturers (smokeless, Liggett)
state preemption

fire-safe cigarettes
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Tolacco — stlimrerns —

weTea + ragua 0

TOBACCO SETTLEMENT ISSUES FOR DISCUSSION
8/4/97

FDA Jurisdiction

Strengths -- codifies FDA authority; sets explicit risk reduction standard for tobacco
products. ‘ '
Weaknesses--FDA nust make new findings, overcome new procedural hurdles, meet new
standard of proof, is given reduced deference, and can't act within certain time frames.
Possible Objectives-- No change to FDCA,; set risk reduction standard (modified);
require more than notice and comment rulemaking '

A.

New Findings
1) To reduce or eliminate nicotine, FDA must find that product modification will:

a) result in significant reduction in health risk;

*modify to address risk to entire public, not just smokers

*drop “significant" and/or drop as finding

b) be technologically feasible;

*drop as finding, leave as factor FDA must consider

c) not create a black market.

*drop as finding, leave as factor FDA must consider.
2) To eliminate nicotine or take "equivalent"” action, FDA must consider number
of dependent users, availability and demonstrated market acceptance of alternate
products.
*drop or modify

Time Restrictions

1) FDA can make no changes to access provisions for 5 years.
2) FDA must wait 12 years, and phase in over at least two years.
*drop or modify (1) and/or (2)

New Procedural Hurdles

1) Formal rulemaking required to reduce nicotine

2) Formal rulemaking or Part 12 hearing (at industry's option) to eliminate nicotine
or take cquivalent action.

*Maintain FDCA procedures, require formal rulemaking, or adopt intermediate
procedure

New Standard of Evidence / Reduced Deference—

1)"substantial evidence” for reducing nicotine;

2) "preponderance of evidence" for eliminating nicotine or equivalent action:
3) deference in judicial review depends on "Agency expertise."

*delete deference provision

*drop standards



II. Look Back Provisions

Strengths -- embraces Administration's youth reduction goals

Limitations --Maximum impact estimated at 8 cents per pack; 2 cents after 75%
abatement for companies making "good faith" effort to comply; penalty is lowered if sales
decline; applying penalty industry wide reduces each company's incentive to meet targets
("free-rider" problem)

Objective -- provide meaningful incentive for companies to meet targets.

A. Level of Penalty
*Make penalty substantially higher than foregone profits (e.g. 3x profits)
*Make non-linear (pay higher penalties further from the target)
*Remove annual $2 billion cap
*Remove tax deductibility (reiterate these payments are fines)
*Remove volume adjustment
*Eliminate double counting provision
*Consider non-economic incentives, e.g. raising age to 21

B. Free Rider Problem
*Assess penalties firm-by-firm
- collect data {e.g. expand Michigan survey to collect brand information)
- use base number of teens that smoked each firm's product

C. Abatement for ''Good Faith"
~ * Make only limited part of penalty eligible for abatement for good faith or d:op



III. Document Disclosure

Strengths-- establishes a national tobacco document depository of existing documents
discussing health research/marketing to youth (a 3-judge panel reviews trade secret and
privilege claims); any member of the public can challenge claim; authorizes in camera
review of privileged documents by 3-judge panel without prima facie showing of evidence
of crime or fraund

Limitations -- decisions binding on [federal and] state courts; binds all future litigants not
party to the settlement; panel does not have same incentive as trial judges to resolve
privilege disputes in a timely matter, leading to delay; industry can still assert full privilege
claim

Possible Objectives -- Centralize documents but preserve and enhance plaintiffs's
discovery in litigation

A. Preemption of current/future litigants
*create national depository but one in which panel decisions do not bind (state?)
litigants;

B. . Ease discovery in litigation
* eliminate procedural hurdle of prima facie showing prior to in camera review
(apply document depository provision)
*alter substantively the requirements industry must meet to sustain a privilege
claim for certain types of documents (e.g. health research) in court or in national
depository

IV. FUNDING
Strengths -- Substantial sum
Limitations -- Net estimated to be less than half of gross revenues; minimally negative to
positive effect on shareholders, profits.
Possible Objectives --

A. Level of Funding -- How much pain is enough for liability protections, antitrust
predictomsH#v P Fe ciens ¢
1) Annual payment functions like an excise tax estimated at about 60 cents and is
expected to reduce smoking among adults by 15% and among teens by 22%
2) Payment expected to reduce profits by at most 10% and could lead to a rise in
stocks and profits.
3) Actual federal and state revenues expected to be less than half of gross
payments due to offsetting effects (e.g. decreased excise tax; CPI adjustment;
indirect business tax offset) .
*increase the annual payment amount (raises price of cigarettes)
*increase the mitial payment (borne by shareholders)
*increase excess profits tax
*replace industry payments with Federal excise tax ($1 raises about $15 billion/yr)



B.  How funds are spent —;\'Bb
1) Trust fund -- tobacco-related research
2) Earmarked smoking cessation and education
3) Health care investments (size?)

V. Immunity from Class Actions and Punitive Damage Awards
Strengths -- Industry incentive to settle.
Weaknesses -- Arguably removes only real fiscal deterrent to harmful behavior
Objectives -- ?

A, Constraints on class actions.
*drop prohibition but let fall under cap
*remove prohibition on joining, consolidating, aggregating individual suits

B. Disincentives for future misconduct
*No prohibition on punitives for future misconduct; cap does not apply

VI. Farmers
Strengths — N/A
Weaknesses — excludes farmers
Objectives -- include in settlement; consider Democratic members' proposal, possibly 2%
of settlement funds dedicated to assistance.

VIL Environmental Tobacco Smoke (ETS)
Strengths—More certain and in some ways stronger than OSHA standard (e.g. covers
some businesses with fewer than 10 employees; does not preempt state and local
coverage)
Weaknesses -- Broad exemption for hospitality industry leaving those workers at greatest
risk unprotected and may preempt OSHA's ability to act in hospitality industry.
Objectives -- support provision and(?) seek to narrow exemption.

A’Dveﬁ\ NG
C Additional Issues

- Advertising/protocol
- Other claimants (asbestos, pension plans/unions, VA, RECA fund)
- Intemational
- Bankruptcy
- Reduced risk products
- Licensing
- Other regulate tobacco (smokeless, Liggett)
- Cigars
- Licensing/compliance/minors
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