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centralized tobacco document repository, citizen plaintiffs would face considerable costs, delays, and 

difficulties in investigating company information that may be relevant to the consideration of their 

claim. Discovery efforts could prove extremely burdensome and time consuming for many 

individuals. The Committee supports the State Attorneys General recommendation that a central 

document repository of appropriate, non-privileged tobacco company information be established. 

The repository will serve the Act's objective of a sound national tobacco policy by providing public 

access to documentary evidence of the industry's knowledge, policies, and conduct. 

Section 901. Findings 

Section 901 contains Congressional findings that the tobacco manufacturers have taken 

action in bad faith to protect internal documents from public disclosure when disclosure of those 

documents would promote public understanding of the tobacco industry's research and business 

practices. 

Section 902. Applicability 

This Title applies only to participating manufacturers of tobacco products as defined under 

the Act. 

Section 903. National Tobacco Document Depository 

Section 903 would require the participating tobacco product manufacturers to establish in 

the Washington DC area, within 180 days of the enactment ofthis Act, a document repository 

called the National Tobacco Document Depository. This document depository would greatly 

enhance the knowledge of both the public and the public health community concerning tobacco 

industry behavior and research concerning tobacco products. The document depository would 

also greatly facilitate individuals in bringing lawsuits against the tobacco manufacturers to gain 

compensation for injuries related to tobacco use. 
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Each participating tobacco product manufacturer would be required to place in the 

Depository all of its documents, and those of the Center of Tobacco Research or the Tobacco 

Institute, concerning: 'all original laboratory research; all industry documents produced in 

discovery in the actions brought by state attorneys general; any documents produced in 

conjunction with the Federal Trade Commission's investigation concerning Joe Camel; all 

documents produced to litigation adversaries during any private litigation and in specifically 

enumerated litigation; any trial-related documents; any documents referring to health research 

about tobacco products, dependency of consumers on tobacco products, and safer or less 

hazardous tobacco products; all indices of documents relating to tobacco products and health; and, 

various privilege and trade secrecy logs describing certain documents exempt from disclosure. 

Section 903(d) would provide for the disclosure, by participating tobacco manufacturers, 

of documents created after the effective date of the Act. The following types of documents would 

have to be supplied to the depository within 90 days of the document's completion: all original 

laboratory research relating to the health effects or safety of tobacco products; all studies relating 

to tobacco product use by minors; all documents referring to the relationship between advertising 

and promotion of tobacco products and their use by minors; a privilege log to describe those 

documents that are exempt from disclosure; and, a trade secrecy log to describe such documents 

that are exempt from disclosure. 

All documents supplied to the Depository would be sequentially numbered and coded to 

identify the tobacco manufacturer that is the source of the document. 

Section 904. Privilege and Trade Secret Claims 

Section 904 establishes procedures for handling documents the tobacco manufacturers 

claim should not be made available to the public due to attorney-client privilege, attorney work 

product protection or trade secret protection. The tobacco manufacturers would be required to 

submit such documents to the Depository but they would be marked as privileged documents. 

Submitting such documents to the Depository would not waive any claim of privilege or trade 

secret protection. 
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The tobacco manufacturers would be required to provide a comprehensive log that 

identifies all documents for which a privilege is asserted. The log of documents would describe 

each document and explain why a privilege is asserted. Tobacco manufacturers would be 

required to examine each document for which they had previously made a claim of privilege and 

make a good faith review as to whether that claim is still appropriate. 

Section 905. Disclosure by the Depository 

The Depository would be required to release to the public all documents that are not 

privileged by placing them on the Internet and through other appropriate methods. 

Under Section 905(b), documents that are submitted to the Depository are to be treated for 

evidentiary purposes in the same manner as documents from the National Archives. In other 

words, if the document is certified as coming from the Depository, then it is authenticated as a 

matter of evidence and is treated as if it were the original document. 

Under Section 905( c), if a document, protected as a trade secret, is released 

inappropriately by the Board or the Depository it is a criminal violation. 

Section 906. National Tobacco Documents Review Board 

Section 906 creates the National Tobacco Documents Review Board with 5 members, 

appointed by the President and confirmed by the Senate. The Board would have responsibility 

for maintaining and operating the Depository. The Board would be charged with applying the 

doctrines of attorney-client privilege and attorney work-product in a manner consistent with 

Federal law. 

Section 907. Resolution of Disputed Privilege and Trade Secret Claims 

The Board would be responsible for determining whether to uphold or reject a tobacco 

manufacturer's claim that a document should not be revealed to the public due to a claim that the 
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document is protected by attorney client privilege, the attorney work product doctrine or trade 

secret protection. Such a determination could be made by a single member of the Board. The 

decision is to be made in writing and is subject to judicial review. 

Section 908. Appeal of Board Decision 

Any person may appeal a decision by the Board by filing a petition for review with the 

United States Court of Appeals for the Federal Circuit. In the Appeals Court's review, the 

Board's findings of fact are conclusive if supported by "substantial evidence on the record taken as 

a whole". The Appeals Court would be able to conduct a de novo review of the Board's legal 

decisions. The Supreme Court may review any decision made by the Appeals Court. 

Once a final decision has been reached about the document, the Board would be required 

to make it available to the public within 30 days. Once a final decision has been reached no 

Federal or State court would have jurisdiction to again evaluate a claim of privilege as to that 

document. 

If the Board decides that a document should not be made available to the public due to an 

appropriate claim of privilege, the Board's decision is not binding in a judicial proceeding 

concerning that document. 

Section 907(t) would require participating tobacco manufacturers to supply to the Food 

and Drug Administration any document it submits to the Depository for public review and all 

documents for which it asserts a trade secret protection. Tobacco manufacturers would not have 

to supply documents for which it asserts attorney-client privilege or attorney work product 

protection. 

Section 909. Miscellaneous 

Section 909(a) appears to be a duplicate power of Section 90S(/). 
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The disclosure process in this Title does not affect the Federal Rules of Civil Procedure or 

Criminal Procedure and the Title does not affect any Federal law that requires the disclosure of 

documents. The Title also does not affect any law the deals with attorney-client privilege, 

attorney work product protection, or trade secret protection. 

Section 910. Penalties 

Each tobacco manufacturer is required to act with good faith as to document disclosure. 

If the Board determines that a manufacturer has not acted in good faith then it may impose certain 

costs and attorney's fees on that manufacturer. The board would also be able to impose civil 

penalties of up to $10,000 per violation if it determines the tobacco manufacturer acted in bad 

faith. 

If a participating tobacco manufacturer fails to produce indexes and documents in accord 

with the schedule outlined in this Title then a civil penalty of up to $500 may be assessed per 

violation. A separate violation occurs for each document that is not produced. The maximum 

penalty for a related series of violations is $10,000. 

Section 911. Definitions 

Section 911 defines relevant terms. 

Title X: Long-Term Economic Assistance for Farmers 

Section 1001 - Short Title 

This section names title X as the "Long-Term Economic Assistance for Farmers (LEAF) 

Act." 
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This section sets out the definitions applicable to title X. 

Subtitle A -- Tobacco Community Revitalization Trust Fund 

Section 1011 - Establishment of Trust Fund 

This section establishes the "Tobacco Community Revitalization Trust Fund." The trust 

fund is to be funded by assessments to tobacco manufacturers and importers as designated in 

section 1012. Funds deposited into the Tobacco Community Trust Fund are to be used for the 

following: payments for lost tobacco quota, payments for sale of quotas, payments for community 

economic development grants, worker transition program, higher education assistance programs, 

and to reimburse the federal government for the administration of the program. The legislation 

includes specific dollar limitations on annual payouts for each program. All monies and payments 

under the Trust Fund are deemed to constitute budget authority in advance of appropriations Acts. 

The legislation has earmarked $28.5 billion for the program, pursuant to section 1012. Of this 

amount, the following annual expenditures are to be made annually for fiscal years 1999-2023: 

Payments for lost tobacco quota as delineated under section 1021, except that such payments are 

not exceed $1.65 billion annually, unless additional monies are needed for acceleration oflost 

tobacco quota; 

Payments for the administration of the tobacco support program by the Department of Agriculture 

under section 1022; 

Payments for the community economic development program under section 1023, which is not to 

exceed $375 million annually for fiscal years 1999-2008, and $450 million annually for fiscal 

years 2009-2023; 
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Payments for the worker transition program under section 1031, which is not to exceed $25 

million in any fiscal year; 

Payments for the higher education opportunity grants under section 1032, which are not to exceed: 

$42.5 million for each of the academic years from 1999 to 2004; $50 million for each of the 

academic years from 2004 to 2009; $57.5 million for each of the academic years from 2009 to 

2014; $65 million for each of the academic years from 2014 to 2019; and $72.5 million for each of 

the academic years from 2019 to 2024. 

Section 1012 - Contributions by Tobacco Product Manufacturers and Importers 

This section specifies that contributions are to be made by tobacco manufacturers and 

importers to the Tobacco Community Revitalization Trust Fund on a market share basis. The 

total contribution that is to be made by companies is $28.5 billion. The payments are to be 

pursuant to the following schedule: $2.1 billion annually for fiscal years 1999-2008 and $500 

million annually for fiscal years 2009-2023. 

Subtitle B - Tobacco Market Transition Assistance 

Section 1021 - Payments for Lost Tobacco Quota 

This section restructures the procedures for compensating tobacco quota holders, quota 

lessees, and quota tenants for lost tobacco quota as a result of declines in the tobacco market. 

Tobacco quota holders, lessees, and tenants are to be compensated on a lost quota basis. 

Reimbursements are to be made based on the average base quota of each party. The base quotas 

are to be determined as specified: 
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For quota holders, the base quota is the average tobacco fann marketing quota for the 1995-1997 

marketing years. 

For a quota lessee, the base quota level is fifty percent of the average number of pounds of tobacco 

quota established for a farm for the 1995-1997 marketing years that was leased or rented to the 

quota lessee minus twenty-five percent of the average number of pounds of that quota grown by a 

quota tenant. 

For a quota tenant, the base quota level is fifty percent of the average number of tobacco quota 

pounds for marketing years 1995-1997 which were leased to the tenant by a quota holder and 

produced by the tenant, plus twenty-five percent of the average number of tobacco quota pounds 

for marketing years 1995-1997 that were leased by a quota lessee and grown by the tenant. 

Monetary Reimbursements for Lost QuotalRegulations for Sale of Quotas 

The legislation has included set dollar amounts for determining the actual amount of 

reimbursement due to each party in the tobacco support program. Additionally, consistent with 

the Committee's desire to restructure the current quota system, so as to ensure quota owners are 

actual producers, provisions have been included to encourage the transfer of quotas by quota 

owners to persons who are actual producers. The Committee recognizes, however, that there are 

different market conditions regarding the nation's two prominent types of tobacco -- burley and 

flue-cured. Accordingly, the legislation includes separate monetary payout and quota-buyout 

incentives for burley and flue-cured businesses. These procedures set out below: 

Compensation Procedures for Burley Tobacco 

Compensation for Lost Quota. Annual payments for lost quota for persons involved in 

the production of tobacco, other than flue-cured tobacco, are to made pursuant to the following 

formulas: 
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For quota holders, payments are to be based on the number of pounds by which the farm 

marketing quota is less than the base quota level for the quota holder times $4 per pound, subject 

to a lifetime limitation of $8 per pound. 

For lessees and tenants, the formula for determining actual payments is the percentage by which 

the national marketing quota is less than the national marketing quota for marketing years 

1995-1997 times the base quota level of the lessee or tenant times $4 per pound, subject to a 

lifetime limitation of $8 per pound. 

If the amounts that are due to quota holders, lessees, and tenants exceed the amount 

available for lost quota payments under section 1011, the actual payments are to be adjusted and 

made on a pro-rata share. The amount of the reductions to each party, however, are to be 

rolled-over to such succeeding fiscal years as are necessary. 

In general, payments are to be made on a yearly basis. However, payments are to be 

accelerated any time the national marketing quota is below 50 percent of the national tobacco 

marketing quota for the 1998 marketing year for three consecutive years, or if Congress abolishes 

the tobacco support program. 

Relinquishment of Quota by Quota Holders. Burley quota holders will be given an 

option to relinquish their quotas in return for a payment. Notification to exercise the option must 

be made by January 15,1999. The payments to relinquishing quota holders are to be made 

annually in fiscal years 1999-2008, based on a lifetime payment of $8 per pound multiplied by the 

base quota level. The payments are to be made annually, and are to be equal to 1110 of the 

lifetime payment. Quota holders who relinquish their quota are ineligible for any other payments 

for lost or relinquishing quota. 
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Reissuance of Quota. Lessees and tenants of burley quota holders are to be given a 

one-year option of having an allotment of the farm or acreage marketing quota relinquished by the 

quota holder relocated to a farm owned by the quota tenant or lessee. The relocated amount is not 

to exceed 50% of the farm acreage owned by the quota lessee or tenant. Lessees and tenants that 

receive transferred quota allotments are not to receive any additional compensation for lost quota 

as a result of the reallocation. The recovery of payments as a quota holder and lessee or tenant is 

prohibited. 

If the relinquished quota is not transferred to a quota lessee or tenant, the Secretary may 

transfer the quota to other quota holders. Such transfers are to be limited to quota holders in the 

same county, unless state law permits county-to-county transfers. Quota holders are not eligible 

for additional lost quota payments to quota holders as a result of the transfer of the relinquished 

quota. 

Death Of Quota Lessee or Tenant. If a quota lessee or tenant dies, his or her lost quota 

'payments are to transfer to his or her spouse or dependents. 

Treatment of Flue-cured Tobacco 

Abolishment of Quota System for Flue-cured Tobacco. The legislation will abolish 

the quota system for flue-cured tobacco. The procedures for exchange of quotas for permits are 

set out in section 1024. Current quota holders who are producers, as well as lessees and tenants, 

will be given the option of transitioning to the permit system. All flue-cured quota owners, who 

are not actual producers, will be required to relinquish their quotas in exchange for a payment. 

The quotas are to be yielded by November 15, 1998. Relinquishing quota owners are to be paid 

annually 1110 of a lifetime limitation of $8 per pound times their base quota level. The payments 

are to be made for fiscal years 1999-2008. The lessee or tenant of the quota will be given an 

automatic option under section 1024 of obtaining a permit to continue farming. However, if the 

lessee or tenant rejects the option of continuing to farm under the new permit system, each is 
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eligible under section 1021 for a transition payment of $8 per pound times their base quota level as 

established by the legislation. The payments are to be made for fiscal years 1999-2008. 

Lost Quota Payments for Lessees and Tenants Under Permit System. Lessees and 

tenants that have active pennits are eligible for annual lost quota payments of $2 per pound times 

the number of pounds by which the production authorized under their pennit is less than twice 

their base quota level, subject to a lifetime limitation of $4 per pound. 

If the amounts that are due to quota holders, lessees, and tenants, exceed the amount 

available for lost quota payments under section 1011, the actual payments are to be adjusted and 

made on a pro-rata share. The amount of reductions to each party, however, are to be rolled-over 

to such succeeding fiscal years as are necessary. 

In general, payments are to be made on a yearly basis. However, payments are to be 

accelerated any time the national marketing quota for flue-cured tobacco is below 50% of the 

national marketing quota allotment for the 1998 marketing year for three years in a row. 

Section 1022 - Industry Payments for All Department Costs Associated with Tobacco 

Production 

This section authorizes the Department of Agriculture to use monies from the Tobacco 

Community Revitalization Trust Fund for the administration of the tobacco support programs. 

Section 1023 - Tobacco Community Economic Development Grants. 

This section authorizes the Department of Agriculture to award economic development 

grants to tobacco-growing communities. The amount of the grants is to be based on the amount 

of the state's fann income pursuant to the 1995-1997 marketing years. States must submit an 

application to the Department before a grant can be awarded. The application is to describe the 
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purposes for which the grant will be used. The grants may be used for such programs as loan 

assistance programs for restructuring communities or for the support of new industries. Such 

funds, however, are reserved for counties in the state that had at least $100,000 in tobacco 

production in one or more of the 1995-1997 marketing years. Although states are given 

considerable latitude in determining the use of the grant funds, the legislation does include the 

following earmarks: 

(1) at least 20% of the funds must be used for economic development and 

agriculture-based rural development activities; 

(2) a minimum of 4% is to be used for technical assistance; 

(3) no less than 6% of the funds are to be used to provide direct payments to tobacco 

warehouse owners based on declines in yearly volume sales as compared to sales during 

the 1998 marketing year. 

Additionally, a state may require recipients of funds to provide preferences in hiring 

persons who, during the 1998 calendar year, were employed in farming, manufacturing, and 

processing of tobacco and are eligible for assistance under the tobacco worker transition program, 

as well as persons eligible for higher education grants under the bill. 

Section 1024 - Flue-cured Tobacco Production Permits. 

This section replaces the tobacco quota system for flue-cured tobacco with a federal 

tobacco permit system. 

The federal tobacco permit system will require official permits to farm tobacco. These permits 

will be issued by the Department of Agriculture, which will include production and acreage 

allotment limitations. Permits will only be issued to actual producers. Lessees and tenants that 

produce flue-cured tobacco under agreements with quota owners will automatically be given the 

right to obtain permits to continue their farming. The permits will not be transferable, and will be 
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prohibited from being used as an asset. Pennits, however, will be pennitted to be transferred to 

the pennit owner's surviving spouse and descendants. Lessees and tenants that have pennits that 

automatically revert to them will be given the option of relinquishing their pennits for a payment. 

The payments are to be made on an annual basis from 1999 to 2008, subject to a lifetime limitation 

of$8 per pound times the base quota level (section 1021). 

Section 1025 - Modifications in Federal Tobacco Programs. 

This section includes technical changes to the tobacco quota program. The section 

provides that in cases where tobacco marketing quotas are still in effect following the enactment of 

the bill, the Department of Agriculture, on receipt of a petition from 5% of the producers of a 

particular type of tobacco in a state, is to conduct a statewide referendum on a proposal regarding 

the lease and transfer of tobacco quota. If a majority of the state's producers of that type of 

tobacco approve, the state is to implement quota transfers and leases according to the proposed 

procedures. 

This section changes the penalties that are to be assessed to tobacco companies for failure 

to meet quota purchase agreements. The penalty is changed from the current penalty assessment 

of twice the per pound assessment times the quantity of purchasers that are less than 90% of the 

quantity of intended purchases, to 105% of the average market price times the quantity of 

purchasers that are less than 90% of the quantity of intended purchases. 

Subtitle C - Farmer and Worker Transition Assistance 

Section 1031 - Tobacco Worker Transition Program 

This section sets forth a program that is to be administered by the Department of Labor to 

assist workers in the tobacco industry. To benefit, a group of workers of a tobacco entity will be 

required to file a petition with the Labor Department for assistance. The workers will be required 

76 



Automated Records Management System 
Hex-Dump Conversion 

to show that they (1) have or will become totally or partially separated; (2) the entity's sales 

production has decreased substantially; and (3) that the national tobacco settlement contributed 

importantly to the production declines. If the petition is approved, the workers are to be provided 

the following benefits and services: employment services, training for new employment, and 

adjustment allowances (payments to aid in the transition to a new job, except that these payments 

are to be made only if the person is in the job training program). No person who has received 

.payments for tobacco lost quota is eligible for the program. The program is to be funded at a rate 

of$25 million yearly through fiscal year 2008. At least $12.5 million is to be used for the job 

training program. 

Section 1032 - Farmer Opportunity Grants. 

This section provides for the establishment of educational grants to assist tobacco 

producers and their relatives in obtaining undergraduate degrees. To be eligible, a person has to 

be a member of a tobacco farm family. The section defines a tobacco farm family or member as 

(1) an active tobacco producer or worker, and their spouse, son, daughter, stepson, stepdaughter, 

brother, sister, stepbrother, stepsister, son-in-law, or daughter-in-law. The bill sets forth the 

following yearly amounts of the grants: $1700 for each of the academic years from 1999 to 2004; 

$2000 for each of the academic years from 2004 to 2009; $2300 for each of the academic years 

from 2009 to 2014; $2600 for each of the academic years from 2014 to 2019; and $2600 for each 

of the academic years from 2019 to 2024. The monies are to be paid to the institution directly or 

to the student. A grantee may receive a scholarship for only one institution, and is required to 

maintain a qualifying average for student eligibility at the institution. A grantee is barred from 

receiving a grant if he or she is in default on a higher education loan or is indebted to an institution 

of higher education. 

Subtitle D - Immunity 

Section 1041 - General Immunity for Tobacco Producers and Tobacco Warehouse Owners 
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This section immunizes tobacco producers, tobacco-related growers associations, tobacco 

warehouse owners and employees from any liability associated with the failure of a tobacco 

product manufacturer, distributor, or retailer to comply with the national tobacco settlement 

legislation. 

Title XI: Miscellaneous 

Subtitle A: Prohibitions Relating to Tobacco Products and Children 

Section 1101. Short Title 

This subtitle may be cited as the "Tobacco Use by Minors Prevention Act". 

Section 1102. Prohibitions Relating to Tobacco Products and Children 

Section 1102 would amend Chapter VIII of the Federal Food, Drug, and Cosmetic Act by 

adding two new sections at the end of that Chapter. The Committee does not intend for these 

provisions to have extraterritorial application. 

Section 804 "Prohibition on Sale or Distribution of Tobacco Products to Children" would 

make in unlawful for any domestic tobacco concern to in any way contribute to the "sale or 

distribution of tobacco products in a foreign country to children" or to advertise or promote 

tobacco products in a foreign country in a manner that does not comply with Federal requirements 

for advertising or promotion within the United States. 

Section 805, "Labeling" would make it unlawful for any domestic concern to in any way 

participate in the sale of a tobacco product in a foreign country if that tobacco product does not 

contain a warning label, in that country's dominant language, that complies with the Federal 

labeling requirements for tobacco products sold in the United States. The only exception would 

be if the Secretary determines the foreign country's labeling requirements are "substantially 
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similar" to those in the United States and those requirements are "adequately enforced" then the 

domestic concern may abide by the labeling laws of the country where the tobacco product is sold. 

Section 1103. Enforcement 

Enforcement would be provided under Section 301 of the Federal Food, Drug and 

Cosmetic Act. 

Section 11 04. Reward 

A reward of up to $125,000 would be available to those providing information leading to 

"a criminal conviction for a violation of the international sales and labeling requirements. 

Section 1105. Definitions 

Section 1105 defines the term "domestic concern". 

Section 1106. Amendments to Public Health Service Act 

This portion of the bill authorizes a major new medical research initiative to more 

effectively prevent and treat tobacco addiction and tobacco-related diseases. 

Tobacco use kills more than 400,000 Americans each year and therefore is, according to 

former Surgeon General C. Everett Koop, "the chief, single avoidable cause of death in our society 

and the most important public health issue of our time. " Yet despite the billions of dollars 

expended each year to research diseases caused Qy tobacco addiction, only a tiny fraction of 

medical research in the United States is devoted to understanding the causes of tobacco addiction, 

how to decrease the number of children who start, and how to best help people to quit. As a 

result, we know too little about how to prevent and treat this destructive behavior 

For example, according to a report by the Society for Research on Nicotine and Tobacco, 

the National Institutes of Health (Nlli) spends less than one percent of its budget to research a 

behavior that accounts for 20 percent of mortality in our nation. Despite the large increases in 
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youth smoking rates and the leveling off of reductions in adult smoking, our nation's commitment 

to tobacco research has increased only slightly over the last ten years. Lack of funding has 

resulted in missed opportunities for advancement in tobacco control and has likely discouraged 

young behavioral researchers from pursuing this area of.research. The research that does take 

place on this subject at NIH is spread across numerous Institutes and is inadequately coordinated. 

Despite inadequate funding, tobacco researchers have in recent years made important 

preliminary findings about the health effects of tobacco, the addictiveness of nicotine, addictive 

behaviors in general, as well as treatments for cessation of tobacco use. Reflected in several 

reports of the Surgeon General, as well as in medical and scientific journals, these findings have 

played a vital role in the public demand for a national tobacco control policy. But much more 

research is needed to inform public policy. Significant new funding is warranted to support 

epidemiological, behavioral, pharmacological, health services and social services research related 

to the prevention and treatment oftobacco addiction. 

An increased commitment to tobacco-related research will help save lives and tobacco-

related health care costs. For example, additional research will lead to increased knowledge about 

cost-effective prevention strategies such as counter-advertising, education, and community based 

activities. Enhanced research will also yield more affordable and effective cessation tools and 

perhaps safer tobacco products. The Committee intends for the research initiative in the 

Committee's bill to inform and ensure that the prevention programs, including the education and 

counter-advertising programs as well as the cessation programs that are also included in the 

Committee bill are effective and built on sound scientific evidence about how to reduce tobacco 

use. 

Section 1106 of the Committee bill emphasizes the role of behavioral research in preventing 

and treating addiction to tobacco products. The Committee urges that the following topics be 

among those addressed by this research initiative: 

-- Initiation. Smoking and other uses of tobacco are forms of addiction, involving 

physical and psychological factors. But smoking initiation is purely behavioral. Research should 

focus on why children begin to smoke and the role of such individual traits as risk taking, attitudes 

toward liealth, self-perception, decision making and the impact of tobacco industry marketing on 
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decisions, and how childhood and adolescent development affects these and other relevant 

psychological processes. 

-- Cessation. Not everyone tries smoking, and not everyone who tries it becomes 

addicted. Some who do become addicted quit on their own. What are the protective factors in 

these cases? How can those factors be encouraged in people who are at risk? It is also important 

to understand the effects of smoking on behavior, such as the changes in the brain and cognitive 

impairment that can result from smoking. Research is also needed on the behavioral effects of 

withdrawal, which range from anger and aggre'ssion to reduced motor and cognitive functioning. 

-- Effective strategies. Smoking initiation and cessation are both influenced by 

social, economic and cultural factors. The effects of peer pressure on shaping beliefs and 

behaviors, the role of family in promoting or protecting against tobacco use, and other 

socially-based factors must be understood to help develop interventions that encourage and sustain 

healthy behavior. 

The Committee believes that a narrow biomedical approach to tobacco addiction is short

sighted. We must expand scientific inquiry into the behavioral aspects of smoking in order to 

prevent children from smoking in the first place and to treat nicotine addiction more effectively. 

In addition, behavioral research on tobacco use will help policy makers address related health 

concerns, such as illicit drug abuse and underage drinking, and will help the development of 

effective interventions for those risky behaviors as well. 

At the same time, the Committee anticipates that enactment of this bill will result in 

sufficient new resources at the NIH to justify increased expenditures on diseases associated with 

tobacco use, such as cancer and heart disease. However, it is the Committee's intent that the 

NIH give the highest priority to epidemiological, behavioral and social science research on the 

prevention and treatment of tobacco addiction itself. The Committee believes very strongly that 

research focused on prevention and treatment of tobacco addiction will be very cost-effective and 

be instrumental in reducing tobacco use and avoiding the high human and economic costs 

associated with tobacco. 

The Committee recognizes that aspects of tobacco related research will occur at federal 

agencies other than the NIH, including the Food and Drug Administration, the Centers for Disease 
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Control, the Agency for Health Care Policy and Research, the Occupational Safety and Health 

Administration, and the Environmental Protection Agency. The Committee expects the Secretary 

of Health and Human Services acting through, among others, the Director of the Centers for 

Disease Control and the Director of the new Office of Tobacco-Related Research at Nlli, to 

coordinate the work of these disparate agencies. 

The Committee has also sought to spur coordination by means of the National Tobacco 

Task Force established in the new section 2802 of the Public Health Service Act. The Committee 

expects the Task Force, guided in part by the Institute of Medicine study mandated by the new 

section 2801 of the Public Health Service Act, to prepare a national tobacco research agenda, 

periodically update this agenda, and make policy recommendations based on the research findings. 

Research on the use of tobacco and its effects must take into account the needs of special 

populations, especially those groups that have been targeted by the tobacco industry. 

Section 1106(a) amends the Public Health Service Act by adding a new title at the end of 

the Act. That title, Title xxvm, would require various research programs concerning youth 

smoking. 

Section 2801, "Study By the Institute of Medicine", would require the Secretary to enter 

into a contract with the Institute of Medicine "for the conduct of a study on the framework for a 

research agenda and research priorities to be used by the National Tobacco Task Force". Various 

considerations are outlined for the development of the this framework. The Institute of Medicine 

would be required to report on its recommendations within 10 months of entering into the contract. 

Appropriations of $750,000 are authorized for this activity. 

Section 2802, National Tobacco Task Force, would require the Secretary to establish a 

National Tobacco Task Force to "foster coordination" among entities undertaking tobacco-related 

research. The section outlines the composition of the Task Force, its duties and the research 

activities it shall undertake. 

Section 2803, Research Activities of the Centers for Disease Control and Prevention, 

would require the expenditure of $4.195 Billion in research over 10 years. The funds are directed 

to be taken from the Tobacco Settlement Trust Fund. 
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Section 2804, Research Activities of the National Institutes of Health, would require 

expenditures of$20 Billion over 10 years for research by the NIH concerning tobacco. The 

Secretary would be required to establish a Tobacco-Related Research Initiative, headed by the 

Director of the NIH, to provide funds to conduct research "related to the prevention and treatment 

of tobacco addiction, and the prevention and treatment of diseases associated with tobacco use. 

At least one-third of the funds provided must be used to address the "prevention and treatment of 

addiction." 

The Director of NIH is to ensure appropriate coordination of these research efforts by 

cooperating with the National Tobacco Task Force and by establishing the Office of 

Tobacco-Related Research. The Office of Tobacco-Related Research will be headed by a 

director appointed by the Secretary and it shall undertake various administrative tasks to assure 

appropriate research coordination. 

Section 11 06(b) of this Act further amends the Public Health Service Act by adding 

further duties for the Secretary. The Secretary shall, with respect to minority health activities, seek 

interagency coordination of research and monitor and then report periodically to Congress the 

amount of Federal funds targeted for research related to minorities and tobacco. 

The Committee is concerned about the significant rise.in smoking among minority youth 

in the U.S. The most recent report by the Surgeon General found that smoking by high school 

age Mrican Americans rose nearly 80 between 1991 and 1997, and that cigarette smoking among 

Hispanic teens rose by 34 in that period. These disturbing figures represent a growing public 

health problem among many of our nation's minority citizens, and the Secretary should advise the 

Congress about federal research activities targeted to remedy it. 

Section 1107. Ban on Distribution o/Tobacco Products Produced by Child Labor 

This Section amends Section 307 of the Tariff Act of 1930 to include a ban on "tobacco 

products produced or manufactured wholly or in part in any foreign country by child labor." 

Subtitle B: Federal licensing of Tobacco Product Distribution 
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Section 1121. Licensing of Tobacco Product Distribution 

Section 1121 provides for a program to license any "domestic concern" that manufactures 

or distributes tobacco products. Tobacco retailers would not be covered by this program. Such 

manufacturers and distributors would require a license from the Secretary. The fee for that 

license would be $1 for every 1,000 cigarettes manufactured or distributed. Manufacturing or 

distributing tobacco products without a license would be a violation of Section 30 I of the Federal 

Food, Drug and Cosmetic Act. The definition of "tobacco products" would include more than 

cigarettes, yet the licensing fee is based solely on a number of cigarettes. An appropriate 

conversion would be necessary to handle smokeless tobacco products. 

The Committee does not intend for this provision to have extraterritorial application. 

Subtitle C: International Provisions 

Section 1131. International Tobacco Control Trust Fund 

Section 1131 would create within the Department of the Treasury the International 

Tobacco Control Trust Fund to be funded through the licensing fees established in Section 1121. 

Annual funds of$150 million will be available to the American Center on Global Health 

and Tobacco from the International Tobacco Control Trust Fund. The Secretary may also use the 

resources in the International Trust Fund "for grants and other forms of assistance to foreign 

governments, nongovernmental organizations, and international organizations to support tobacco 

control activities in foreign countries." Furthermore, the Secretary may also use resources in the 

International Trust Fund to enforce "any requirements related to the sale, distribution, marketing, 

or promotion of tobacco products internationally." 

Section 1132. American Center on Global Health and Tobacco 
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Section 1132 would establish the American Center on Global Health and Tobacco (ACT) 

"to assist organizations in other countries to reduce and prevent the use of tobacco" through public 

education programs and mass media campaigns. 

ACT would be a not-for-profit corporation established within the District of Columbia and 

would not be and agency or establishment of the United States. 

ACT would be funded through the creation within the National Tobacco Settlement Trust 

Fund of the Global Public Health and Education Resource Account which is to be credited with 

$150 million each fiscal year. The $150 million would be transferred each October 1 from the 

Resource Account to ACT. 

ACT and its grantees would be subject to oversight by Congress and ACT would be 

required to annually report to Congress on its activities. ACT would only be permitted to fund 

private sector groups, it could not carry out programs directly. ACT's accounts are to be audited 

annually by independent certified public accountants. ACT's financial transactions may also be 

audited by the Comptroller General. 

Section 1133. Prohibition On Use of Funds to Facilitate the Exportation or Promotion of 

Tobacco 

Section 1133 would bar any appropriation or use of Federal funds to promote or 

encourage the export, sale, distribution or advertising of tobacco products in a foreign country, or 

to seek through negotiation or otherwise the removal or reduction by any foreign country of 

limitations on the importation, sale, distribution or advertising of tobacco products. This 

prohibition would not apply if the foreign country's restriction is "applied in a manner which 

constitutes a means of arbitrary or unjustified discrimination between countries". To invoke this 

exception the Secretary of Commerce would have to make a certification to Congress in writing 

concerning the nature of the actions by the foreign country and the Secretary of HHS would have 

to certify to Congress in writing that the restriction is not a "reasonable means of protecting the 

public health." 
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Section 1134. Harmonization with United States International C;ommitments and Obligations 

The United States Trade Representative would be required to report to Congress, within 

90 days of the Act's effectiveness, on "any provisions of this Act that are inconsistent with 

obligations of the United States ... together with recommendations as to how to implement or 

modify the provision without violating intemationallaw." 

Subtitle D: Prevention of Tobacco Smuggling 

Section 1141. Definitions 

Section 1141 defines terms used in this Subtitle. 

Section 1142. Tobacco Product Labeling Requirements 

Section 1142 would make it unlawful to in any way introduce into or receive from 

"interstate or foreign commerce" any tobacco product that is not packaged and labeled in 

conformity with the requirements of this section. 

The Secretary of the Treasury would be required to promulgate regulations to require 

manufacturers of tobacco products to place a unique serial number on each package of tobacco 

products so that the manufacturer and the location and date of production may be determined. 

The package of each tobacco product produced for export must be labeled with the name of the 

country of final destination. 

Section 1143. Requirements for the Tracking of Tobacco Products 

Section 1143 would require the posting of a bond for all exports of tobacco products. 

Each export would require posting with the Secretary of the Treasury: a bond that indicates the 

country of final destination, a written statement from the recipient of the tobacco products that that 
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recipient will not violate any laws of that country concerning tobacco products and indicating they 

have never been convicted of any offense with respect to tobacco products. 

The Secretary of the Treasury would be required to promulgate regulations to determine 

the amount and frequency of each bond that must be posted. The bond, however, cannot be less 

than the amount of Federal tax imposed, on tobacco products consumed in the United States, 

under Chapter 52 of the Internal Revenue Code of 1986. 

The Secretary of the Treasury would return a bond upon determination the tobacco 

products had been received in the country of final destination as specified in the bond. 

Section 1144. Tobacco Product Permits 

Section 1144 would require the Secretary of the Treasury to establish a program to require 

permits for all persons involved in the distribution or receipt of tobacco products in interstate or 

foreign commerce. This section would not apply to retailers but retailers would need to maintain 

commercial records of the receipt of tobacco products and have those records available for 

inspection and audit. 

The Secretary of the Treasury would be required to demand that permit holders "keep 

records concerning the chain of custody of the tobacco products that are the subject of the 

permit". 

Section 1145. Prohibitions 

Section 1145 would make it unlawful, without a permit issued under Section 1144, to 

import tobacco products, to engage in the business of manufacturing, packaging or warehousing 

tobacco products, or to engage in the business of purchasing tobacco products for resale at 

wholesale. These prohibitions are to come into effect 180 days after the date of enactment of this 

subtitle. 

Section 1146. Pricing and Labeling of Products Sold on Military Installations or by Native 

Americans 
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Section 1146(a) would require the Secretary of the Treasury, in conjunction with the 

Secretary of Defense, to issue regulations to make sure the price of tobacco products sold on a 

military installation is equal to the greater of the average price of the tobacco product when sold in 

the nearest metropolitan area or the highest price for which the product is sold on military 

installations in the United States. Tobacco products intended for sale on a military installations 

would have to be labeled with that indication. 

Section 1146(b) would require that tobacco products intended for sale on an Indian 

reservation be labeled with that indication. 

Section 1147. Prohibition Against Sale of Tobacco Products in or to Duty-Free Shops or 

Forwarding Through or Manufacture in Trade Zones 

Section 1147(a) would make it unlawful to sell any tobacco product in a duty-free shop 

located in the United States or to sell to any duty-free shop. Section 1147(b) would make it 

unlawful to forward through or manufacture a tobacco product in any foreign trade zone. 

Section 1148. Jurisdiction; Penalties; Compromise of Liability 

Federal District Courts have jurisdiction for suits brought by the Attorney General to 

prevent or restrain violations of any of the provisions of this subtitle. 

In any conviction of the provisions of this subtitle, the provisions of section 3571 of Title 

18 U.S.C. will apply as if the person were convicted of a felony under that title. 

The Secretary of the Treasury is authorized to compromise the liability arising from a 

violation of this subtitle upon payment of fine not to exceed $10,000 per violation. In the case of 

repetitious violations and in order to avoid multiple criminal violations the United States may enter 

a consent decree to enjoin the repetition of the violation. 

Section 1149. Amendments to the Contraband Cigarette Trafficking Act 
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Section 1149 would amend the Contraband Cigarette Trafficking Act in the following key 

ways: to have the Act apply to more than cigarettes by defining tobacco products to include cigars, 

cigarettes, smokeless tobacco and pipe tobacco; to lower the threshold amount of tobacco product 

which triggers the Act from 60,000 units to 30,000 units; to add prohibitions on knowingly failing 

to maintain distribution records, altering or obliterating required markings, or interfering with an 

inspection; and, by making it unlawful to knowingly transport tobacco products under a false bill 

of lading or without a bill of lading. Any proceeds from the unlawful distribution of tobacco 

products would be subject to seizure and forfeiture. 

Section 1150. Authorization of Appropriations 

Such sums as are necessary to carry out this subtitle are authorized for appropriations. 

Subtitle E: Antitrust Exemption. 

Section 1161.. Limited Antitrust Exemption 

Section 1161 would provide a limited antitrust exemption for participating tobacco 

manufactures to facilitate actions in conjunction with this Act. This limited exemption is 

necessary to proted certain business agreements by tobacco companies, as recommended by the 

State Attorneys General who negotiated the original tobacco settlement. The Ad requires 

cooperation by tobacco companies regarding certain pricing, advertising, and compliance adivities, 

in order to ensure a uniform and comprehensive national policy to regulate tobacco products in the 

public interest. Without a limited antitrust exemption, agreements by the tobacco companies to 

adopt similar pricing and advertising policies could be subjed to antitrust challenges. 

Subtitle F: Special Provisions Concerning Programs for Women, Minorities, and Others 
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Section 1171. Research Related to Patterns of Smoking by Women and Minorities 

Research funded by this Act should where appropriate to the "scope and purpose 

investigation, include data and analysis with respect to different factors that may be present in the 

·case of women or minorities." 

Research funded under this Act to examine patterns of smoking among minorities "should 

be conducted in proportion to their prevalence in the smoking population and shall be conducted at 

minority education institutions, where available, or institutions that provide the greatest amount of 

health care to minority populations in a State. 

Section 1172. Counter-Advertising Programs 

Section 1172 would require the Secretary to carry out programs to reduce tobacco usage to 

"discourage the use of tobacco products by individuals and to encourage those who use such 

products to quit. To receive assistance through these programs an entity would apply to the 

Secretary and meet such eligibility requirements as the Secretary establishes. Funds necessary to 

carry out this section will be provided from the funds made available under Title IV of this Act. 

Section 1173. Prevention Activities of Community and Migrant Health Centers 

Section 1173 would provide $3 billion over 10 years from the National Tobacco Trust 

Fund to Community and Migrant Health Centers to "provide health services for diseases related to 

tobacco and to prevent tobacco-related diseases. 

Subtitle G: Sense of the Senate 

Subtitle G provides a list of purposes for which it would be the sense ofthe Senate that the 

proceeds of this Act may be applied. The Sense of the Senate would not limit the application of 

the proceeds to other purposes. 
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Subtitle H: Ban on Sale of Tobacco Products Through the Use of Vending Machines 

Section 1191. Ban o/Sale o/Tobacco Products Through the Use o/Vending Machines 

The Committee is concerned about the fact that vending machines may represent a 

potential source of unrestricted access to cigarettes for underage youths. While a ban on tobacco 

vending machines enhances the Act's comprehensive program to prevent youth smoking, it also 

raises issues of economic injury and job loss to our nation's vending machine industry. 

The vending machine industry relies heavily on revenues from the sales of tobacco. 

products. There are over 2,000 vending machine companies spread throughout the U.S., most of 

them small, family-owned operations. The vending machine industry employs an estimated 

10,000 individuals, over one-third of them minority citizens. There are an estimated 350,000 

commercial vending machines in operation in the U.S. Vending machine industry representatives 

advised the Committee that 25 of these companies rely solely on the sale of tobacco products in 

their business operations, and that tobacco products produce the large majority of sales and profits 

for the remaining 75 of vending machine businesses. 

SectiDn 1191 wDuld ban the use Df vending machines to. sell tDbaccD products, effective 

Dne year after the Df enactment Df this Act. Owners Df tDbacco vending machines wDuld be 

"reimbursed fDr the fair market value Df their businesses, including the CDst Df banned vending 

machines, cDmpensatiDn fDr lDSt prDfits, unexpired cDntracts, and fDr the Dwner's Dr DperatDr's 

plant and equipment." Such reimbursal wDuld be directed through the. TDbacco Vending 

Reimbursal CDrpDratiDn, which wDuld be a private, nDt-fDr-prDfit cDrpDratiDn established in the 

District Df CDlumbia. Certain guidelines and duties fDr that CorporatiDn wDuld be established by 

the Act. 

The Secretary Df the Treasury wDuld be required to transfer to' the Reimbursal CDrpDratiDn 

"such sums as are necessary to' make due cDmpensatiDn to. Dwners and DperatDrs Df tDbaccD 

vending machines and to carry Dut the duties Df the CorpDratiDn." These funds wDuld be taken 

from the funds paid by the tDbaccD manufacturers under Title IV Df this Act. 
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Title XII: Tobacco Asbestos Trust Fund 

Scientific evidence suggests that asbestos related health problems are greatly facilitated 

and enhanced by cigarette smoking. As a result, those injured by asbestos also believe they 

should be able to seek compensation for their damages from tobacco manufacturers. 

Section 1201. Definitions 

Section 1201 defines relevant terms used in this title. 

Section 1202. Tobacco Asbestos Trust Fund 

Section 1202 would establish in the United States Treasury a Tobacco Asbestos Trust 

Fund. There would be five trustees, two appointed by the Secretary of Health and Human 

Services to represent the interests of asbestos trusts and asbestos defendants, and two appointed by 

the Secretary of Labor to represent asbestos claimants and labor unions with claimants as 

members, and one chosen by the other four, who shall be a health care professional with expertise 

in asbestos disease. 

The Trust Fund receives funds from assessments made by the Secretary of the Treasury on 

the tobacco industry. The Trust would receive a total of$20 billion by the end of2014. 

Funds may be paid out of the Trust Fund only to victims harmed by tobacco and asbestos. 

The Trust Fund is divided into two equal funds - Fund I and Fund ll. Fund I would be 

administered by three trustees: the two appointed by the Secretary ofHHS, and the health 

professional. Fund II would be administered by three trustees: the two appointed by the Secretary 

of Labor, and the health professional. 

Fund I would assign credits to asbestos defendants and trusts in proportion to their past 

payments to claimants for tobacco-caused harm. The asbestos defendants, however, do not 

receive any funds. Rather, they may direct the Trust to use such funds to pay asbestos claims. 
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Fund II is used to pay the tobacco-caused portion of future tobacco/asbestos claims. The 

funds available to the Trust are allocated equally between Fund I and Fund II, but the trustees of 

Fund II may provide an advance from Fund II as a loan to Fund I. 

Section 1203. Payments From Fund I 

In order to determine the allocation of credits within Fund I, the trustees shall request that 

all asbestos trusts and defendants provide information as to the amount of payments or settlements 

of asbestos claims made by or on behalf of the defendants and trusts, and all bonded judgements as 

of the date of enactment. The trustees shall establish credits base on each trust's or defendant's 

payments as a percentage of the total. The trustees shall include twenty percent of unpaid 

settlements. In no event shall the total of the credits relating to these unpaid settlements constitute 

more than six percent of the total of Fund I. 

Credits may be used only for the payment of asbestos claims. None of the credits may be 

used for the payment of corporate dividends, reimbursements of insurers, or any other corporate 

purpose. 

An asbestos defendant may use a credit to direct payment from Fund I to any asbestos 

claimant. An asbestos trust shall use its credits for payment to victims according to the rules of 

the trust. 

Section 1204. Payments From Fund II 

Section 1204 would establish the rules for payment of funds out of Fund II. The trustees 

of Fund II would be required to establish the following: rules ensuring that funds can only be used 

for the portion of harm caused by tobacco to an asbestos claimant; rules ensuring that future and 

current claimants are treated equally, and in the event that future demands require limitations on 

current payments, those with the most serious disease or disability get priority; criteria establishing 

a minimum degree of asbestos-related disability or impairment for a claimant to receive 

compensation; criteria to establish an optional claims handling mechanism for asbestos caused 

harm in accordance with the Louisiana Agreement Providing Administrative Alternative for 
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Claimants with Asbestos Related Conditions; rules to insure fair and equitable administration of 

the claims process, including attorneys' fees; and, rules requiring Fund II recipients to execute a 

release of C!lliiability for tobacco-caused harm. 

Section 1205. Transfers from National Tobacco Settlement Trust Fund. 

To provide the funds that would be needed under Section 1202, the Secretary of the 

Treasury would each year transfer from the National Tobacco Settlement Trust Fund with certain 

indicated amounts to a total of $21 billion by the year 2014. 

Section 1206. Rules for Claims Against Asbestos Trusts, Asbestos Defendants, and Tobacco 

Companies 

Section 1206 indicates the general purpose of the title is to ensure that asbestos claimants 

and asbestos/tobacco claimants receive compensation in a fair and timely manner. 

Before a lawsuit for harm caused by tobacco and asbestos can proceed to trial or 

judgement, the plaintiff must submit a claim to Fund II for the tobacco-caused portion of the harm. 

The plaintiff would receive a determination within 120 days, or earlier if exigent circumstances 

exist. A claimant who rejects an offer from, or is denied an award by, Fund II may proceed to 

trial or judgement in a tort action. 

A claimant who accepts an award from Fund II must execute a release of liability for all 

tobacco-caused harm. 

Tobacco companies shall not be liable to asbestos trusts and defendants for claims arising 

from payments or obligations for payments to asbestos/tobacco claimants made or incurred prior to 

the date of enactment. Any existing lawsuits based on such claims are extinguished. For claims 

subsequent to the date of enactment, asbestos trusts and defendants may aggregate and establish 

them based on valid statistical proof of relative causation for each disease category. 

A claimant who accepts an award from Fund II may not sue for tobacco-caused harm. A 

claimant who rejects an award may sue asbestos defendants for asbestos and tobacco harm in 
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accordance with other applicable law. An asbestos defendant that pays for tobacco-caused harm 

may succeed to the claimant's rights to request compensation from Fund II, or may bring an 

indemnity or contribution action against a tobacco company. 

In an asbestos action where the claimant had exposure to tobacco, the trier of fact must 

apportion the relative causation between asbestos and tobacco. The apportionment may be 

determined based upon valid statistical data. 

Nothing in this legislation shall limit any existing joint liability among asbestos trusts or 

defendants for asbestos-caused harm, limit anyone's ability to claim disability caused by asbestos, 

or delay resolution of a claim. 

Title XIII: Veterans' Benefits 

Section 1301. Recovery By Secretary of Veterans Affairs 

Section 1301 would amend Title 38 of the United States Code by adding "Part VII: 

Recovery of Compensation Costs for Tobacco-Related Disability or Death. 

Section 9101 of that Part VII would permit the Secretary of Veteran's Affairs to sue 

tobacco manufacturers for cost of compensation to be paid to veterans for their smoking related 

injuries associated with their military service. 

The funds recovered from such suits would be paid into a revolving fund in the United 

States Treasury. The fund would be called the Department of Veterans Affairs Tobacco Recovery 

Fund. The "Fund shall be available to the Secretary without fiscal year limitation for purposes of 

veterans benefit programs, including administrative costs. 

Section 9102 of Part VII would allow the Secretary to establish procedures to determine 

the present value of future benefits paid to a veteran in compensation of smoking related injury. 

No action taken by the Secretary to seek compensation from the tobacco manufacturers would 

"operate to deny the injured veteran ... the recovery for that portion of his or her damage not 

covered" by compensation through the Veterans Administration. 
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Section 9104 would exclude any sums recovered through this Title by the Secretary from 

the annual limitations of damages available to participating manufacturers. 

Statement of Committee Intent 

The Committee is working on additional amendments to S. 1415. These amendments 

would be offered on the Senate floor to make further technical and conforming changes, as well as 

substantive modifications to further improve the bill and to remedy language that does not 

correspond with the Committee's intent. 

The Committee intends that any further amendments would be adopted by the Senate and 

considered as original text for purposes of amendment. 

Additional Views 

ADDITIONAL VIEWS OF MR. HOLLINGS 

I acknowledge that some believe it is necessary to have provisions in a comprehensive 

tobacco bill that relate to the international aspects of tobacco sales. However, I am concerned 

with the constitutionality and extraterritorial application of some of the international provisions of 

this bill. Ultimately, any such provisions must be constitutional, administrable, and not result in 

the loss of American jobs or harm to American farmers. 

ADDITIONAL VIEWS OF SENATOR TED STEVENS AND SENATOR CONRAD 

BURNS 

The Committee includes payments to the Federal Black Lung Program on the Sense of the 

Senate list of purposes to which the proceeds from the tobacco legislation may be used. 

Epidemiological evidence strongly suggests that cigarette smoking is correlated to the 

decline in lung function of miners exposed to coal dust who now receive payments from the 

Federal Black Lung Program. The Committee therefore adopted the Sense of the Senate that 
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proceeds from the tobacco legislation may be used for payments to the Federal Black Lung 

Program. 

In 1985, the Surgeon General of the United States (c. Everett Koop) reported that "since 

the introduction of more effective controls to reduce the levels of coal dust exposure at the 

worksite, cigarette smoking has become the more significant contributor to reported cases of 

disabling airflow obstruction among coal miners" ... and further, that "the prevalence of 

ventilatory disabilities in coal miners could be substantially reduced by reducing the prevalence of 

cigarette smoking, and efforts aimed at reducing ventilatory disability should include efforts to 

enhance successful smoking cessation." 

Since the Surgeon General's Report, numerous medical and scientific studies have 

documented the direct relationship between cigarette smoking and black lung disease or 

pneumoconiosis. U.S. Department of Labor statistics reveal that non-smoking coal miners rarely 

are awarded disability compensation from the Black Lung Trust Fund while a substantial majority 

of black lung claimants who have received federal benefits are cigarette smokers. Medical 

studies have in fact reported "that the effect of (cigarette) smoking is five times that of coal dust" 

on decline in lung function while having "five to ten times greater negative effect on ventilatory 

capacity than coal dust." In short, the Federal Black Lung Program is likely paying for harm 

caused, in part, by cigarette smoking. Current estimates indicate that an infusion of $15 billion 

dollars from the tobacco industry would help keep the federal programs working for black lung 

victims. 

We recommend, in light of the relationship between cigarette smoking and coal workers 

pneumoconiosis, and the fact that Federal Black Lung Programs have paid almost $60 billion in 

medical and disability benefits to those afflicted beneficiaries, that the tobacco industry should also 

contribute to the Federal Black Lung Program. We therefore recommend that adequate funding 

be allocated from revenues from tobacco legislation to ensure the solvency of the Federal Black 

Lung Program and to provide for future benefits. 
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Additional Views of Senator Spencer Abraham: Explanation of Selected Votes 

Now that the Committee has reported out tobacco settlement legislation -- legislation that I 

know will require more work on the floor -- I 'would like to comment on several of the more 

important votes that took place in Committee. 

One of several contentious issues that arose during the mark-up was the amendment 

offered by Senator Snowe proposing to codify the provisions in the tobacco agreement relating to 

advertising and marketing by the tobacco companies. The problem with the Snowe amendment is 

that the vast majority of legal scholars agree that the amendment, by definition, is unconstitutional. 

The tobacco agreement negotiated between the tobacco companies and the attorneys general from 

various states was a very complex amalgam of legal and policy issues. To bring the agreement to 

fruition will require a number of actions, including laws passed by Congress (and obviously signed 

by the President) and executive branch directives. In addition, because the tobacco companies 

had 

expressed a willingness to curtail, voluntarily, many advertising and marketing tactics that are 

entirely legal under the Supreme Court's interpretation of commercial free speech, the tobacco 

companies also would have been required to enter into a consent decree in which they would agree 

to cease such constitutionally protected activities. In other words, what they could not be 

compelled to do through legislative or executive action, they have agreed to do voluntarily in order 

to obtain other aspects of the tobacco agreement. 

By codifying these provisions via the Snowe amendment, Congress would have seriously 

risked "torpedoing" the entire tobacco agreement by preemptively and -- as most observers 

agree -- unconstitutionally restricting the companies' rights to advertise and market their products. 

Primarily out of constitutional concerns, the committee defeated the Snowe amendment on a 5-14 

vote, and I voted against it on those grounds as well. 

Several votes also occurred with respect to amendments offered by Senator Ashcroft on 

important legal reform issues, and they deserve some mention as well. I continue to be a strong 

advocate of legal reform, but it is important to include only reforms that belong in this legislation. 
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Senator Ashcroft first offered as an amendment to the tobacco settlement legislation the 

text of the Biomaterials Access Assurance Act, which the Committee had already reported out this 

Congress as part of product liability reform legislation. That amendment failed by a vote of 3-13, 

with the Committee members who spoke in opposition to it indicating that they supported the 

substance of the amendment but did not think that the place for it was on this legislation. I 

supported that amendment, however. Such important health-related legislation as the biomaterials 

bill would be appropriate to include as part of tobacco settlement legislation, and, in my view, 

should in fact be directly linked to and included in the legislation. 

While I support the substance of product liability reform legislation and broader civil 

justice reform generally, I did not support Senator Ashcroft's second amendment, which was 

defeated by a vote of 2-16, to add the entire product liability reform legislation to this bill. That 

legislation has already been reported out of the Commerce Committee. Moreover, it has been and 

still is the subject of sensitive negotiations, and also deals with a broad array of products that do 

not necessarily have anything to do with health. Including such legislation here would have only 

complicated an already difficult issue with a matter that the Committee has already dealt with 

separately. 

Finally, Senator Ashcroft and Senator Dorgan both offered slightly different amendments 

to remove all liability limits from the tobacco legislation. Each was defeated by a wide margin. I 

opposed those amendments because the carefully circumscribed liability limits developed by the 

Chairman were central to the legislation that he was able to put together with sufficient support to 

be reported out of Committee. Nonetheless, Senator Ashcroft makes a valid point that if the 

Congress is not willing to grant liability protections to businesses and individuals that make and 

market safe and useful products, then perhaps Congress should not be protecting cigarette 

manufacturers, who produce a harmful product that contributes to the deaths of millions of 

Americans each year. 

Passage of Senator Ashcroft's efforts, while well-intentioned, would simply have 

prevented any tobacco settlement legislation from moving forward. The Chairman was able to 

put together a piece of legislation on this complex and controversial issue only through striking a 

delicate balance. It is important for the Committee to move forward at this point and to report out 
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tobacco settlement legislation so that the full Senate will have the opportunity to consider it this 

Session. 

Views of Senator Ron Wyden 

This bill takes an historic step toward reducing the negative health consequences of 

tobacco on future generations of Americans. It provides a comprehensive approach to 

addressing the problems of advertising and labeling at home and abroad, establishes 

youth smoking goals and addresses the unique concerns of tobacco farmers. 

Accountability 

As we address the problem of youth smoking and changing the behavior oftobacco 

companies, it is important that there be an objective body that can report on the success or 

failure of those changes. The Accountability Panel will be the only "watch-dog" 

apparatus available to detennine company specific behavior. It will report annually on 

the success or failure of specific company behavior in meeting the public health goal of 

this bill -- reducing youth smoking. 

At any time, the panel may recommend a specific company's liability protections be 

removed because the company's behavior is significant enough to hinder the achievement 

of youth smoking reduction goals. By creating the only link between public health and 

the company's continued receipt of its' liability protection, the Accountability Panel will 

serve as a trigger to protect public health. This linkage will force the individual 

company to earn those protections. In addition, should action be initiated to remove 

liability protections, whether a company has adopted the panel's recommendations can be 

considered during the deliberations. Company specific accountability is even more 

important because the look back provisions are established on an industry-wide basis in 

this legislation. 
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The Accountability Panel would be composed of career public health officials, including 

a voice for minority communities that were targeted by tobacco companies. As 

unanticipated technology and behavior changes occur, this panel will provide the 

mechanism to identify the impact of specific company's behavior that we cannot now 

predict. Under this bill, only the Accountability Panel will provide an ongoing record of 

company specific behavior to reduce youth smoking with the power to recommend 

ending a company's liability protections. 

Minority Health 

This bill is the first serious attempt to resolve minority health issues related to tobacco. 

While consumers are targeted every day by companies, the targeting of minorities and 

women by tobacco companies resulted in the lives of many individuals and families being 

decimated by smoking-related diseases. The importance of research and providing 

smoking prevention and cessation programs for minority communities cannot be 

understated. Research must focus on developing successful cessation programs and 

smoking-related minority health concerns. In addition, prevention and cessation 

programs should be culturally and linguistically appropriate; cessation programs must be 

affordable and community-based, including community health centers to reach migrant 

populations and others who might not have regular sources of health care. 

International Tobacco Control 

Another important aspect of this bill are the provisions that relate to international tobacco 

control. Nothing in these provisions is intended to prevent the U.S. government or 

tobacco companies themselves from working with other nations to develop strict 

standards against marketing to children. Through a code of conduct, restrictions on U.S. 

government institutions to promote tobacco exports, labeling and marketing standards, 
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anti-smuggling efforts and the creation of a non-governmental organization to focus on 

tobacco control in developing nations, this bill ensures that any U.S. tobacco settlement is 

not paid for by selling tobacco to children overseas. 

As one-in-three cigarettes produced in the U.S. is currently exported, the issue of the 

U.S. establishing a strong position concerning international tobacco control is critical to 

public health and as a foreign policy goal. The World Health Organization (WHO) 

projects that one-third of the world's population over the age of 15 currently smokes -

equivalent to 1.1. billion smokers. Over 90 percent of the smokers are located outside 

the U.S., and 70 percent live in developing countries. 

It has been demonstrated repeatedly that when a U.S. tobacco company enters a foreign 

market, overall consumption of cigarettes increases in that country. In Taiwan and 

Japan, U.S. brands jumped from one percent of the market to 20 percent in less than two. 

years. U.S. tobacco companies, like other companies, know the image of the U.S. sells 

their products overseas. We should insure that image our national image is not used to 

promote tobacco products to children overseas. 

Environmental Tobacco Smoke (ETS) 

This legislation sets a tough standard against environmental tobacco smoke, but creates 

exceptions for some public places and allows states to opt out of the standard completely. 

There should be no option for states to opt out. ETS causes or exacerbates a wide range 

of adverse health effects, including cancer, respitory infections and asthma. ETS 

contains over 4000 chemical; 200 are poisons; 43 cause cancer. The Environmental 

Protection Agency has classified ETS as a known cause of cancer in human. Because 

one of the primary goals of this legislation is the health of children, it is unfortunate that 

the bill would allow ETS to harm children. 
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The Building Owners and Managers Association International have correctly stated that 

this provision as written gives the states the ability to "just say no" to protections against 

ETS. The opportunity to remove a significant health hazard should not be lost. 

Look Back Provisions and Penalties to Reduce Youth Smoking 

While this bill sets reasonable goals for reductions in youth smoking rates, it permits 

tobacco companies to miss the targets by 20 percentage points. In addition, while the 

penalties in a cumulative sense may appear large, they are capped and amount to a 

graduated cost to the company ranging from under one-third of a penny-a-pack to just a 

penny-per-pack. 

The penalties, combined with the look back provision based on an industry-wide basis are 

not enough. Companies must be held accountable. One way to do that is to establish 

company specific look-backs and penalties. In addition, the current provision may 

result in smaller tobacco companies bearing a larger share of the burden than their market 

share, should other, larger companies not succeed in reducing youth smoking. 

An amendment, which was offered in mark-up but was withdrawn, would have provided 

company-specific look back provisions, and imposed greater reductions in youth smoking 

goals. From a public health perspective, this approach would be better than the 

provisions of the current bill. Look back provisions should be on a 

company-by-company basis in order to achieve accountability for bad actors and to learn 

what strategies work for different companies in achieving reductions in youth smoking. 

Greater penalties should be required for missing those targets. Finally, language to 

assure minority children are appropriate counted in any look-back provisions would have 

been preferable. 
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Although some provisions of this bill could be strengthened, the Committee's product is 

comprehensive and provides the opportunity for Congress to take historic action to reduce 

one of the known preventable health problems. In doing so, Congress would increase the 

health status of all our communities and reduce the long-term health care costs for 

smoking-related diseases. 

Additional Views by Chairman McCain 

The Committee is working on additional amendment to S. 1415. These amendment 

would be offered on the floor to make further technical and conforming changes, as well as 

substantive modifications to further improve the bill and to remedy language that does not 

correspond with Committee intent. 

The Committee intends that any further amendments would be adopted by the Senate and 

considered as original text for purpose of amendment. 

ADDITIONAL VIEWS ON FUNDING 

The Committee intends that precise funding level for the administration, enforcement and 

implementation of this act be developed in consultation with the full Senate and the administration 

prior to and during floor consideration of S.1415. 

While in certain cases funding amounts are identified in the legislation, the Committee 

recognizes that precise funding level must be reconciled with the needs, priorities and purposes of 

this Act. 

The Committee intends to ensure that amounts reserved or authorized for any purpose are 

fully prioritized, justified and fiscally responsible. 
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During the Executive Session on S. 1415 the Committee adopted an amendment by 

Senator Ford regarding small tobacco manufacturers. This amendment contained a formula by 

which spit tobacco is equated in volume to cigarettes for purpose of manufacturer payments and 

pricing. 

The Committee subsequently learned that the effect of the amendment would be to reduce 

the price increase on spit tobacco pursuant to this act. Spit tobacco poses a substantial health risk 

to youth. It is the Committee's intent that the price of spit tobacco rise commensurately with 

cigarettes to effectively deter youth consumption. The Committee will work on a further 

amendment to repair this serious problem with the reported bill. 

NATNE AMERICANS 

A fundamental debate in the course of drafting tobacco regulatory policy for our nation 

has centered on the question of a potential unregulated tobacco loophole in Indian country. 

Throughout the course of developing this tobacco proposal, I have respected the inherent authority 

of Indian tribes in the same manner as we do state governments. Certainly, no one disagrees that 

the intent and scope of this bill applies to the regulation of tobacco related activities of Indian 

tribes and their members while providing the necessary protections to Indian children from the 

dangers of tobacco. 

It is clear that "Indian country" is an anomaly to many in the Congress and to the general 

public. Indeed, the course of federal policy with respect to Indian tribes has further convoluted 

the national sentiment toward tribal governments, with the actions of the Congress creating a 

matrix of regulatory laws and jurisdictional complexity. It is this intricate nature of federal policy 

and tribal governance which compels our fair and deliberative consideration of any policy we 

develop which affects mUltiple jurisdictional authorities. 

105 



Automated Records Management System 
Hex-Dump Conversion 

An attempt was made in Section 604 of Title VI to broadly treat what has been interpreted 

as a tax evasion issue in Indian country in the collection of state taxes to non-members who buy 

cigarette products on tribal lands or from tribal retailers. However, a fundamental flaw exists 

within Section 604 to achieve this objective to "eliminate pricing disparity" as a "basic function of 

the Act." 

I note that although "eliminating pricing disparity" is a "basic function of the Act," this is 

not an absolute objective. For example, each of the fifty states retain their ability to set their own 

cigarette tax rates notwithstanding the near certainty that this will result in significant (perhaps 

dramatic) interstate price disparities. In short, the national objective of uniformity pauses to 

recognize the sovereign nature of the state governments, in that states are permitted to establish 

their own tax rates, even if those rates frustrate and impede the policies of neighboring states. 

Indian tribal governments, however, are not to be afforded the same respect and discretion with 

regard to cigarette tax rates. 

The Supreme Court has recognized that deference must be paid to the sovereign status of 

Indian tribal governments. Specifically, in Washington v. ColviUe, 447 U.S. 134 (1980) the 

Supreme Court stopped far short of endorsing the state's authority to "enter onto the reservations, 

seize stocks of cigarettes which are intended for sale to nonmembers, and sell theses stocks to 

nonmembers, and sell these stocks in order to obtain payment of the taxes due." The Court 

determined that the state's ability to take this action was not properly before the Court, but 

nevertheless, did recognize that seizure of on-reservation cigarettes was "considerably different" 

from the state's ability to seize off-reservation cigarettes "where state power over Indian affairs is 

considerably more expansive than it is within reservation boundaries." The Court explained that 

off-reservation seizure of cigarettes "polices against wholesale evasion of [state] taxes without 

unnecessarily intruding on core tribal interests." 

Because of the federal trust responsibility to Indian tribes and their members, Congress has 

a strong responsibility to protect such "core tribal interests" even while seeking to achieve other 
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federal objectives. In addition, Congress must consider these interests when enacting legislation or 

it risks judicial invalidation of these provisions, just as it must be solicitous of federalism concerns 

or it risks similar judicial invalidation. 

I am concerned that some interpretation of Section 604 could result in a violation of the 

federal government's trust obligation to tribes. Specifically, where tribes and states have negotiated 

agreements providing for the collection of state taxes, there is simply no rational basis for Congress 

to de facto invalidate these agreement, arrangements, or state laws simply because some tribes ~nd 

states have not worked out such satisfactory arrangements. Of course, Section 604 need not be 

read to necessarily invalidate these freely negotiated arrangements. I am sure that no one believes 

the Treasury Department should implement this provision in a manner that preempts state law or 

tribal-state voluntary agreements. 

Second, the provision should not be interpreted to impose state taxes on transactions that 

are otherwise exempt from state taxes. For example, in Co/viDe, the Court found that in some 

circumstances states must credit tribes for the amount of tribal taxes applicable to transactions 

between tribes and nonmembers. The Supreme Court has encouraged Congress to address both 

sides of the tribal-state taxing equation: equity to tribes and states. Section 604 seeks to resolve 

state concerns without considering legitimate issues raised by Indian tribes. 

If eliminating pricing disparities for those products is indeed a paramount objective of the 

proposed tobacco legislation, fundamental fairness as well as a desire to realistically achieve such an 

end require that uniform application of the principal be proposed. Short of that, the disparate 

treatment accorded tribal and state governments cannot be maintained as an equitable principal and 

will not succeed as a practical matter. 

In my home state of Arizona, the state tax law does not apply to tribal or individual tribal 

retailers located on Indian reservations where the tribal government imposes a commensurate tax. 

Twelve tribes in the state enacted their own cigarette tax and the state has cooperative agreements 
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with three other tribes which authorize the. state to ad as the tax collector for the tribe. I note that 

the State of Nevada enaded legislation in 1979 which authorizes tribes of the state to collect a tribal 

sales tax in lieu of the state sales tax, provided that the tax was equal to or greater than the 

commensurate state tax. This applies to cigarette sales. The tribes utilize the revenue from the 

tribal sales tax for governmental services and benefits for their tribal members. State-tribal tax 

agreements are operating in several states and tribes are operating pursuant to state laws in others. 

In conclusion, I am most concerned with the provision for two reasons. First, as the 

CoviUe decision shows, even with respect to transadions between tribes and non-Indians, not all 

state retail sales are applicable. If this provision is interpreted to impose all state taxes, then this 

Committee has taken drastically needed tax revenues from this Nation's poorest citizens. Second, 

this provision should not be interpreted to discourage tribal-state agreements. There are far more 

examples of tribal-state cooperation than conflict in the field of tribal-state taxation. Our legislation 

should build on such cooperation and not nullify the fruits of cooperation. 
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s.Sec.1024.Fluecuredtobaccoproductionpermits."Sec.317a. Fluecuredtobaccoproduct 
ionpermits.Sec.1025.Modificationsinfederaltobaccoprograms.SubtitleC_FarmerandWo 
rkerTransitionAssistance -@), Sec.1031.Tobaccoworkertransitionprogram.Sec.103 
Farmeropportunitygrants."Subpart9_FarmerOpportunityGrants"Sec.420d.Statemento 
fpurpose."Sec.420e.Programauthority;amountanddeterminations;applications."Sec 
.420f.Studenteligibility.SubtitleD_ImmunitySec.1041.Generalimmunityfortobaccopr 
oducersandtobaccowarehouseowners.TitleXI_MiscellaneousSubtitleA_ProhibitionsRel 
atingtoTobaccoProductsandChildrenSec.1101.Shorttitle.Sec.1102.Prohibitionsrelat 
ingtotobaccoproductsandchildren."Sec.804.Prohibitiononsaleordistributionoftoba 
ccoproductstochildren."Sec.805.Labeling.Sec.1103.Enforcement.Sec.1104.Reward.S 
ec.1105.Definitions.Sec.1106.AmendmentstoPublicHealthServiceAct."TitleXXVIII N 
ationalEffortstoReduceYouthSmoking"SubtitleE_ReducingYouthSmokingandTobaccoRel 
atedDiseasesThroughResearch"Sec.2801.StudybythelnstituteofMedicine. "Sec.2802. 
Nationaltobaccotaskforce."Sec.2803.ResearchactivitiesoftheCentersforDiseaseCon 
trolandPrevention. "Sec.2804.ResearchactivitiesoftheNationallnstitutesofHealth. 
Sec.1107.Banondistributionoftobaccoproductsproducedbychildlabor.SubtitleB Feder 
alLicensingofTobaccoProductDistributionSec.1121.LicensingofTobaccoproductDistri 
bution.SubtitleC_InternationalProvisionsSec.1131.Internationaltobaccocontroltru 
stfund.Sec.1132.Americancenteronglobalhealthandtobacco.Sec.1133.Prohibitiononus 
eoffundstofacilitatetheexportationorpromotionoftobacco. -@), Sec.1134.Harmoniza 
tionwithUnitedStatesinternationalcommitmentsandobligations. SubtitleD Prevention 
ofTobaccoSmugglingSec.1141.Definitions.Sec.1142.Tobaccoproductlabeli~grequireme 
nts.Sec.1143.Requirementsforthetrackingoftobaccoproducts.Sec.1144.Tobaccoproduc 
tpermits.Sec.1145.prohibitions.Sec.1146.Pricingandlabelingofproductssoldonmilit 
aryinstallationsorbynativeAmericans.Sec.1147.Prohibitionagainstsaleoftobaccopro 
ductsinortodutyfreeshopsorforwardingthroughormanufactureintradezones.Sec.1148.J 
urisdiction;penalties;compromiseofliability.Sec.1149.AmendmentstotheContrabandC 
igaretteTraffickingAct.Sec.1150.Authorizationofappropriations.SubtitleE_Antitru 
stExemptionSec.1161.LimitedAntitrustExemption.SubtitleF_SpecialProvisionsConcer 
ningProgramsforWomen,Minorities,andOthersSec.1171.Researchrelatedtopatternsofsm 
okingbywomenandminorities.Sec.1172.Counteradvertisingprograms.Sec.1173.preventi 
onactivitiesofcommunityandmigranthealthcenters.SubtitleG_SenseoftheSenateSec.11 
81. SenseoftheSenate. SubtitleH_BanOnSaleOfTobaccoProduc tsThroughTheUseOfVendingM 
achinesSec.1191.Banofsaleoftobaccoproductsthroughtheuseofvendingmachines.TitleX 
II TobaccoAsbestosTrustFundSec.1201.Definitions.Sec.1202.TobaccoAsbestosTrustFu 
nd.Sec.1203.PaymentsfromfundI.Sec.1204.PaymentsfromfundII.Sec.1205.Transfersfro 
mNationalTobaccoSettlementTrustFund.Sec.1206.Rulesforclaimsagainstasbestostrust 
s,asbestosdefendants,andtobaccocompanies.TitleXIII_Veterans'BenefitsSec.1301.Re 
coverybysecretaryofveteransaffairs."PartVII_RecoveryofCompensationCostsforToba 
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ccoRelatedDisabilityorDeath -@), "chapter91_TortLiabilityforDisabilityorDeathD 
uetoTobaccoUse"9101.RecoverybySecretaryofVeteransAffairs"9102.Regulations"91 
03.Limitationorrepealofotherprovisionsforrecoveryofcompensation"9104.Exemption 
fromannuallimitationondamagesSEC.2.FINDINGS.TheCongressfindsthefollowing: (I) The 
useoftobaccoproductsbytheNation'schildrenisapediatricdiseaseofepicandworseningp 
roportionsthatresultsinnewgenerationsoftobaccodependentchildrenandadults. (2)Aco 
nsensusexistswithinthescientificandmedicalcommunitiesthattobaccoproductsareinhe 
rentlydangerousandcausecancer,heartdisease,andotherseriousadversehealtheffects. 
(3) Nicotineisanaddictivedrug. (4)Virtuallyallnewusersoftobaccoproductsareunderth 
eminimumlegalagetopurchasesuchproducts. (5) Tobaccoadvertisingandmarketingcontrib 
utesignificantlytotheuseofnicotinecontainingtobaccoproductsbyadolescents. (6)Bec' 
ausepasteffortstorestrictadvertisingandmarketingoftobaccoproductshavefailedadeq 
uatelytocurbtobaccousebyadolescents,comprehensiverestrictionsonthesale,promotio 
n,anddistributionofsuchproductsareneeded. (7) FederalandStategovernmentshavelacke 
dthelegalandregulatoryauthorityandresourcestheyneedtoaddresscomprehensivelythep 
ublichealthandsocietalproblemscausedbytheuseoftobaccoproducts. (8) FederalandStat 
epublichealthofficials,thepublichealthcommunity,andthepub1icatlargerecognizetha 
tthetobaccoindustryshouldbesubjecttoongoingoversight. (9)UnderArticleI,Section80 
ftheConstitution,theCongressisvestedwiththeresponsibilityforregulatinginterstat 
ecommerceandcommercewithlndiantribes. (10) Thesale, distribution, marketing, adverti 
sing,anduseoftobaccoproductsareactivitiesinandsubstantiallyaffectinginterstatec 
ommerce.Suchproductsaresold,marketed,advertised,anddistributedininterstatecomme 
rceonanationwidebasis,andhaveasubstantialeffectontheNation'seconomy. -@), (11)T 
hesale,distribution,marketing,advertising,anduseofsuchproductssubstantiallyaffe 
ctinterstatecommercethroughthehealthcareandothercostsattributabletotheuseoftoba 
ccoproducts. (12)Civilactionsagainsttobaccoproductmanufacturersandothersarependi 
nginFederalandStatecourtsarisingfromtheuse, marketing, a ndsaleoftobaccoproducts.A 
mongtheseactionsarecasesbroughtbytheattorneysgeneralofmorethan40States,certainc 
itiesandcounties,andtheCommonwealthofPuertoRico,andotherparties,includinglndian 
tribes,andclassactionsbroughtbyprivateclaimants(suchasintheCastanoCivilActions) 
,seekingtorecovermoniesexpendedtotreattobaccorelateddiseasesandfortheprotection 
ofminorsandconsumers,aswellaspenaltiesandotherreliefforviolationsofantitrust,he 
alth,consumerprotection,andotherlaws. (13)Civilactionshavebeenfiledthroughoutthe 
UnitedStatesagainsttobaccoproductmanufacturersandtheirdistributors,tradeassocia 
tions,lawfirms,andconsultantsonbehalfofindividualsorclassesofindividualsclaimin 
gtobedependentuponandinjuredbytobaccoproducts. (14)Thesecivilactionsarecomplex,t 
imeconsuming,expensive,andburdensomeforboththelitigantsandFederalandStatecourts 
.Todate,thesecivilactionshavenotresultedinsufficientredressforsmokersornongover 
nmentalthirdpartypayers.Totheextentthatgovernmentalentitieshavebeenormayinthefu 
turebecompensatedfortobaccorelatedclaimstheyhavebrought,itisnotnowpossibletoide 
ntifywhatportionsofsuchpastorfuturerecoveriescanbeattributedtotheirvariousantit 
rust,health,consumerprotection,orothercausesofaction.(15)Itisinthepublicinteres 
tforCongresstoadoptcomprehensivepublichealthlegislationbecauseoftobacco'sunique 
positionintheNation'shistoryandeconomy;theneedtopreventthesale,distribution,mar 
ketingandadvertisingoftobaccoproductstopersonsundertheminimumlegalagetopurchase 
suchproducts;andtheneedtoeducatethepublic,especiallyyoungpeople,regardingthehea 
Itheffectsofusingtobaccoproducts. (16)Thepublicinterestrequiresatimely,fair,equi 
table,andconsistentresultthatwillservethepublicinterestby(A)providingthataporti 
onofthecostsoftreatmentfordiseasesandadversehealtheffectsassociatedwiththeuseof 
tobaccoproductsisbornebythemanufacturersoftheseproducts,and(B)restrictingthroug 
houttheNatiorithesale,distribution,marketing,andadvertisingoftobaccoproductsonly 
topersonsoflegalagetopurchasesuchproducts. (17)Publichealthauthoritiesestimateth 
atthebenefitstotheNationofenactingFederallegislationtoaccomplishthesegoalswould 
besignificantinhumanandeconomicterms. (18) Reducingtheuseoftobaccobyminorsby50per 
centwouldpreventwellover60,000earlydeathseachyearandsaveupto$43billioneachyeari 
nreducedmedicalcosts,improvedproductivity,andtheavoidanceofprematuredeaths. (19) 
Advertising,marketing,andpromotionoftobaccoproductshavebeenespeciallydirectedto 

-@), attractyoungpersonstousetobaccoproductsandtheseeffortshaveresultedininc 
aseduseofsuchproductsbyyouth.Pasteffortstooverseetheseactivitieshavenotbeensucc 
essfulinadequatelypreventingsuchincreaseduse. (20) Inl995,thetobaccoindustryspent 
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closeto$4,900,000,000toattractnewusers,retaincurrentusers,increasecurrentconsum 
ption,andgeneratefavorablelongtermattitudestowardsmokingandtobaccouse. (21)Tobac 
coproductadvertisingoftenmisleadinglyportraystheuseoftobaccoassociallyacceptabl 
eandhealthfultominors. (22) Tobaccoproductadvertisingisregularlyseenbypersonsund e 
rtheageoflS,andpersonsundertheageoflSareregularlyexposedtotobaccoproductpromoti 
onalefforts. (23) Throughadvertisementsduringandsponsorshipofsportin gevents,tobac 
cohasbecomestronglyassociatedwithsportsandhasbecomeportrayedasanintegralpartofs 
portsandthehealthylifestyleassociatedwithrigoroussportingactivity. (24)Childrena 
reexposedtosubstantialandunavoidabletobaccoadvertisingthatleadstofavorablebelie 
fsabouttobaccouse,playsaroleinleadingyoungpeopletooverestimatetheprevalenceofto 
baccouse,andincreasesthenumberofyoungpeoplewhobegintousetobacco. (25) Tobaccoadve 
rtisingincreasesthesizeofthetobaccomarketbyincreasingconsumptionoftobaccoproduc 
tsincludingincreasingtobaccousebyyoungpeople. (26)Childrenaremoreinfluencedbytob 
accoadvertisingthanadults,theysmokethemostadvertisedbrands,andchildrenasyoungas 
3to6yearsoldcanrecognizeacharacterassociatedwithsmokingatthesamerateastheyrecog 
nizecartoonsandfastfoodcharacters. (27) Tobaccocompanydocumentsindicatethatyoungp 
eopleareanimportantandoftencrucialsegmentofthetobaccomarket. (2S)Comprehensivead 
vertisingrestrictionswillhaveapositiveeffectonthesmokingratesofyoungpeople. (29) 
Restrictionsonadvertisingarenecessarytopreventunrestrictedtobaccoadvertisingfro 
mundermininglegislationprohibitingaccesstoyoungpeopleandprovidingforeducationab 
outtobaccouse. (30) Internationalexperienceshowsthatadvertisingregulat ionsthatare 
stringentandcomprehensivehaveagreaterimpactonoveralltobaccouseandyoungpeople'su 
sethanweakerorlesscomprehensiveones.Textonlyrequirements,whilenotasstringentasa 
ban,willhelpreduceunderageuseoftobaccoproductswhilepreservingtheinformationalfu 
nctionofadvertising. -@), (31)ItisinthepublicinterestforCongresstoadoptlegislat 
iontoaddressthepublichealthcrisiscreatedbyactionsofthetobaccoindustry. (32)If,as 
adirectorindirectresultofthisAct,theconsumptionoftobaccoproductsintheUnitedStat 
esisreducedsignificantly,thentobaccofarmers,theirfamilies,andtheircommunitiesma 
ysuffereconomichardshipanddisplacement, notwithstanding theirlackofinvolvementint 
hemanufacturingandmarketingoftobaccoproducts.SEC.3.PURPOSE.ThepurposesofthisAct 
are (l)toconfirmtheauthorityoftheFoodandDrugAdministrationtoregulatetobaccoprod 
uctsundertheFederalFood,Drug,andCosmeticAct(21U.S.C.30letseq.),byrecognizingita 
stheprimaryFederalregulatoryauthoritywithrespecttothemanufacture,marketing,andd 
istributionoftobaccoproducts; (2)torequirethetobaccoindustrytofundbothFederaland 
Stateoversightofthetobaccoindustryfromongoingpaymentsbytobaccoproductmanufactur 
ers;(3)torequiretobaccoproductmanufacturerstoprovideongoingfundingtobeusedforan 
aggressiveFederal,State,andlocalenforcementprogramandforanationwideretaillicens 
ingsystemtopreventminorsfromobtainingtobaccoproducts,whileexpresslypermittingth 
eStatestoadoptadditionalmeasuresthatfurtherrestrictoreliminatetheproducts'use; ( 
4)toensurethattheFoodandDrugAdministrationandtheStatesmaycontinuetoaddressissue 
sofparticularconcerntopublichealthofficials,especiallytheuseoftobaccobyyoungpeo 
pleanddependenceontobacco;(5)toimposeseverefinancialsurchargesontobaccoproductm 
anufacturersiftheydonotsubstantiallyreducetobaccousebyyoungpeopleduringthenextd 
ecade; (6)toauthorizeappropriateagenciesoftheFederalgovernmenttosetnationalstand 
ardscontrollingthemanufactureoftobaccoproductsandtheidentity,publicdisclosure,a 
ndamountofingredientsusedinsuchproducts; (7)toprovidenewandflexibleenforcementau 
thoritytoensurethatthetobaccoindustrymakeseffortstodevelopandintroducelessharmf 
ultobaccoproducts; (S)toconfirmtheFoodandDrugAdministration'sauthoritytoregulate 
thelevelsoftar, nicotine, andotherharmfulcomponentsoftob accoproducts; (9)inorderto 
ensurethatadultsarebetterinformed,torequiretobaccoproductmanufacturerstodisclos 
eallresearchwhichhasnotpreviouslybeenmadeavailable,aswellasresearchgeneratedint 
hefuture,relatingtothehealthanddependencyeffectsorsafetyoftobaccoproducts; -@), 
(lO)toimposeon~obaccoproductmanufacturerstheobligationtoprovidefundingforavari 

etyofpublichealthinitiatives; (ll)toestablishaminimumFederalstandardforstringent 
restrictionsonsmokinginpublicplaces,withfundingtoenforcesuchstandardderivedfrom 
paymentsmadebytobaccoproductmanufacturers,whilealsotopermitState,Tribal,andloca 
19overnmentstoenactadditionalandmorestringentstandardsorelectnottobecoveredbyth 
eFederalstandard; (12)toauthorizeandfundfrompaymentsbytobaccoproductmanufacturer 
sacontinuingnationalcounteradvertisingandtobaccocontrolcampaignwhichseekstoeduc 
ateconsumersanddiscouragechildrenandadolescentsfrombeginningtousetobaccoproduct 
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s,andwhichencouragescurrentusersoftobaccoproductstodiscontinueusingsuchproducts 
; (13)toestablishamechanismtocompensatetheStatesinsettlementoftheirvariousclaims 
againsttobaccoproductmanufacturers; (14)toauthorizeandtofundfrompaymentsbytobacc 
oproductmanufacturersanationwideprogramofsmokingcessationadministeredthroughSta 
teandTribalgovernmentsandtheprivatesector; (15)toestablishandfundfrompaymentsbyt 
obaccoproductmanufacturersaNationalTobaccoSettlementFund; (16)toaffirmtherightso 
findividualstoaccesstothecourts, tociviltrialbyjury, and todamagestocompensatethem 
forharmcausedbytobaccoproducts; (17)tocontinuetopermitthesaleoftobaccoproductsto 
adultsinconjunctionwithmeasurestoensurethattheyarenotsoldoraccessibletounderage 
purchasers; (18)toimposeappropriateregulatorycontrolsonthetobaccoindustry;and(19 
)toprotecttobaccofarmersandtheircommunitiesfromtheeconomicimpactofthisActbyprov 
idingfullfundingforandthecontinuationoftheFederaltobaccoprogramandbyprovidingfu 
ndsforfarmersandcommunitiestodevelopnewopportunitiesintobaccodependentcommuniti 
es.SEC.4.SCOPEANDEFFECT. (a) IntendedEffect._ThisActisnotintendedto_(l)establish a 
precedentwithregardtoanyotherindustry,situation,circumstance,orlegalaction; (2)e 
xpressanypositionoftheCongresswithregardtotheimpositionofpunitivedamagesingener 
alorasappliedtoanyspecificindustry, case, controversy, or productotherthanas -@), 
rovidedinthisAct; (3)provideanyauthorityregardingtheimpositionof,ortheappropriat 
enessofimposing,punitivedamages;or(4)exceptasprovidedinthisAct,affectanyactionp 
endinginState,Tribal,orFederalcourt,oranyagreement, con sentdecree,orcontractofan 
ykind. (b) Taxation._Notwithstandinganyotherprovisionoflaw,thi sActandtheamendment 
smadebythisActshallnotaffectanyauthorityoftheSecretaryoftheTreasury(includingan 
yauthorityassignedtotheBureauofAlcohol,TobaccoandFirearms)orofStateorlocalgover 
nmentswithregardtotaxationfortobaccoortobaccoproducts. (c) AgriculturalActivities 
._TheprovisionsofthisActwhichauthorizetheSecretarytotakecertainactionswithregar 
dtotobaccoandtobaccoproductsshallnotbeconstruedtoaffectanyauthorityoftheSecreta 
ryofAgricultureunderexistinglawregardingthegrowing,cultivation,orcuringofrawtob 
acco.SEC.5.NONPREEMPTIONOFMORERESTRICTlVELAWS. (a) AgeRestrictions._Nothinginthis 
ActortheFederalFood,Drug,andCosmeticAct(21U.S.C.301etseq.),asamendedbythisAct,s 
hallpreventaFederalagency(includingtheArmedForces) ,aStateoritspoliticalsubdivis 
ions,orthegovernmentofanlndiantribefromadoptingandenforcingadditionalmeasuresth 
atfurtherrestrictorprohibittobaccoproductsaleto,useby,andaccessibilitytopersons 
underthelegalageofpurchaseestablishedbysuchagency, State ,subdivision,orgovernmen 
tofanlndiantribe. (b) AdditionalMeasures._Exceptasotherwiseexpresslyprovid edinthi 
sAct,nothinginthisAct,theFederalFood,Drug,andCosmeticAct(21U.S.C.301etseq.) ,orr 
ulespromulgatedundersuchActs,shalllimittheauthorityofaFederalagency(includingth 
eArmedForces),aStateoritspoliticalsubdivisions,orthegovernmentofanlndiantribeto 
enact,adopt,promulgate,andenforceanylaw,rule,regulation,orothermeasurewithrespe 
cttotobaccoproducts, including laws , rules,'regulations, or othermeasuresrelatingtoor 
prohibitingthesale,distribution,possession,exposureto,oruseoftobaccoproductsbyp 
ersonsofanyagethatareinadditiontotheprovisionsofthisActandtheamendmentsmadebyth 
isAct.NoprovisionofthisActoramendmentmadebythisActshalllimitorotherwiseaffectan 
yState,Tribal,orlocaltaxationoftobaccoproducts. (c)StateLawNotAffected. Exceptas 
otherwiseexpresslyprovidedinthisAct,nothinginthisAct,theFederalFood,Dr~g,andCos 
meticAct(21U.S.C.301etseq.),orrulespromulgatedundersuchActs,shallsupersedetheau 
thorityoftheStates,pursuanttoStatelaw,toexpendfundsprovidedbythisAct.SEC.6.DEFI 
NITIONS. -@), InthisAct: (1) Brand._Theterm"brand' 'meansavarietyoftobaccoprodu 
distinguishedbythetobaccoused,tarcontent,nicotinecontent,flavoringused,size,fil 
tration,orpackaging,logo,registeredtrademarkorbrandname,identifiablepatternofco 
lors,oranycombinationofsuchattributes. (2)Cigarette._Theterm"cigarette' 'hasthem 
eaninggiventhattermbysection3(l)oftheFederalCigaretteLabelingandAdvertisingAct( 
15U.S.C.1332(l» ,butalsoincludestobacco, inanyform, thatisfunctionalinth eproduct, 
which,becauseofitsappearance,thetypeoftobaccousedinthefiller,oritspackagingandl 
abeling,islikelytobeofferedto,orpurchasedby,consumersasacigaretteorasrollyourow 

.ntobacco. (3)Cigarettetobacco._Theterm"cigarettetobacco' 'meansanyproductthatcon 
sistsofloosetobaccothatisintendedforusebyconsumersinacigarette.Unlessotherwises 
tated,therequirementsforcigarettesshallalsoapplytocigarettetobacco. (4) Commerce. 
_Theterm"commerce' 'hasthemeaninggiventhattermbysection3(2)oftheFederalCigarett 
eLabelingandAdvertisingAct(15U.S.C.1332(2». (5)Consentdecree._Theterm"consentd 
ecree' 'meansaconsentdecreeamongparticipatingtobaccoproductmanufacturerswhosesub 
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stantivetermsaresubstantiallyequivalenttotheformconsentdecreepublishedforpurpos 
esofthisparagraphintheCongressionalRecord. (6)Distributor._Theterm"distributor' 
'asregardsatobaccoproductmeansanypersonwhofurthersthedistributionofcigaretteors 
mokelesstobacco,whetherdomesticorimported,atanypointfromtheoriginalplaceofmanuf 
acturetothepersonwhosellsordistributestheproducttoindividualsforpersonalconsump 
tion.CommoncarriersarenotconsidereddistributorsforpurposesofthisAct. (7) Indianco 
untry;Indianlands._Theterms"Indiancountry' 'and"Indianlands' 'havethemeaninggiv 
entheterm"Indiancountry' 'bysection11S1oftitle1S ,UnitedStatesCode, andincludesla 
ndsunderthejurisdictionofanlndiantribeortribalorganization. (S)Indiantribe._Thet 
erm"Indiantribe' 'hasthemeaninggivensuchterminsection4(e)ofthelndianSelfDetermi 
nationandEducationAssistanceAct(2SU.S.C.4S0b(e)). (9)Littlecigar._Theterm"littl 
ecigar"hasthemeaninggiventhattermbysection3(7)oftheFederalCigaretteLabelingand 
AdvertisingAct(lSU.S.C.1332(7)). (10) Tobaccoproductmanufacturer._ExceptintitlesV 
IIandX,theterm"tobaccoproductmanufacturer' 'meansanyperson,includinganyrepacker 
orrelabeler,whomanufactures,fabricates,assembles,processes,orlabelsafinishedcig 
aretteorsmokelesstobaccoproduct. (ll)Nicotine._Theterm"nicotine' 'meansthechemic 
alsubstancenamed3(lMethy12pyrrolidinyl)pyridineorC[10]H[14]N[2] ,includinganysal 
torcomplexofnicotine. -@), (12)Package._Theterm'-package' 'meansapack,box,carton 
,orcontainerofanykindor, ifnoothercontainer, anywrapping ( includingcellophane) ,inw 
hichcigarettesorsmokelesstobaccoareofferedforsale, sold ,orotherwisedistributedto 
consumers. (13)Pointofsale._Theterm"pointofsale' 'meansanylocationatwhichaconsum 
ercanpurchaseorotherwiseobtaincigarettesorsmokelesstobaccoforpersonalconsumptio 
n. (14) Retailer._Theterm"retailer , 'meansanypersonwhosellscigarettesorsmokelesst 
obaccotoindividualsforpersonalconsumption,orwhooperatesafacilitywhereselfservic 
edisplaysoftobaccoproductsarepermitted. (lS)Rollyourowntobacco._Theterm"rollyou 
rowntobacco' 'meansanytobaccowhich,becauseofitsappearance,type,packaging,orlabel 
ing,issuitableforuseandlikelytobeofferedto,orpurchasedby,consumersastobaccoform 
akingcigarettes. (16)Secretary._ExceptintitleVllandwherethecontextotherwiserequi 
res,theterm'-Secretary' 'meanstheSecretaryofHealthandHumanServices. (17) Smokeless 
tobacco._Theterm'~smokelesstobacco' 'meansanyproductthatconsistsofcut,ground,pow 
dered,orleaftobaccothatcontainsnicotineandthatisintendedtobeplacedintheoralcavi 
ty. (lS)State._Theterm"State' 'meansanyStateoftheUnitedStatesand,forpurposesofth 
isAct,includestheDistrictofColumbia,theCommonwealthofPuertoRico,Guam,theVirginI 
slands,AmericanSamoa,WakeIsland,MidwayIslands, KingmanR eef,JohnstonAtoll,theNort 
hernMarianaIslands,andanyothertrustterritoryorpossessionoftheUnitedStates. (19)T 
obaccoproduct._Theterm--tobaccoproduct' 'meanscigarettes,cigarettetobacco,smokel 
esstobacco,littlecigars,rollyourowntobacco,andfinecutproducts. (20)UnitedStates. 
Theterm'-UnitedStates' 'meanstheSOStatesoftheUnitedStatesofAmericaandtheDistric 

tofColumbia, theCommonwealthofPuertoRico, Guam, theVirgin Islands,AmericanSamoa,Wak 
eIsland,Midwayrslands,KingmanReef,JohnstOnAto11,theNorthernMarianaIs1ands,andan 
yothertrustterritoryorpossessionoftheUnitedStates. (21) MasterSett1ementAgreement 
._Theterm--MasterSett1ementAgreement' 'meanstheagreementeitherprevious1yenteredo 
rtobeenteredintobytheStates,theparticipatingtobaccoproductmanufacturers,andtheT 
radeAssociationsimp1ementingtheJune20,1997,ProposedResolution,andpublishedinthe 
CongressionalRecordforpurposesofthisAct. (22)Participatingtobaccoproductmanufact 
urer._Theterm--participatingtobaccoproductmanufacturer' 'means_(A)atobaccoproduc 
tmanufacturerthat,within4SdaysafterthedateofenactmentofthisAct(orwithin4Sdaysaf 
terthedateonwhichsuchmanufacturerfirstmanufacturestobaccoproducts -@), for sale 
rdistributionintheUnitedStates,ifsuchdateisafterthedateofenactmentofthisAct) (i 
)becomesasignatorytotheMasterSettlementAgreement;and(ii)entersintoconsentdecree 
switheachStatethatmadearequestwithinthetimeperioddescribedinsection704(b);or(B) 
asurvivingentityestablishedbyaparticipatingtobaccoproductmanufacturer. (23) Nonpa 
rticipatingtobaccoproductmanufacturer._Theterm"nonparticipatingtobaccoproductm 
anufacturer' 'meansatobaccoproductmanufacturerthatisnotaparticipatingtobaccoprod 
uctmanufacturer. (24)Protocol._Theterm--Protocol' 'meanstheagreementtobeenteredin 
tobytheSecretaryofHealthandHumanServiceswiththeparticipatingtobaccoproductmanuf 
acturersunderthisAct.SEC.7.NOTIFICATIONIFYOUTHFULCIGARETTESMOKINGRESTRICTIONSIN 
CREASEYOUTHFULPIPEANDCIGARSMOKING.TheSecretaryshallnotifytheCongressiftheSecret 
arydeterminesthatadecreaseinunderageuseoftobaccoproductsresultingfromtheenactme 
ntofthisActhasproducedanincreaseinunderageuseofpipetobaccoandcigars.SEC.S.LIABI 
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LITYLIMITATIONSDISAPPEARIFTOBACCOPRODUCTMANUFACTURERCHALLENGESADVERTISINGLIMITS 
. Ifatobaccoproductmanufacturer,oranypartyactingonbehalfof,.incollusionwith,oratt 
herequestof,atobaccoproductmanufacturerbringsanactiontohavetheadvertisingrestri 
ctionsimposedontobaccoproductsunderthisAct,ortheamendmentsmadebythisAct,ortheap 
plicationofthoseregulationstoanypersonorcircumstanceheldtobeunconstitutionaloro 
therwiseinvalidunderthelawsoftheunitedStatesthentheprovisionsoftitleVIIrelating 
tolimitationsonliabilityshallnotapplytothatmanufacturer,beginningonthedateonwhi 
chtheactionisfiledinacourtofcompetentjurisdiction,andcontinuinguntilsuchtimeast 
heactioniswithdrawnordismissed.SEC.9.FTCJURISDICTIONNOTAFFECTED. (a) InGeneral._E 
xceptwhereexpresslyprovidedinthisAct,nothinginthisActshallbeconstruedaslimiting 
ordiminishingtheauthorityoftheFederalTradeCommissiontoenforcethelawsunderitsjur 
isdictionwithrespecttotheadvertising, sale , ordistributi onoftobaccoproducts. -@), 

(b) EnforcementbyFTC._AnyadvertisingthatviolatesthisAct, partB97oftitle21,Codeof 
FederalRegulations,ortheProtocolisanunfairordeceptiveactorpracticeundersectionS 
(a)oftheFederalTradeCommissiOnAct(1SU.S.C.4S(a))andshallbeconsideredaviolationo 
farulepromulgatedundersection1BofthatAct(1SU.S.C.S7a) .SEC.10.CONGRESSIONALREVIE 
WPROVISIONS. InaccordancewithsectionB01oftitleS, UnitedS tatesCode,theCongressshal 
lreview,andmaydisapprove,anyruleunderthisActthatissubjecttosectionB01.Thissecti 
'ondoesnotapplytotherulesetforthinpartB97oftitle21,CodeofFederalRegulations.TITL 
EI_REGULATIONOFTHETOBACCOINDUSTRYSubtitleA_Jurisdiction,etc.,ofFoodandDrugAdmin 
istrationSEC.101.AMENDMENTOFFEDERALFOOD,DRUG,ANDCOSMETICACTOF193B. (a) Definition 
ofTobaccoProducts._Section201oftheFederalFood,Drug, and CosmeticAct(21U.S.C.321)i 
samendedbyaddingattheendthefollowing:"(kk)Theterm'tobaccoproduct'meansanyprodu 
ctmadeorderivedfromtobaccothatisintendedforhumanconsumption,includinganycompone 
nt,part,oraccessoryofatobaccoproduct(exceptforrawmaterialsotherthantobaccousedi 
nmanufacturingacomponent, part , oraccessoryofatobaccopro duct).' '. (b)FDAAuthorityo 
verTobaccoProducts._TheFederalFood,Drug,andCosmeticAct(21U.S.C.301etseq.)isamen 
ded_(1)byredesignatingchapterIXaschapterX; (2)byredesignatingsections901through9 
07assections1001through1007;and(3)byinsertingaftersectionB03thefollowing:"CHAP 
TERIX_TOBACCOPRODUCTS"SEC.901.FDAAUTHORITYOVERTOBACCOPRODUCTS"(a)InGeneral._T 
obaccoproductsshallberegulatedbytheSecretaryunderthischapterandshallnotbesubjec 
ttotheprovisionsofchapterV,unless_"(1)suchproductsareintendedforuseinthediagno 
sis,cure,mitigation,treatment,orpreventionofdisease(withinthemeaningofsection20 
1(g) (1) (B) orsection201 (h) (2));or"(2)ahealthclaimismadeforsuchproductsundersect 
ion201(g) (1) (C)or201(h) (3). _@), "(b)Applicability._Thischaptershallapplytoall 
tobaccoproductssubjecttotheprovisionsofpartB97oftitle21,CodeofFederalRegulation 
s,andtoanyothertobaccoproductsthattheSecretarybyregulationdeemstobesubjecttothi 
schapter."(c)FDARuleinEffect._TheprovisionsofpartB97oftitle21,CodeofFederalReg 
ulations,shallbedeemedtobelawfulandtohavebeenlawfullypromulgatedundertheauthori 
tyofthischapter.Theprovisionsofsuchpartthatarenotineffectonthedateofenactmentof 
thischaptershalltakeeffectasinsuchpartoruponsuchlaterdateasdeterminedbytheSecre 
tarybyorder."(d)Scope._"(1)Nothinginthischaptershallbeconstruedtoaffectthereg 
ulationofdrugsanddevicesunderchapterVthatarenottobaccoproductsbytheSecretaryund 
ertheFederalFood,DrugandCosmeticAct." (2) Theprovisionso fthischaptershallnotappl 
ytotobaccoleafthatisnotinthepossessionofthemanufacturer,ortotheproducersoftobac 
coleaf,includingtobaccogrowers,tobaccowarehouses,andtobaccogrowercooperatives,n 
orshallanyemployeeoftheFoodandDrugAdministrationhaveanyauthoritywhatsoevertoent 
erontoafarmownedbyaproduceroftobaccoleafwithoutthewrittenconsentofsuchproducer. 
Notwithstandinganyotherprovisionofthissubparagraph,ifaproduceroftobaccoleafisal 
soatobaccoproductmanufacturerorcontrolledbyatobaccoproductmanufacturer,theprodu 
cershallbesubjecttothischapterintheproducer'scapacityasamanufacturer.Nothingint 
hischaptershallbeconstruedtogranttheSecretaryauthoritytopromulgateregulationson 
anymatterthatinvolvestheproductionoftobaccoleaforaproducerthereof,otherthanacti 
vitiesbyamanufactureraffectingproduction.Forpurposesoftheprecedingsentence,thet 
erm'controlledbY'meansamemberofthesamecontrolledgroupofcorporationsasthattermis 
usedinsectionS2(a)oftheInternalRevenueCodeof19B6,orundercommoncontrolwithinthem 
eaningoftheregulationspromulgatedundersectionS2(b)ofsuchCode."SEC.902.ADULTERA 
TEDTOBACCOPRODUCTS."Atobaccoproductshallbedeemedtobeadulteratedif_"(1)itconsi 
stsinwholeorinpartofanyfilthy,putrid,ordecomposedsubstance,orisotherwisecontami 
natedbyanypoisonousordeliterioussubstancethatmayrendertheproductinjurioustoheal 
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th;"(2)ithasbeenprepared,packed,orheldunderinsanitaryconditionswherebyitmayhav 
ebeencontaminatedwithfilth,orwherebyitmayhavebeenrenderedinjurioustohealth;"(3 
)itscontaineriscomposed,inwholeorinpart,ofanypoisonousordeleterioussubstancewhi 
chmayrenderthecontentsinjurioustohealth;"(4)itis,orpurportstobeorisrepresented 
as,atobaccoproductwhichissubjecttoaperformancestandardestablishedundersection90 
7unlesssuchtobaccoproductisinallrespects -@), inconformitywithsuchstandard;" 
)itisrequiredbysection910(a)tohavepremarketapproval,isnotexemptundersection906( 
f),anddoesnothaveanapprovedapplicationineffect;"(6)themethodsusedin,orthefacil 
itiesorcontrolsusedfor,itsmanufacture,packingorstoragearenotinconformitywithapp 
licablerequirementsundersection906(e) (l)oranapplicableconditionprescribedbyanor 
derundersection906(e) (2);or"(7)itisatobaccoproductforwhichanexemptionhasbeengr 
antedundersection906(f)forinvestigationaluseandthepersonwhowasgrantedsuchexempt 
ionoranyinvestigatorwhousessuchtobaccoproductundersuchexemptionfailstocomplywit 
harequirementprescribedbyorundersuchsection."SEC.903.MISBRANDEDTOBACCOPRODUCTS 
."(a)InGeneral._Atobaccoproductshallbedeemedtobemisbranded_"(l)ifitslabelingi 
sfalseormisleadinginanyparticular;"(2)ifinpackageformunlessitbearsalabelcontai 
ning_"(A)thenameandplaceofbusinessofthetobaccoproductmanufacturer,packer,ordis 
tributor;and"(B)anaccuratestatementofthequantityofthecontentsintermsofweight,m 
easure,ornumericalcount,exceptthatundersubparagraph(B)ofthisparagraphreasonable 
variationsshallbepermitted,andexemptionsastosmallpackagesshallbeestablished,byr 
egulationsprescribedbytheSecretary; "(3) ifanyword,statem ent~orotherinformationr 
equiredbyorunderauthorityofthischaptertoappearonthelabelorlabelingisnotprominen 
tlyplacedthereonwithsuchconspicuousness(ascomparedwithotherwords,statementsorde 
signsinthelabeling)andinsuchtermsastorenderitlikelytobereadandunderstoodbytheor 
dinaryindividualundercustomaryconditionsofpurchaseanduse;"(4)ifithasanestablis 
hedname,unlessitslabelbears,totheexclusionofanyothernonproprietaryname,itsestab 
lishednameprominentlyprintedintypeasrequiredbytheSecretarybyregulation;"(5)ift 
heSecretaryhasissuedregulationsrequiringthatitslabelingbearadequatedirectionsfo 
ruse,oradequatewarningsagainstusebychildren,thatarenecessaryfortheprotectionofu 
sersunlessitslabelingconformsinallrespectstosuchregulations; -@), "(6)ifitwasm 
anufactured,prepared,propagated,compounded,orprocessedinanyStateinanestablishme 
ntnotdulyregisteredundersection905(b),ifitwasnotincludedinalistrequiredbysectio 
'n905 (i) , ifanoticeorotherinformationrespectingi twasnotprovidedasrequiredbysuchse 
ctionorsection905(j),orifitdoesnotbearsuchsymbolsfromtheuniformsystemforidentif 
icationoftobaccoproductsprescribedundersection905(e)astheSecretarybyregulationr 
equires;"(7)if,inthecaseofanytobaccoproductdistributedorofferedforsaleinanySta 
te_"(A)itsadvertisingisfalseormisleadinginanyparticular;or"(B)itissold,distri 
buted,orusedinviolationofregulationsprescribedundersection906(d) ;"(8)unless,in 
thecaseofanytobaccoproductdistributedorofferedforsaleinanyState,themanufacturer 
,packer,ordistributorthereofincludesinalladvertisementsandotherdescriptiveprint 
edmatterissuedorcausedtobeissuedbythemanufacturer,packer,ordistributorwithrespe 
cttothattobaccoproduct_"(A)atruestatementofthetobaccoproduct'sestablishednamea 
sdefinedinparagraph(4)ofthissubsection,printedprominently;and"(B)abriefstateme 
ntof_"(i)theusesofthetobaccoproductandrelevantwarnings,precautions,sideeffects 
,andcontraindications;and"(ii)inthecaseofspecifictobaccoproductsmadesubjecttoa 
findingbytheSecretaryafternoticeandopportunityforcommentthatsuchactionisnecessa 
rytoprotectthepublichealth,afulldescriptionofthecomponentsofsuchtobaccoproducto 
rtheformulashowingquantitativelyeachingredientofsuchtobaccoproducttotheextentre 
quiredinregulationswhichshallbeissuedbytheSecretaryafteranopportunityforahearin 
g;"(9)ifitisatobaccoproductsubjecttoaperformancestandardestablishedundersectio 
n907,unlessitbearssuchlabelingasmaybeprescribedinsuchperformancestandard;or"(l 
O)iftherewasafailureorrefusal_"(A)tocomplywithanyrequirementprescribedundersec 
tion904or908;"(B)tofurnishanymaterialorinformationrequiredbyorundersection909; 
or"(C)tocomplywitharequirementundersection912. " (b) Prior ApprovalofStatementson 
Label._TheSecretarymay,byregulation,requirepriorapprovalof statements mad eonthel a 
belofatobaccoproduct.Noregulationissuedunderthissubsectionmayrequirepriorapprov 
albytheSecretaryofthecontentofanyadvertisementand -@), noadvertisementofatobac 
oproduct,publishedafterthedateofenactmentoftheNationalTobaccoPolicyandYouthSmok 
ingReductionActshall,withrespecttothemattersspecifiedinthissectionorcoveredbyre 
gulationsissuedhereunder,besubjecttotheprovisionsofsections12through150ftheFede 
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ralTradeCommissionAct(15U.S.C.52through55) .Thissubsectiondoesnotapplytoanyprint 
edmatterwhichtheSecretarydeterminestobelabelingasdefinedinsection201(m). "SEC.9 
04.SUBMISSIONOFHEALTHINFORMATIONTOTHESECRETARY. "(a)Requirement._Notlaterthan6m 
onthsafterthedateofenactmentoftheNationalTobaccoPolicyandYouthSmokingReductionA 
ct,eachtobaccoproductmanufacturerorimporteroftobaccoproducts,oragentsthereof,sh 
allsubmittotheSecretarythefollowinginformation:"(l)Alistingofalltobaccoingredi 
ents,substancesandcompoundsthatare, onsuchdate, addedbyth emanufacturertothetobacc 
o,paper,filter,orothercomponentofeachtobaccoproductbybrandandbyquantityineachbr 
andandsubbrand:"(2)Adescriptionofthecontent,delivery,andformofnicotineineachto 
baccoproductmeasuredinmilligramsofnicotine." (3)Alldocu ments(includingunderlyin 
gscientificinformation) relatingtoresearchactivities, an dresearchfindings,conduct 
ed,supported,orpossessedbythemanufacturer(oragentsthereof)onthehealth,behaviora 
l,orphysiologiceffectsoftobaccoproducts,theirconstituents,ingredients,andcompon 
ents,andtobaccoadditives,describedinparagraph(l) . "(4)Alldocuments(includingund 
erlyingscientificinformation)relatingtoresearchactivities,andresearchfindings,c 
onducted,supported,orpossessedbythemanufacturerthatrelatetotheissueofwhetherare 
ductioninrisktohealthfromtobaccoproductscanoccurupontheemploymentoftechnologyav 
ailableorknown.tothemanufacturer. " (5) Alldocuments (includingunderlyingscientific 
information)relatingtomarketingresearchinvolvingtheuseoftobaccoproducts.Animpor 
terofatobaccoproductnotmanufacturedintheUnitedStatesshallsupplytheinformationre 
quiredofatobaccoproductmanufacturerunderthissubsection. "(b)AnnualSubmission._A 
tobaccoproductmanufacturerorimporterthatisrequiredtosubmitinformationundersubse 
ction(a)shallupdatesuchinformationonanannualbasisunderascheduledeterminedbytheS 
ecretary."(c)TimeforSubmission._"(l)Newproducts._Atleast90dayspriortothedeliv 
eryforintroductionintointerstatecommerceofatobaccoproductnotonthemarketonthedat 
eofenactmentofthischapter,themanufacturerofsuchproductshallprovidetheinformatio 
nrequiredundersubsection(a)andsuchproductshallbesubjecttotheannualsubmissionund 
ersubsection(b). -@), "(2)Modificationofexistingproducts._Ifatanytimeatobacc 
roductmanufactureraddstoitstobaccoproductsanewtobaccoadditive,increasesordecrea 
sesthequantityofanexistingtobaccoadditiveorthenicotinecontent,delivery,orform,o 
reliminatesatobaccoadditivefromanytobaccoproduct,themanufacturershallwithin60da 
ysofsuchactionsoadvisetheSecretaryinwritingandreferencesuchmodificationinsubmis 
sionsmadeundersubsection(b) . "SEC.905.ANNUALREGISTRATION."(a)Definitions._Asus 
edinthissection_"(l)theterm'manufacture,preparation,compounding,orprocessing's 
hallincluderepackagingorotherwisechangingthecontainer,wrapper,orlabelingofanyto 
baccoproductpackageinfurtheranceofthedistributionofthetobaccoproductfromtheorig 
inalplaceofmanufacturetothepersonwhomakesfinaldeliveryorsaletotheultimateconsum 
eroruser;and"(2)theterm'name'shallincludeinthecaseofapartnershipthenameofeachp 
artnerand,inthecaseofacorporation,thenameofeachcorporateofficeranddirector,andt 
heStateofincorporation."(b)Registrationbyownersandoperators._OnorbeforeDecembe 
r31ofeachyeareverypersonwhoownsoroperatesanyestablishmentinanyStateengagedinthe 
manufacture,preparation,compounding,orprocessingofatobaccoproductortobaccoprodu 
ctsshallregisterwiththeSecretarythename,placesofbusiness,andallsuchestablishmen 
tsofthatperson."(c)RegistrationofNewOwnersandOperators._Everypersonuponfirsten 
gaginginthemanufacture,preparation,compounding,orprocessingofatobaccoproductort 
obaccoproductsinanyestablishmentownedoroperatedinanyStatebythatpersonshallimmed 
iatelyregisterwiththeSecretarythatperson'sname,placeofbusiness,andsuchestablish 
ment."(d)RegistrationofAddedEstablishments._Everypersonrequiredtoregisterunder 
subsection(b)or(c)shallimmediatelyregisterwiththeSecretaryanyadditionalestablis 
hmentwhichthatpersonownsoroperatesinanyStateandinwhichthatpersonbeginsthemanufa 
cture,preparation,compounding,orprocessingofatobaccoproductortobaccoproducts." 
(e)UniformProductldentificationSystem._TheSecretarymaybyregulationprescribeauni 
formsystemfortheidentificationoftobaccoproductsandmayrequirethatpersonswhoarere 
quiredtolistsuchtobaccoproductsundersubsection(i)ofthissectionshalllistsuchtoba 
ccoproductsinaccordancewithsuchsystem. "(f)PublicAccesstoRegistrationlnformatio 
n._TheSecretaryshallmakeavailableforinspection,toanypersonsorequesting,anyregis 
trationfiledunderthissection." (g) BienniallnspectionofRe gisteredEstablishments. 
_EveryestablishmentinanyStateregisteredwiththeSecretaryunderthissectionshallbes 
ubjecttoinspectionundersection704,andeverysuchestablishmentengagedinthemanufact 
ure,compounding,orprocessingofatobaccoproductortobaccoproductsshallbesoinspecte 
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dbyoneormoreofficersoremployees -@), dulydesignatedbytheSecretaryatleastonceint 
he2yearperiodbeginningwiththedateofregistrationofsuchestablishmentunderthissect 
ionandatleastonceineverysuccessive2yearperiodthereafter. --(h)ForeignEstablishme 
ntsMayRegister._Anyestablishmentwithinanyforeigncountryengagedinthemanufacture, 
preparation,compounding,orprocessingofatobaccoproductortobaccoproducts,mayregis 
terunderthissectionunderregulationspromulgatedbytheSecretary.Suchregulationssha 
llrequiresuchestablishmenttoprovidetheinformationrequiredbysubsection(i)ofthiss 
ectionandshallincludeprovisionsforregistrationofanysuchestablishmentuponconditi 
onthatadequateandeffectivemeansareavailable,byarrangementwiththegovernmentofsuc 
hforeigncountryorotherwise,toenabletheSecretarytodeterminefromtimetotimewhether 
tobaccoproductsmanufactured,prepared,compounded,orprocessedinsuchestablishment, 
ifimportedorofferedforimportintotheunitedStates,shallberefusedadmissiononanyoft 
hegroundssetforthinsection801(a) .--(i)Registrationlnformation._--(l)Productlist 
. EverypersonwhoregisterswiththeSecretaryundersubsection(b), (c) ,or (d) ofthissect 
i;nshall,atthetimeofregistrationunderanysuchsubsection,filewiththeSecretaryalis 
tofalltobaccoproductswhicharebeingmanufactured,prepared,compounded,orprocessedb 
ythatpersonforcommercialdistributionandwhichhasnotbeenincludedinanylistoftobacc 
oproductsfiledbythatpersonwiththeSecretaryunderthisparagraphorparagraph(2)befor 
esuchtimeofregistration.SuchlistshallbepreparedinsuchformandmannerastheSecretar 
ymayprescribeandshallbeaccompaniedby_--(A)inthecaseofatobaccoproductcontainedin 
theapplicablelistwithrespecttowhichaperformancestandardhasbeenestablishedunders 
ection907orwhichissubjecttosection9l0,areferencetotheauthorityforthemarketingof 
suchtobaccoproductandacopyofalllabelingforsuchtobaccoproduct;--(B)inthecaseofan 
yothertobaccoproductcontainedinanapplicablelist,acopyofallconsumerinformationan 
dotherlabelingforsuchtobaccoproduct,arepresentativesamplingofadvertisementsfors 
uchtobaccoproduct,and,uponrequestmadebytheSecretaryforgoodcause,acopyofalladver 
tisementsforaparticulartobaccoproduct;and--(C)iftheregistrantfilingalisthasdete 
rminedthatatobaccoproductcontainedinsuchlistisnotsubjecttoaperformancestandarde 
stablishedundersection907,abriefstatementofthebasisuponwhichtheregistrantmadesu 
chdeterminationiftheSecretaryrequestssuchastatementwithrespecttothatparticulart 
obaccoproduct.--(2)BiannualReportofAnyChangeinProductList._Eachpersonwhoregiste 
rswiththeSecretaryunderthissectionshallreporttotheSecretaryonceduringthemonthof 
JuneofeachyearandonceduringthemonthofDecemberofeachyearthefollowing:--(A)Alisto 
feachtobaccoproductintroducedbytheregistrantforcommercialdistribution -@), whic 
hhasnotbeenincludedinanylistpreviouslyfiledbythatpersonwiththeSecretaryunderthi 
ssubparagraphorparagraph(l)ofthissubsection.Alistunderthissubparagraphshalllist 
atobaccoproductbyitsestablishednameandshallbeaccompaniedbytheotherinformationre 
quiredbyparagraph(l) .--(B)Ifsincethedatetheregistrantlastmadeareportunderthispa 
ragraphthatpersonhasdiscontinuedthemanufacture,preparation,compounding,orproces 
singforcommercialdistributionofatobaccoproductincludedinalistfiledundersubparag 
raph(A)orparagraph(l),noticeofsuchdiscontinuance,thedateofsuchdiscontinuance,an 
dtheidentityofitsestablishedname. --(C)Ifsincethedatetheregistrantreportedunders 
ubparagraph(B)anoticeofdiscontinuancethatpersonhasresumedthemanufacture,prepara 
tion,compounding,orprocessingforcommercialdistributionofthetobaccoproductwithre 
specttowhichsuchnoticeofdiscontinuancewasreported,noticeofsuchresumption,thedat 
eofsuchresumption,theidentityofsuchtobaccoproductbyestablishedname,andotherinfo 
rmationrequiredbyparagraph(l),unlesstheregistranthaspreviouslyreportedsuchresum 
ptiontotheSecretaryunderthissubparagraph.--(D)Anymaterialchangeinanyinformation 
previouslysubmittedunderthisparagraphorparagraph(l) .--(j)ReportPrecedinglntrodu 
ctionofCertainSubstantiallyequivalentProductsintolnterstateCommerce._--(l)Ingen 
eral. Eachpersonwhoisrequiredtoregisterunderthissectionandwhoproposestobeginthe 
introductionordeliveryforintroductionintointerstatecommerceforcommercialdistrib 
utionofatobaccoproductintendedforhumanusethatwasnotcommerciallymarketed(otherth 
anfortestmarketing)intheUnitedStatesasofAugustll,1995,asdefinedbytheSecretaryby 
regulationshall,atleast90daysbeforemakingsuchintroductionordelivery,reporttothe 
Secretary (insuchformandmannerastheSecretaryshallbyregul ationprescribe)_--(A)the 
basisforsuchperson'sdeterminationthatthetobaccoproductissubstantiallyequivalent 
,withinthemeaningofsection9l0,toatobaccoproductcommerciallymarketed(otherthanfo 
rtestmarketing)intheUnitedStatesasofAugustll,l995,thatisincompliancewiththerequ 
irementsofthisAct;and--(B)actiontakenbysuchpersontocomplywiththerequirementsund 
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ersection907thatareapplicabletothetobaccoproduct." (2}ApplicationtocertainpostA 
ugustllthproducts._Areportunderthissubsectionforatobaccoproductthatwasfirstintr 
oducedordeliveredforintroductionintointerstatecommerceforcommercialdistribution 
intheUnitedStatesafterAugustll,1995,andbeforethedateofenactmentoftheNationalTob 
accoPolicyandYouthSmokingReductionActshallbesubmittedtotheSecretarywithin6month 
safterthedateofenactmentofthatAct. -@}, --SEC.906.GENERALPROVISIONSRESPECTINGCO 
NTROLOFTOBACCOPRODUCTS.--(a}InGeneral._Anyrequirementestablishedbyorundersectio 
n902,903,905,or909applicabletoatobaccoproductshallapplytosuchtobaccoproductunti 
Itheapplicabilityoftherequirementtothetobaccoproducthasbeenchangedbyactiontaken 
undersection907,section910,orsubsection(d}ofthissection,andanyrequirementestabl 
ishedbyorundersection902,903,905,or909whichisinconsistentwitharequirementimpose 
donsuchtobaccoproductundersection907,section910,orsubsection(d}ofthissectionsha 
Ilnotapplytosuchtobaccoproduct.--(b}InformationonPublicAccessandComment._Eachno 
ticeofproposedrulemakingundersection907,908,909,or910,orunderthissection,anyoth 
ernoticewhichispublishedintheFederalRegisterwithrespecttoanyotheractiontakenund 
eranysuchsectionandwhichstatesthereasonsforsuchaction,andeachpublicationoffindi 
ngsrequiredtobemadeinconnectionwithrulemakingunderanysuchsectionshallsetforth_
-(l}themannerinwhichinterestedpersonsmayexaminedataandotherinformationonwhichth 
enoticeorfindingsisbased;and--(2}theperiodwithinwhichinterestedpersonsmaypresen 
ttheircommentsonthenoticeorfindings(includingtheneedtherefor}orallyorinwriting, 
whichperiodshallbeatleast60daysbutmaynotexceed90daysunlessthetimeisextendedbyth 
eSecretarybyanoticepublishedintheFederalRegisterstatinggoodcausetherefor.--(c}L 
imitedConfidentialityofInformation._Anyinformationreportedtoorotherwiseobtained 
bytheSecretaryortheSecretary'srepresentativeundersection904,907,908,909,or910or 
704,orundersubsection(e} or (f}ofthissection,whichisexem ptfromdisclosureundersubs 
ection(a} ofsection552oftitle5,UnitedStatesCode, byreaso nofsubsection(b) (4}ofthat 
sectionshallbeconsideredconfidentialandshallnotbedisclosed,exceptthattheinforma 
tionmaybedisclosedtootherofficersoremployeesconcernedwithcarryingoutthischapter 
,orwhenrelevantinanyproceedingunderthischapter. --(d}Restrictions._--(l}TheSecre 
tarymaybyregulationrequirethatatobaccoproductberestrictedtosale,distribution,or 
useuponsuchconditions,includingrestrictionsontheaccessto,andtheadvertisingandpr 
omotionof,thetobaccoproduct,astheSecretarymayprescribeinsuchregulationif,becaus 
eofitspotentialityforharmfuleffectorthecollateralmeasuresnecessarytoitsuse,theS 
ecretarydeterminesthatsuchregulationwouldbeappropriatefortheprotectionofthepubl 
ichealth.Thefindingastowhethersuchregulationwouldbeappropriatefortheprotectiono 
fthepublichealthshallbedeterminedwithrespecttotherisksandbenefitstothepopulatio 
nasawhole,includingusersandnonusersofthetobaccoproduct,andtakingintoaccount_--( 
A}theincreasedordecreasedlikelihoodthatexistingusersoftobaccoproductswillstop . 
@), usingsuchproducts;and--(B}theincreasedordecreasedlikelihoodthatthosewhodono 
tusetobaccoproductswillstartusingsuchproducts.Nosuchconditionmayrequirethatthes 
aleordistributionofatobaccoproductbelimitedtothewrittenororalauthorizationofapr 
actitionerlicensedbylawtoprescribemedicalproducts.--(2}Thelabelofatobaccoproduc 
tshallbearsuchappropriatestatementsoftherestrictionsrequiredbyaregulationunders 
ubsection(a}astheSecretarymayinsuchregulationprescribe.--(3}Becauseoftheimporta 
nceofanydecisionbytheSecretarytorestrictthesaleofanyclassoftobaccoproductsonthe 
rnarketonthedateofenactmentoftheNationalTobaccoPolicyandYouthSmokingReductionAct 
tospecifiedcategoriesofretailoutlets,itisappropriatefortheCongresstohavetheoppo 
rtunitytoreviewsuchadecision.Therefore,anysuchrestrictionmaynottakeeffectbefore 
thedatethatis2yearsafterthePresidentnotifiestheCongressthatafinalregulationimpo 
singtherestrictionhasbeenissued. --(e}GoodManufacturingPracticeRequirements._--( 
l}Methods,facilities,andcontrolstoconform._--(A}TheSecretarymay,inaccordancewit 
hsubparagraph(B},prescriberegulationsrequiringthatthemethodsusedin,andthefacili 
tiesandcontrolsusedfor,themanufacture,preproductiondesignvalidation(includingap 
rocesstoassesstheperformanceofatobaccoproduct) ,packingandstorageofatobaccoprodu 
ct,conformtocurrentgoodmanufacturingpractice,asprescribedinsuchregulations,toas 
surethatthepublichealthisprotectedandthatthetobaccoproductisincompliancewiththi 
schapter.--(B}TheSecretaryshall_--(i}beforepromulgatinganyregulationundersubpar 
agraph(A},affordtheTobaccoProductsScientificAdvisoryCommitteeestablishedunderse 
ction915anopportunitytosubmitrecommendationswithrespecttotheregulationproposedt 
obepromulgated;--(ii}beforepromulgatinganyregulationundersubparagraph(A} ,afford 
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opportunityforanoralhearing;"(iii)providetheadvisorycommitteeareasonabletimeto 
makeitsrecommendationwithrespecttoproposedregulationsundersubparagraph(A) ;and" 
(iv)inestablishingtheeffectivedateofaregulationpromulgatedunderthissubsection,t 
akeintoaccountthedifferencesinthemannerinwhichthedifferenttypesoftobaccoproduct 
shavehistoricallybeenproduced,thefinancialresourcesofthedifferenttobaccoproduct 
manufacturers,andthestateoftheirexistingmanufacturingfacilities;andshallprovide 
fora -@), reasonableperiodoftimeforsuchmanufacturerstoconformtogoodmanufacturin 
gpractices."(2)Exemptions;variances._"(A)Anypersonsubjecttoanyrequirementpres 
cribedunderparagraph (1) maypetitiontheSecretaryforaperma nentortemporaryexemption 
orvariancefromsuchrequirement.Suchapetitionshal'lbesubmittedtotheSecretaryinsuch 
formandmannerastheSecretaryshallprescribeandshall_"(i)inthecaseofapetitionfora 
nexemptionfromarequirement,setforththebasisforthepetitioner'sdeterminationthatc 
ompliancewiththerequirementisnotrequiredtoassurethatthetobaccoproductwillbeinco 
mpliancewiththischapter;"(ii)inthecaseofapetitionforavariancefromarequirement, 
setforththemethodsproposedtobeusedin,andthefacilitiesandcontrolsproposedtobeuse 
dfor,themanufacture,packing,andstorageofthetobaccoproductinlieuofthemethods,fac 
ilities,andcontrolsprescribedbytherequirement;and"(iii)containsuchotherinforma 
tionastheSecretaryshallprescribe."(B)TheSecretarymayrefertotheTobaccoProductsS 
cientificAdvisoryCommitteeestablishedundersection915anypetitionsubmittedundersu 
bparagraph(A) . TheadvisorycommitteeshallreportitsrecommendationstotheSecretarywi 
threspecttoapetitionreferredtoitwithin60daysafterthedateofthepetition'sreferral 
.Within60daysafter_"(i)thedatethepetitionwassub~ittedtotheSecretaryundersubpar 

agraph(A) ;or"(ii)thedayafterthepetitionwasreferredtoanadvisorycommittee,whiche 
veroccurslater,theSecretaryshallbyordereitherdenythepetitionorapproveit."(C)Th 
eSecretarymayapprove_"(i)apetitionforanexemptionforatobaccoproductfromarequire 
mentiftheSecretarydeterminesthatcompliancewithsuchrequirementisnotrequiredtoass 
urethatthetobaccoproductwillbeincompliancewiththischapter;and"(ii)apetitionfor 
avarianceforatobaccoproductfromarequirementiftheSecretarydeterminesthatthemetho 
dstobeusedin,andthefacilitiesandcontrolstobeusedfor,themanufacture,packing,ands 
torageofthetobaccoproductinlieuofthemethods, controls, a ndfacilitiesprescribedbyt 
herequirementaresufficienttoassurethatthetobaccoproductwillbeincompliancewithth 
ischapter. "(D)AnorderoftheSecretaryapprovingapetitionforavarianceshallprescrib 
esuchconditionsrespectingthemethodsusedin,andthefacilitiesandcontrolsusedfor,th 
e -@), manufacture,packing,andstorageofthetobaccoproducttobegrantedthevariance 
nderthepetitionasmaybenecessarytoassurethatthetobaccoproductwillbeincompliancew 
iththischapter."(E)Aftertheissuanceofanorderundersubparagraph(B)respectingapet 
ition,thepetitionershallhaveanopportunityforaninformalhearingonsuchorder."(3)C 
ompliancewithrequirementsunderthissubsectionshallnotberequiredbeforetheperioden 
ding3yearsafterthedateofenactmentoftheNationalTobaccoPolicyandYouthSmokingReduc 
tionAct."(f)ExemptionforlnvestigationalUse._TheSecretarymayexempttobaccoproduc 
tsintendedforinvestigationalusefromthischapterundersuchconditionsastheSecretary 
rnayprescribebyregulation. "(g)ResearchandDevelopment._TheSecretarymayenterintoc 
ontractsforresearch,testing,anddemonstrationsrespectingtobaccoproductsandmayobt 
aintobaccoproductsforresearch,testing,anddemonstrationpurposeswithoutregardtose 
ction3324 (a)and(b)oftitle31,UnitedStatesCode,andsectio n50ftitle41,UnitedStatesC 
ode."SEC.907.PERFORMANCESTANDARDS."(a)InGeneral._"(1)Findingrequired._TheSec 
retarymayadoptperformancestandardsforatobaccoproductiftheSecretaryfindsthataper 
formancestandardisappropriatefortheprotectionofthepublichealth.Thisfindingshall 
bedeterminedwithrespecttotherisksandbenefitstothepopulationasawhole,includingus 
ersandnonusersofthetobaccoproduct,andtakingintoaccount_"(A)theincreasedordecre 
asedlikelihoodthatexistingusersoftobaccoproductswillstopusingsuchproducts;and" 
(B)theihcreasedordecreasedlikelihoodthatthosewhodonotusetobaccoproductswillstar 
tusingsuchproducts. "(2)Contentofperformancestandards._Aperformancestandardesta 
blishedunderthissectionforatobaccoproduct_"(A)shallincludeprovisionstoprovidep 
erformancethatisappropriatefortheprotectionofthepublichealth,includingprovision 
s,whereappropriate_"(i)forthereductionoreliminationofnicotineyieldsoftheproduc 
t;"(ii)forthereductionoreliminationofotherconstituentsorharmfulcomponentsofthe 
product; or -@), "(iii)relatingtoanyotherrequirementunder(B);"(B)shall,wherene 
cessarytobeappropriatefortheprotectionofthepublichealth,include_"(i)provisions 
respectingtheconstruction,components,ingredients,andpropertiesofthetobaccoprodu 
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ct;"(ii)provisionsforthetesting(onasamplebasisor,ifnecessary,onanindividualbas 
is)ofthetobaccoproduct;"(iii)provisionsforthemeasurementoftheperformancecharac 
teristicsofthetobaccoproduct;"(iv)provisionsrequiringthattheresultsofeachorofc 
ertainofthetestsofthetobaccoproductrequiredtobemadeunderclause(ii)showthattheto 
baccoproductisinconformitywiththeportionsofthestandardforwhichthetestortestswer 
erequired;and"(v)aprovisionrequiringthatthesaleanddistributionofthetobaccoprod 
uctberestrictedbutonlytotheextentthatthesaleanddistributionofatobaccoproductmay 
berestrictedunderaregulationundersection906(d);and"(C)shall,whereappropriate,r 
equiretheuseandprescribetheformandcontentoflabelingfortheproperuseofthetobaccop 
roduct."(3)Periodicreevaluationofperformancestandards._TheSecretaryshallprovid 
eforperiodicevaluationofperformancestandardsestablishedunderthissectiontodeterm 
inewhethersuchstandardsshouldbechangedtoreflectnewmedical,scientific,orothertec 
hnologicaldata.TheSecretarymayprovidefortestingunderparagraph(2)byanyperson."( 
4) Involvementofotheragencies;informedpersons._Incarryingoutdutiesunderthissecti 
on,theSecretaryshall,tothemaximumextentpracticable_"(A)usepersonnel,facilities 
,andothertechnicalsupportavailableinotherFederalagencies;"(B)consultwithotherF 
ederalagenciesconcernedwithstandardsettingandothernationallyorinternationallyre 
cognizedstandardsettingentities;and"(C)inviteappropriateparticipation,throughj 
ointorotherconferences, workshops, orothermeans , byinform edpersonsrepresentativeof 
scientific,professional,industry,orconsumerorganizationswhointheSecretary'sjudg 
mentcanmakeasignificantcontribution. "(b)EstablishmentofStandards. "(l)Notice. 
_(A) TheSecretaryshallpublishintheFederalRegisteranotic eofproposedrulemakingfort 
he -@), establishment,amendment,orrevocationofanyperformancestandardforatobacco 
product. "(B)Anoticeofproposedrulemakingfortheestablishm entoramendmentofaperfor 
mancestandardforatobaccoproductshall_"(i)setforthafindingwithsupportingjustifi 
cationthattheperformancestandardisappropriatefortheprotectionofthepublichealth; 
"(ii)setforthproposedfindingswithrespecttotheriskofilInessorinjurythattheperfo 
rmancestandardisintendedtoreduceoreliminate;and"(iii)inviteinterestedpersonsto 
submitanexistingperformancestandardforthetobaccoproduct,includingadraftorpropos 
edperformancestandard,forconsiderationbytheSecretary. "(C)Anoticeofproposedrule 
makingfortherevocationofaperformancestandardshallsetforthafindingwithsupporting 
justificationthattheperformancestandardisnolongernecessarytobeappropriateforthe 
protectionofthepublichealth. "(D)TheSecretaryshallconsiderallinformationsubmitt 
edinconnectionwithaproposedstandard,includinginformationconcerningthecountervai 
lingeffectsoftheperformancestandardonthehealthofadolescenttobaccousers,adulttob 
accousers,ornontobaccousers,suchasthecreationofasignificantdemandforcontrabando 
rothertobaccoproductsthatdonotmeettherequirementsofthischapterandthesignificanc 
eofsuchdemand,andshallissuethestandardiftheSecretarydeterminesthatthestandardwo 
uldbeappropriatefortheprotectionofthepublichealth." (E) TheSecretaryshallprovide 
foracommentperiodofnotlessthan60days.'-(2)promulgation._"(A)Aftertheexpiration 
oftheperiodforcommentonanoticeofproposedrulemakingpublishedunderparagraph(l) res 
pectingaperformancestandardandafterconsiderationofsuchcommentsandanyreportfromt 
heTobaccoProductsScientificAdvisoryCommitteeundersection91S,theSecretaryshall_' 
'(i)promulgatearegulationestablishingaperformancestandardandpublishintheFederal 
Registerfindingsonthemattersreferredtoinparagraph(l);Or"(ii)publishanoticeterm 
inatingtheproceedingforthedevelopmentofthestandardtogetherwiththereasonsforsuch 
termination. "(B)Aregulationestablishingaperformancestandardshallsetforththedat 
eordatesuponwhichthestandardshalltakeeffect,butnosuchregulationmaytakeeffectbef 
oreoneyearafterthedateofitspublicationunlesstheSecretarydeterminesthatanearlier 
effectivedateisnecessaryfortheprotectionofthepublichealth.Suchdateordatesshallb 
eestablishedsoasto -@), minimize,consistentwiththepublichealth,economiclossto,a 
nddisruptionordislocationof,domesticandinternationaltrade."(3)Specialruleforst 
andardbanningclassofproductoreliminatingnicotinecontent._Becauseoftheimportance 
ofadecisionoftheSecretarytoissuearegulationestablishingaperformancestandard_"( 
A)eliminatingallcigarettes,allsmokelesstobaccoproducts,oranysimilarclassoftobac 
coproducts,or"(B)requiringthereductionofnicotineyieldsofatobaccoproducttozero, 
itisappropriatefortheCongresstohavetheopportunitytoreviewsuchadecision.Therefor 
e,anysuchstandardmaynottakeeffectbeforeadatethatis2yearsafterthePresidentnotifi 
estheCongressthatafinalregulationimposingtherestrictionhasbeenissued. "(4)Amend 
ment;revocation._"(A)TheSecretary,upontheSecretary'sowninitiativeoruponpetitio 
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nofaninterestedpersonmaybyaregulation,promulgatedinaccordancewiththerequirement 
sofparagraphs(l)and(2) (B)ofthissubsection,amendorrevokeaperformancestandard. "( 
B) TheSecretarymaydeclareaproposedamendmentofaperformancestandardtobeeffectiveon 
andafteritspublicationintheFederalRegisteranduntiltheeffectivedateofanyfinalact 
iontakenonsuchamendmentiftheSecretarydeterminesthatmakingitsoeffectiveisinthepu 
blicinterest."(S)ReferencetoAdvisoryCommittee._TheSecretary_"(A)may,ontheSecr 
etary'sowninitiative,referaproposedregulationfortheestablishment,amendment,orre 
vocationofaperformancestandard;or"(B)shall,upontherequestofaninterestedpersonw 
hichdemonstratesgoodcauseforreferralandwhichismadebeforetheexpirationoftheperio 
dforsubmissionofcommentsonsuchproposedregulation, refer suchproposedregulationtot 
heTobaccoProductsScientificAdvisoryCommitteeestablishedundersection91S,forarepo 
rtandrecommendationwithrespecttoanymatterinvolvedintheproposedregulationwhichre 
guirestheexerciseofscientificjudgment.lfaproposedregulationisreferredunderthiss 
ubparagraphtotheadvisorycommittee,theSecretaryshallprovidetheadvisorycommitteew 
iththedataandinformationonwhichsuchproposedregulationisbased.Theadvisorycommitt 
eeshall,within60daysafterthereferralofaproposedregulationandafterindependentstu 
dyofthedataandinformationfurnishedtoitbytheSecretaryandotherdataandinformationb 
eforeit,submittotheSecretaryareportandrecommendationrespectingsuchregulation,to 
getherwithal lunderlyingdataandinformat ion -@), andastatementofthereasonorbasis 
ortherecommendation.AcopyofsuchreportandrecommendationshallbemadepublicbytheSec 
retary."SEC.908.NOTIFICATIONANDOTHERREMEDIES"(a)Notification._IftheSecretaryd 
eterminesthat_"(l)atobaccoproductwhichisintroducedordeliveredforintroductionin 
tointerstatecommerceforcommercialdistributionpresentsanunreasonableriskofsubsta 
ntialharmtothepublichealth;and"(2)notificationunderthissubsectionisnecessaryto 
eliminatetheunreasonableriskofsuchharmandnomorepracticablemeansisavailableunder 
theprovisionsofthischapter(otherthanthissection)toeliminatesuchrisk,theSecretar 
ymayissuesuchorderasmaybenecessarytoassurethatadequatenotificationisprovidedina 
nappropriateform,bythepersonsandmeansbestsuitedunderthecircumstancesinvolved,to 
allpersonswhoshouldproperlyreceivesuchnotificationinordertoeliminatesuchrisk.Th 
eSecretarymayordernotificationbyanyappropriatemeans,includingpublicserviceannou 
ncements.Beforeissuinganorderunderthissubsection, theSe cretaryshallconsultwithth 
epersonswhoaretogivenoticeundertheorder. "(b)NoExemptionfromOtherLiability._Com 
pliancewithanorderissuedunderthissectionshallnotrelieveanypersonfromliabilityun 
derFederalorStatelaw.lnawardingdamagesforeconomiclossinanactionbroughtfortheenf 
orcementofanysuchliability,thevaluetotheplaintiffinsuchactionofanyremedyprovide 
dundersuchordershallbetakenintoaccount. "(c)RecallAuthority._"(l)Ingeneral._If 
theSecretaryfindsthatthereisareasonableprobabilitythatatobaccoproductcontainsam 
anufacturingorotherdefectnotordinarilycontainedintobaccoproductso'nthemarketthat 
wouldcauseserious,adversehealthconsequencesordeath,theSecretaryshallissueanorde 
rrequiringtheappropriateperson(includingthemanufacturers,importers,distributors 
,orretailersofthetobaccoproduct)toimmediatelyceasedistributionofsuchtobaccoprod 
uct.Theordershallprovidethepersonsubjecttotheorderwithanopportunityforaninforma 
Ihearing,tobeheldnotlaterthanlOdaysafterthedateoftheissuanceoftheorder,ontheact 
ionsreguiredbytheorderandonwhethertheordershouldbeamendedtorequirearecallofsuch 
tobaccoproduct.lf,afterprovidinganopportunityforsuchahearing,theSecretarydeterm 
inesthatinadequategroundsexisttosupporttheactionsrequiredbytheorder,theSecretar 
yshallvacatetheorder."(2)Amendmentofordertorequirerecal1._"(A)If,afterprovidi 
nganopportunityforaninformalhearingunderparagraph(l),theSecretarydeterminesthat 
theordershouldbeamendedtoincludearecallofthetobaccoproductwithrespecttowhichthe 
orderwasissued,theSecretaryshall,exceptasprovidedin -@), subparagraph(B),amendt 
heordertorequirearecall.TheSecretaryshallspecifyatimetableinwhichthetobaccoprod 
uctrecallwilloccurandshallrequireperiodicreportstotheSecretarydescribingtheprog 
ressoftherecall."(B)Anamendedorderundersubparagraph(A)_''(i)shallnotincluderec 
allofatobaccoproductfromindividuals;and"(ii)shallprovidefornoticetopersonssubj 
ecttotherisksassociatedwiththeuseofsuchtobaccoproduct.Inprovidingthenoticerequi 
redbyclause(ii),theSecretarymayusetheassistanceofretailersandotherpersonswhodis 
tributedsuchtobaccoproduct.lfasignificantnumberofsuchpersonscannotbeidentified, 
theSecretaryshallnotifysuchpersonsundersection70S(b) ."(3)Remedynotexclusive._T 
heremedyprovidedbythissubsectionshallbeinadditiontoremediesprovidedbysubsection 
(a)ofthissection."SEC.909.RECORDSANDREPORTSONTOBACCOPRODUCTS."(a)InGener~l._E 
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verypersonwhoisatobaccoproductmanufacturerorimporterofatobaccoproductshallestab 
lishandmaintainsuchrecords,makesuchreports,andprovidesuchinformation,astheSecre 
tarymaybyregulationreasonablyrequiretoassurethatsuchtobaccoproductisnotadultera 
tedormisbrandedandtootherwiseprotectpublichealth.Regulationsprescribedunderthep 
recedingsentence_"(l)mayrequireatobaccoproductmanufacturerorimportertoreportto 
theSecretarywheneverthemanufacturerorimporterreceivesorotherwisebecomesawareofi 
nformationthatreasonablysuggeststhatoneofitsmarketedtobaccoproductsmayhavecause 
dorcontributedtoaseriousunexpectedadverseexperienceassociatedwiththeuseofthepro 
ductoranysignificantincreaseinthefrequencyofaserious, ex pectedadverseproductexpe 
rience;"(2)shallrequirereportingofothersignificantadversetobaccoproductexperie 
ncesasdeterminedbytheSecretarytobenecessarytobereported;"(3)shallnotimposerequ 
irementsundulyburdensometoatobaccoproductmanufacturerorimporter,takingintoaccou 
ntthecostofcomplyingwithsuchrequirementsandtheneedfortheprotectionofthepubliche 
althandtheimplementationofthischapter;"(4)whenprescribingtheprocedureformaking 
requestsforreportsorinformation,shallrequirethateachrequestmadeundersuchregulat 
ionsforsubmissionofareportorinformationtotheSecretarystatethereasonorpurposefor 
suchrequestandidentifytothefullestextentpracticablesuchreportorinformation;"(5 
)whenrequiringsubmissionofareportorinformationtotheSecretary,shallstatethereaso 
norpurposeforthesubmissionofsuchreportorinformationandidentifytothefullestexten 
t -@), practicablesuchreportorinformation;and"(6)maynotrequirethattheidentity 
fanypatientoruserbedisclosedinrecords, reports, orinforma tionrequiredunderthissub 
sectionunlessrequiredforthemedicalwelfareofanindividual,todetermineriskstopubli 
chealthofatobaccoproduct,ortoverifyarecord,report,orinformationsubmittedunderth 
ischapter.lnprescribingregulationsunderthissubsection,theSecretaryshallhaveduer 
egardfortheprofessionalethicsofthemedicalprofessionandtheinterestsofpatients.Th 
eprohibitionsofparagraph(6)ofthissubsectioncontinuetoapplytorecords,reports,and 
informationconcerninganyindividualwhohasbeenapatient,irrespectiveofwhetherorwhe 
nheceasestobeapatient."(b)ReportsofRemovalsandCorrections._(l) Exceptasprovided 
inparagraph(3),theSecretaryshallbyregulationrequireatobaccoproductmanufacturero 
rimporterofatobaccoproducttoreportpromptlytotheSecretaryanycorrectiveactiontake 
norremovalfromthemarketofatobaccoproductundertakenbysuchmanufacturerorimporteri 
ftheremovalorcorrectionwasundertaken_"(A)toreducearisktohealthposedbythetobacc 
oproduct;or"(B)toremedyaviolationofthischaptercausedbythetobaccoproductwhichma 
ypresentarisktohealth.Atobaccoproductmanufacturerorimporterofatobaccoproductwho 
undertakesacorrectiveactionorremovalfromthemarketofatobaccoproductwhichisnotreq 
uiredtobereportedunderthissubsectionshallkeeparecordofsuchcorrectionorremoval. ' 
'(2)Noreportofthecorrectiveactionorremovalofatobaccoproductmayberequiredunderpa 
ragraph(l)ifareportofthecorrectiveactionorremovalisrequiredandhasbeensubmittedu 
ndersubsection(a)ofthissection. "SEC. 910. PREMARKETREVIEWOFCERTAINTOBACCOPRODUCT 
S."(a)InGeneral._--(l)Premarketapprovalrequired._--(A)Newproducts. Approvalund 
erthissectionofanapplicationforpremarketapprovalforanytobaccoproductthatisnotco 
mmerciallymarketed(otherthanfortestmarketing)intheUnitedStatesasofAugust11,1995 
,isrequiredunlessthemanufacturerhassubmittedareportundersection905(j),andtheSec 
retaryhasissuedanorderthatthetobaccoproductissubstantiallyequivalenttoatobaccop 
roductcommerciallymarketed(otherthanfortestmarketing)in theUnitedStatesasofAugus 
t11,1995,thatisincompliancewiththerequirementsofthisAct. -@), "(B)Productsin 
oducedbetweenAugust11,1995,andenactmentofthischapter._Subparagraph (A) doesnotapp 
lytoatobaccoproductthat_"(i)wasfirstintroducedordeliveredforintroductionintoin 
terstatecommerceforcommerceforcommercialdistributionintheUnitedStatesafterAugus 
t11,1995,andbeforethedateofenactmentoftheNationalTobaccoPolicyandYouthSmokingRe 
ductiOnAct;and"(ii)forwhichareportwassubmittedundersection905(j)within6monthsa 
ftersuchdate,untiltheSecretaryissuesanorderthatthetobaccoproductissubstantially 
equivalentforpurposesofthissectionorrequirespremarketapproval."(2)Substantiall 
yequivalentdefined._-' (A) Forpurposesofthissectionandsec tion905(j),theterm'subst 
antiallyequivalent'or'substantialequivalence'mean,withrespecttothetobaccoproduc 
tbeingcomparedtothepredicatetobaccoproduct,thattheSecretarybyorderhasfoundthatt 
hetobaccoproduct_"(i)hasthesamecharacteristicsasthepredicatetobaccoproduct;or' 
'(ii)hasdifferentcharacteristicsandtheinformationsubmittedcontainsinformation,i 
ncludingclinicaldataifdeemednecessarybytheSecretary,thatdemonstratesthatitisnot 
appropriatetoregulatetheproductunderthissectionbecausetheproductdoesnotraisedif 
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ferentquestionsofpubliehealth." (B) Forpurposesofsubparagraph(A),theterm'eharaet 
eristies'meansthematerials,ingredients,design,eomposition,heatingsouree,orother 
featuresofatobaeeoproduet."(C)Atobaeeoproduetmaynotbefoundtobesubstantiallyequ 
ivalenttoapredieatetobaeeoproduetthathasbeenremovedfromthemarketattheinitiative 
oftheSeeretaryorthathasbeendeterminedbyajudieialordertobemisbrandedoradulterate 
d."(3)HealthInformation. "(A)Aspartofasubmissionunderseetion905(j)respeetinga 
tobaeeoproduet,thepersonreqUiredtofileapremarketnotifieationundersuehseetionsha 
Ilprovideanadequatesummaryofanyhealthinformationrelatedtothetobaeeoproduetorsta 
tethatsuehinformationwillbemadeavailableuponrequestbyanyperson. "(B)Anysummaryu 
ndersubparagraph(A)respeetingatobaeeoproduetshalleontaindetailedinformationrega 
rdingdataeoneerningadversehealtheffeetsandshallbemadeavailabletothepubliebytheS 
eeretarywithin30daysoftheissuaneeofadeterminationthatsuehtobaeeoproduetissubsta 
ntiallyequivalenttoanothertobaeeoproduet. "(b)Applieation._ -@), "(l)Contents. 
Anapplieationforpremarketapprovalshalleontain "(A)fullreportsofallinformation 
~publishedorknowntoorwhiehshouldreasonablybekn;wntotheapplieant,eoneerninginves 
tigationswhiehhavebeenmadetoshowthehealthrisksofsuehtobaeeoproduetandwhethersue 
htobaeeoproductpresentslessriskthanothertobaeeoproduets;"(B)afullstatementofth 
eeomponents,ingredients,andproperties,andoftheprineipleorprineiplesofoperation, 
ofsuehtobaeeoproduet;"(C)afulldeseriptionofthemethodsusedin,andthefaeilitiesan 
deontrolsusedfor,themanufacture,proeessing,and,whenrelevant,paekingandinstallat 
ionof,suehtobaecoproduet;"(D)anidentifyingreferencetoanyperformaneestandardund 
erseetion907whichwouldbeapplicabletoanyaspeetofsuehtobaecoproduet,andeitheradeq 
uateinformationtoshowthatsuehaspeetofsuehtobaecoproduetfullymeetssuehperformane 
estandardoradequateinformationtojustifyanydeviationfromsuchstandard;"(E)suehsa 
mplesofsuehtobaeeoproduetandofeomponentsthereofastheSecretarymayreasonablyrequi 
re;"(F)specimensofthelabelingproposedtobeusedforsuehtobaceoproduet;and"(G) sue 
hotherinformationrelevanttothesubjectmatteroftheapplieationastheSeeretarymayreq 
uire."(2)RefereneetoAdvisoryCommittee._Uponreeeiptofanapplieationmeetingthereq 
uirementssetforthinparagraph(l),theSeeretary_"(A)may,ontheSeeretary'sowninitia 
tive;or"(B)shall,upontherequestofanapplieant,refersuehapplieationtotheTobaeeoP 
roduetsScientifieAdvisoryCommitteeestablishedunderseetion915andforsubmission(wi 
thinsuchperiodastheSeeretarymayestablish) of are port andre eommendationrespeetingap 
provaloftheapplieation,togetherwithallunderlyingdataandthereasonsorbasisforther 
ecommendation."(e)AetiononApplication._"(l)Deadline._''(A)Aspromptlyaspossibl 
e,butinnoeventlaterthan180daysafterthereeeiptofanapplieationundersubseetion(b) 0 

fthisseetion,theSeeretary,afterconsideringthereportandreeommendationsubmittedun 
derparagraph(2)ofsuehsubsection,shall_ -@), "(i)issueanorderapprovingtheapplie 
ationiftheSeeretaryfindsthatnoneofthegroundsfordenyingapprovalspeeifiedinparagr 
aph(2)ofthissubseetionapplies;or"(ii)denyapprovaloftheapplieationiftheSeeretar 
yfinds(andsetsforththebasisforsuehfindingaspartoforaceompanyingsuchdenial)thato 
neormoregroundsfordenialspeeifiedinparagraph(2)ofthissubseetionapply."(B)Anord 
erapprovinganapplieationforatobaeeoproduetmayrequireasaeonditiontosuehapprovalt 
hatthesaleanddistributionofthetobaeeoproduetberestrietedbutonlytotheextentthatt 
hesaleanddistributionofatobaeeoproduetmayberestrietedunderaregulationunderseeti 
on906(d) ."(2)Denialofapproval._TheSeeretaryshalldenyapprovalofanapplieationfor 
atobaeeoproduetif,uponthebasisoftheinformationsubmittedtotheSeeretaryaspartofth 
eapplieationandanyotherinformationbeforetheSeeretarywithrespeettosuchtobaeeopro 
duet,theSeeretaryfindsthat_"(A)thereisalackofashowingthatpermittingsuchtobaceo 
producttobemarketedwouldbeappropriatefortheprotectionofthepublichealth;"(B)the 
methodsusedin,orthefacilitiesorcontrolsusedfor,themanufacture,processing,orpack 
ingofsuchtobaccoproductdonotconformtotherequirementsofsection906(e) ;"(C)basedo 
nafairevaluationofallmaterialfacts,theproposedlabelingisfalseormisleadinginanyp 
articular;or"(D)suchtobaceoproductisnotshowntoeonforminallrespectstoaperforman 
cestandardineffectunderseetion907,compliancewithwhiehisaeonditiontoapprovalofth 
eapplication,andthereisalaekofadequateinformationtojustifythedeviationfromsuchs 
tandard."(3)DenialInformation._Anydenialofanapplicationshall,insofarastheSecre 
tarydeterminestobepraeticable,beaccompaniedbyastatementinformingtheapplieantoft 
hemeasuresrequiredtoplaeesuchapplieationinapprovableform(whichmeasuresmayinelud 
efurtherresearehbytheapplicantinaccordancewithoneormoreprotocolspreseribedbythe 
Secretary) . "(4)Basisforfinding._Forpurposesofthissection,thefindingastowhether 
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approvalofatobaccoproductisappropriatefortheprotectionofthepublichealthshallbed 
eterminedwithrespecttotherisksandbenefitstothepopulationasawhole,includingusers 
andnonusersofthetobaccoproduct,andtakingintoaccount_--(A)theincreasedordecrease 
dlikelihoodthatexistingusersoftobaccoproductswillstopusingsuchproducts;and--(B) 
theincreasedordecreasedlikelihoodthatthosewhodonotusetobaccoproductswillstart 
@), usingsuchproducts.--(S)Basisforaction._--(A)Forpurposesofparagraph(2) (A),wh 
etherpermittingatobaccoproducttobemarketedwouldbeappropriatefortheprotectionoft 
hepublichealthshall,whenappropriate,bedeterminedonthebasisofwellcontrolledinves 
tigations,whichmayincludeoneormoreclinicalinvestigationsbyexpertsgualifiedbytra 
iningandexperiencetoevaluatethetobaccoproduct. --(B)IftheSecretarydeterminesthat 
thereexistsvalidscientificevidence(otherthanevidencederivedfrominvestigationsde 
scribedinsubparagraph(A))whichissufficienttoevaluatethetobaccoproducttheSecreta 
rymayauthorizethatthedeterminationforpurposesofparagraph(2) (A)bemadeonthebasiso 
fsuchevidence.--(d)WithdrawalandTemporarySuspension._--(l)Ingeneral._TheSecreta 
ryshall,uponobtaining,whereappropriate,adviceonscientificmattersfromtheTobaccoP 
roductsScientificAdvisoryCommitteeestablishedundersection91S,andafterduenoticea 
ndopportunityforinformalhearingtotheholderofanapprovedapplicationforatobaccopro 
duct,issueanorderwithdrawingapprovaloftheapplicationiftheSecretaryfinds_--(A)th 
atthecontinuedmarketingofsuchtobaccoproductnolongerisappropriatefortheprotectio 
nofthepublichealth;--(B)thattheapplicationcontainedorwasaccompaniedbyanuntruest 
atementofamaterialfact;--(C)thattheapplicant_--(i)hasfailedtoestablishasystemfo 
rmaintainingrecords,orhasrepeatedlyordeliberatelyfailedtomaintainrecordsortomak 
ereports,reguiredbyanapplicableregulationundersection909;--(ii)hasrefusedtoperm 
itaccessto,orcopyingorverificationof,suchrecordsasreguiredbysection704;or--(iii 
)hasnotcompliedwiththereguirementsofsection90S;--(D)onthebasisofnewinformationb 
eforetheSecretarywithrespecttosuchtobaccoproduct,evaluatedtogetherwiththeeviden 
cebeforetheSecretarywhentheapplicationwasapproved,thatthemethodsusedin,orthefac 
ilitiesandcontrolsusedfor,themanufacture,processing,packing,orinstallationofsuc 
htobaccoproductdonotconformwiththereguirementsofsection906 (e)andwerenotbroughti 
ntoconformitywithsuchreguirementswithinareasonabletime -@), afterreceiptofwritt 
ennoticefromtheSecretaryofnonconformity;--(E)onthebasisofnewinformationbeforeth 
eSecretary,evaluatedtogetherwiththeevidencebeforetheSecretarywhentheapplication 
wasapproved,thatthelabelingofsuchtobaccoproduct,basedonafairevaluationofallmate 
rialfacts,isfalseormisleadinginanyparticularandwasnotcorrectedwithinareasonable 
timeafterreceiptofwrittennoticefromtheSecretaryofsuchfact;or--(F)onthebasisofne 
winformationbeforetheSecretary,evaluatedtogetherwiththeevidencebeforetheSecreta 
rywhentheapplicationwasapproved,thatsuchtobaccoproductisnotshowntoconforminallr 
espectstoaperformancestandardwhichisineffectundersection907,compliancewithwhich 
wasaconditiontoapprovaloftheapplication,andthatthereisalackofadeguateinformatio 
ntojustifythedeviationfromsuchstandard.--(2)Appeal._Theholderofanapplicationsub 
jecttoanorderissuedunderparagraph(l)withdrawingapprovaloftheapplicationmay,bype 
titionfiledonorbeforethethirtiethdayafterthedateuponwhichhereceivesnoticeofsuch 
withdrawal,obtainreviewthereofinaccordancewithsubsection(e)ofthissection.--(3)T 
emporarysuspension._If,afterprovidinganopportunityforaninformalhearing,theSecre 
tarydeterminesthereisreasonableprobabilitythatthecontinuationofdistributionofat 
obaccoproductunderanapprovedapplicationwouldcauseseriouS,adversehealthconsequen 
cesordeath,thatisgreaterthanordinarilycausedbytobaccoproductsonthemarket,theSec 
retaryshallbyordertemporarilysuspendtheapprovaloftheapplicationapprovedunderthi 
ssection.lftheSecretaryissuessuchanorder,theSecretaryshallproceedexpeditiouslyu 
nderparagraph(l)towithdrawsuchapplication.--(e)ServiceofOrder._Anorderissuedbyt 
heSecretaryunderthissectionshallbeserved_--(l)inpersonbyanyofficeroremployeeoft 
hedepartmentdesignatedbytheSecretary;or--(2)bymailingtheorderbyregisteredmailor 
certifiedmailaddressedtotheapplicantattheapplicant'slastknownaddressintherecord 
softheSecretary.--SEC.911.JUDICIALREVIEW.--(a)InGeneral._Notlaterthan30daysafte 
r_--(l)thepromulgationofaregulationundersection907establishing,amending,orrevok 
ingaperformancestandardforatobaccoproduct;or--(2)adenialofanapplicationforappro 
valundersection910(c),anypersonadverselyaffectedbysuchregulationorordermayfilea 
petitionwiththeUnitedStatesCourtofAppealsfortheDistrictofColumbiaorforthecircui 
twhereinsuchpersonresidesorhashisprincipalplaceofbusinessforjudicialreviewofsuc 
hregulationororder.A -@), copyofthepetitionshallbetransmittedbytheclerkofthecou 
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rttotheSecretaryorotherofficerdesignatedbytheSecretaryforthatpurpose.TheSecreta 
ryshallfileinthecourttherecordoftheproceedingsonwhichtheSecretarybasedtheSecret 
ary'sregulationororderandeachrecordorordershallcontainastatementofthereasonsfor 
itsissuanceandthebasis,ontherecord,foritsissuance.Forpurposesofthissection,thet 
erm'record'meansallnoticesandothermatterpublishedintheFederalRegisterwithrespec 
ttotheregulationororderreviewed,allinformationsubmittedtotheSecretarywithrespec 
ttosuchregulationororder,proceedingsofanypaneloradvisorycommitteewithrespecttos 
uchregulationororder,anyhearingheldwithrespecttosuchregulationororder,andanyoth 
erinformationidentifiedbytheSecretary,intheadministrativeproceedingheldwithresp 
ecttosuchregulationororder,asbeingrelevanttosuchregulationororder. "(b)CourtMay 
OrderSecretarytoMakeAdditionalFindings._Ifthepetitionerappliestothecourtforleav 
etoadduceadditionaldata,views,orargumentsrespectingtheregulationororderbeingrev 
iewedandshowstothesatisfactionofthecourtthatsuchadditionaldata,views,orargument 
sarematerialandthattherewerereasonablegroundsforthepetitioner'sfailuretoadduces 
uchdata,views,orargumentsintheproceedingsbeforetheSecretary,thecourtmayorderthe 
Secretarytoprovideadditionalopportunityfortheoralpresentationofdata,views,orarg 
urnentsandforwrittensubmissions.TheSecretarymaymodifytheSecretary'sfindings,orrna 
kenewfindingsbyreasonoftheadditionaldata,views,orargumentssotakenandshallfilewi 
ththecourtsuchmodifiedornewfindings,andtheSecretary'srecornmendation,ifany,forth 
ernodificationorsettingasideoftheregulationororderbeingreviewed,withthereturnofs 
uchadditionaldata, views, orarguments. " (c)StandardofRevi ew._Uponthefilingofthepe 
titionundersubsection(a)ofthissectionforjudicialreviewofaregulationororder,thec 
ourtshallhavejurisdictiontoreviewtheregulationororderinaccordancewithchapter7of 
title5,UnitedStatesCode,andtograntappropriaterelief,includinginterimrelief,aspr 
ovidedinsuchchapter.Aregulationororderdescribedinparagraph(l)or(2)ofsubsection( 
a)ofthissectionshallnotbeaffirmedifitisfoundtobeunsupportedbysubstantialevidenc 
eontherecordtakenasawhole." (d) FinalityofJudgment._Thej udgmentofthecourtaffirmi 
ngorsettingaside,inwholeorinpart,anyregulationorordershallbefinal,subjecttorevi 
ewbytheSupremeCourtoftheUnitedStatesuponcertiorariorcertification,asprovidedins 
ection1254oftitle2B,UnitedStatesCode."(e)OtherRemedies._Therernediesprovidedfor 
inthissectionshallbeinadditiontoandnotinlieuofanyotherremediesprovidedbylaw."( 
f) RegulationsandOrdersMustReciteBasisinRecord._Tofacilitatejudicialreviewundert 
hissectionorunderanyotherprovisionoflawofaregulationororderissuedundersection90 
6,907,90B,909,910,or914,eachsuchregulationorordershallcontainastatementoftherea 
sonsforitsissuanceandthebasis,intherecordoftheproceedingsheldinconnectionwithit 
sissuance,foritsissuance."SEC.912.POSTMARKETSURVEILLANCE -@), "(a)Discretion 
rySurveillance._TheSecretarymayreguireatobaccoproductmanufacturertoconductpostm 
arketsurveillanceforatobaccoproductofthemanufactureriftheSecretarydeterminestha 
tpostmarketsurveillanceofthetobaccoproductisnecessarytoprotectthepublichealthor 
isnecessarytoprovideinformationregardingthehealthrisksandothersafetyissuesinvol 
vingthetobaccoproduct."(b)SurveillanceApproval._Eachtobaccoproductmanufacturer 
reguiredtoconductasurveillanceofatobaccoproductundersubsection(a) of this sections 
hall,within30daysafterreceivingnoticethatthemanufacturerisreguiredtoconductsuch 
surveillance,submit,fortheapprovaloftheSecretary,aprotocolforthereguiredsurveil 
lance. TheSecretary,within60daysofthereceiptofsuchproto col,shalldetermineifthepr 
incipalinvestigatorproposedtobeusedinthesurveillancehassufficientgualifications 
andexperiencetoconductsuchsurveillanceandifsuchprotocolwillresultincollectionof 
usefuldataorotherinformationnecessarytoprotectthepublichealth.TheSecretarymayno 
tapprovesuchaprotocoluntilithasbeenreviewedbyanappropriatelygualifiedscientific 
andtechnicalreviewcommitteeestablishedbytheSecretary."SEC.913.REDUCEDRISKTOBAC 
COPRODUCTS."(a)Reguirements._"(l)Ingeneral._Forpurposesofthissection,theterm' 
reducedrisktobaccoproduct'rneansatobaccoproductdesignatedbytheSecretaryunderpara 
graph (2) ."(2)Designation._"(A)Ingeneral._AproductmaybedesignatedbytheSecretar 
yasareducedrisktobaccoproductiftheSecretaryfindsthattheproductwillsignificantly 
reduceharmtoindividualscausedbyatobaccoproductandisotherwiseappropriatetoprotec 
tpublichealth,basedonanapplicationsubmittedbythemanufactureroftheproduct(orothe 
rresponsibleperson)that_"(i)demonstratesthroughtestingonanimalsandshorttermhum 
antestingthatuseofsuchproductresultsiningestionorinhalationofasubstantiallylowe 
ryieldoftoxicsubstancesthanuseofconventionaltobaccoproductsinthesamecategoryast 
heproposedreducedriskproduct;and"(ii)ifreguiredbytheSecretary,includesstudieso 
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fthelongtermhealtheffectsoftheproduct.lfsuchstudiesarerequired,themanufacturerm 
ayconsultwiththeSecretaryregardingprotocolsforconductingthestudies."(B)Basisfo 
rfinding. Inmakingthefindingundersubparagraph(A),theSecretaryshalItakeintoaccou 
nt "(i)therisksandbenefitstothepopulationasawhole,includingbothusersoftobaccop 
roductsandnonusersoftobaccoproducts; -@), "(ii)theincreasedordecreasedlikeliho 
odthatexistingusersoftobaccoproductswillstopusingsuchproductsincludingreducedri 
sktobaccoproducts;"(iii)theincreasedordecreasedlikelihoodthatthosewhodonotuset 
obaccoproductswillstarttousesuchproducts,includingreducedrisktobaccoproducts;an 
d"(iii)therisksandbenefitstoconsumersfromtheuseofareducedrisktobaccoproductasc 
omparedtotheuseofproductsapprovedunderchapterVtoreduceexposuretotobacco."(3)Ma 
rketingrequirements._Atobaccoproductmaybemarketedandlabeledasareducedrisktobacc 
oproductifit_"(A)hasbeendesignatedasareducedrisktobaccoproductbytheSecretaryun 
derparagraph(2);"(B)bearsalabelprescribedbytheSecretaryconcerningtheproduct'sc 
ontributiontoreducingharmtohealth;and"(C)complieswithrequirementsprescribedbyt 
heSecretaryrelatingtomarketingandadvertisingoftheproduct,andotherprovisionsofth 
ischapterasprescribedbytheSecretary." (b) RevocationofDes ignation._Atanytimeafte 
rthedateonwhichatobaccoproductisdesignatedasareducedrisktobaccoproductunderthis 
sectiontheSecretarymay,afterprovidinganopportunityforaninformalhearing,revokesu 
chdesignationiftheSecretarydetermines,basedoninformationnotavailableatthetimeof 
thedesignation,that_"(l)thefindingmadeundersubsection(a) (2)isnolongervalid;or' 
'(2)theproductisbeingmarketedinviolationofsubsection(a) (3) . "(c)Limitation._Ato 
baccoproductthatisdesignatedasareducedrisktobaccoproductthatisincompliancewiths 
ubsection(a)shallnotberegulatedasadrugordevice." (d)Dev elopmentofreducedrisktob 
accoproductTechnology._Atobaccoproductmanufacturershallprovidewrittennoticetoth 
eSecretaryuponthedevelopmentoracquisitionbythemanufacturerofanytechnologythatwo 
uldreducetheriskofatobaccoproducttothehealthoftheuserforwhichthemanufacturerisn 
otseekingdesignationasa'reducedrisktobaccoproduct'undersubsection(a). "SEC.914. 
PRESERVATIONOFSTATEANDLOCALAUTHORITY."(a)AdditionalRequirements._"(l)Ingenera 
1._Exceptasprovidedinparagraph(2),nothinginthisActshalIbeconstruedas -@), prohi 
bitingaStateorpoliticalsubdivisionthereoffromadoptingorenforcingarequirementapp 
licabletoatobaccoproductthatisinadditionto,ormorestringentthan,requirementsesta 
blishedunderthischapter. "(2)Preemptionofcertainstateandlocalrequirements. "(A 
)Exceptasprovidedinsubparagraph(B),noStateorpoliticalsubdivisionofaStatemayesta 
blishorcontinueineffectwithrespecttoatobaccoproductanyrequirementwhichisdiffere 
ntfrom,orinadditionto,anyrequirementapplicableundertheprovisionsofthischapterre 
latingtoperformancestandards,premarketapproval,adulteration,misbranding,registr 
ation,reporting,goodmanufacturingstandards,orreducedriskproducts."(B)Subparagr 
aph(A) doesnotapplytorequirementsrelatingtothesale, use, ° rdistributionofatobaccop 
roductincludingrequirementsrelatedtotheaccessto,andtheadvertisingandpromotionof 
,atobaccoproduct."(b)RuleofConstructionRegardingProductLiability._Noprovisiono 
fthischapterrelatingtoatobaccoproductshallbeconstruedtomodifyorotherwiseaffecta 
nyactionortheliabilityofanypersonundertheproductliabilitylawofanyState."(c)Wai 
vers._UpontheapplicationofaStateorpoliticalsubdivisionthereof,theSecretarymay,b 
yregulationpromulgatedafternoticeandanopportunityforanoralhearing,exemptfromsub 
section(a),undersuchconditionsasmaybeprescribedinsuchregulation,arequirementofs 
uchStateorpoliticalsubdivisionapplicabletoatobaccoproductif_"(l)therequirement 
ismorestringentthanarequirementapplicableundertheprovisionsdescribedinsubsectio 
n(a) (3)whichwouldbeapplicabletothetobaccoproductifanexemptionwerenotineffectund 
erthissubsection;or"(2)therequirement_"(A)isrequiredbycompellinglocalconditio 
ns;and"(B)compliancewiththerequirementwouldnotcausethetobaccoproducttobeinviol 
ationofanyapplicablerequirementofthischapter."SEC.91S.TOBACCOPRODUCTSSCIENTIFI 
CADVISORYCOMMITTEE."(a)Establishment._Notlaterthanlyearafterthedateofenactment 
oftheNationalTobaccoPolicyandYouthSmokingReductionAct,theSecretaryshallestablis 
ha9memberadvisorycommittee,tobeknownasthe'TobaccoProductsScientificAdvisoryComm 
ittee' ."(b)Membership._"(l)Ingeneral._TheSecretaryshallappointasmembersoftheT 
obaccoProductsScientificAdvisoryCommitteeindividualswhoaretechnicallyqualifiedb 
ytrainingandexperienceinthe -@), medicine,medicalethics,science,ortechnologyinv 
olvingthemanufacture,evaluation,oruseoftobaccoproducts,whoareofappropriatelydiv 
ersifiedprofessionalbackgrounds.Thecommitteeshallbecomposedof_"(A)3individuals 
whoareofficersoremployeesofaStateorlocalgovernment, oro ftheFederalgovernment;"( 
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B)2individualsasrepresentativesofinterestsofthetobaccomanufacturingindustry;"( 
C)2individualsasrepresentativesofinterestsofphysiciansandotherhealthcareprofess 
ionals;and"(D)2individualsasrepresentativesofthegeneralpublic."(2)Limitation. 
_TheSecretarymaynotappointtotheAdvisoryCommitteeanyindividualwhoisintheregularf 
ulltimeemployoftheFoodandDrugAdministrationoranyagencyresponsiblefortheenforcem 
entofthisAct.TheSecretarymayappointFederalofficialsasexofficiomembers. "(3)Chai 
rperson._TheSecretaryshalldesignate10fthemembersoftheAdvisoryCommitteetoserveas 
chairperson."(c)Duties._TheTobaccoProductsScientificAdvisoryCommitteeshallprov 
ideadvice,information,andrecommendationstotheSecretary_"(l)asprovidedinthischa 
pter;"(2)ontheeffectsofthealterationofthenicotineyieldsfromtobaccoproducts;"( 
3)onwhetherthereisathresholdlevelbelowwhichnicotineyieldsdonotproducedependence 
onthetobaccoproductinvolved;and"(4)onitsreviewofothersafety,dependence,orhealt 
hissuesrelatingtotobaccoproductsasrequestedbytheSecretary."(d)Compensation;Sup 
port;FACA._"(l)Compensationandtravel._MembersoftheAdvisoryCommitteewhoarenotof 
ficersoremployeesoftheUnitedStates,whileattendingconferencesormeetingsofthecomm 
itteeor -@), otherwiseengagedinitsbusiness,shallbeentitledtoreceivecompensation 
atratestobefixedbytheSecretary,whichmaynotexceedthedailyequivalentoftherateinef 
fectforleve140ftheSeniorExecutiveScheduleundersection5382oftitle5,UnitedStatesC 
ode,foreachday(includingtraveltime)theyaresoengaged;andwhilesoservingawayfromth 
eirhomesorregularplacesofbusinesseachmembermaybeallowedtravelexpenses,including 
perdieminlieuofsubsistence,asauthorizedbysection57030ftitle5,UnitedStatesCode,f 
orpersonsintheGovernmentserviceemployedintermittently."(2)Administrativesuppor 
t._TheSecretaryshallfurnishtheAdvisoryCommitteeclericalandotherassistance."(3) 
NonapplicationofFACA._Section140ftheFederalAdvisoryCommitteeAct(5U.S.C.App.)doe 
snotapplytotheAdvisoryCommittee." (e)ProceedingsofAdvisoryPanelsandCommittees._ 
TheAdvisoryCommitteeshallmakeandmaintainatranscriptofanyproceedingofthepanelorc 
ommittee.Eachsuchpanelandcommitteeshalldeletefromanytranscriptmadeunderthissubs 
ectioninformationwhichisexemptfromdisclosureundersection552 (b)oftitle5,UnitedSt 
atesCode."SEC.916.EQUALTREATMENTOFRETAILOUTLETS. "TheSecretaryshallissueregula 
tionstorequirethatretailestablishmentsforwhichthepredominantbusinessisthesaleof 
tobaccoproductscomplywithanyadvertisingrestrictionsapplicabletoretailestablishm 
entsaccessibletoindividualsundertheageof18." .SEC.102.CONFORMINGANDOTHERAMENDME 
NTSTOGENERALPROVISIONS. (a)AmendmentofFederalFood,Drug,andCosmeticAct._Exceptaso 
therwiseexpresslyprovided,wheneverinthissectionanamendmentisexpressedintermsofa 
namendmentto,orrepealof,asectionorotherprovision, there ferenceistoasectionorothe 
rprovisionoftheFederalFood,Drug, andCosmeticAct (21U.S.C. 301etseq.). (b)Section301 
._Section301(21U.S.C.331)isamended_(1)byinserting"tobaccoproduct,' 'insubsectio 
n(a)after"device,' '; (2)byinserting"tobaccoproduct,' 'insubsection(b)after"dev 
ice,' '; (3)byinserting"tobaccoproduct,' 'insubsection(c)after"device,' '; (4)byst 
riking' - 515 (f) ,or519' , insubsection (e) andinserting" 515 (f) ,519, or909' , ; (5) byinse 
rting"tobaccoproduct,' 'insubsection(g)after"device,' '; (6)byinserting"tobacco 
product,' 'insubsection(h)after"device,"; (7)bystriking'.'708,or721' 'insubsectio 
n (j) andinserting' '708,721,904,905,906,907,908, or909' , ; -@), (8) byinserting' 'tob 
accoproduct, "insubsection(k)after"device,' '; (9) bystrikingsubsection(p) andinse 
rtingthefollowing:"(p)Thefailuretoregisterinaccordancewithsection5100r905,thef 
ailuretoprovideanyinformationrequiredbysection510(j) ,510 (k) ,905(i),or905(j) ,ort 
hefailuretoprovideanoticerequiredbysection510(j) (2)or905(J) (2).' '; (10)bystrikin 
gsubsection(q) (l)andinsertingthefollowing.:"(q) (l)Thefailureorrefusal_"(A)toco 
mplywithanyrequirementprescribedundersection518,520(g) ,9 06(f),or908;"(B)tofurn 
ishanynotificationorothermaterialorinformationrequiredbyorundersection519,520(g 
),904,906(f),or909;or"(C)tocomplywitharequirementundersection5220r912.' '; (ll)b 
ystriking"device,' 'insubsection(q) (2)andinserting"deviceortobaccoproduct,' ';a 
nd(12)byinserting"ortobaccoproduct' 'insubsection(r)after"device' 'eachtimethat 
itappears. (c) Section303 . _Section3 03 (f) (1) (A) (21U. S. C. 333 (f) (1) (A) ) isamendedbyin 
serting"ortobaccoproducts' 'after"devices". (d)Section304._Section304(2iU.S.C. 
334)isamended_(1)bystriking"and' 'before"(D)' 'insubsection(a) (2); (2)bystriking 
"device.' 'insubsection(a) (2)andinsertingacommaand"(E)Anyadulteratedormisbrand 
edtobaccoproduct.' '; (3)byinserting"tobaccoproduct,' 'insubsection(d) (l)after"d 
evice,' ';(4)byinserting"ortobaccoproduct' 'insubsection(g) (l)after"device' 'eac 
hplaceitappears;and(5) byinserting"ortobaccoproduct , 'insubsection(g) (2) (A) after 


