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Note to: WH Press Office, WH Domestic 
From: HHS/FDA Public Affairs 

DRAFT 
DETERMINED TO BE AN 
ADMINISTRATIVE MARKING 
INITIALS: @... DATE: _Q'.J { 'l1 l ~ 

Policy Council 

MEDIA PLAN FOR OPINION DAY AND FOLLOWING 

o White House, FDA press offices field (speaking on the record) 
initial inquiries using prepared talking points 

o POTUS statement after DOJ, HHS, FDA attorneys review opinion 

o VPOTUS made available for anchor interviews with ABC, CBS, NBC 
nightly news shows 

o DES made available for one of evening opinion shows (i.e., 
Lehrer NewsHour, Nightline, Larry King Live) 
- Other HHS/FDA officials (Thurm, Schultz, Zeller) used to 
fill in behind DES 

o FDA press off ice will arrange briefings of major editorial 
pages (NYTimes, WPost, USAToday, LATimes) 

Note: Tobacco control activists, state attorneys generals, former 
FDA Commissioner DAK can also be expected to be interviewed by 
these media outlets on the day the opinion is issued 

Opinion Day +1 

o If a decision to appeal has been made, HHS/FDA can announce 
filing of notice to appeal 
- HHS/FDA lawyers (Rabb, Schultz, Zeller, Witt) can do on-the­
record interviews about legal strength of the rule 
- HHS radio actuality on decision made available nationwide 

o FDA press off ice will be prepared to answer follow-up 
questions about impact1 of opinion on rule (i.e., is FDA 
continuing to contract with states for enforcement, must 
retailers continue to check photo IDs for anyone under 27, 
etc.) 

o FDA press off ice will arrange briefings of regional editorial 
writers 
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Note to: WH Press Office, Domestic Policy Council 

From: HHS, FDA Public Affairs 

BACKGROUND 
The President announced the FDA rule to protect children from 
tobacco in August 1996; the rule-was immediately challenged by the 
industry in U.S. District Court in North Carolina. A hearing on 
the industry's motion for summary judgement was held on February 
10, 1997; the judge said he expected to rule on the motion within 
five to 10 weeks. To be prepared for that ruling, the following 
scenarios have been sketched out with proposed responses (a 
statement and back-up questions and answers) to be used by 
Administration officials. These are draft responses and will be 
finalized only after a court ruling. The statements and Q-and-A's 
are to be used by White House and FDA press off ices for initial 
responses after the ruling. A statement by the POTUS will be 
expected later in the day on the day of the ruling. 

SCENARIO ONE 
The court rules that FDA has jurisdiction over nicotine-containing 
tobacco products and rejects the industry's challenge to the final 
rule. 

STATEMENT 

The children of the United States won a great victory today. The 
court upheld the Administration's efforts to kick Joe Camel and the 
Marlboro Man out of our kids' lives. (Use second sentence only if 
court upholds advertising restrictions.) Our children will live 
healthier and longer lives because of today's ruling. 

Q: What does this mean in everyday terms? 

A: Several of the provisions making it harder for children to buy 
cigarettes and smokeless tobacco products are already in 
effect and we are working with states to begin checking for 
compliance. The provisions to limit the appeal of these 
products go into effect in August; like we did for the access 
provisions, we will conduct extensive outreach efforts to 
educate businesses and the public and will begin working to 
ensure that these provisions are also enforced. 

Q: What about the education campaign that was also announced last 
August? 



A: The FDA is working on contacting the affected companies and 
will begin consulting with them. 

Q: Won't the companies appeal this ruling and/or seek an 
injunction -- and doesn't that mean delay? 

A: You'll have to ask the companies what they intend to do, but 
our position remains the same as it has been: We are going 
forward with protecting our children by implementing the rule 
unless the courts tell us otherwise. We would hope the 
companies would start working with us to protect our children 
instead of fighting us every step of the way. 

SCENARIO TWO 
The court rules that FDA has jurisdiction, but that portions (or 
all) of the rule are invalid. 

STATEMENT 

This is a landmark day for the nation's public heal th and our 
children. With this ruling, we can regulate nicotine-containing 
tobacco products and protect our children from a lifetime of 
addiction and the prospect of having their lives cut short by 
tobacco-related diseases. Obviously, we will review the Judge's 
decision where he questioned the rule, but the bottom line is 
historic: the federal government can regulate tobacco products to 
protect our children's health. 

Attorneys from the Justice Department, the Department of Health and 
Human Services and the Food and Drug Administration are already 
reviewing the opinion, and we expect to announce later today what 
legal steps we will be taking. 

Q: What are you going to do about the provisions of the rule the 
court struck down? 

A: The bottom line is that we are going to protect our children. 

OR 

We're going forward with the provisions the court upheld. We 
can appeal the ruling or we can redraft the rule with regard 
to the provisions the court struck down. We will make that 
decision after we have studied the ruling. (Only HHS and FDA 
officials should use 11 we 11 in speaking about rule-making; White 
House officials should say "the Agency.") 

Q: What are you going to do now that the court has said all the 
provisions of the rule are invalid? 

A: The bottom line is that we are going to protect our children. 



' 
We can appeal the ruling or we can redraft the rule. We will 
make that decision after we have studied the ruling. (Only 
HHS and FDA officials should use 11 we 11 in speaking about rule­
making; White House officials should say 11 the Agency. 11 } 

Q: Doesn't this mean more delay? 

A: Since the FDA began its inquiry into tobacco in 1994, it has 
shown repeatedly that it will move quickly to protect our 
children. The Agency reviewed 700, 000-plus comments and 
published a final rule in a year's time. The Administration 
will continue to move on other fronts: enforcement of the 
Synar Amendment, enforcement of existing laws such as the ban 
on television advertising. -

Q: Why not seek a legislative settlement? 

A: From the beginning, we have said that if Congress wants to put 
forth a legislative package as strong as our FDA rule with 
appropriate oversight and enforcement, we are prepared to work 
with Congress. We want action, and to date the only action 
has come from the President. 

SCENARIO THREE 
The court rules against FDA jurisdiction and rule. 

STATEMENT 

We are very confident in the Agency's assertion of jurisdiction and 
the soundness of the rule. We knew from the beginning it would be 
a long and hard road against the entrenched and powerful interests 
opposing us, and today's ruling is just the first step. We have to 
act to protect our children. We are committed to continuing this 
fight to protect our children and believe we will ultimately 
succeed. We have to. Each day almost 3,000 young people become 
regular smokers and nearly 1,000 of them will have their lives 
shortened from the death and diseases of tobacco use. 

Attorneys from the Justice Department, the Department of Health and 
Human Services and the Food and Drug Administration are already 
reviewing the opinion, and we expect to announce later today what 
legal steps we will be taking. 

Q: Do you think an appeal will be successful? 

A: We believe we have a very strong case and we will ultimately 
prevail. 

Q: Isn't it time to seek legislation? 

A: We have been open to a legislative solution that is as strong 
as the FDA rule with appropriate oversight and enforcement 



since the President announced the proposal in August 1995. We 
are still open to a legislative solution if it accomplishes 
our goal of protecting our children. 

### 
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draft 
potus statement IF appeal decision is made 
4/9/97 

The tobacco companies are formidable foes, have no doubt about 

that. They can pay $500-an-hour lawyers for years on end. Their 

lobbyists and influence peddlers can spread millions of dollars 

around this town election year after election year. But, in the 

end, all of their money cannot hide the truth. Nicotine is hooking 

our children. Our children are their new customers. That has to 

stop. 

Secretary Shalala and Solicitor General Delligner have informed me 

that the Administration will appeal this ruling. Attorneys from 

the Department of Justice, the Department of Heal th and Human 

Services and the Food and Drug Administration immediately reviewed 

the district court's opinion. They are convinced that we are on 

solid constitutional and legal ground. 

It is also the right thing to do on public heal th and moral 

grounds. Let me remind you of why my Administration has taken on 

the tobacco industry. Each day, 3,000 young people will become 

regular smokers. Unless we and the states are allowed to protect 

our children with effective laws and rules, five million children 

alive today will have their lives cut short by the deadly diseases 

caused by tobacco use. We are fighting for the health and lives of 

our children. It is a fight we cannot afford to lose. It is a 

fight we cannot afford to stop waging. 
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Our children have the odds stacked against them. The industry 

spends more than $5 billion a year promoting and marketing its 

products. Joe Camel tells our children smoking is cool. The 

Marlboro Man tells them smoking will make them independent. 

Virginia Slims and Merit promise them glamour. 

Our common sense approach is aimed at limiting the appeal of these 

products and making it harder for children to buy them. Store 

clerks have a responsibility to make certain they are not selling 

tobacco products to anyone under 18. Asking for a photo ID is just 

plain common sense. Keeping tobacco billboards away from schools 

and playgrounds is just plain common sense. 

We are not walking away from this fight with the tobacco companies. 

I had hoped they would work with us, but they have chosen a 

different course. They have made a mistake. We will protect our 

children and our children's children and the generations to come, 

and we will not stop until we succeed. 

### 
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A Wrong Tobacco Decision 

Thursday, August 20, 1998; Page A 14 

A THREE-JUDGE federal appeals panel has ruled 2 to I that the 
Food and Drug Administration lacks regulatory authority over 
tobacco. The Clinton administration says it will appeal, as it should. 
The decision is a stilted one that begs to be overturned. 

The opinion is based in part on the fact that for years the FDA's own 
position was that it lacked authority over tobacco, a view with which 
the prevailing judges find that Congress concurred. But the dissenting 
judge, Kenneth K. Hall, observes that new evidence has caused the 
agency to change its mind, as well it should and as agencies do all the 
time when new information is uncovered. Here the evidence has to do 
with nicotine's addictive properties, which it has become clear the 
companies did not merely understand but relied upon to keep up 
sales. That puts tobacco squarely within the statutory definition of 
what the FDA is supposed to control. The language of the statute is 
what should govern, Judge Hall said, making himself the strict 
constructionist. 

The majority also noted that, literally read, the food and drug statute 
would require that sale of tobacco products be banned because they 
are so dangerous, rather than merely controlled, as the FDA has 
proposed. Since Congress has suggested that only it has the power to 
ban the sale, this proves that the food and drug statute was not meant 
for tobacco, the judges said. But to argue that the agency does too 
little is hardly proof that it lacks the authority to do anything at all, 
Judge Hall fires back. 

In fact, the majority is right that this is an exercise in regulatory 
analogy. When the statute was passed, no one had tobacco in mind -­
but now it fits. Judge Hall suggests that, given the fit, the burden now 
is on Congress to exempt tobacco if it chooses, not the other way 
around. That seems right to us. 

The decision, whatever the eventual judicial outcome, has the 
short-term political effect of turning the spotlight back to Congress 
and the political process. The Republican majority earlier this year 
balked at legislation affirming FDA authority over tobacco. The 
industry had said it would agree to such an affirmation and other 
conditions only in return for limits on its future liability for the 
medical damage tobacco clearly does. When Democrats and some 
Republicans balked in turn at the liability limits, the entire bill went 
down. 

Industry lawyers and other apologists blame the defeat on opponents 

8/24/98 2:55 PM 
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of the trade-off, for seeking conditions more onerous than the industry 
could be expected to bear. They say the new court decision proves 
they were right to seek more concessional legislation. But that's the 
kind of cave-in that only a lawyer richly paid to cut a deal would call 
good policy. If FDA regulation does in fact require fresh legislation, 
surely that's not an argument that in other important respects the 
legislation ought to be weak. 

This is a product that kills. The Clinton administration was right to 
push as no other of either party has before to regulate it, and to insist 
that Congress endorse the regulation. The Supreme Court should 
overturn this court decision, but Congress could save it the trouble if 
the Republican majority would muster the will. 

©Copyright 1998 The Washington Post Company 
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Faulty ruling on tobacco 

New York Times 

A federal appeals court ruling that the Food and Drug Administration 
does not have authority to regulate tobacco or prohibit tobacco sales to 
children inappropriately limits the power of the FDA. 

The decision, which reverses a federal district judge in North Carolina, 
ignores the broad authority granted to the FDA to protect the public 
from unsafe drugs and devices. A sensible reading of the law would 
put tobacco within the agency's purview. 

In 1996 the FDA declared that it would begin regulating tobacco as a 
nicotine-delivery device, prohibit the sale of cigarettes to minors and 
limit tobacco advertising. This was admittedly a change in direction 
for the agency, which for many decades said it did not have such 
authority. 

The two-member majority of the appeals court panel found this 
long-held stance an indication that such authority had never been 
granted by Congress. But that reasoning does not take into account 
increasingly clear evidence that nicotine is an addictive drug. 

The Justice Department is expected to appeal the new ruling to the full 
4th Circuit bench, and the issue will probably end up before the 
Supreme Court. But Congress can resolve the legal battle by explicitly 
granting the agency authority to regulate tobacco. It goes against 
reason that the FDA should have no power to protect children from the 
leading preventable cause of death in this country. 

This New York Times editorial does not necessarily reflect 
Herald-Leader views: 

All Contents© Copyright 1998 Lexington Herald-Leader. All 
Rights Reserved 
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August 14, 1998 

ST A TEMENT BY THE PRESIDENT 

THE WHITE HOUSE 

Off ice of the Press Secretary 
For 

Immediate Release August 14, 1998 

STATEMENT BY THE PRESIDENT 

The Solicitor General has today authorized the filing of a petition in the 
Court of Appeals for the Fourth Circuit seeking rehearing en bane of the 
three-judge panel?s decision regarding FDA regulation of tobacco products. 
I am firmly committed to the FDA?s rule and its role in protecting our 
children from tobacco. Confirming the FDA?s authority over tobacco 
products is necessary to help stop young people from smoking before they 
start by stopping advertising targeted at children and curbing minors? 
access to tobacco products. Almost 3,000 young people become regular 
smokers each day, and 1,000 of them will die prematurely as a result. If 
the leadership in Congress would act responsibly, it would enact bipartisan 
comprehensive tobacco legislation to confirm the FDA?s authority and take 
Lhis matter out of the courtroom. 

-30-30-30-

L Go to previou~_da~ ___ J '----~~ck_~~-~~~-d_a_y_'s_li~! . .:>!_Pres~_Release._s ___ __. 

To comment on this service:[eedback@www.whitehouse.gov 
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U.S. Department of Justice 

Civil Division 

Offiet' of rhe Assisranr Allomey General Washit1i;w11, D.C. 20530 

August 14, 1998 

HAND DELIVERY TO THE FOLLOWING RECIPIENTS: 

Mr. Bruce Lindsey 
Assistant to the President 

and Dep. Counsel 
2nd Floor West Wing 

Mr. Paul Weinstein 
Chief of Staff 
Off ice of Policy Development 
Room 214, OEOB 

Mr. Jerry Mande 
Senior Advisor to the Director 
OSTP 
Room 436 OEOB 

Mr. Andy Hyman 
Special Assistant 
Room 707F HHH 

Ms. Elena Kagan 
Dep. Asst. to the Pres. for 

Domestic Policy 
Room 218, OEOB 

Mr. Charles Burson 
Counsel to the President 
Room 222, OEOB 

Ms. Harriet Rabb 
General Counsel 
Room 722A HHH 

RE: Brown and Williamson Tobacco Corp .. et al. v. FDA. et 
al., U.S. Ct. of Appeals for the 4th Cir., No. 97-1604. 

Dear Mr. Lindsey, Mr. Burson, Ms. Kagan, Mr. Weinstein, Ms. Rabb, 
Mr. Hyman and Mr. Mande: 

Enclosed for your information is a copy of the Fourth 
Circuit's opinion in the case challenging the authority of the Food 
and Drug Administration (FDA) to regulate tobacco products. 
Although the Fourth Circuit ruled against the FDA's position 2 - 1, 
there was a strong dissent supporting all aspects of the FDA' s 
rulemaking. 

We are meeting with the Off ice of the Solicitor General at 
1:30 p.m. to make a decision whether to seek further review. 

Cordially yours, 

fYwvtk- {,J. ~~ 
Frank W. Hunger 
Assistant Attorney General 

Enclosure 
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Q&A on Tobacco Court Decision 
8/14/987 -- DRAFT 

Q: Isn't the 4th Circuit tobacco decision a major set-back for the 
Administration? 

A: The Department of Justice is examining the opinion right now. We should be 
able to state our intentions shortly regarding seeking further judicial review. 

The President is firmly committed to the FDA's rule and its role in protecting 
our children. Reaffirming the FDA authority over tobacco products is 
necessary to help stop young people from smoking before they start by 
stopping advertising targeted at children and curbing minors' access to 
tobacco products. Currently, nearly 90 percent of people begin smoking 
before age 18, despite the laws that make it illegal to sell cigarettes to 
minors. Almost 3,000 young people become regular smokers each day, and 
1 ,000 will die as a result. 

If the leadership in Congress had acted more like parents and less like 
politicians, it could have enacted bipartisan comprehensive tobacco 
legislation this year which reaffirmed the FD A's authority. Instead the GOP 
leadership did the bidding of Big Tobacco. 
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Blowing smoke -- Don't let Big Tobacco thwart 
regulation 

August 24, 1998 

The alarmist claims of tobacco-industry lawyers shouldn't be allowed to obstruct 
co.mmon sense, which dictates that children and tobacco products are never a good 
mix. 

Cigarette makers were in court recently to appeal an April ruling by U.S. District 
Judge William L. Osteen Sr., who had found that the Food and Drug 
Administration can regulate tobacco as a drug. 

If given the power to regulate tobacco, attorneys for tobacco companies told a 
panel of the 4th U.S. Circuit Court of Appeals, the FDA would have to ban 
cigarettes. It's a claim they have trumpeted before. 

"Once a drug has been found to be unsafe, there is no freedom of choice to use it," 
Richard Cooper told the three-judge panel. 

The panel overturned Osteen's decision, saying the FDA lacks the power to 
regulate tobacco. In tum, the Clinton administration is appealing that decision. 
The Justice Department is asking the full court to review the panel's r.uling. 

But contrary to Cooper's claims, Acting U.S. Solicitor General Walter Dellinger 
pointed out that the FDA has no intention of banning tobacco; it simply wants to 
restrict sales to minors. 

Cigarette manufacturers have been manipulating nicotine levels in their products 
so that smokers must continue to buy cigarettes to satisfy their cravings. It is not a 
stretch to see why FDA regulation is prudent and consistent. 

When Congress returns from its monthlong Labor Day recess, it should grant the 
FDA this authority. 

The power of regulation offers leverage against companies that too often have 
ducked responsibility -- with disastrous results for those consumers who became 
addicted to their products. 

Now is the time for this industry that has lied again and again about its products' 
addictiveness -- not to mention the health dangers they pose -- to answer to a body 
whose main concern is public health rather than company profits. 

8/26/98 12:49 PM 
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FDA should have authority over tobacco 

In most parts of the country smokers are barely tolerated. Most public buildings and many workplaces 
are smoke free. Even in subzero weather smokers will be huddled around doorways, puffing away. In 
California smokers cannot even light up in bars. 

Things are a little different in Richmond, Va. 

When the air traveler disembarks, for example, it's legal to light up as soon as the passenger strides off 
the jetway into the terminal. Nonsmokers can seek relief in a no-smoking area. 

One of the best restaurants in Richmond is The Tobacco Company, housed in an old tobacco warehouse. 
Cigarette girls walk among the customers, quaint, micro-skirted figures from yesteryear, carrying 
smokes in a tray suspended from straps around their necks. 

This is the heart of tobacco country, and the venue in which a three-judge federal panel decided that the 
Federal Drug Administration has no authority to regulate tobacco. 

The decision was a jolting setback for tobacco foes. 

The FDA began its attempt to regulate tobacco in 1996. Prior to that the agency held the view that 
tobacco products were outside its authority. 

But beginning in 1994, the agency began considering asserting its right to regulate tobacco as new 
evidence began to surface on how tobacco companies regulated nicotine levels to keep their customers 
addicted. 

One of the first sources, according to The New York Times, was an individual who dubbed himself 
Deep Cough. He described to FDA officials how tobacco companies added nicotine to natural tobacco to 
keep the substance at precise levels in tobacco products. 

Armed with information from Deep Cough and other sources, FDA officials concluded that tobacco 
products now could be proven to fall under their congressional charge to protect the public health. 

The decision could still be overturned on appeal. 

But if the tobacco industry wins in court the solution is simple; Congress should specifically give the 
FDA authority to regulate tobacco. 

There was a time - its vestiges can still be found in Richmond - when the tobacco industry could 
assert with a straight face that there were no proven health risks from use of its products. Those days are 
long gone. 

The American Cancer Society says that tobacco kills more than 500,000 Americans each year, more than 
AIDS, alcohol, car accidents, murders, suicides, drugs and fires combined. 

The society also says that yearly health care costs directly caused by smoking were $50 billion in 1993. 
Of that figure, 43 percent were paid by government funding. 

If the U.S. Supreme Court says that legislative action is necessary, Congress should act promptly and 

8/26/98 12:48 PM 
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decisively to specifically give the FDA power to regulate tobacco. The case for doing so is clear and 
imperative. 

- --------------·----- ·------· ---
Copyright © 1998, Lincoln Journal Star and/or Associated Press. All rights reserved. 
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FRAME I UNFRAME 

Editorial: Cigarettes and kids 
In its recent review of a challenge to the Food and Drug 

Administration's 1996 tobacco regulations, a panel of the 4th U.S. 
Circuit Court of Appeals focused on whether Congress ever intended 
for the agency to restrict tobacco. Two of the panel's three judges 
found that the FDA, whose charge is to protect the public from unsafe 
drugs and food, does not have that jurisdiction because Congress never 
specifically granted it. 

Their insistence on that point is illogical. As noted in the dissent, 
the FDA was created to protect citizens from both known and 
unforeseen dangers. A complete listing of products eligible for 
eventual regulation would have been both counterproductive and 
impossible. 

There's no longer any doubt that nicotine is an addictive substance 
with pronounced pharmacological effects; the FDA already regulates 
nicotine-based products such as gum and patches. There's also no 
question that cigarettes, and cigarette marketing, are designed to create 
and sustain nicotine addiction. Tobacco products thus meet the 
definition of drugs that guides the FDA. 

Further, by focusing on the historical record on tobacco regulation, 
the panel overlooked the more pertinent question of safety. Doctors 
consider smoking the greatest preventable cause of premature death. 
Nicotine's addictive qualities and children's vulnerability to marketing 
pose an acute danger for young people, many of whom take up the 
habit. 

No one argues that the government should control the sale and 
consumption of every substance that carries any health risk. Such a 
broad mandate might enable the FDA to dictate how much coffee we 
drink or how many potato chips we eat. Adults, at least, have the right 
to make certain bad decisions. 

But the proposed restrictions on tobacco aim squarely at protecting 
children from a product known to be addictive and to have serious 
health consequences. There's no good reason the FDA shouldn't be 
allowed to carry out that effort, and plenty of reasons that it should. 
Regardless of how the courts finally come down on this issue (the 
Clinton administration will likely appeal the recent decision), 
Congress should support the proposed rules, if need be through new 
legislation. 
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GOOD NEWS! Doug Letter reports that the 4th Circuit denied our motion for 
expedition, but actually granted it. The court's order says it is not pledging a decision by 
8/28, but it is setting argument for the regularly scheduled session the week of Aug 11. 

The court consolidated the three 1292b appeals, and will apparently hold our 
appeal and the other appeal in suspense for now. If Judge Osteen denies the 59e motion, 
those appeals will then be consolidated with this one. 

We have been designated as appellant. Our opening brief (50 pages) is due by 6/11 
(in the court, not in the mail). Their appcllec/ cross-appellant brief is due by 6/27; our 

. cross-appelle/reply brief is due b~· 7/14, and their fmal reply brief is due by 7 /24. The 
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order was signed by Judges Widener, Hall, and Russell, but we have no idea who the 
merits panel will be. 

The argument will he in Wann Springs, VA. It may be a few weeks before we 
find out the precise date during the week of 8/11. Warm Springs is near Hot Springs, and 
I think they are both near The Homstead Resort. (Doug assures me that there is a KOA 
campground nearby that probabl}' has a rate that is less than our govt per diem.) 

We have 50 pages for our opening brief. The clerk will see what the plaintiffs want 
on briefing; she said the court is not inclined to give them an oversized brief, but rather to 
have them file a single joint brief, and allow them each to file additional 5-10 page 
supplemental briefs. Once that is determined, we can then move for an oversize brief for 
our second brief, if we think it necessary. 

The derk is going to ti)' to get the plaintiff.Ii to name a single lead counsel so that 
there is one person I can deal with. She will let Doug know if that is successful. 

In light of this schedule, Doug expects to have a draft opening brief ready for 
circulation next week. 

--George 
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PUBUSHED 

UNITED STATF.S COURT OF APPEALS 

FOR THE FOURTH CIRCUIT 

BROWN & Wil..UAMSON TOBACCO 
CORPORATION; LORil.LARD TOBACCO 
COMPANY; PHil.IP MORRIS, 
INCORPORATED; RJ REYNOLDS TOBACCO 
COMPANY, 
Plaintiffs-Apoellants. 

COYNE BEAHM, INCORPORATED; LIGGETT 
GROUP, INCORPORATED, 
Plaintiffs. 

"· 
FOOD & DRUG ADMINISTRATION; DAVID 
A. KESSLER. M.D., Commissioner of 

Food and Drugs, 
Defendants-Appellecs. 

A TIORNEYS GENERAL OF THE ST A TE OF 
MINNESOTA; STATE OF ALASKA; 
SfA TE OF ARIZONA; STA TE OF 
ARKANSAS; STATE OF COLORADO; 
STATE OF CONNECTICUT; STATE OF 
FLORIDA; STATE OF HAWAII: STATE OF 
ll.LINOIS; STATE OF INDIANA; STATE OF 
IOW~ STATE OF LOUISIANA; STATE OF 
KANSAS; STATE OF MAINE; STATE OF 
MARYLAND; STATE OF MASSACHUSETTS; 
STATE OF :MICHIGAN; STATE OF 
MISSISSIPPI; ST A TE OF MISSOURI; 
STATE OF MONTANA; STATE OF NEVADA; 

No. 97-1604 



STATE OF NEW HAMPSHIRE; STATE OF 
NEW JERSEY; STATE OF NEW MEXICO; 
STATE OF NEW YORK; STATE OF NORTH 
DAKOTA; STATE OF OHIO; STATE OF 
OKLAHOMA; STATE OF OREGON; 
STATE OF PENNSYLVANIA; STATE OF 
RHODE ISLAND; STA TE OF SOUTH 
DAKOTA; STATE OF TEXAS; STATE OF 
UTAH; STATE OF VERMONT; STATE OF 
WASHINGTON; STATE OF WEST VIRGINIA; 
STATE OF WISCONSIN; THE CITY AND 
COUNTY OF SAN FRANCISCO; PUBLIC 
CITIZEN; THE AMERICAN ACADEMY OF 
PEDIATRICS; AMERICAN CANCER 
SOCIElY; AMERICAN COLLEGE OF 
PREVENTIVE MEDICINE; AMERICAN 
HEART ASSOCIATION; AMERlCAN LUNG 
ASSOCIATION; AMERICAN MEDICAL 
ASSOCIATION; AMERICAN MEDICAL 
WOMEN"S ASSOCIATION; AMERICAN 
PUBLIC HEALTH ASSOCIATION; AMERICAN 
SOCIETY OF ADDICTION MEDICINE; THE 
HMO GROUP; NATIONAL 
ASSOCIATION OF ELEMENTARY SCHOOL 
PRINCIPALS; NATIONAL ASSOCIATION OF 
SECONDARYSCHOOLPRINCWALS; 
NATIONAL CENTER FOR TOBACCO-FREE 
KIDS; STATE OF KENTUCKY; 
WASHINGTON LEGAL FOUNDATION 
("Wl..F"); MARIO ANDRE'ITI; DON 
GARLITS; AL UNSER; RUSTY WALLA CE; 
CALE YARBOROUGH; RICHARD BURR, 
CASS BALLENGER, HOW ARD COBLE, 
United States Representatives, LAUCH 
FAIRCLOm, United States Senator, 
Amici Curiae. 
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COYNE BEAHM, INCORPORATED; BROWN 
&: Wil..UAMSON TOBACCO CORPORATION; 
PHllJP MORRIS, INCORPORATED; RJ 
REYNOLDS TOBACCO COMPANY; 
NATIONAL ASSOCIATION OF CONVENIENCE 
STORES; ACME RETAIL, INCORPORATED; 
UNITED STATES TOBACCO COMPANY; 
CONWOOD COMPANY, LP; NATIONAL 
TOBACCO COMPANY, LP; PINKERTON 
TOBACCO COMPANY; SWISHER 
INTER.NATIONAL, INCORPORATED; 
CENTRAL CAROLINA GROCER,S, 
INCORPORATED; J.T. DAVENPORT, 
INCORPORATED; NORTII CAROLINA 
TOBACCO DISTRIBUTORS COMMITIEE, 
INCORPORATED; TIIE AMERICAN 
ADVERTISING FEDERATION; AMERICAN 
ASSOCIATION OF ADVERTISING AGENCIES; 

ASSOCIATION OF NATIONAL ADVERTISERS, 
INCORPORATED; MAGAZINE 
PUBLISHERS OF AMERICA; THE OUTDOOR 
.ADVERTISING ASSOCIATION OF AMERICA, 
INCORPORATED; POINT OF PURCHASE 
ADVERTISING INSTITUTE; LORil..LARD 
TOBACCO COMPANY, 
Plaintiffs-Appellecs, 

LIGGETT GROUP, INCORPORATED, 
Plaintiff. 

"· 
FOOD&. DRUG ADMINISTRATION; DAVID 
A. KESSLER, M.D .. Commissioner of 
Food and Drugs, 
Defendants-Appellants. 
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ATIORNEYS GENERAL OF TIIE STATE OF 
MINNESOTA; STATE OP ALASKA; 
STATE OF ARIZONA; STATE OF 
ARKANSAS; STATE OP COLORADO; 
STATE oP CONNECTICUT; STA TE OP 
FLORIDA; STATE OF HAWAil; STATE OF 
llJJNOIS; STATE OF INDIANA; STATE OF 
IOWA; 5111.TE OF LOUISIANA; STATE OF 
KANSAS; STATE OF MAINE; STATE OF 
MARYLAND; STATE OF MASSACHUSE'ITS; 
STATE OF MICHIGAN; STATE OF 
MISSISSIPPI; ST A TE OF MISSOURI; 
STATE OF MONTANA; STATE OF NEVADA; 
STATE OF NEW HAMPSHIRE; STATE OF 
NEW JERSEY; STATE OF NEW MEXICO; 
STATE OF NEW YORK; STATE OF NORTII 
DAKOTA; STATE OF OHIO; STATE OP 
OKLAHOMA; STATE OF OREGON; 
STATE OF PENNSYLVANIA; STATE OF 
RHODE ISLAND; ST A TE OF SOUTH 
DAKOTA; STATE OF TEXAS; STATE OF 
UTAH; STATE OF VERMONT; STATE OF 
WASHINGTON; STATE OF WEST VIRGINIA; 
STATE OF WISCONSIN; CITY AND 
COUNTY OF SAN FRANCISCO; PUBLIC 
CITIZEN; THE AMERICAN ACADEMY OF 
PEDIATRICS; AMERICAN CANCER 
SOCIETY; AMERICAN COLLEGE OF 
PREVENTIVE MEDICINE; AMERICAN 
HEART ASSOCIATION; AMERICAN LUNG 
ASSOCIATION; AMERICAN MEDICAL 
ASSOCIATION; AMERICAN MEDICAL 
WOMEN'S ASSOCIATION; AMERICAN 
PUBUC HEALTH ASSOCIATION; AMERICAN 
SOCIETY OF ADDICTION MEDICINE; 
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nIE HMO GROUP; NATIONAL 
ASSOCIATION OF ELEMENTARY SCHOOL 
PRINCIPALS; NATIONAL ASSOCIATION OF 
SECONDARY SCHOOL PRINCIPALS; 
NATIONAL CENTER FOR TOBACCO-FREE 
KIDS; STATE OF KENTUCKY; 
WASHINGTON LEGAL FOUNDATION 
("WLP"): MARIO ANDRETn; DON 
GARLITS; AL UNSER; RUSTY WALLACE; 
CALE YARBOROUGH; RICHARD BURR. 
CASS BALLENGER, HOWARD COBLE, 
United States Representatives, LAUCH 
FAIRCLOTH. United States Senator, 
Amici Curiae. 

COYNE BEAHM, INCORPORATED; BROWN 
Al. Wil..LIAMSON TOBACCO CORPORATION; 
LOR.ll.LARD TOBACCO COMPANY; PHil..IP 
MORRIS, INCORPORATED; RJ REYNOLDS 
TOBACCO COMPANY; UNITED STA TES 
TOBACCO COMPANY; CONWOOD 
COMPANY, LP; NATIONAL TOBACCO 
COMPANY, LP; PINKERTON TOBACCO 
COMPANY; SWISHER INTERNATIONAL, 

mCORPORA TED; CENTRAL CAROLINA 
GROCERS, INCORPORATED; 1.T. 
DAVENPORT, INCORPORATED; NORTH 
CAROLINA TOBACCO DISTRIBl.ITORS 
COMMI'IlEE, INCORPORATED; THE 
AMERICAN ADVERTISlNG FEDERATION; 
AMERICAN ASSOCIATION OF ADVERTISING 
AGENCIES; ASSOCIATION OF NATIONAL 
ADVERTISERS, INCORPORATED; MAGAZINE 

s 
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PUBUSHERS OF AMERICA; THE OUTDOOR 
ADVERllSING ASSOCIATION OF AMERICA, 
JNCORP<tRA TED; POINT OF PURCHASE 
ADVER11SING INSTITUTE; NATIONAL 
ASSOCIATION OF CONVENIENCE STORES; 
ACME RE1' All.., INCORPORATED, 
"'>Jaintiffs..~1pellees. 

and 

LIGGE'IT GROUP, INCORPORATED, 
Plaintiff.. 

"· 
FOOD & DRUG ADMINISTRATION; DAVID 
A. KESSLER. M.D., Commissioner of 
Food and Drugs, 
Defendants-Appellants. 

ATI'ORNEYS GENERAL OF THE STATE OF 
MINNESOTA; STATE OF ALASKA; 
STATE OF ARIZONA: STATE OF 
ARKANSAS; STATE OF COLORADO; 
ST A TE OF CONNECTICUT; ST A TE OF 
FLORIDA; STATE OP HAWAII; STATE OF 
ll.LINOIS; STATE OP INDIANA: STATE OF 
IOWA; STATE OF LOUISIANA; STATE OF 
KANSAS; STATE OF MAINE: STATE OF 
MARYLAND; STATE OF MASSACHUSEITS; 
STATE OF MICHIGAN; STATE OF 
MISSISSIPPI; ST A TE OF MISSOURI; 
STATE OF MONTANA; STATE OF NEVADA; 
STATE OF NEW HAMPSHIRE; STATE OF 
NEW JERSEY; STATE OF NEW MEXICO; 
STATE OF NEW YORK; STATE OF NORTH 
DAKOTA; STATE OF OHIO; STATE OF 
OKLAHOMA; STA TE OF OREGON; 
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STATE OF PENNSYLVANIA; STATE OF 
RHODE ISLAND; STA TE OF sotrrn 
DAKOTA; STATE OF TEXAS; STATE OF 
lITAH; STATE OF VERMONT; STATE OF 
WASHINGTON; STATE OF WEST VIRGINIA; 
S!A TE OF WISCONSIN; CITY AND 
COUNTY CF SAN FRANCISCO; PUBLIC 
CITIZEN; TIIE AMERICAN ACADEMY OF 
PEDIATRICS; AMERICAN CANCER 
SOCIETY; AMERICAN CCU.EGE OF 
PREVENTIVE MEDICINE; AMERICAN 
HEART ASSOCIATION; AMERICAN LUNG 
ASSOCIATION; AMERICAN MEDICAL 
ASSOCIATION; AMERICAN MEDICAL 
WOMEN'S ASSOCIATION; AMERICAN 
PUBLIC HEALTH ASSOCIATION; AMERICAN 
SOCIETY OF ADDICTION MEDICINE; THE 
HMO GROUP; NATIONAL 
ASSOCIATION OF ELEMENT ARY SCHOOL 
PRINCIPALS; NATIONAL ASSOCIATION OF 
SECONDARY SCHOOL PRINCIPALS; 
NATIONAL CENTER FOR TOBACCO-FREE 
KIDS; STATE OF KENTUCKY; 
WASHINGTON LEGAL FOUNDATION 
("WLF.); MARIO ANDRETTI; DON 
GAIU.JTS; AL UNSER; RUSTY WALLA CE; 
CALE YARBOROUGH; RICHARD BURR, 
CASS BALLENGER. HOW ARD COBLE, 
United States Representatives, LAUCH 
FAIRCLOTH, United States Senator, 
Amici Curiae. 
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NATIONAL ASSOCIATION OF CONVENIENCE 
STORES; ACME RETAIL, INCORPORATED, 
Pia intiffs-Appellants, 

v. 

DA VlD A~ KESSLER, ( :>rnmissioner of 
lhe Food & Drug Administration; 
FOOD & DRUG ADMINISTRATION, 
Defendants-APPellecs, 

ATI'ORNEYS GENERAL OF THE STATE OF 
MINNESOTA; STATE OF ALASKA; 
STATE OF ARIZONA; STATE OF 
ARKANSAS; STATE OF COLORADO; 
STATE OF CONNEC11CUT; STATE OF 
FLORIDA; ST A TE OF HAWAII; STATE OF 
ll..UNOIS; STATE OF INDIANA; STATE OF 

IOWA; STATE OF LOUISIANA; STATE OF 
KANSAS; STATE OF MAINE; STATE OF 
MARYLAND; STATE OF MASSACHUSETI'S; 
STATE OF MICHIGAN; STATE OF 
MISSISSIPPI; STATE OF MISSOURI; 
STATE OF MONTANA; STATE OF NEVADA; 
STATE OF NEW HAMPSHIRE; STATE OF 
NEW JERSEY; STATE OF NEW MEXICO; 
STATE OF NEW YORK; STATE OF NORTII 
DAKOTA; STATE OF OHIO; STATE OF 
OKLAHOMA; STATE OF OREGON; 
STATE OF RHODE ISLAND; STATE OF 
SOtrrH DAKOTA; STATE OF TEXAS; 
STATE OF UTAH; STATE OF VERMONT; 
STATE OF.WASHINGTON; STATE OF 
WISCONSIN; STATE OF WEST VIRGINIA; 
CITY AND COUNTY OF SAN FRANCISCO; 
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PUBLIC Cl 1 IZEN; THE AMERICAN 
ACADEMY OF PEDIATRICS; AMERICAN 
CANCER SOCIETY; AMERICAN 
COLLEGE OF PREVENTIVE MEDICINE; 
AMERICAN CANCER SOCIETY; AMERICAN 
LUNG ASSOCIATION; AMERICAN MEDICAL 
ASSOCIATION; AMERICAN MED~CAL 
WOMEN'S ASSOCIATION; AMERICAN 
PUBLIC HEALTII ASSOCIATION; AMERICAN 
SOCIETY OF ADDICTION MEDICINE; THE 
HMO GROUP; NATIONAL 
ASSOCIATION OF ELEMENTARY SCHOOL 
PRINCIPALS; NATIONAL ASSOCIATION OF 
SECONDARYSCHOOLPRINCWALS; 
NATIONAL CENTER FOR TOBACCO-FREE 
KIDS; ST A TE OF KENTUCKY; 
WASHINGTON LEGAL FOUNDATION, 
("WLF"); MARIO ANDRETII, DON 
GARLITS; AL UNSER; RUSTY WALLACE; 
CALE YARBOROUGH; RICHARD BURR, 
CASS BALLENGER, HOWARD COBLE, 
United S12tes Representatives, I.AUCH 
FAIRCLOTH, United States Senator, 
Amici Curiae. 

Appeals from the United States District Coon 
for the Middle District of North Carolina, at Greensboro. 
William L. Osteen, Sr., District Judge. 
(CA-95-591-2, CA-95-593-2, CA-95-665-6, CA-95-706-2) 
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UNITED STATES TOBACCO COMPANY; 
BROWN & WILLIAMSON TOBACCO 
CORPORATION; CONWOOD COMPANY, LP; 
NATIONAL TOBACCO COMPANY, LP; 
PINKERTON TOBACCO COMPANY; 
SWISHER INTERNATIONAL, INCORPORATED; 
CENTRAL CAROLINA GROCERS, 
INCORPORATED; J.T. DAVENPORT, 
INCORPORATED; NORTII CAROLINA 
TOBACCO DISTRIBlITORS COMMITTEE, 
INCORPORATED, 
flaintiffs-AppeUants. 

v. 

FOOD & DRUG ADMINISTRATION; DAVID 
A. KESSLER. M.D., Commissioner of 
Food and Drugs, 
Defendants-Apoellees, 

ATI'ORNEYS GENERAL OF THE STATE OF 
MINNESOTA; STA TE OF ALASKA; 
STATE OF ARIZONA; STATE OF 
ARKANSAS; ST A TE OF COLORADO; 
STATE OF CONNECTICUT; STATE OF 
FLORIDA; STA TE OF HA WAii; STA TE OF 
ILLINOIS; STATE OF INDIANA; STATE OF 
IOWA; STATE OF LOUISIANA; STATE OF 
KANSAS; STATE OF MAINE; STATE OF 
MARYLAND; STATE OF MASSACHUSETTS; 
STATE OF MICHIGAN; STATE OF 
MISSISSIPPI; STATE OF MISSOURI; 
STATE OF MONTANA; STATE OF NEVADA; 
STATE OF NEW HAMPSHIRE; STATE OF 
NEW JERSEY; STATE OF NEW MEXICO; 
STA TE OF NEW YORK; STA TE OF NORTH 
DAKOTA; STATE OF OHIO; STATE OF 
OKLAHOMA; STATE OF OREGON; 
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STATE OF PENNSYLVANIA; STATE OF 
RHODE ISLAND; ST A TE OF SOUTH 
DAKOTA; STATE OF TEXAS; STATE OF 
.UTAH; STATE OF VERMONT; STATE OP 
WASHINGTON; STA TE OF WISCONSIN; 
STA TE OF WFSr VIRGINIA; CITY AND 
COUNTY OF SAN FRANCISCO; PUBLIC 
CITIZEN; THE AMERICAN ACADEMY OF 
PEDIATRICS; AMERICAN CANCER 
SOCIETY; AMERICAN COll.EGE OF 
PREVENTIVE MEDICINE; AMERICAN 
HEART ASSOCIATION; AMERICAN LUNG 
ASSOCIATION; AMERICAN MEDICAL 
ASSOCIATION; AMERICAN MEDICAL 
WOMEN'S ASSOCIATION; AMERICAN 
PUBLIC HEALTII ASSOCIATION; AMERICAN 
SOCIETY OF ADDICTION MEDICINE; THE 
HMO GROUP; NATIONAL 
ASSOCIATION OF ELEMENTARY SCHOOL 
PRINCIPALS; NATIONAL ASSOCIATION OF 
SECONDARY SCHOOL PRINCIPALS; 
NATIONAL CENTER FOR TOBACCO-FREE 
KIDS; STATE OF KENTUCKY; 
WASHINGTON LEGAL FOUNDATION 
eWLF'); MARIO ANDRETII; DON 
GARLITS; AL UNSER; RUSTY WALl..ACE; 
CALE.YARBOROUGH; RICHARD BURR, 
CASS BALLENGER. HOW ARD COBLE, 
United States Representatives; LAUCH 
FAIR.CLOTH, United States Senator, 
Amici Curiae. 

Appeal from the United States District Court 
for the Middle District of North Carolina, at Winston-Salem. 
William L. Osteen, Sr., District Judge. 
(CA-95-665~) 
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~ June 9, 1998 

Deel~ August 14, 1998 

Before WIDENER, Circuit Judge, HALL, Senior Circuit Judge, and 
MICHAEL, Senior United States District Judge for the 
Western District of Virginia, sitting by designation. 

Reversed by published opinion. Judge Widener wrote the opinion, in 
which Senior Judge Michael joined. Senior Judge Hall wrote a dis­
scnticg opinion. 

COUNSEL 

ARGUED: Gerald Cooper Kell, Civil Division, UNITED STATES 
DEPARTMENT OF JUSTICE, Washington, D.C., for Government. 
Richard Melvyn Cooper, WILLIAMS & CONNOLLY, Washington, 
D.C.; Lany Bruce Sitton, SMITH, HELMS, MULLISS & MOORE, 
L.L.P., Greensboro, North Carolina; John L. Oberdorfer, PATTON 
BOGGS, L.L.P., Washington, D.C.; William C. McLeod, COLLIER, 
SHANNON, RILL & SCOIT, Washington, D.C., for Private Parties. 
ON BRIEF: Frank W. Hunger, Assistant Attorney General, Walter 
C. Holton, Jr., United States Attorney, Stephen W. Preston, Deputy 
Assistant Attorney General, George J. Phillips, Counselor to the 
Assistant Attorney General, Eugene M. Tb.irolf, Douglas N. Lener, 
Scott R. Mcintosh, Christine N. Kohl, Civil Division, UNITED 
STATES DEPARTMENT OF JUSTICE, Washington, D.C.; Marga­
ret Jane Porter, Chief Counsel, Karen E. Schiftcr, Patricia J. Kaeding, 
Associate Chief COunsel, FOOD & DRUG ADMINISTRATION, 
Roclcville, Maryland, for Government. Robert R. Marcus, SMITII, 
HELMS, MULLISS & MOORE, L.L.P., Greensboro, North Carolina; 
Norwood Robinson, ROBINSON & LA WING, L.L.P., Winston­
Salem., North Carolina; John R. Jordan, Jr., JORDAN, PRICE, 
WALL, GRAY & JONES, Raleigh, North Carolina; John F. Fithian, 
G. Kendrick: Macdowell, PA ITON BOGGS, L.L.P., Washington, 
D.C.; Eric Rowe, PA'ITON BOGGS, L.L.P., Greensboro, North Car-
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olina; R. 1DJ10thy Columbus, Brian A. Dahl, COLLIE~ SHANNON, 
RILL & SCOTI, Washington, D.C.; Ray V. Hartwell, ID, Douglas 
W. Davis, HUNTON & WILLIAMS, Richmond, Virginia, for Private 
Parties. Hubert H. Humphrey. ID, Attorney General, Alan I. Gilbert, 
Solicitor Gc.ncral, James S. Alexander, Assistant Attorney General, 
Chezyl Heilman, Assistant Attorney General, STATE OF MINN& 
SOTA, St. 1aul, Minnesota, for Amici Curiae State of Minnesota, ct 
al. Allison M. Zieve. David C. Vladeck. Alan B. Morrison, PUBLIC 
CITIZEN LITIGATION GROUP, Washington, D.C., for Amici 
Curiae Public Citizen, et aJ. Dennis B. Fleming, Jr., General Counsel, 
Michael T. Alexander. Jaclc Conway. OFFICE OF THE GOVER­
NO~ Frankfort, Kentucky, for Amicus Curiae Commonwealth of 
Kc:nhlcky. Daniel J. Popco, David M. Young, WASHINGTON 
LEGAL FOUNDATION, Washington, D.C., for Amici Curiae Foun­
dation, et al. 

OPINION 

WIDENER. Circuit Judge: 

On August 28, 1996, the Food and Drug Administration (FDA) 
published a final rule entitled "Regulations Restricting the Sale and 
Distn'butiai of Cigarettes and Smokeless Tobacco to Protect Children 
and Adolcscems. • 61 Fed. Reg. 44,396 (1996) (to be codified at 21 
C.F.R. pt. 801, etal.). In general, this rule set out regulations restrict­
ing the sale and distribution of cigarettes and smokeless tobacco (col­
lectively referred to as tobacco products) to minors and limiting the 
advertising and promotion of tobacco products. Plaintiffs (cigarette 
and smokeless tobacco manufacturers, convenience store retailers, 
and advertisers) filed these consolidated actions in f'cdenl district 
court, challenging the FDA 's jurisdiction over tobacco products and 
seeking declaratory and injunctive relief.I Plaintiffs then filed a 

1 When the complaint was filed on August 10, 1995, the FDA had only 
issued a Notice of Proposed Rulemaking. 60 Fed. Reg. 41,314 (1995). 
Following a comment period. the FDA adopted the proposed rule in 
modified funn. 61 Fed. Reg. 44,396 (1996). Unless noted otherwise, all 
references in this opinion are to the final version of the rule published in 
the Federal Register on August 28, 1996. Where italics appear here 
within a quotation, they have been added for emphasis unless otherwise 
indicated. 
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motion for summary judgment in the district coun, alleging that, as 
a matter of law: (1) Congress has withheld from the FDA the jurisdic­
tion to regulate tobacco products as marketed by plaintiffs; and (2) the 
Federal Food. Drug, and Cosmetic Act (Aci) does not pennit the FDA 
to regulate tobacco products either u drugs or as devices. In denying 
pJainliff.s' motion for summary judgmcnr in pan and granting the 
motion in Part. the district court held that Congress did not "[intend] 
to withhold from FDA" lhe jurisdiction to regulate tobacco products. 
Cgync Beahm, Inc. v. FDA, 966 F. Supp. 1374, 1388 (M.D.N.C. 
1997). The district court also concluded that the FDA had authority 
to regulate tobacco products under the device provision of the Act, 
but disapproved the FDA's restrictions on advertising as inconsistent 
with its awutory authority. Coyne Beahm, 966 F. Supp. at 1393-1400. 
Fmally, the district court stayed implementation of the majoriry of the 
FDA's regulations pending appcal.2 Covne Beahm, 966 F. Supp. at 
1400-01. The district court certified its order for immediate interlocu­
tory appeal pursuant to 28 U.S.C. § 1292(b), Covne.B~ 966 F. 
Supp. at 1401, and by order dated May 13, 1997, this court granted 
the § 1292(b) petitions for immediate appeal filed by two of the plain­
tiff groups and the FDA. In addition, the FDA had filed its Notice of 
Appeal dated May 2, 1997 from the partial injunction granted by the 
district court. Jurisdiction over the consolidated appeals is proper in 
lb.is court under 28 U.S.C. §§ 1292(a)(l) and 1292(b). 

Because this case arises from a motion for summary judgment, we 
review the judgment of the district coun de nova. Myers v. Finkle, 
9.SO F.2d 16S, 167 (4th Cir. 1991). For purposes of these appeals, 
plaintiffs do not dispure the factual findings of the FDA. Based on our 
review of the record and the relevant legal authorities, we are of opin­
ion that the FDA lacks jurisdiction to regulate tobacco products. For 
the reasons set forth below, all of the FDA's August 28, 1996 regula­
tions of tobacco products are thus invalid. Accordingly, we reverse 
the judgment of the district court . 

.2 The district coun left in place the FDA's proof of age requirement for 
tobacco sales and the restrictions on sales to persons under age 18, which 
had already gone into effect. Coyne Beahm, 966 F. Supp. at 1400. How­
ever, all 50 States have already banned the sale of tobacco to minors 
under state law. See 61 Fed. Reg. at 44,419 (citing a joint letter from 2S 
stale .attomcys general and other coounents submitted to the FDA). 

14 



L FDA ·s Asserted Ba.sis for Jurisdiction 

The FDAJ has authority to regulate products only if they fall within 
one of the categories defined by Congress in the Act.4 In the jurisdic­
tional dctcnnination attached to its August 28, 1996 regulations, the 
FDA asserted jurisdiction over tobacco products under the drugS and 
dcvice6 definitions in the Act. 61 Fed. Reg. at 44,628. According to 
the FDA. tobacco products fit within these definitions because they 
·are •intended to affect the structure or any function of the body.• 
More spc:clfically, the FDA concluded that tobacco products are 
•combination products consisting of nicotine, a drug that causes 
addiction and other significant pbannacological effects on the human 
body, and device components that deliver nicotine to the body.•7 61 

J On most oa:asions, the Act refers to the authority of the Secretary _of 
the Dcpartmem Health and Human Services (HHS) to take ccruio 
actions. However, the Seaetary acts through the Commissioner of Food 
and Drugs. 21 U.S.C. § 393(d)(2). For simplicity, we will refer to any 
legislative delegation as if made directly to the FDA. 
4 The categories of products subject to regulation by the FDA are food, 
drugs, devices, and cosmetics. 21 U.S.C. § 321. 
5 The Act defines •c1rug• in pertinent pan as •amcles (other than food) 
intended to affect the structure or any function of the body of man or 
other animals.• 21 U.S.C. § 32l(g)(l)(C). · 
6 In relevant part, •device" is defined as an article which is: 

intended to affect the structure or any function of the body of 
man or other animals, and which does not achieve its primary 
intended purposes through chemical action within or on the body 
of man or other animals and which is not dependent upon being 
metabolized for the achievement of its primary intended pur­
poses 

21 u.s.c. § 321(h)(3). 
7 A combination product is described as a product that contains a com­
bination of a drug, device, or biological product. 21 U.S.C. § 353(g). 
Neither party contends that tobacco products contain any •biologial 
product,• as that term is used in the Act. See 42 U.S.C. § 262(1) (defining 
a biological product as a "virus, therapeutic serum. toxin, antitoxin, vac­
cine, blood. blood component or derivative, allergenic product, or analo­
gous product ..• applicable to the prevention, treatment, or cure of a 
disease or condition of hwnan beings"). 



Fed. Reg. at 44,628, 44,649~. Based on its classification of 
tobacco products as combination products, the FDA claimed that it 
could exercise its discretion in deciding whether the drug provisions 
or device provisions of the Act should apply. 61 Fed. Reg. at 44,400. 
Although finding that tobacco products function primarily as drugs, 
61 Fed. Reg. at 45,209-218, the FDA concluded that tobacco products 
are most prepcrly regulated under the device provisions of the Act, 
in particular the restricted devices section, 21 U.S.C. § 360j(e).8 61 
Ped. Reg. at 44,400. The FDA 's jurisdictional dctennination encom­
passes over 600 pages in the Federal Register; however, its basic 
premise can be fairly summarized in one sentence. That is, the FDA 
assened jurisdiction over tobacco product! based on its conclusion 
that tobacco products fit within the literal definitions or drug and 
device u set forth in the Act In short, the FDA 's inquiry began and 
ended with the definitions section of the Act. 

We are of opinion that the FDA 's limited, mechanistic inquiry is 
insufficient to determine Congress' intent. Therefore, as directed by 
Otevron U.S.A .. Inc. v. Natural Resources Defense Council. Inc., 467 
U.S. 837 (1984), we employ the traditional tools of statutory con­
struction to ascertain congressional intent regarding whether the FDA 
has authority to regulate tobacco products. 

ll. Jurisdictional Ana.lysi..! 

We begin with the basic proposition that agency power is "not the 

8 Section 360j(e) provides in relevant part: 

(1) The Secretary may by regulation require that a device be 
restricted to sale, distribution, or use -

(B) upon such other conditions as the Secretary may prescribe 
in such regulation, 

if, because of its potentiality for harmful effect or the collateral 
measures necessary to its use, the Secretary determines that there 
cannot otherwise be reasonable assurance of its safety and effec­
tiveness. 

21 U.S.C. § 360j(e). 
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power to make law. Rather, it is 1 the power to adopt regulations to 
arry into effect the will of Congress as expressed by the statute.'• 
Ernst & !mst v. Hochfcl4er, 425 U.S. 185, 213·14 (1976) (quoting 
Manhattan Gen. Eauip. Co. v. Commission, 297 U.S. 129, 134 
(1936)). Thus, our initial inquiry is whether Congress intended to del· 
cgatc to the FDA authority to regulate tobacco products u •customar· 
ily marketed. "9 The district court framed the issue as "whether 
Congress has evidenced its clear intent to withhold from FDA juris­
diction to regulate tobacco products as customarily marketed." ~ 
Bea11m, 966 F. Supp. at 1380. However, we are of opinion that the 
issue is correctly framed u whether Congress intended to delegate 
such jurisdiction to the FDA. Sec Bowen v. Georgetown Univ. Hosp., 
488 U.S. 204, 208 (1988) (stating that •[i]t is axiomatic that an 
administrative agency's power to promulgate legislative regulations is 
limited to the authority delegated by Congress"); INS v. Chadba, 462 
U.S. 919, 953 n.16, 955 n.19 (1983) (providing that agency action "is 
always subject to check by the terms of the legislation that authorized 
it; and if that authority is exceeded it is open to judicial review" and 
•eongress ultimately controls administrative agencies in the legisla­
tion that creates them•). This fundamental misconception by the dis· 
trict court of the principal issue in the case unavoidably skewed the 
remainder of its analysis. 

Applying the principles set forth by the Supreme Court in Chevron, 
we examine whether Congress intended to give the FDA jurisdiction 
over tobacco products. Under Chevron, we first consider the intent of 
Congress because "[i]f the intent of Congress is clear, that is the end 
of the matter; for the court, as well as the agency, ll111Bt give effect 
to the unambiguously expressed intent of Congress." Chevron, 467 
U.S. at 84243. It is only if the intent of Congress is ambiguous that 
we defer to a permissible interpretation by the agency. Chevron, 467 
U.S. at 843. And we note, with emphasis, that the Supreme Coun has 
stated that "[a] precondition to deference under Chevron is a congres­
sional delegation of administrative authority.• Adams Fruit Co. v. 

9 Plaintiffs use the term "customarily marketeer in their briefs to indi­
cate tobacco products marketed with customary claims such as smoking 
pleasure as opposed to tobacco products marketed with specific thera­
peutic claims such as weight loss. Unless indicated otherwise, all refer­
ences in this opinion are to tobacco products as customarily marketed. 
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Barrett, 494 U.S. 638, 649 (1990}. Accordingly, no deference is due 
the FDA's construction of the Act unless it is acting within the 
bounds of its congressionally-established authority. If the coun can 
a.sccrtain Congress' intent on a particular question by applying the tn.· 
ditioaal rules of statutory construction, then it mwt give effect to that 
intent. Chevron. 467 U.S. at 843 n.9; see also Cabell Huntington 
Hom .. Inc. v. Shalala, 101 F.3d 984, 986 (4th Cir. 1996} (stating that 
•[t]bc goat ef statutory interpretation is to implcmcnt congressional 
intent•). We also note that ascertaining congressional intent is of par­
ticular impertancc where, as here, an agency is attempting to expand 
the scope ef its jurisdiction. See, e.g., Ad.ams Fruit Co., 494 U.S. at 
6SO (quoting Federal Maritime Comril'n v. Seatrain Lines. Inc., 411 
U.S. 726, 745 (1973}} (warning that "an agency may not bootstrap 
itself into an area in which it has no jurisdiction•); ACLU v. FCC, 823 
F.ld 1554, 1567 n. 32 (D.C. Cir. 1987) {stating that"[w]hen an agen­
cy's assertion of power into new arenas is under attack, therefore, 
courts should perform a close and searching analysis of congressional 
intent, remaining skeptical of the proposition that Congress did not 
speak to such a fundamental issue"}, cert. denied, 485 U.S. 959 
(1988); Hi-Craft Clothing Co. v. NLRB, 660 F.2d 910, 916 (3d Cir. 
1981) (noting that "[t]he more intense scrutiny that is appropriate 
when the agency interprets its own authority may be grounded in the 
umpokcn premise that government agencies have a tendency to swell, 
not shrink, and are likely to have an expansive view of their mis· 
sion"). 

Although the task of statutory construction generally begins with 
the actual Janguage of the provision in question, Mead Corn. v. Tilley, 
490 U.S. 714, 722 (1989), the inquiry does not end there.10 The 
Supreme Court bas often emphasized the crucial role of context as a 
tool of statutory construction. For example, the Court has stated that 
when construing a statute, courts "nmst not be guided by a single sen­
rence or member of a sentence, but look to the provisions of the whole 

10 In fact. if application of the plain language of a statute "would pro­
duce a result demonstrably at odds with the intent of Congress ... the 
intent of Congress rather than the strict language controls." Maryland 
State Deo't of Educ. v. U.S. Deo't of Veterans Affairs, 98 F.3d 165, 169 
(4th Cir. 1996) (citing United States v. Ron Pair Enter .. Inc., 489 U.S. 
235, 242 (1989)}, cert. denied, 118 S. Ct. 43 (1997}. 
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law, and to its object and policy.• United States Nat'l Bank of Or. v. 
Jndcpendent Ins. Agents of America. Inc., 508 U.S. 439, 4SS (1993) 
(quoting United States v. Heirs of Boisdore, 49 U.S. (8 How.) 113, 
122. (1849)); see also Regions Boso. v. Shalala, 66 U.S.L.W. 4125, 
4129 a.S (U.S. Feb. 24, 1998) (No. 96-137S); Massachusetts v. 
Morasb, 490 U.S. 107, l lS (1989). Thus, the traditional rules of statu­
tory consttuction ·to be used in ascertaining congressional intent 
include: the overall statutory scheme, Offshore Logistics. Inc. v. 
Taltentire, 477 U.S. W7, 220-221 (1986) (directing courts to examine 
1he language of the statute as a whole); legislative history, Atherton 
v, FDIC, 6S U.S.L.W. 4062, 4067 (U.S. Ian. 14, 1997) (No. 95-928); 
•t1ie ·hisu>ey of evolving congressional regulation in the area,• ~ 
v. CFfC, 6S U.S.L.W. 4141, 4144 (U.S. Feb. 25, 1997) (No. 95-
1181); and a consideration of other relevant statutes, United States v. 
Stewart, 311 U.S. 60, 64 (1940) (explaining that•au acts~ 
materia are to be taken together as if they were one law") (italics in 
original). With these general principles in mind, we begin our inquiry 
into the issue of whether Congress intended to delegate jurisdiction 
over tobacco products to the FDA. 

A. Intrinsic Evidence 

The FDA correctly contends that the language of the statute must 
be the starting point of our analysis. We agree that the first step of 
stab.ltory construction is determining the plain meaning of the st.aru­
tory texl. In fact. the Court instructs that the inquiry ends with the 
statutory language when the language is unambiguous and •the staru­
rory sclleme is coherent and consistent." Robinson v. Shell Oil, 6S 
U.S.L.W. 4103, 4104 (U.S. Feb. 18, 1997) (No. 95-1376) (quoting 
Ron Pair Enter., 489 U.S. at 240). 

Ho\\'CVCI', the ftaw in the limited approach suggested by the FDA 
and taken by the district coun is that they exam.inc only the literal 
meaning of the stawtory definitions of drug and dcvice.11 See FDA 

11 For example, in its jurisdictional analysis, the district court purported 
to examine the •Text of the Federal Food, Drug, and Cosmetic Act." 
Coyne~ 966 F. Supp. at 1380. However, the court m::ntioned only 
the definitions sections of the statute and ignored. the text of all of the 
mandatory operative provisions of the Act. 
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Red Br. at 34 (stating that •t11e jurisdictional inquiry is at an end with 
lhc conclusion that cigarettes and smokeless tobacco arc 'intended to 
affect the structure of any function of the body' within the meaning 
of the At:1•s drug and device provisions"); sec also Coyne Beahm, 966 
F. Supp. 111380. 

A JT.rd>mical reading of only the definitions provisions may 
appear to support the govcmmcnt's position that tobacco products fit 
within 1he Att's definitions of drugs or devices. However, an initial 
problem with the government's theory is that the definitions of drug 
and device require not only that the article •affect the structure or any 
functiOD of the body,• but also that these effects be intended. 21 
U.S.C. H 321(g)(l)(C), 321(h)(3). As noted by the district court, ·•no 
coun bas ever found that a product is 'intended for use' or 'intended 
to affect' within the meaning of the [Act] absent manufacturer claims 
as to that product's use.• Coyne~ 966 F. Supp. at 1390. Even 
the FDA does not contend that tobacco manufacturers make any such 
clallm. Coyne Beahm, 966 F. Supp. at 1389 n.14. 

Even if 'WC were to accept the FDA's position that no other inquiry 
is permissible if tobacco products fa]] within the literal definition of 
drug or device, the jurisdictional inquiry would not end there. Both 
the FDA and the district court failed to examine the literal definitions 
in view of the language and structure of the Act as a whole. Such 
holistic approach to statutory construction is well-supported by the 
case law. See, e.g., Robinson, 65 U.S.L.W. at 4104 (stating that statu­
tmy language must be examined by "reference to the language itself, 
the specific context in which that language is used, and the broader 
context of the starute as a whole"); Gustafson v. Alloyd Co., S13 U.S. 
561. 570 (1995) (instructing that acts of Congrcss•should not be read 
as a series of unrelated and isolated provisions"); United States Nat'l 
Bank, 508 U.S. at 4S5 (quoting United Savings Ass'n of Texas v. Tim­
ben of Inwood Forest Assoc .. Ltd., 484 U.S. 365, 371 (1988)) 
(explaining that statutory interpretation is a "holistic endeavor• that 
must include, at a minimum. an examination of the statute's full text, 
its structure, and the subject matter). Accordingly, our task is to 
ex.amine whether tobacco products fit into the overall regulatory 
scbcme created by Congress. 

According to FDA Deputy Commissioner Schultz, "[a] fundamen­
tal precept of drug and device regulation in this country is that these 
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products must be proven safe and effective before they can be sold." 
St.atemcm by FDA Deputy Commissioner William B. Schultz before 
the Senate Comm\ on Labor· and Human Resources, 104th Cong., p. · 
8 (Feb. ~ 1996). In fact, the FDA 's congressionally-established mis­
sion statement provides that the FDA is charged with protecting the 
public health by ensuring that human drugs are "safe and effective• 
and that •t1we is a reasonable assurance of the safety and effcctive-
· ness of devices imended for human use.• 21 U.S.C. I 393(b)(2)(B), 
(C). During its rulemaking, the FDA fotind that tobacco products are 
•dangerous,• •unsafe,• and the cause of"grcat pain and suffering 
from illness such as cancer, respiratory illnesses, and heart disease." 
61 Fed. Reg. at 44,412. In addition, the FDA determined that over 
400,000 people die each year from tobacco use. 61 Fed. Reg. at 
44,412. ·vet, the FDA has proposed to regulate tobacco products 
under a statutory provision that requires conditions on sale and distri­
bution which provide a reasonable assurance of safety. 21 U.S.C. 
§ 360j(e). According to the FDA, a detcnnination of safety under the 
Act tequ.ircs consideration of the risks of a product compared to the 
"countervailing effects of use of that product, including the conse­
quences of not permitting the product to be marketed." 61 Fed. Reg. 
at 44,412-13. Thus, the FDA concluded that withdrawal of tobacco 
from the market poses significant health risks to addicted adults 
which outweigh the risks of leaving tobacco products on the market. 
61 Fed. Reg. at 44,405, 44,412-44,413. 

But that test is contrary to the statute. The statutory provision, 21 
U.S.C. § 360c(a)(2)(C), provides that safety and effectiveness are to 
be determined by "weighing any probable benefit to health from the 
yg of the device against any probable risk of injury or illness from 
such use." Sec also United States v. Rutherford, 442 U.S. 544, SS6 
(1979) (stating that "a drug is unsafe if its potential for inflicting 
death and physical injury is not offset by the possibility of therapeutic 
benefit"). According to the language of§ 360c(a)(2)(C), the FDA's 
obligation is to strike a balance between the risks and benefits of the 
~ of a certain product, not to weigh the risks of leaving a product 
on the market against the risks of taking a product off the market. The 
FDA is unable to state any real health benefit derived from leaving 
tobacco products on the market. This is not to say that there are not 
other public policy reasons, such as impact on the national economy 
and the potential for a black market, weighing against a ban on 
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tobacco products. However. this type of decision involving counter­
vailing national policy concerns is just the type of decision left for 
Congress. By statute, the FDA"s authority is limited to the balancing 
of heJlllh benefits and risks. 21 U.S.C. I 360c(a)(2)(C). Thus. its 
attempted analogy between tobacco products and chemotherapy drugs 
is not well taken. 61 Fed. Reg. at 44.413. These cancer-fighting drugs 
may be considered high-risk but they have not been deemed •unsafe• 
by the FDA. Under the Act, the key to allowing these drugs to remain 
on 1he nwket is that their use produces affirmative health benefits 
'Which outweigh their risks. 21 U.S.C. § 360c(a)(2)(C). According to 
the FDA's own findings, tobacco products do not meet this test, for 
lhcre is no bealtb benefit from the use of tobacco. The FDA'a inquiry 
into whether the risks of removing tobacco products from the market 
me greater than the risks of leaving them on the market is irrelevant 
WJdcr § J(i()c(a)(2)(C). 

ln the proposed regulations. the FDA characterized tobacco prod­
\ldS as combination products containing drug and device COII1'onent.s, 
but purported to regulate tobacco products as restricted devices under 
§ 360j(e) of the Act. Section 360j(e) permits the FDA to place restric­
tions on the sale, distribution or use of a product which are necessazy 
for a •reasonable assurance of safety" of the prodw:t. 21 U .S.C. 
§ 360j(e). However, based on the FDA's characterization of tobacco 
products as unsafe, it is impossible to create regulations which will 
provide a reasonable assurance of safety. lbw. the FDA cannot com­
ply with the terms of the very statutory provision it has chosen as its 
basis for regulation. In addition to the fundamental conflicts described 
above, at least six internal inconsistencies arise when tobacco prod­
UdS arc forced into the drug or device regulatory schemes of the Act. 

F~ I 3SS(a) of the Act requires that all new drugs be approved 
by the FDA before marketing. 21 U.S.C. § 3SS(a). 1bc Act requires 
the FDA to disapprove applications for new drugs 12 if the drug is 

U In relevant part. the Act defines a "new drug" as: 

Any drug . . . the composition of which is such that such drag 
is not generally recognized, among experts qualified by scientific 
training and experience to evaluate the safety and effectiveness 
of drugs, as safe and effective for use under the conditions pre­
scribed, recommended, or suggested in the labeling thereof ... 

21 u.s.c. § 32l(p)(l). 
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deemed unsafe or if there is not substantial evidence of its effective­
ness. 21 U.S.C. § 3.5S(d). This mandatory approval process presents 
an insurmountable problem for the FDA with respect to tobacco prod­
ucts becm1sc of the FDA's finding that lhcy arc unsafe. 61 Fed. Reg. 
at 44,412. In fact, the FDA bas conceded that under the mandatory 
approval provisions. tobacco products would constitute unapproved 
new drugs. 60 Fed. Reg. 41,348 (199.5) (FDA Proposed Rule.making). 
As such. the Act would require the prohfoition of the distribution and 
markrting of tobacco products. 21 U.S.C. §§ 33l(d), 3.5.S(a). 

The FDA attempts to avoid the problem inherent in the new drug 
approval requiremcnl by classifying tobacco products as combination 
products and then choosing to regulate them as devices rather than as 
drugs. The Act directs the FDA to determine the primary mode of 
action of a combination product. 21 U.S.C. § 353(g)(l). If the FDA 
determines that the primary mode of action is that of a drug, then it 
must assign •primary jurisdiction• over the product to the persons 
charged with premarket review of drugs. 21 U.S.C.§ 353(g)(1XA), 
(B). The FDA concedes that the "primary mode of action" of tobacco 
products is that of a dnlg.13 FDA Red Br. at 26 (citing 61 Fed. Reg. 
at 45,209-18; 44,400-03). Yet, it chose to regulate tobacco products 
devices under § 360j(c) of the Act. This transparent action by the 
FDA, obvious sophistry, taken in order to avoid the new drug provi­
sions of the Act, reinforces the conclusion that regulation of tobacco 
products under the Act was not intended by Congress. However, the 
FDA's classification of tobacco products as devices could not avoid 
similar problems caused by other provisions of the Act. 

Section 33l(a) of the Act prohibits the introduction into or delivery 
in interstate commerce of any drug or device that is misbranded. 21 
U.S.C. § 33l(a). Under § 352(j), a drug or device is deemed to be 
misbmided if it is dangerous to health when used in the manner sug­
gested in the labeling. 21 U.S.C. § 3520). The FDA has concluded 
that the use of tobacco products is dangerous to health. 61 Fed. Reg. 

l3 Iruerestingly, the FDA chose to regulate tobacco products as devices 
even though it bas regulated the nicotine products within it! jurisdiction 
- nicotine patches. nicotine gum, and nicotine nasal sprays· as drugs. 
Approved Drug Products with Therapeutic Equivalence Evaluations, 
1762 Food Drug Cosm. L. Rep. (CCH) 3-220, 221 (FDA May 29, 1996). 
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at 44.4U. Thus. it is impossible for the labeling of tobacco products 
to suggest a nondangerous use. Accordingly, #8E8E # 331(1) and 352(Jl 
operate to make the continued marketing of tobacco products illegal. 

A chug or device is also considered misbranded, and thus prohib-
ited under I 33l(a). if it docs not include.adequate directions for 
use.• 21 U.S.C. § 3S2(f)(l). According to the FDA, t'le requirement 
of adequa!a directions for use means •directions under which the lay­
man can use a device safely and for the ·pu.rposes for which it is 
intended.• 61 Fed. Reg. at 44,464. The FDA can exempt drugs and 
devices from I 352(f)(1)'1 directions rcqni.rement, but only if the 
information is •not ncccssary for the protection of public health." 21 
U.S.C. § 352(f). The FDA bas previously interpreted § 3S2(f) to mean 
that an exemption from the direction requirements may be granted 
wbai other circumstances (such as a physician's prescription) can 
reasonably assure safe use of the drug or device. 21 C.F.R. 
§§ 201.100-201.129, 801.109-801.127 (1996). 

The FDA now contends that an exemption for tobacco products is 
appropriate, 61 Fed. Reg. at 44,410, because everyone knows how to 
use tobacco products and thus directions are not needed. See 61 Fed. 
Reg. at 44,465 (stating that tobacco products are"one of the most 
readily available consumer products on the market today. Conse­
quently, the way in which these products are used is common knowl­
edge.·). However, the FDA violated its own interpretation of the Act 
by exempting tobacco products under § 3S2(f) without any assurances 
of safety. Because of the FDA 's finding that tobacco products are 
unsafe, 61 Fed. Reg. at 44,412, it is impossible to provide directions 
for safe use as required by the stabJte. In addition, the exemption is 
inapplicable because no assurance of safety can be given for inher­
ently unsafe products such as tobacco. Again, the FDA's need to 
apply the stallltory exemption demonstrates that the Act does not and 
cannot apply to tobacco products. · 

Similarly, a drug or device is also considered misbranded, and thus 
prohibited by § 331(a), if it fails to bear.adequate warnings against 
use ... by children where its use may be dangerous to health.• 21 
U.S.C. § 352(f)(2). Unlike § 352(f)(l), this section does not permit 
any exemptions from the warning requirement In support of its pro­
posed regulations, the FDA cited widespread use of tobacco products 
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by minon and focused on controlling youth use as a means of 
decreasing tobacco-related illnesses and deaths. See 61 Fed. Reg. at 
45,238-243 (characterizing youth use of tobacco products u a •pcdi­
attic disease•). The FDA concluded that the warnings inandated by 
other fmeral statutes satisfy the Act's requirement for adequate warn­
ings to children even though none of the statutorily-prescribed warn­
ings addrCss the particular dangers of youth use repeatedly 
emphasized by the FDA. See IS U.S.C. § 1333, 4402 (requiring ~ur­
gcoo Ge:oeral warnings about health risks posed by tobacco products); 
see also 61 Fed. Reg. at 44,465. 1be FDA was constrained to find that 
the wamings mandated by other federal stanites arc sufficient because 
lhe applicable federal statutes do not permit federal agencies to add 
ro or modify the congressionally-mandated warnings. IS U.S.C. 
H 1334(a), 4406(a). Again, the contortions that the FDA has gone 
through demonstrate that Congress did not intend it! jurisdictional 
gf3Dl to the FDA to extend to tobacco products. 

Funhermore, under 21 U.S.C. § 360c(b){l). all devices intended for 
human use must be classified into one of three categories, Class I, n. 
or~ based on ascending degrees of dangerousness. Placement is 
appropriate in the class that will provide a "reasonable assurance of 
the safety and effectiveness of the device.• 21 U .S.C. 
§ 360c(a)(l)(A}(C). As discussed above, safety and effectiveness arc 
determined by •weighing any probable benefit to health from the use 
of the device against any probable risk of injury or illness from such 
use.• 21 U.S.C. § 360c(a)(2)(C). Three years after it first introduced · 
the proposed regulations, the FDA has yet to place tobacco products 
into ooc of the three categories. However. the agency's own findings 
with respect to dangers to health require classification of tobacco 
products as a Class m device subject to premarket approval because 
Ibey •[present] a potential unreasonable risk of illness or injury.• 21 
U.S.C. § 360c(a)(l)(C)(ii)(D); see also 61 Fed. Reg. at 44,398, 44,412 
(discussing dangers of tobacco use). Under the premarlc?t approval 
process, tobacco products could not be approved without a showing 
that there is a reasonable assurance of safety and effectiveness of the 
products when used in the manner suggested by the labeling. 21 
U.S.C. § 360c(aXl)(C). The FDA contends that it will classify 
tobacco products at some point in the future and that the long delay 
is consistent with both the statutory framework and the agency's prior 
actions for other devices. 61 Fed. Reg. at 44,412; FDA Red Br. at 45. 

25 

~ v ... v 



VOl!'ll:IO 
i -· 

!V.~! rlLI. OU,ffl~flJ 
.. -·-· ·- 4TH CIRCUIT CLJt 

However, the real problem wilh attempting a classification is that all 
three categories of devices require reasonable assurances of safety 
and effectiveness for the product. 21 U.S.C. § 360c(a)(l). As dis­
cussed e.arlicr, the FDA cannot provide reasonable assurances of 
safety for a product that it bu found to be inherently unsafe and dan­
gerow. lbw, it has not, and more importantly, cannot comply with 
Congress' starutory classification directive because complying with 
the statute would trigger a ban on tobacco products, a result not 
intended by Congress. 

P"malty, the Act requires the FDA to issue an immediate cease­
distribution order for all products fouod to cause•serious, adverse 
health con.sequences or death.• 21 U.S.C. § 360h(e)(l).14 This order 
begins an agency process that may ultimately result in a recall order 
for the device .. 21 U.S.C. § 360h(e)(2). The FDA has found that "to­
bacco use is the single leading cause of preventable death in the 
United States. More than 400,000 people die each year from tobacco­
related illnesses, such as cancer, respiratory illnesses, and heart dis­
ease, often suffering long and painful deaths.• 61 Fed. Reg. at 44,398 
(citations omitted). According to the team of the Act, these findings, 
standing alone, mandate that the FDA issue a cease-distribution order 
for tobaca> products. Nevenheless, the FDA has no intention of com­
plying with the requirements of the Act. See 61 Fed. Reg. at 44,419 
(stating th.al the FDA will oot baa tobacco products). The necessity 
of the FDA 9 5 avoidance of the statutory directives again demonstrates 
th.al Congress did not intend that the Act regulate tobacco products. 
A f.a.ithful application of the statutory language would lead to a ban 
on tobacco products - a result not intended by Congress. 

14 In relevant part, § 360h(e)(l) provides: 

If the [FDA] fmds th.at there is a reasonable probability that a 
device intended for human use would cause serious, adverse 
hc:alth consequences or death, the [FDA] shall issue an order 
requiring the appropriate person (including the manufacturers, 
importers, distributon, or retailers of the device) -

(A) to immediately cease distribution of such device~ 

21 u.s.c. I 360h(e)(l). 
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The FDA makes a linguistic argument in an attempt to avoid the 
problem ffCSCUtCd by this section. The statute provides that if lhe 
FDA finds there is a reasonable probability that a device will cause 
health prablcms or death, then the FDA •tb!!L issue an order requir­
ing .•. [the immediate] cease distribution of such device.• 21 U.S.C. 
f 360h(e)(l)(A). However, the FDA contend& lhat "shall" should be 
interpreted to mean •may.• FDA Red Br. at 42-43. Even if we were 
to adopt thll interpretation, the substance of our analysis would not 
change. AJ c:fucussed above, the PDA bas made the requisite finding 
of dangerous.ness under the statute. Thus, even if'shall 11 were inter­
preted as •may,• the FDA still could exertise its discretion under the 
statute and ban tobacco products. And a failure to ban a product as 
dangerous u is tobac.co, by the FDA 's own findings, would neces5U­
ily be an abuse of discretion. But because an absolute ban falls out­
side the scope of congressional intent, construing the Act to cover 
tnbac:co products would be inconsistent with the will of Congress. 

As demonstrated by the examples provided above, the FDA 's Deed 
to maneuver around the obstacles created by the operative provisions 
of the Act reflects congressional in.tent not to include tobacco prod­
ucts within the scope of the FDA 's authority. The FDA argues that 
even if it has misapplied the Act, this error does not beat on the juris· 
dictional issue. However, the point is not merely that the FDA misap­
plied the Act, but these ewnptes demonstrate the FDA's need to 
ignore and misapply the operative provisions of the Act before it can 
attain Its end, pot the end contemplated by Congress. Cf. United 
States v. Two Plastic Drums, 984 F.2d 814, 819 (7th Cir. 1993) 
(rejecting another recent attempt by the FDA to enlarge its jurisdic­
tion and stating that "the only justification for this Alice-in­
Won.dcrla.nd approach is to allow the FDA to make an end-run around 
the statutory schemc 11

). The fact is that Congress did not equip the 
FDA with tools appropriate for the regulation of tobacco because it 
had no intention that the Act apply to tobacco products. 

We do not dispute in this case that Congress bas charged the FDA 
with protecting the public health and that tobacco products present 
serious health risks for the public. However, the Supreme Court bu 
warned that "[i]o our anxiety to effectuate the congressional purpose 
of protecting the public, we must take care not to extend the scope of 
the statute beyond the point where Congress indicated it would stop.• 
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§2 Cms of Jam v. Uni~ StateS, 340 U.S. 593, 600 (1951). Based 
on our examination of the regulatory scheme created by Congress, we 
are of opinion that the FDA is attempting to stretch the Act beyond 
lhc 5COpC intended by C.Oogress. 

B. Extrinsit: Evidence 

Pummnt l8 Chevron's instruction to employ the traditional tools or 
statutory censtruction, we now examine the events surrounding the 
1938 passage of the Act as well as subsequent statemeau and actions 
by Congress and the FDA. These individual events are like~ of 
a puzzle in that no single evcot is outcome determinatiYC. However, 
when viewed u a whole, it is clear that Congress did not intend to 
give the Fl>A jurisdiction over tobacco products in 1938 when it 
passed the Act. Sec MCI Telecomm. Corn. v. AT&T, 512 U.S. 218, 
228 (1994) (stating that relevant time for determining congressional 
intent OD meaning of statute is when controlling statute enacted}. As 
discussed above, the fact that the operative provisions of the Act sim­
ply cannot accommodate tobacco products is a clear indication of 
congressional intent. Cf. Gustafson, 513 U.S. at 569 (explaining that 
an operative provision of the Securities Act of 1933 docs not define 
prospectus, the term at issue, but •docs instruct us what a prospectus 
cannot be if the Act is to be interpreted as a symmetricaJ and coherent 
regulatory scheme•). Subsequent events outside the language of the 
aaiuu only confirm our understanding of Congress' intent. 

1. Hlstorie.at Actions of the FDA 

From 1914 until the prC$Cnl rulcmaking attetll>t, the FDA had con­
sistentJy stated th.at tobacco products were outside the scope of its 
jurisdiction. And, as early as 1898, the Supreme: Coun of Tennessee 
aclcnowledged the dangerous nature of tobacco products, characteriz­
ing cigarettes as ·wholly noxious and deleterious to health,• •inhcr- · 
ently bad, and bad only,• and •widely condemned as pernicious 
altogether.• Austin v. State, 48 S.W. 30S, 306 (Tenn. 1898). Yet, the 
stallltc preceding the Act, the Pure Food and Drugs Act of 1906, Pub. 
L. No. 59-384, 34 Stat. 168 (1906}, did not mention tobacco. Al. early 
as 1914, the FDA's predecessor agency stated that it bad authority to 
regulate tobacco products if their labeling indicated use for •the cure, 
mitigation. or· prevention of a disease,• but DO( if labeled or used fur 
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•smoking or chewing or a.s muff and not for medicinal purpoSCJ." 
Bureau of Chemistry, U.S. Dept. of Agriculture, 13 Serxice and Regu­
tatorv Announcements 24 (Apr. 2, 1914). Enacted in 1938, the present 
Ac.t expanded the definition of drug from the definition provided in 
the Pure Food and Drugs Act of 1906 and also granted the FDA new 
authority to regulate "devices." Food, Drug, and Cosmetic Act, Pub. 
L. No. 75-717, S2 Stat 1040 (1938). However, neither the Act nor its 
legislative history mention tobacco products.ls 

In C!!e 60 years following the passage of the Act, the FDA has 
repeatedly informed Congress that cigarettes marketed without thera· 
peutic cl.a.iim do not fit within the scope of the Act. Ever since its 
beginning in the 1930s, the FDA has taken the position and made 
statements indicating that the Act did not apply to cigarettes ma.rketr.d 
without specific health claims. FDA/Dep't of Justice Brief in ASH v. 
Harris (No. 79-1397), at 16. Again, in 1963, an FDA Bureau of 
Enforcemeru. Guideline stated that "[t]he statutory basis for the exclu­
sion of tobacco products from FDA 's jurisdiction is the fact that 
tobacco marketed for chewing or smoking without accompanying 
therapeutic claims, docs not meet the definitions in the Food, Drug, 
and Cosmetic Act for food, drug, device or cosmetic." Letter to Direc­
tors of Bureaus and Divisions and Directors of D~tricts from FDA 
Bureau of Enforcement (May 24, 1963), reprinted in Public Health 
Cigarette Amendments of 1971: Hearings Before~e Consumer Sub­
comm. of the Senate Comm. on Commerce on S 1454, 92d Cong. 
240 (1972). When Congress later examined the· sue of the FDA's 
jurisdiction during its consideration of tobacco-sp ific legislation, 
FDA Commissioner Charles Edwards testified retarding the FDA 's 
lack of authority over cigareues and stated that~ if cigarettes were to 
be classified as drugs, they would have to be removed from the mar­
k.et because it would be impossible to prove they were safe for their 
intended [use]. •16 He.a.rings on S. 1454 at 239. The Conunissioner 

15 Two of the main supporters of the Act were representatives from the 
two leading tobacco States - Senator Bailey (D-NC) and Representative 
Chapman (0-KY). See 83 Cong. Rec. 9094 (1938). In fact, Sen. Bailey 
_and Rep. Chapman were among Senate and House managers of the Act 
in the Conference Coounittee. Had there been any indication that the Act 
might apply to tobacco products, we can only assume that such memben 
of Congress would have expressed opposition to the Act. 
16 The Commissioner cited several cases in suppon of the FDA 's con­
clusion that it lacked authority over cigarettes as customarily marketed. 
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took the position that the Federal Cigarette Labeling and Advertising 
~ discussed in greater detail below, reinforced that •the regulation 
of cigarettes is to be the domain of Congress." Hearings on S. 1454 
at 242. The Commissioner then concluded that "labeling or banning 
cigarettes ls a step that can be take[n] only by Congress. Ail.y such 
move by the FDA would be inconsistent with the clear congressional 
iorm. •Hearings on S. 1454 at 242. 

In 1977, A£tion on Smoking and Health (ASH), a public health 
group, petitioned the FDA to regulate cigarettes. ASH claimed that 
cigarettes were drugs because they contain nicotine which produces 
ad.diction in many smokers, and particularly in youth. Citizen Petition, 
FDA Docket No. 77P-0185, at 4-11 (May 26, 1977)[G. Br. Att. 77]. 
In rejecting ASH's petition,17 the FDA cited a 1953 Second Circuit 
opinion, ffC v. Liggett & Myers Tobacco Co., 203 F.2d 955 (2d Cir. 
1953), affirming on opinion below, 108 F. Supp. 573 (S.D.N.Y. 
1952). for the proposition that cigarettes marketed without health 
claims by the vendor are not within the FDA 's jurisdiction. Specifi­
cally, the FDA quoted with approval the following language from the 
coun's opinion: 

The legislative history, such as it is, coupled with indica­
tions of contemporaneous administrative interpretation leads 
me to the conclusion that Congress, had the matler been 
considered, would not have intended cigarettes to be 

See, e.g., FTC v. Liggett & Myers Tobacco Co. , 203 F.2d 955 (2d Cir. 
1953). affirmine on oninion below, 108 F. Supp. 573 (S.D.N.Y. 1952); 
United States v. 354 Bulk Cartons ... Trim Reducing-Aid Cigarettes, 
178 F. Supp. 847 (D.N.J. 1959); United States v. 46 Cartons ... Fairfax 
Cigarettes, 113 F. Supp. 336 (D.N.J. 1952). 
17 A federal appeals court upheld the FDA 's denial of jurisdiction. See 
ASH v. Harris, 655 F.2d 236 (D.C. Cir. 1980). In upholding the FDA's 
denial of jurisdiction, the court emphasized the relevance of the remarks 
of the district court in Liggett. In construing the identical language of the 
definitions in the Federal Trade Conunission Act, the Liggett court 
stated: "[s]urcly, the legislators did not mean to be as all-inclusive as a 
literal interpretation of [the definitions] would compel us to be." Ml!, 
6SS F.2d at 240 (quoting Liggett & Myers, 108 F. Supp. at 576). 
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,facluded as an article "intended to affect the functions of the 
body of man" or in any other definition of "drug.• 

See Letter from FDA Commissioner Donald Kennedy to John P. Ban­
lllaf, ID, at 3 (Dec. S, 1977) {quoting Liggett & Myers, 108 F. Supp. 
21 577) (stating that the FDA' s consistent position has been that ciga­
rettes marketed without health claims by vendors are not drugs within 
lhc Act). 

In 1978, ASH filed a second petition, claiming that cigarcues were 
devices under the Act and thus were within the scope of the FDA 's 
jurisdiction. Citizen Petition, PDA Doclcet No. 78P-0338 {Oct. 2, 
1978). After reviewing the legislative history of the Act, the FDA 
stated that "[i]nsofar as rulemaking would relate to cigarettes or 
attached filters as customarily marketed, we have concluded that FDA 
bas no jurisdiction.under [the definition of device]. Therefore, no 
rulemak.ing is permissible as a matter of law." Letter from FDA Com­
missioner Jere E. Goyan to John F. Banzhaf, lil and Peter N. Geor­
giades, at 12 (Nov. 25, 1980). In considering the effect of the Medical 
Device Amendments of 1976 which modified the definition of device 
to its current formulation, the FDA Commissioner stated: 

Specifically, there is no evidence in the legislative history 
that Congress intended to include cigarettes within the defi­
nition of "device" nor does the legislative history contain 
any discussion of a possibility that cigarettes were"devices" 
within the prior definition. 

The amendments were thoroughly considered, and the 
legislative history discusses the types of products intended 
to be regulated and the types of health hazards with respect 
to which the amendments were intended to provide author­
ity. Cigarettes are not mentioned even though Congress was 
aware of the considerable public discussion of the health 
baurds of cigarette smoking. It is, therefore, not reasonable 
to consider cigarettes as "devices" when there was no dis­
cussion in the legislative history of congressional intent to 
provide jurisdiction over cigarettes or to provide authority 
suitable to the regulation of cigarettes. 
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Goyan/Banzhaf Letter, at 3. The FDA's holdings and statements that 
the Act fails to provide •authority suitable to the regulation of ciga­
rettes• me consistent with pan II.A's conclusion, supra, that the Act's 
regulal.ory scheme simply cannot accorrunodate tobacco products. 

Again in 1989, the FDA Commissioner stated that:"it doesn't look 
like it is· possible to regulate· [tobacco products] under the Food, Drug 
and Cosmetic Act even though smoking, I think, has been widely rec­
ogniz.cd as being harmful to human health." Hearings Before the Sub­
comm. on Rural Development. Agriculture, and Related Agencies of 
the House Comm. on Appropriations, lOOth Cong., 2d Sess. 409 
(1989). 'The above statements evidence the FDA's position from 1914 
until the present rulemaking attempt that, as a matter of law, it did not 
have jurisdiction to regulate tobacco products as customarily mhl'­
keted.. The FDA's public, consistent, and longstanding interpretation18 
of the Act gains even more significance when viewed in conjunction 
wilh the actions of Congress during the same time period. 

l. Congressional Inaction 

We recognize the. general reluctance of courts lo rely on congres­
sional inaction as a basis for statutory interpretation. See Brecht v. 
Abrahamson, 507 U.S. 619, 632 (1993) (noting that "[a]s a general 
matter, 'we arc reluctant to draw inferences from Congress's failure 
to act .. ) (quoting Schneidewind v. ANR Pipeline Co., 485 U.S. 293, 
306 (1988)). However, under certain circumstances, inaction by Con­
gress may be interpreted as legislative ratification of or acquiescence 
to an agency's position. See Bob Jones Univ. v. United States, 461 
U.S. 574. 601 (1983) (stating that "[i]n view of its prolonged and 
acute awareness of so Important an issue, Congress' failure to act on 
lhe bills proposed on this subject provides added support for conclud-

18 We do not mean to suggest that an agency is always irrevocably 
bound by its prior interpretations of a statute. However, we note that an 
agency•s interpretation of a statutory provision that conflicts with the 
agency's earlier interpretation is "'entitled to considerably less defer­
ence• lhan a consistently held agency view." Good Samaritan Hoso. v. 
Shal~ 508 U.S. 402, 417 (1993) (quoting Watt v. Alaska, 451 U.S. 
259, 273 (1981)). In addition, the evidence of legislative ratification also 
weighs against the FDA 's actions in the present case. 
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mg 1!13% Cengress acquiesced in the IRS rulings"). In Bob Jones, the 
Coun eumined Congress' failure to modify two IRS rulings when 
the public and Congress were well aware of the position of the IRS. 
Bob Jones, 461 U.S. 599-602. In finding legislative acquiescence to 
the ms position. the Court emphasized: extensive hearings held by 
Congress 011. the Issue; the introduction and failure of numerous bills 
in Congress introduced to overturn the IRS's interpretation of the 
Internal Revenue Code; and Congress' awareness of the ms position 
when marting other, related legislation. Bob Jone!, 461 U.S. at 599-
601; ace also United States v. Riverside Bayview Homes. Inc., 474 
U.S. 121, 137 (1985) (finding legislative acquiescence and explaining 
that •a refusal by Congress to overrule an agency's construction of 
legislation• is particularly relevant -where the administrative con­
struction has been brought to Congress' attention through legislation 
.specific.ally designed to supplant it"). 

We are of opinion that the matter before us presents an equally 
strong case of legislative acquiescence.19 As noted by the district 
court. Congress has introduced numerous bills that would have 
granted lhc FDA jurisdiction over tobacco products. See Coyne 
Beahm. 966 F. Supp. at 1382 (stating that "members of Congress 
agreed with FDA 's assertions that it lacked jurisdiction~ and thus 
introduced bills expressly granting the FDA jurisdiction "in an effort 
to remedy the situation-). In fact, the district court listed 15 different 
bills introduced in Congress which would have expressly granted the 
FDA jurisdiction over tobacco products. Coyne Beahm, 966 F. Supp. 
at 1382. However, none of these bills were enacted. As discussed 
above, FDA officials have testified at many congressional hearings 
regarding the FDA 's lack of jurisdiction over tobacco products. See 
also Coyne Beabm. 966 F. Supp. at 1381. Thus, Congress bas been 
well aware of the FDA 's position that it lacked jurisdiction over 
tobacco products since 1914. On several occasions, Congress has 
enacted legislation to deal specifically with the dangers of tobacco 
produCU. but has never enacted legislation to overturn the FDA 's 

19 'Ibc district court attempted to distinguish the Bob Jones and 
Riverside Bayview cases by noting that they involved agency action 
rather than statements by an agency that it did not have jurisdiction to 
act. Covne Beahn). 966 F. Supp. at 1383. We fail to sec any real distinc­
ti<m and thus find the cases applicable. 
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bru:Ipretation of its jurisdiction under the Act. Accordingly, this is not 
a case where congressional inaction demonstrates"unawareness, pre­
occupation, or paralysis." See Zuber v. Allen , 396 U.S. 168·, 18S-86 
n.21 (1969). We believe that the actions rejected and taken by Con­
gxus with respect to the regulation of tobacco provide strong evi­
dence of congressional intent that it, and not the FDA, controls the 
rcgutanon of tobacco products. 

3. p,ngress• Tobacco-Specific Legislation 

Under Qleyron's instruction to apply the traditional rules of statu-
tory construction, it is also appropriate to consider the provisions of 
the •whole law, and ... its object and policy• in ascertaining the will 
of Congress. Dole v. United Steelworkers of America, 494 U.S. 26, 35 
(1990) (quoting Pilot Life Ins. Co. v. Dedeaux , 481 U.S. 41, 51 
(1987)). Having examined the Act and prior actions of the FDA and 
Congress, we now take a closer look at three statutes and related 
amendments (collectively referred to as the tobacco-specific legisla­
tion) enacted by Congress for the purpose of addressing public health 
ccmc:ems abow the use of tobacco products. 

The issue is not, in the words of the stalking horse set up by the 
government, whether these three statutes partially repeal or amend the 
Act to withhold jurisdiction over tobacco products from the FDA. 
FDA Red Br. at 57. Rather, we examine the tobacco-specific legisla­
tion as a part of our inquiry into congressional intent. As discussed 
above, we are of opinion that the statutory text, viewed as a coherent 
whole, clearly indicates that Congress did not intend the FDA 's origi­
nal jurisdictional grant to include tobacco products. Thus, the sub­
sequent enactment of tobacco-specific legislation provides corrob­
orating evidence of established congressional intent. 

In lamsary 1964, the publication of the first Surgeon General's 
rcpon on smoking and health called the federal government's atten­
tion to the dangers of tobacco products. Dept. of Health, Education 
and Welfare, Smoking and Health: Report of the Advisory Conunittee 
to the Suucon General of the Public Health Service (1964); sec also 
H.R. Rep. No. 289, 91st Cong., 1st Sess.: at S (characterizing the 
1964 Surgeon General's Report as the "principal basis" for regulatory 
efforts). Shortly thereafter, the House Committee on Interstate and 
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Fmeign Commerce initiated a series of hearings regarding the federal 
govemment•s role in dealing with smoking-related health problems. 
C.Ommittee Chairman, Representative Oren Harris, stated that: 

1b.e purpose of these hearings will be, if we can reach that 
point. to determine the extent of authority under existing law 
to deal with the various aspects of this general field, and to 
determine whether any action of the Congress is warranted 
In the interest of public health. In other words, we want to 
find out under our responsibility whether or not legislative 
action is necessary, and if so, what kind. 

Hearings Before the Comm. on Interstate and Foreign Commerce on 
Bills Regulating the Labeling and Advertising of Cigarettes and 
Relating to Health Problems Associated with Smoking, 88th Cong., 
2d Scss. 23 (1964). 

During the course of these hearings, Congress considered and 
rejected the option of granting the FDA jurisdiction over tobacco 
products. Of the eleven bills submitted to the Committee, two would 
have expressly amended the Act to make it applicable to tobacco. 
prod11cts. 1964 Hearings at 2-12. These two bills proposed expansion 
of the Act to cover tobacco products by creating a new category of 
products subject to FDA jurisdiction. See 1964 Hearings at 4-7 (sug­
gesting creation of new category entitled "smoking products"). These 
two bills also proposed new operative provisions applicable only to 
•smoking products." 20 1964 Hearings at 4-7. As part of the hearings, 
Surgeon General Terry was asked whether the Department of Health, 
Education. and Welfare (HEW), the FDA's parent department, had 
authority to regulate tobacco products. Dr. Terry's unqualified 
response was that his department did not believe that it had "such 
authority in existing laws governing the Public Health Service and 
Food and Drug Administration. w 1964 Hearings at 56. Similar testi­
mony was later provided by the Deputy Commissioner of the FDA. 
See Cigarette Labeling and Advertising: Hearings Before the HoU5C 

20 The fact that the two proposed bills created a new jurisdictional cate­
gory and new operative provisions for tobacco products is consistent 
with our analysis in part II.A, supra, which concludes that the current 
struaure of the Act cannot accommodate tobacco products. 
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Comm. on Interstate and Foreign Commerce, 89th Cong., 2d Sess. 
193 (196.5) (statement of Deputy Commissioner RBnkin Chat "[t]he 
Food and Drug Administration has no jurisdiction under the Food, 
Drug, and Cosmetic Act over tobacco, unless it bears drug claims.); 
see also 111 Cong. Rec. 13431 (1965). In addition, the Secretary of 
HEW, Anthony J. Celebrczze, warned the Committee that giving the 
FDA jurisdiction over tobacco products •might well• lead to a ban 
and that such a ban would be a..ntrary to the intent of Congress a.nd 
the will of the American public. See 1964 Hearings at 18 (stating that 
a ban would be •coruracy to what, we understand, is intended or what, 
in the light of our experience with the 18th amendment, would be 
aceeptd>Je to die American people"). 

Following the bearings and consideration of the various bills, Con· 
gress responded to the Surgeon General's report by enacting The Fed­
eral Cigarette Labeling and Advertising Act {Cigarette Labeling Act), 
Pub. L. No. 89-92, 79 Stat. 282 (1965) (codified at 15 U.S.C. §§ 1331 
~.). In general, the Cigarette Labeling Act required manufacturers 
to place specific health-hazard warnings from the Surgeon General on 
cigarette packaging, advertising, and billboards. 15 U.S.C. § 1333. 
The Cigarette Labeling Act also set forth congressional policy regard­
ing regulation of tobacco products: 

It is the policy of the Congress, and the purpose of this 
chapter, to establish a comprehensive Federal program to 
deal with cigarette labeling and advertising with respect to 
any relationship between smoking and health, whereby -

(1) the public may be adequately informed about any 
adverse health effects of cigarette smoking by inclusion of 
warning notices on each package of cigarettes and in each 
advertisement of cigarettes; and 

(2) commerce and the national economy may be (Al pro­
tected to the maximum extent consistent with this declared 
policy and CBl not impeded by diverse. nonunifonn. and 
confusing cigarette labeling and advertising regulations 
with res;pect to any relationship between smoking and 
health. 
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15 U.S.C. § 1331. Thus, the express goal of the Cigarette Labeling 
Act is to warn consumers about the health hazards of smoking. while 
also protecting the national economy. 

The district court apparently considered that the plaintiffs claimed 
that the separate preemption provision of the Cigarette Labeling Act 
precluded any further regulation of tobacco products except by Con­
gress. See Coyne Beahm. 966 F. Supp. at USS-1386. We do not think 
that the claim was so broad then, certainly it is not so broad now. 
While it is true that lS U.S.C. § 1334, requires that no statement relat­
ing to smoking or health other than the statement required by § 1333, 
sh.all be required on any cigarette package, that· is not a statement 
excluding other regulation of tobacco products. But the fact that Con­
gress has, some 27 years after the establishment of the FDA in its 
present fonn, enacted the Cigarette Labeling Act, is strong evidence 
that Congress bas reserved for itself the regulation of tobacco prod­
ucts rather than delegating that regulation to the FDA. 

Congressional policy, as set out in the Cigarette Labeling Act, can­
not be harmonized with the FDA 's assertion of jurisdiction over 
tobacco products. First, by enacting the Cigarette Labeling Act rather 
than other proposed legislation, Congress clearly rejected the pro­
posed regulatory role for the FDA. Next, the Act charges the FDA 
with protecting the public health, but does not authorize the FDA to 
consider protection of commerce and the national economy. Thus, by 
the tenns of its enabling statute, the FDA is not capable of complying· 
wir:h Congress' stated policy regarding the regulation of tobacco prod­
ucts. In addition. the congressionally-established regulatory plan of 
the Cigarette Labeling Act directly contradicts the FDA 's mandatory 
requirements set forth in the Act. As discussed supra in part Il.A, the 
Act prohibits the sale or distribution of unsafe devices. See, e.g., 21 
U.S.C. §§ 33l(a), 352(j). In contrast, the Cigarette Labeling Act rec­
ognizes the unsafe and dangerous nature of cigarettes, but permits 
continued marketing with consumer warnings. IS U.S.C. §§ 1331, 
1333. The decision by Congress to allow continued marketing of 
unsafe products cannot be reconciled with the operative provisions of 
the Act, primarily because the Act does not allow FDA consideration 
of the facton involved in Congress' policy determination. See IS 
U.S.C. § 1331(2) (establishing policy of protecting "commerce and 
the national economy"). 
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Finally, in lleveJoping the Cigarette Labeling Act, Congress clearly 
considercllf and rejected a role for the FDA. The government does not 
produce any legislative history to the contrary. The legislative history 
of the Cigarette Labeling Act is thus important to understanding con­
gressional intent because it reflects the historical context in which the 
Cigarette Labeling Act was developed. See Radowich v. United States 
A!f!, 65& f.2d 957, 961 (4th Cir. 1981) (stating that courts should 
look at the "clearly expressed intention as expressed without dissent 
in the legislative history" to be certain that their construction of a stat­
ute is consistent with the •manifest purpose as clearly minored in the 
legislative histocy"). Thus, the Cigarette Labeling Act and the context 
in which it was enacted provides evidence of Congress' intent that the 
FDA not 'have jurisdiction over tobacco products. Subsequent legisla­
tion by Cengress reinforces our understanding of this expressed con­
gressional intenL 

The Cigarette Labeling Act's advertising and labeling regulations 
originally were set to expire on June 30, 1%9. In response, the Fed­
eral Communications Commission (FCC) introduced a proposal to 
ban all television and radio cigarette advertising. 34 Fed. Reg. 1959 
(1969). In addition, the Federal Trade Commission (FTC) renewed its 
proposed rule from 1964. See 34 Fed. Reg. 7917 (1969) (citing heaJth 
hazards of smoking and proposing warning statements for cigarette 
paclcages and advertisements).21 Again, Congress debated the role of 
administrative agencies in the regulation of tobacco products. See 
generally Cigarette Labeling and Advertising: Hearings Before the 

·House Conun. on Interstate and Foreign Commerce, 91st Cong., 1st 
Sess. (1969). The House Report stated: 

The regulations [proposed by the FCC and the FTC] raise 
basic constitutional questions and would affect the growing, 
sale, and manufacturing of tobacco for cigarettes and the 
persons involved in or affected by those activities. These 
activities cut across the whole spectrum of commercial and 
social life in the United States. It is therefore an area where 
the Congress, if anyone, must make policy. 

ll We note that the FDA took no action at this time. 
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Aside from the questions of constitutional and statutory 
law whlch the two agencies' proposed rules raise, they arc 
an assumption by these agencies of policymaking with 
respect to a subject matter on which the Congress has made 
policy ... , [and] has stated it5 intention to be the exclusive 
policymaker on the subject matter .... 

H.R. Rq>. No. 289, at 4-S. 

Following these debates and hearings, Congress amended the Ciga­
rette Labeling Act by enacting the Public Health Cigarette Smoking 
Act of 1969, Pub. L. No. 91-222, 84 Stat. 87 (1970). Basically, the 
1969 Act reenacted the Cigarette Labeling Act, but with several 
amendments.22 Notably, Congress did not amend or replace 15 U.S.C. 
§ 1331, the provision setting out its policy determination regarding 
the regulation of tobacco products. 

Congress showed a continuing interest in the regulation of tobacco 
products with the Alcohol and Drug Abuse Amendments of 1983, 
Pub. L. No. 98-24, 97 Stat. 17S, I78 (1983) (codified at 42 U.S.C. 
§§ 290aa ~.).These amendments require the Secretary of HHS, 
FDA 's parent agency, to submit certain reports to Congress every 
three years. 42 U .S.C. § 290aa-2(b). The statute directs the Secretary 
to report to Congress current findings on "the addictive property of 
tobacco" and to recommend "legislation and administrative action as 
the Secretary may deem appropriate." 42 U.S.C.§ 290aa-2(b)(2)-(3). 
This statute evidences Congress' awareness of the addictive nature of 
tobacco products and its intent to retain control over further regula­
tory action. 

In 1984. Congress again amended the Cigarette Labeling Act, but 
retained the basic regulatory approach established in 1965. See Com-

22 For example, the I 970 amendments changed the wording of the 
warning to be included on cigarette packages, IS U.8.C. § 1333; revised 
§ 1334 's express preemption provision; and made it unlawful to advertise 
cigarettes on electronic communications subject to FCC jurisdiction, IS 
u.s.c. § 1335. 
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prche:nsivc Smoking Education Act (Smoking Education Act), Pub. L. 
No. 98-474, 98 Stat. 2200 (1984) (amending the Cigarette Labeling 
Act). The Smoking Education Act required rotating warnings on ciga­
rette packaging and advenising, lS U.S.C. f 1333; established an 
Interagency Committee on Smoking and Health, including membcn 
from the FTC, the Department of Education, and the Department of 
Labor, but not from the FDA, 15 U.S.C. § 134l(b); and required 
annual disclosure of tobacco ingredients to the Secretary of HHS, 15 
U.S.C. § 1335a. Quoting U.S. Surgeon General Dr. C. Everett Koop, 
the House Repon recommending this legislation described cigarette 
smoking as •the most important public issue of our time.• H.R. Rep. 
No. 805, 98th Cong., 2d Sess., at 12 (1984). Consistent with the prior 
actions of Congress discussed above, the House Report recognized 
that "[f]ederal laws that protect the public from hazardous food, drugs 
and consumer products do not apply to cigarettes." H.R. Rep. 805, at 
12. 

In 1986, Congress created a similar regulatory program for smoke­
less tobacco, but with some additions.23 Comprehensive Smokeless 
Tobacco Health Education Act (Smokeless Tobacco Act), Pub. L. No. 
99-252, 100 Stat. 30 (1986) (codified at 15 U.S.C.§§ 4401-4408). In 
general, the Smokeless Tobacco Act required specific health warnings 
in smokeless tobacco advertising and on packaging, 15 U.S.C. 
§ 4402(a),(b); authorized the FrC to issue specified regulations 
regarding the content and form of label warnings, 15 U.S.C. 
§ 4402(c); banned advertising on electronic communications subject 
to FCC jurisdiction, 15 U.S.C. § 4402(f); and required annual ingredi­
ent and nicotine-level reporting to the HHS Secretary, 15 U.S.C. 
§ 4403. In addition. the Smokeless Tobacco Act authorized the Secre­
tary of HHS to develop a program for informing the public of the 
health hazards ca.used by use of smokeless tobacco. 15 U.S.C. 
§ 4401(a). Specifically, the Secretacy is instructed to make this infor­
mation available to school systems for educational purposes. 15 
U.S.C. § 440l(a)(l)(B). The statute also provided for technical and 
financial assistance to States for their development of educational 
programs about the dangers of smokeless tobacco and for establishing 

23 It is worth noting that Congress adopted a very similar approach to 
the one taken in the Cigarette Labeling Act, even though it had expressly 
recognized the addictive nature of tobacco. 42 U.S.C. § 290aa-2(b)(2). 
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18 as the minimum age for purchasing smokeless tobacco. IS U.S.C. 
§ 440l(b).24 Finally, the Smokeless Tobacco Act requires the Secre­
tary of HHS to submit biennial reports to Congress containing "a 
description of the effects of health education efforts," "an evaluation 
of the health effects of smokeless tobacco products,• and "reconunen-
· c1ations for Jegi.!lation and administrative action.• 15 U.S.C. 
§ 4407(a). 

Like the Cigarette Labeling Act, the Smokeless Tobacco Act also 
contains an express preemption provision. See 15 U.S.C. § 4406 (pro­
viding that "[n]o statement relating to the use of smokeless tobacco 
products and health, other than the statements required by section 
4402 of this title, shall be required by any Federal agency to appear 
on any package or in any advertisement"). However, as discussed in 
relation to the Cigarette Labeling Act, this express preemption provi­
sion docs not detract from our examination of the stawte as a tool for 
determining congressional intent. In recommending passage of the 
Smokeless Tobacco Act, the House Report cited particular concerns 
about the popularity of smokeless tobacco with minors. See S. Rep. 
No. 209, 99th Cong., at 4 (1985), reprinted in 1986 U.S.C.C.A.N. 7, 
IO (stating that •a major reason for the development of a legislative 
proposal is the alarming incidence of use by children"). Thus, in 
I 986, Congress considered the very issues that the FDA now purports 
to address in its proposed regulations. 

Within the context of the FDA's repeated stated positions that it 
had no jurisdiction, Congress enacted comprehensive legislation 
addressing many of the activities that the FDA now attempts to regu­
late, based on the same concerns relating to youth use now cited by 
the FDA. The enactment of the Smokeless Tobacco Act in no way 
suppotts a conclusion that Congress intended to give the FDA juris­
diction over tobacco products. To the contrary, the detailed scheme 
created by Congress evidences its intent to retain authority over regu­
lation of smokeless tobacco. Cf. Patterson v. McLean Credit Union, 

24 As discussed below, Congress built on the youth education and age 
limit provisions of the Smokeless Tobacco Act in the Alcohol, Drug 
Abuse, and Mental Health Administration Reorganization Act of 1992 
(1992 Amendments), Pub. L. No. 102-321, 106 Stat. 394 (codified at 42 
U.S.C. § 300x-26). 
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491 U.S. 164, 181 (1989) (stating that courts •should be reluctant ... 
to read an earlier starute broadly where the result is to circumvent the 
detailed remedial scheme constructed in a later statute"). The FDA 
may not. without empowerment by Congress, construct what ir 
believes is a "better• regulatory scheme. MCI, 512 U.S. at 234. If the 
FDA believed that additional regulation was needed, the Se.crctary 
should have recommended such action to Congress, as directed in the 
Smokeless Tobacco Act. lS U .S.C. § 4407(a)(4). 

In 1992. Congress again addressed the problem of youth access to 
tobacco products. The Alcohol, Drug Abuse, and Mental Health 
Administration Reorganization Act of 1992 (1992 Amendments), 
Pub. L. No. 102-321, 106 Stat. 394, focused on regulation at the state 
level by providing financial incentives to States which enact and 
enforce access restrictions for individuals under age 18. 42 U.S.C. 
§ 300x-26.25 

The 1992 Amendments express clear congressional intent that 
States exercise their traditional police powers and take a primary role 
In attacking the problem of youth access to tobacco products. How­
ever. the FDA 's proposed regulatory scheme would preempt much 
st.ate regulation in this area, including more stringent regulations than 
those proposed by the FDA. The Act prohibits States from imposing 
oo devices any requirements "different from. or in addition to" those 
imposed by the FDA. 21U.S.C.§360k(a). Thus, if the Act applied 
lo tobacco products, § 360k(a) would prohibit States from addressing 
the problem of youth access. The FDA responds, FDA Red Br. p. 67, 
n. 16, that States •rriight" qualify for exemptions from preemption 
under § 360k(b). However, the possibility of a discretionary exemp­
tion does not take away the inherent conflict between the state regula· 

2S More specifically, States are eligible for the financial incentives only 
if they: (1) prohibit sales to individuals under age 18, 42 U.S.C. § 300x-
26(a)(l); (2) enforce the prohibition in a way that"can reasonably be 
expected to reduce the extent to which tobacco products are available to 
individuals under the age of 18," 42 U.S.C. § 300x-26(b)(l); (3) conduct 
•random. unannounced inspections" of retailers to check compliance, 42 
U.S.C. I 300x-26(b)(2)(A); and (4) make annual repons to the HHS Sec­
retary regarding the manner and success of state enforcement activities, 
42 U.S.C. § 300x-26(b)(2)(B). 

42 

~043 



'l!D 1,,!1\1,,U!! 1,,LJ\ 

tory role established by Congress and the FDA 's proposed scheme. 
In developing its regulatory scheme for tobacco products, Congress 
made a policy determination that state participation was necessary for 
effective regulation of youth access. Allowing the FDA to override 
this decision would be contrary to congressional intent. 

Over the last 60 years, Congress has enacted numerous statutes and 
amendments for the regulation of tobacco products. Throughout this 
period, Congress was well aware of the dangers of tobacco products 
and of the FDA 'a consistent position that it had no jurisdiction over 
tobacco produds. Yet, Congress took no steps to overturn the FDA's 
interpretation of the Act., that it bad no jurisdiction over tobacco prod­
ucts as customarily used. In fact, Congress deliberately rejected a role 
for the FDA during its consideration of various legislation from 1965 
through 1993.26 Instead, Congress developed a regulatory scheme 
whereby it retained the position of policymaker for the industry.27 In 
addition, it developed a scheme whereby designated agencies would 
periodically report any new information and recoaunendations for 
legislation or regulation to Congress.28 Taken together, these actions 
by Congress are relevant and corroborative evidence that Congress 
never intended to give the FDA jurisdiction over tobacco products. 

m. Conclusion 

This ls not a case about whether additional or different regulations 
are needed to address legitimate concerns about the serious health 
problems related to tobacco use, and particularly youth tobacco use, 
. in this country. At its core, this case is about who has the power to 

26 Between 1965 and 1993, at least 13 bills were introduced in Con­
gress wruch would have given the FDA jurisdiction over tobacco prod­
ucts. None of these bills were enacted. 
27 Although Congress has given th~ FTC limited authority to regulate 
advertising related to tobacco products, this power is limited by the 
tobacco-specific legislation. 15 U.S.C. §§ 1336m, 4404-06. 
28 The HHS, FrC, and Interagency Committee are all directed to make 
periodic reports to Congress including information on the health effects 
of tobacco products, the addictive nature of tobacco products, cigarette 
advertising. Sec e.g., 15 U.S.C. §§ 1337(a), (b). 134l(a)-(c); 42 U.S.C. 
§ 290aa-2. 
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make this type of major policy decision. As the Supreme Court has 
previously stated about a different agency and its enabling statute, 
neither federal agcnciea nor the courts can substihlte their policy judg­
ments for those of Congress. Sec ,Mg, 512 U.S. at 234 (stating that 
•our estimations, and the [FCC's] estimations, of desirable policy 
cannot alter the .meaning of the federal Conununications Ad of 
1934 "). In rejecting the agency's interpretation of its enabling statute, 
the MCI Ceurt characterired the agency's action as "effectively the 
introduction of a whole new regime of regulation . . . which may well 
be a better regime but is not the one that CongteBS established." MQ, 
512 U.S. at 234. Accordingly, wc do not, indeed cannot, pass judg­
ment on the merits of the regulatory scheme proposed by the FDA. 
By its ultra vircs action, the FDA bas exceeded the authority gr~ted 
to il by Congress, and its rulemaking action cannot stand. 

We are thus of opinion that Congress did not intend to delegate 
jurisdiction over tobacco products to the FDA. Accordingly, the judg­
me.nt of the district court is 

REVERSED.29 

HALL, Ciralit Judge, dissenting: 

The FDCA delegates to the FDA the duty of prorm.Jlgating and 
enforcing regulations aimed at protecting the nation's citizens from 
misbranded and unsafe drugs and food. After years of considering an 
array of evidence, much of it only recently brought to light, the FDA 

l9 This footnote is added to make clear that the judgment of the district 
court regarding the construction of 21 U.S.C. § 300j(e), Covne Beahm, 
966 P. Supp. at 1399-1400, is vacated. The district court's construction 
of § 360j(e) was based on its erroneous holding that the FDA had author­
ity to promulgate regulations regarding tobacco products. Had the district 
court reached the correct conclusion on the jurisdictional issue, there 
would have been no occasion to address the construction of § 360j(c). 
Accon:lingly. wc vacate th~ district court's decision on that issue which 
is the subject of the government's appeal. We express no opinion on that 
question, and our decision should not be construed as either agreeing 
.with or disagreeing with the district court's decision on the construction 
of § 360j(c). 
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decided to regulate a product that is estimated to cause some 400,000 
deaths a year. While not actually disputing that tobacco products 
deliver a drug, nicotine, into the body, the majority would deny to the 
FDA the authority to act to address this acknowledged health threat. 
I dissent 

Tobacco pr&ducts fit comfortably into the POCA 's definitions of 
•drug" and "device." Inasnruch as cigarettes and smokeless tobacco 
arc responsible for illness and death on a vast scale, FDA regulations 
aimed at curbing tobacco use by children cannot possibly be contrary 
to the general intent of the FDCA to protect the public health. But 
even when we expand our search for legislative intent beyond the 
words of the statute, the evidence falls far short of demonstrating that 
Congress intended to deny or withdraw jurisdiction over tobacco from 
the FDA. Therefore, on the major question before us, I would affirm 
the district court's denial of summary judgment to the companies to 
the extent such judgment rums on the issue of the FDA's authority to 
regulate tobacco products. 

Ma consequence of this view, I must also reach those subordinate 
issues not discussed by the majority. I would affirm the denial of 
summary judgment to the comparues on the issue of the FDA's choice 
of the "combination-products" regulatory scheme. I believe, however, 
that the district court erred in ruling that the FDA cannot, as a matter 
of statutory law, restrict the advertising of tobacco pursuant to the 
agency's authority to regulate the "sale" of such products. 

I 

When reviewing an agency's construction of a statute, we must 
first ask "whether Congress has directly spoken to the precise ques­
tion at issue." Chevron. U.S.A .. Inc., v. Natural Resources Defense 
Council. Inc., 467 U.S. 837, 842 (1984). The usual rule is to enforce 
the plain language of a statute according to its terms. United States 
v. Ron Pair Enters .. Inc., 489 U.S. 235, 241 (1989). Whether the lm­
guage is plain is "determined by reference to the language itself, the 
specific context in which the language is used, and the broader con­
text of the statute as a whole." Robinson v. Shell Oil Company, 519 
U.S. 337, _, 117 S. Ct. 843, 846 (1997). Here, the language is 
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plain, and the context does not command a result contrary to the plain 
meaning. 

The majority devotes approximately three paragraphs to the words 
that form the heart of the FDA'sjurisdictional claim: •(T]he term 
•drug' means ... articles (other than food) intended to affect the 
structure or function of the body.• 21 U.S.C.§ 321(g)(l)(C). While 
as much as conceding that tobacco products fit the FDCA 's •literal" 
definition of drug, the majority concentrates instead on what it 
believes is abundant evidence elsewhere demonstrating that Congress 
has never intended that tobacco come under FDA authority. Despite 
the apparent agreement about the "literal• meaning of "drug• and •de-­
vice,• a few words are necessary to set the stage before moving on 
to a discussion of the "context" of the FDCA. 

A 

The rulemaking record contains voluminous evidence of the phar­
macological effeclS of nicotine; in addition to being highly addictive, 
nicotine acts as a stimulant, tranquilizer and appetite suppressant. See 
61 Fed. Reg. 44665-66 (1996). Under these assumed facts, nicotine 
clearly •affect[sJ the structure or function of the body of man ... ", 
and I do not understand the majority to be saying otherwise. The only 
arguable impediment to a complete fit between the terms of the stat­
ute and tobacco products is the word "intended." 

B 

Building on the conclusion that the nicotine in tobacco products is 
highly addictive. the FDA proffered four independent rationales to 
satisfy the additional requirement that tobacco products be "intended" 
to affect the body: ( 1) a reasonable manufacturer would foresee that 
consumers would use the product to satisfy addiction, ~ 61 Fed. 
Reg. 44634, 44701-39; (2) most consumen do in fact use tobacco 
products to satisfy addiction, see id. at 44233; (3) the manufacturers 
have long known that consumers use the products for the phannaco­
logical effa:ts, see id. at 44849; and (4) the manufacturers design the 
products to deliver active doses of nicotine, see id. at 44951. On rea­
soning with which I agree, the district coun held that the FDA could 
_proffer evidence in support of the first and second of these r~tionales. 
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Covne BC3hm. 966 F. Supp. at 1388-92. In addition, I would also per­
mit the use or recently disclosed evidence, including heretofore-secret 
company documehts, that establish that the companies have known 
about the addictive qualities of their products for years and that ciga­
rettes are deliberately manipulated to create and sustain addiction to 
nicotine. 

My dictionary contains the following definitions of"intend•: • 1. To 
have in mind: PLAN. 2a. To design for a particulv..r purpose. b. To have 
-in mind for a particular puq>OSC. u WEBSTER'S II NEW RIVERSIDE 
UNIVERSITY DICTIONARY (1984). A3 a matter of simple English, the 
resultant effect on the body - nicotine addiction- is intended when 
the manufacrurer (as we are assuming for the purposes of this appeal) 
deliberately designs the product to have that effect. This meaning is 
the primary, literal, and most common one attached to the word "in· 
tend,• and it is ordinarily the one we should use. See Asgrow Seed Co. 
v. Winterboer, 513 U.S. 179, 187 (1995) ("When terms used in a stat­
ute are undefined, we give them their ordinary meaning."). The 
majority's argument does not convince me that we should abaiidon 
this common sense rule in this situation. 

Prior to these rules, lhe FDA had "asserted jurisdiction over ciga­
rettes only when health claims were made by the vendors or manufac­
turers..• Action on Smoking and Health v. Harris, 655 F.2d 236, 239 
&. n.7 (D.C. Cir. 1980) [hereinafter MID (citing as examples United 
States v. 354. Bulk Cartons ... Trim Reducing-Aid Cigarettes, 178 F. 
SUpp. 847 (D.N.J. 1959), in which cigarettes were marketed as weight 
reduction aids, and United States v. 46 Cartons ... Fairfax 
Cigarettes, 113 F. Supp. 336 (D.N.J. 1953), in which cigarettes were 
marketed as helping to prevent respiratory diseases). No other court, 
however, has been confronted with the type and quantity of evidence 
collected during the rulemaking process in this case; the strength of 
nicotine"s addictive qualities, the extent of the health proble~ cre­
ated by tobacco products, and the complicity of the manufacturers 
bring us to a different place than we have been before. 

Products deliberately designed to create and sustain addiction are 
not likely to be marketed as such; indeed, such products are more 
likely I.isled elsewhere in Title 21 among the illegal controlled sub­
stances. It strikes me as patently absurd to contend that cigarettes and 
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smokeless tobacco, products that are (under the assumed facts) actu­
ally designed to exert powerful and quintessentially drug-like effects 
on the users, should escape FDA regulation because the products are 
marketed as essential accoutrements of a more exciting or more 
sophisticated lifestyle. 

n 

Tobacco products, then, come squarely within the plain terms of 
the FDCA. If the words of a statute arc plain, "absent any 'indication 
th.al doing so would frustrate Congress's clear intention or yield 
patent absurdity, our obligation is to apply the statute u Congress 
wrote it."' Hubbard v. United States, 514 U.S. 695, 703 (1995) (quot­
ing BFP v. Resolution Trust Corporation, 511 U.S. 531, 570 (1994) 
(Souter, J .• dissenting)), quoted in Dunn v. Commodity Futures Trad­
ing Commission, 117 S. Ct. 913, 916 (1997). The questions, then, 
should be: Does upholding FDA jurisdiction over iobacco frustrate 
clear congressional intent to withhold such jurisdiction'? Is it patently 
absurd? Does it "conflict with any other section of the Code, or with 
any important state or federal interest, [or] is a contrary view sug­
gested by the legislative history[?]" Ron Pair, 489 U.S. at 243. In 
ether words, given the plain language used in § 321(g)(l)(C), the 
question mould be whether the intent manifested by the words used 
- that tobacco products are "drugs delivery devices" subject to FDA 
regulation - is trumped by evidence to the contrary. 

The majority seeks to show that the "context" of these readily 
understood words demonstrates that Congress really meant so~thing 
else where tobacco is concerned. This search for context takes us into 
•the overall regulatory scheme created by Congress" (Maj. op. at 20) 
and "the history of evolving congressional regulation in the area" 
(Maj. op. at 19) (citation omitted), the legislative history of the FDCA 
and related statutes, and even congressional inaction. I will address 
each avenue explored by the majority. 

A 

The majority opens with this argument: The FDA's mandate is to 
prevent the marketing of any drug or device that is found to be 
unsafe; tobacco products are unsafe; ·to allow the continued sale of 
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cigzrettes is completely at odds with such mandate; ergo, the regula­
tions must be struck down. But whether the regulations contravene 
the statute is a question wholly apart from whether any regulations 
could be issued. How the FDA has chosen to regulate tobacco has no 
bearing on the question of whethex that agency has the authority to 
regulate it at all, particularly when it is agreed that the power to regu­
late under the FDCA includes the power (under the assumed facts) to 
ban tobacco products c;:;mpletely. The FDA made an eminently rea­
sonable decision to focus on preventing addiction among children 
while permitting sales to adults. ~Fed. Rea· 44398-99, 44412-13. 
It is no argument to say that the FDA can do nothing because it could 
·have done more. 

B 

ibe majority's analysis of the "extrinsic evidence" of congressional 
intent stands on three legs: The lack of any mention of tobacco in the 
statute itself or the legislative history of the 1938 Act; the FDA' s con­
sistmt disavowal of any intention of taking jurisdiction over tobacco, 
.and, concomitantly, the general assumption that the agency was right; 
and the series of tobacco-related statutes enacted over the last thirty 
ye.ars..1 

The FDCA 

In construing remedial legislation, we must be ever mindful of the 
saluury purpose of the statute. 

The historical expansion of the definition of drug, and the 
creation of a parallel concept of devices, clearly show, we 

1 As a corollary to this third point, the majority also relies on congres­
sional ~fusal to enact legislation that would have expressly given the 
FDA the authority it now claims. See Maj. op. at 32-34. To whatever 
extent th.is inaction may be interpreted as wratification" of the FDA 's 
prior (no tobacco jurisdiction) position, it would appear that Congress's 
continued inaction in the face of all that has followed the FDA 's 
announcement of the proposed rule three years ago ~ 60 Fed. Reg. 
41314) would more than offset any ratification effect to be gleaned from 
the earlier inaction. 
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think, that Congress fully intended that the Act's coverage 
be as broad as its literal language indicates-and equally 
clearly, broader than any strict medical definition might oth­
erwise allow. [W]e a.re all the more convinced that we must 
give effect to congressional intent in view of the well­
accepted principle that remedial legislation such as the 
Food, Drug, and Cosmetic Act is to be given a liberal con­
struction consistent with the Act's overriding purpose to 
protect the public health ..•. 

United States v. An Article of Drug ... Bacto-Unidisk, 394 U.S. 784, 
798 (1969).2 The majority starts off on the wrong foot when it asks 
"'whether Congress intended to delegate jurisdiction over tobacco 
products to the FDA." Maj. op. at 19. · 

Congress did not "intend" that any particular product be included; 
as the district court noted, "[r]ather than itemize eac.h product subject 
to regulation under the FDCA, Congress defined these categories 
broadly so that each encompasses a wide range of products." Coyne 
Beahm v. FDA, 966 F. Supp. at 1380. An exhaustive list of covered 
products was neither feasible nor necessary; effective regulation 
.required flexibility within broad parameters. 

Pointing out the obvious - that the FDCA was not originally 
directed at tobacco - gets us nowhere. No one contends that Con­
gress foresaw in 1938 that tobacco was or might someday be included 
as a "drug" under the FDCA. The operative congressional intent at the 
outset was simply to confer broad discretionary powers on the FDA 
to regulate "drugs" and "devices.• The FDCA was written broadly 
enough to accommodate both new products and evolving knowledge 
about existing ones, and it was written that way on purpose. 

l Justice Frankfurter put it this way: 

'Ibe putpOSCS of this legislation [FDCA] thus touch phases of the 
lives and health of people which, in the circumstances of modern 
industrialism. are largely beyond self-protection. Regard for 
these purposes should infuse construction of the legislation if it 
is to be treated as a working instrument of government and not 
merely as a collection of English words. 

Unitr:d States v. Dotterweich, 320 U.S. 277, 280 (1943). 

so 



.. 1 •. · 

FDA·, Prior Position 

Until the rulemaking began in 199S, the FDA had interpreted the 
FDCA to include tobacco products only when health claims were 
·made. See Maj. op. at 29-30. The agency's refusal even extended to 
opposing citiz.cns' petitions to regulate cigarettes on essentially the 
.same basis that is used in the regulations today. See. e.g., ASH, 6SS 
F.2d 236. The agency's current position is a rer,.ionse to the increas­
ing level of knowledge about the: addictive nature of nicotine and the 
mammcturer•s deliberate design to enhance and sustain the additive 
effect of tobacco products. When the early tobacco-specific statutes 
were being debated in Congress, the essential link between tobacco 
and illness had no·t yet been proven to the satisfaction of all. For 
instance, during the floor debate on amendments to the FCLAA, Rep. 
Perkins stated that 

[i]t is my feeling that not one of the tobacco fanners in my 
district would knowingly produce any commodity which, 
when consumed, would cause the dread diseases which have 
been claimed to be associated with tobacco. But the claims 
.•• are not proved. Tobacco has been impeached in passion 
but it bad not been convicted in fact. Facts, cold bard facts 
arc the basis upon which congress should legislate. 

Cigarette Labeling and Advertising: Hearings Before the House 
Comm. on Interstate and Foreign Commerce, 9lst Cong. 16 (1969). 
Well, the "cold hard facts" are now in. 

It is a familiar ca.non of administrative law that an agency can 
change its view of what action is possible or necessary, particularly 
when new factS come to light. See Rust v. Sullivan, SOO U.S. 173, 
186-87 (1991) ("An agency ... must be given latitude to adapt its 
rules and policies to the demands of changing circumstances•) (cita­
tions and internal quotation marks omitted). Even when upholding the 
FDA 's earlier denial of its own power to regulate tobacco, the court 
added the following caveat: 

Nothing in this opinion should suggest that the[FDA) is 
irrevocably bound by any long-standing interpretation and 
representations thereof to the legislative branch. An admin-

Sl 
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istrative agency is clearly free to revise its interpretations .... 
The very structure of the [FDCA) which the FDA must 
administer, moreover, caJls for case-by-case analysis. 
Should an agency depart from its prior interpretations, how­
ever, it must provide a reasoned explanation for its action . 
• • . [citations omitted]. 

ASH, 6S.S F.2d-at 242 n.10. 

Under Che facts found by the FDA during the rulemaking process, 
it is now a scientific certainty that nicotine is extremely addictive and 
that a large majority of tobacco users use the product to satisfy that 
addiction; even more important to my mind is the new evidence that 
the manufacrurers design their products to sustain such addiction. The 
administrative record in this case is a perfect illustration of why an 
agency's opportunity to adopt a new position should remain open. 

The Tobacco Statutes 

As products of the democratic process, each tobacco-specific stat-
ute is a balance of health, economic, and other concerns. The majority 
cites lb.is body of legislation as "corroborating evidence of established 
congressional intent" to withhold jurisdiction over tobacco from the 
FDA. Maj. op. at 34. Again, I think the majority's approach ignores 
die fundamental source of intent, the words of the starute itself. Nev­
ertheless, closer examination of these tobacco statutes reveals that 
they form something less than Congress's "comprehensive program" 
to address the tobacco problem. Absent a diseemable intent to exclude 
future FDA action,3 that these statutes were written with knowledge 
that the FDA foreswore jurisdiction over tobacco does not supply that 
intent. 

J Congress certainly knows how to exempt tobacco. The only mention 
of tobacco in the FDCA was added in 1994 to explicitly remove tobacco 
from the new exemption of "dietary supplements" from the definition of 
•drug." ~ Pub. L. No. 103-407 ,§ 3(a), 108 Stat. 4325, 4327 (codified 
at 21 U.S.C. i 32l(ft)). The criminal laws regarding narcotics incorpo­
rate the dermition of "drug" found in the FDCA, see 21 U.S.C. 
§ 802(12), but the definition of "controlled substance," which includes "a 
drug." specifically excludes tobacco. See 21 U.S.C. § 802(6). 
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The first in this series, the Federal Cigarette Labeling and Advertis­
ing Act (FCLAA),4 was enacted in response to the Surgeon General's 
groundbreaking 1964 report linking smoking to health problems. The 
companies describe it as a statute that •set the boundaries of the fed­
eral regulatory role,• •c1early expresses a congressional intent that 
precludes FDA jurisdiction over tobacco products,• •embodied the 
view that Congress, itself, should retain all policy ma.king authority 
as to tobacco, even in areas open to regulation,• "ratified the estab­
lished understanding that FDA does not have jurisdiction over 
tobacco productB," •ruted out any later reading of the FDCA as an 
'implicit' delegation to FDA ... of authority to decide whether or 
how to regulate tobacco products and whether to ban them." Compa­
nies' Opening br. 13, 18-20. An examination of the statute reveals 
snmetbing considerably more modest, something that will not bear 
anything approaching the weight placed upon it by the companies or 
the majority. 

The majority's focus is§ 1331, which reads: 

It is the policy of the Congress, and the purpose of this 
ch.apter, to establish a comprehensive Federal program to 
deal with cigarette labeling and advertising with respect to 
any relationship between smoking and health, whereby-

(l) the public may be adequately informed about any 
adverse health effects of cigarette smoking by inclusion of 
warning notices on each package of cigarettes and in each 
advertisement of cigarettes; and 

(2) commerce and the national economy may be (A) pro­
tected to the maximum extent consistent with this declared 
policy and (B) not impeded by diverse, nonuniform, and 
confusing cigarette labeling and advertising regulations with 
respect to any relationship between smoking and health. 

This is a far cry from a comprehensive federal tobacco program; it is 

4 The Comprehensive Smokeless Tobacco Health and Education Act, 
l.S U.S.C. §§ 4401-4407, more or less mirrors the FCLAA. 
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little more than a mild response to one of the earliest official recogni­
tions of an emerging health issue. 

The narrowness of the FCLAA was emphasiz.ed in Banzhaf v. 
FCC, 405 F.2d 1082 (D.C. Cir. 1968), where the court was con­
fronted with a post-FCLAA ruling by the FCC that required radio and 
television stations that carried cigarette conunerci.als to devote signifi­
cant broadcast time to permit the case to be made against smoking. 
Then, as they do today, the tobacco companies argued that the 
FCLAA embodied a clear congressional intent to preclude intrusions 
into the regulation of tobacco by any agency. See id. at 1088. Judge 
Bazelon., however, saw things differently: 

[T]bcre arc positive indications that Congress's "compre­
hensive program" was directed at the relatively narrow spe­
cific issue of regulation of "cigarette labeling and 
advertising." ... Nothing in the [FCLAA] indicates that 
O:>ngrcss had any intent at all with respect to other types of 
regulation by other agencies-- much less that it specifically 
meant to foreclose all such regulation. If it meant to d6 any­
thing so dramatic, it might reasonably be expected to have 
said so directly .... 

Mt at 1089 (footnotes omitted) (quotations in original).S The next 
thirty years would see several more smalJ ·steps that, even when con­
sidered together, fall far short of a crimprehensive program, and even 
shorter of a demonstration that Congress intended to preclude the 
exercise of jurisdiction now being asserted by the FDA. 

Following the FCLAA, the next step in what the companies charac­
terize as O:>ngress's ongoing program was the Public Health Cigarette 
Smoking Act of 1969, which amended the FCLAA in response to pro­
posed incursions into the field by the FCC and FrC by way of pro­
posed regulations that would have restricted tobacco advertising. 

S In Cippolone v. Liggett Group. Inc., SOS U.S. 504, 514 (1992), the 
Coun described the purposes of the FCLAA as informing the public of 
the health risks and "protecting the national economy from the burden 
imposed by diverse, nonunifonn, ·and confusing cigarette labeling adver­
tising regulations" [footnote omitted]. 
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Again, Congress addressed only advertising, this time in the elec­
tronic media, and short-circuited the roles proposed by the agencies 
for themselves. 

Thirteen years later. Congress enacted the Alcohol and Drug Abuse 
Amendments of 1983, which simply dirccU the Secretary of HHS to 
report ~ Congress every three years on "the health consequences of 
drug abuse in the United States [and] current research findings made 
with respect to drug abuse, including current findings on ... the 
addictive property of tobacco" and to include recommendatiom for 
•JegislBtion and administrative action as the Secretary may deem 
appropriate.• 42 U.S.C. § 290aa-2(b). This doca not, as the majority 
asserts. "evidence[ ] Congress' ... intent to retain control over further 
regulatory action." Maj. op. at 39. It is more an acknowledgment that 
because the HHS (and the FDA), as the experts in the complex field 
of drug abuse, had and would continue to have a crucial role to play, 
the Secretary was required to ask Congress for any additional tools 
it Deeded get to perform that role effectively. 

The Alcohol, Drug Abuse, and Mental Health Administration 
Reorganization Act of 1992 [ADAMHA]. the last brick in the pur­
ported congressional tobacco program, provides financial incentives 
to the States to enforce their own restrictions on access to tobacco by 
minors. The majority argues that the FDA regulatiom would conflict 
with this congressional determination that the States should take an 
active role in addressing the youth access problem because the FDCA · 
preempts any different restrictions on devices. Sec 21 U.S.C. 
§ 360k(a). This overstates the case. 

ADAMHA restructured block grant programs aimed at substance 
abuse and mental health services; only a few provisions relate to 
underage smoking. See 42 U.S.C. § 300x-26. ADAMHA does not 
demonstrate an intent on Congress's part that the states "take the pri­
mary role" in addressing the problem of underage smoking, and it cer­
tainly does not "establish• a regulatory role for the states. Maj. op. at 
42-43. Although the FDA 's proposed regulations would preempt 
some state laws, the exercise of FDA authority over tobacco would 
not "prohibit the States from addressing the problem of youth access." 
Id. The proposed rule can co-exist with most of the states' separate 
laws prohibiting sales to minors and imposing other restrictions on 
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tobacco sales. Even the few more stringent state or local restrictions 
that arc preempted by the FDA's proposed regulations (sec 61 Fed. 
Reg. 44~8-SO) might qualify for an exemption from preemption, 
thereby further minimizing conflicts. ~ 21 U.S.C. § 360k(b). An 
overlap between two regulatory systems does not require wholesale 
jettisoning of one in favor of the other. See CoMccticut Nat'l Bank 
v. Gennamo 503 U.S. 249, 253 (1992) ("Redundancies across statutes 
arc not unusual events in drafting, and so long as there is no "positive 
repugnancy' between two laws, a court must give effect to both") 
(J..Dtemal citation omitted). 

c 

Tobacco is different from the articles commonly associated with 
the word "drugs," the FDA regulations arc indeed the result of turn­
around in agency thinking, and tobacco was most probably not on 
anyone's mind when the FDCA was enacted. But the FDCA was 
broadly worded by design. In an area in which complex new products 
(and old products, seen in the light of new evidence) pose the poten­
tial for grievous harm. Congress deemed it necessary to delegate to 
an expert - the FDA - the job of monitoring drugs. Cigarettes and 
smokeless tobacco clearly fit within the literal te~ of the FDCA. 
Absent a showing that following these statutory terms would be 
absurd or somehow frustrate congressional intent. we are bound to 
uphold FDA jurisdiction. 

The FDA 's denials that it had any authority over tobacco were cer­
tainly part of the background against which Congress passed tobacco­
related legislation in the thirty years following the Surgeon General's 
1964 report, but this series of statutes is hardly an argument for "leg­
islative ratification" (Maj. op. at 32 n.18) of the FDA 's prior position 
that the agency was powerless to act. It is agreed, moreover, that an 
agency is permitted to change its mind, particularly in response to 
new facts, so the real question is whether all that has gone before -
the tobacco statutes, the consistent denials by the FDA - is sufficient 
to demonstrate a clear intent on Congress's part to preclude FDA 
jurisdiction.. The evidence offered by the companies falls far short. 

m 

Having decided that the FDA has no jurisdiction over tobacco 
products, the majority had no reason to address whether cigarettes and 
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smokeless tobacco were •devices" and whether the choice of regula­
lOry regime - as a combination product, pursuant to the device 
authorities - was -permissible. I agree with and adopt the district 
coun's reasoning on these points entirely. See Coyne Beahm. 966 F. 
Supp. at 1393-97. 

JV 

Another issue not reached by the majority ls whether the FDA may 
restrict the advertising of tobacco products.6 On this point, I disagree 
with the district court's conclusion that the advertising regulations 
exceeded the FDA's statutory authority. 

The FDA found that "cigarette and smokeless tobacco use begins 
almost exclusively in childhood and adolescence." 61 Fed. Reg. 
45239. Minors are particularly wlnerable to Madison Avenue's 
exhortations, plastered on racing cars and outfield fences, to be cool 
and smoke, be manly and chew, and the FDA found•compelling evi­
dence that promotional campaigns can be extremely effective in 
attracting young people to tobacco products." Id. at 45247 .7 The FDA 
chose to attack the problem by attempting to reduce the pressures to 
start using tobacco in the first place. 

The pertinent portion of the of the 1976 Medical Device Amend­
ments, 21 U.S.C. § 360j(e), provides: 

The Secretary may by regulation require that a device be 
restricted to sale, distribution, or use ... [by prescription] 

6 In view of its ruling on statutory grounds, it was unnecessary for the 
district court to reach the companies' constitutional objections to the 
advertising restrictions. Covne Beahm. 966 F. Supp. at 1400 n.33. 
Because neither party has briefed the First Amendment issue, I do not 
discuss it here. . 
7 For example, one study cited in the rulcmaking record found that 
•30s of 3-year-olds and 91 % of 6-year-olds could identify Joe Camel as 
a symbol for smoking.• hL, at 45246 (citing Fischer, Schwartz & Rich­
ards. Brand Logo Recognition by Children Aged 3 to 6 Yean. Mickey 
Mouse and Old Joe the Camel, Journal of the American Medical Associ­
ation. 1991). 
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or upon such other conditions as the Secretal}' may pre­
scribe in such regulation, if, because of its potentiality for 
harmful effect or the collateral measures necessary to its 
use, the Secretal}' determines that there cannot otherwise be 
reasonable assurance of its safety and effectiveness. 

The FDA relies on this section as authority for the regulations restrict­
ing the advertising of tobacco products, its rationale being that the 
authority to restrict the "sale" of or to impose "other conditions" on 
a product includes within it the authority to restrict the means by 
which such sales arc generated. 

Examples of obviously pennissible restrictions of the "sale" of a 
product are regulations regarding where, when, by whom, and to 
whom a product can be sold. But is a ~triction on advertising a 
restriction of the "sale" of a product? The district court found that the 
plain meaning of the words precluded advertising restrictions: "Both 
as ordinarily defined and as used in the phrase'may ... be restricted 
to sale, distribution, or use,' the word 'sale' does not encompass the 
advertising or promotion of a product." Coyne Beahm, 966 F. Supp. 
at 1398 (footnote omitted). But even the dictionary entry cited in the 
district coun's opinion defines "sale" as"the act of selling"; the term 
"sales" is defined as "[a]ctivities involved in the selling of goods and 
services.• hL, at n.23. Under a Chevron step-two analysis - "if the 
statute is silent or ambiguous with respect to the specific issue, the 
question is whether the agency's an5wer is based on a permissible 
construction of the statute[,]" Chevron , 467 U.S. at 843 (footnote 
omitted) - we need only find that the agency construction is a rea­
sonable one, not the best one. See id. at o.11. I believe the term "sale" 
is ambiguous enough to encompass the concept of" offer for sale.• 

The district court also distilled an intent to withhold the authority 
assened by the FDA from the use of the terms "offer for sale" and 
•advertising" elsewhere in 1976 legislation. See Coyne Beahm, 966 F. 
Supp. at 1398-99. However, while the •1angu.age and design of the 
statute as a whole• CK Mart Com. v. Cartier. Inc., 486 U.S. 281, 291 
(1988)) might raise a question about the extent of the FDA 's aurhority 
in this area, it does not mandate a conclusion that Congress intended 
to foreclose the FDA from imposing advertising restrictions. There is 
simply no conclusive evidence of intent either way; the phrase is sim-
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ply ambiguous, both in isolation and with reference to the context in 
which it is used. 

The tr:rm "sale, distribution and use," which is used only once in 
the entire FDCA, can reasonably be construed to include all aspects 
af a product's journey from the factory to the store and to the home. 
As I have noted above, tobacco is different from the run-0f-the-mine 
drugs and devices in the FDA 's bailiwick, and the nature of the differ­
ences dictate new approaches to fight the dangers posed. Because the 
precise approach chosen might not have been considered by the 
drafters of the statute does not necessarily preclude it. The intetpreta­
tion is a reasonable one and, therefore, we must defer to the agency. 

v 

I would affirm the district court's judgment to the extent that it 
denies summary judgment to the tobacco companies on the issues of 
the FDA 's authority to regulate tobacco products under the FDCA 
and to regulate such products as "combination products." I would 
vacate the judgment below to the extent it grants summary judgment 
to the companies on the issue of the FDA 's authority to regulate the 
advertising of tobacco products. 
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