Jerold R. Mande

12/08/97 06:16:04 PM

Record Type: Record

To: Donald H. Gips/OVP @ OVP, Toby Donenfeld/OVP @ OVP, Barry J. Toiv/WHO/EOP, Thomas L.
Freedman/OPD/EOP

cc: Cathy R. Mays/OPD/EOP, Laura Emmett/WHO/EQOP, Michelle Crisci/WHO/EOP, Melissa M.
Murray/WHO/EOP

Subject: 4th Circuit Meeting

There will be a meeting tomorrow at 5:30pm in 211 on the upcoming 4th Circuit Court of Appeals
decision on the FDA tobacco rule. Representatives from Justice, FDA, and HHS will brief us on
their views on when a decision may be issued, what it might say, and how we might respond.
Currently, and unlike the Greensboro Distrigt Court decision in April, we don't expect to receive

advanced notice of the decision, or to be provided time to review the decision before it is made
public.

As you know, in April the U.S. District Court in Greensboro ruled that FDA has jurisdiction over
tobacco products, but that FDA exceeded its statutory authority in regulating advertising and
promotion of tobacco products. The Court|did not reach the First Amendment questions. Both the
Government and the industry appealed the District Court ruling. A three-member panel of the
Appeals Court heard oral arguments in August. /\/\
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Healthy, Active Day!
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Nov. 17, 19997
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Note to Bruce Ree;}& /

From: Jim O’Hara/J/
/

Here is a document that can serve as basis
HHS/FDA lawyers have all had opportuni
Please call me and let me know how you
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for a mecting on the Fourth Circuit. Justice and
ty to think about this and would be prepared to discuss.

want to proceed. Thanks.
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November 17, 1997

RE: Fourth Circuit Court of Appeals

Background

The 4th

to protect children from tobacco. The U.S

has jurisdiction over tobacco products; it

restrictions, opining that the Agency

Both the Government
panel of the Appeals Court

The Solicitor General and attorneys

statement. However, some
follows:

If Appeals Court upholds FDA |'gri§djgtign-,

This is another significant victory in ouy

build on this, and Congress should take

exce
and promotion of tobacco products. The Court did not reach the First
and the industry ap ealed the District Court ruling,
heard oral arguments in August.

for the Departments of Justice and Health and Human

Services will need to review the Appeals Court's ruling before the Administration can issue a
broad outline

up _comprehensivc tobacco legislation --

\

Circuit Court of Appeals is expected soon to rule on the case involving FDA’s regulation

| District Court in Greensboro ruled in April that FDA
ruled against the FDA with regard to advertising

ded its statutory authority in regulating advertising
Amendment questions.

and a three-member

s of possible staternents can be sketched. They arc as

children from tobacco. We need to
based on the

fight to protect our

President’s five key principles -- carly next year.

eals Court strikes dow D
We intend to seek further judicial revie
and its role in protecting our children.
its products.
pearly 1,000 of them will die prematur
why Congress should take up

key principles -- carly next year.

er Copsiderations

Almost 3,000 young people become regular smokers each day,
ely from tobacco-related discases. This is another reason
comprehensive tobacco legislation. -- based on the President’s five

jurisdicti op:

w. The President is firmly committed to the FDA’s rule
We must have public health oversight of this industry and

and that means

Obviously, the Court of Appeals decision will be more complicated than the above responses

indicate, but the general

but here are some preliminary thoughts:

Split decision:
Itis

question from the media will be who
question will turn on jurisdiction. Other nuances will need to

won and who lost, and that
be addressed at time of opinion,

possible that the three-member Appeals Court panel will split 2-1 on the jurisdiction
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question. If the panel votes, for instance, 241 against jurisdiction and depending on the wording
of the opinions, the Administration might want to say something like:

We intend to seek further judicial review.

The President is firmly committed to FDA’s rule and

role in protecting our children. We have a very strong case as the District Court ruling and the
dissenting opinion show. We must have public health oversight of this industry and its products.
Almost 3,000 young people become reguldr smokers each day, and nearly 1,000 of them will die

prematurely from tobacco-related disease.
reason for Congress to take up comprehen
principles -- and act early next year.

Opinjon_that ¥ must use dr t

While we pursue our Jegal options, this is another
sive tobacco legislation -- based on the President’s five

rity

An opinion that gave FDA jurisdiction, but under the drug authorities of the Act, would be both a
victory and a loss. It would reject the public health strategy chosen by the Agency while
affirming the Agency’s jurisdiction. In that case, the Administration might want to say

something like:

This is an important victory for the public

health, but substitutes a new regulatory framework for

review its regulatory options ip light of the court’s opinion. However, the Agency’s assertion of

the one chosen by FDA to treat tobacco t1::{(5>ducts as drug delivery devices. The Agency will
0

jurisdiction based on the device regulati

was aimed at providing the needed flexibility for

protecting our children from tobacco-rclj\cd diseases. We still believe it is the best public health
t

strategy to follow. We intend to seek fu

her judicial review.



