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WASHINGTON

THE WHITE HOUSE /<"'

<
May 29, 1996 t )
MEMORANDUM FOR BRUCE LINDSEY
CcC: JACK QUINN, KATHY WALLMAN “’;}
FROM: ‘ ELENA KAGAN a[/
SUBJECT: FCOD AND DRUG ACT

I received the attached from Recger Ballentine of Patton
Boggs, who represents ATLA. It concerns a provision in the FDA
Reform Bill designed to ensure uniform federal and state
_"requirements" for non-prescription drugs. ATLA is concerned
that this provision might be interpreted not only to preempt
conflicting state regulations, but also to cut off state-law tort
suits against manufacturers or sellers of non-prescription drugs.

Versions of the bill are currently pending in both House and
Senate committees. There may be a mark-up in the House committee
within the next couple of weeks; the Senate committee probably
won't act so quickly. Ballentine thinks that there is a good
chance this provision can be amended to exempt state-law tort
suits. He also thinks the chances of the bill actually becoming
law this year are relatively slim.

If it's OK with you, I'll contact the people at OMB and HHS
dealing with this legislation and let them know we are generally
concerned about this issue. Otherwise, I think we should just

eep this on our radar screens.
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Support Amending the FDA Reform Bill, 8. 1477, to Avoid the Unintended
Consequence of Eliminating All State Tort Law for Non-Prescription Drugs

Section 523 of 8. 1477, the "Food and Drug Administration Performance and
Accounmaminty Actof 190 , secks 10 provide unlform regutadons vn nun-prescripdon dougs by
preventing Statc and local governments from issuing non-prescription drug "requirements” that
conflict with federal ones. Although the clear intent of the bill's authors seems to have been 10
provide unifuinegulutony requireingnts, Section 523 could have the uninwended conscquence of
preventing anyone Killed or injured by a non-prescription drug from bringing a lawsuit 1o recover
for their damages because such a lawsuit could be interpreted as a conflicting State regulatory
"requirement”.

In fact, the manufucturers of medicul devices that cun sometimes be dangcrously
defective huve argued that nearly identical language in the Medical Device Amendments of 1976
has preciselv this efTect, as they have sought to dismiss claims brought apainst them by citizens
wha allege (e have been injured by such devices. While the Supremie Court is eurrently
congidering the issuc in the context of the Medical Device Act, Medtronic v. J.ohr, S. Ct. Nos.
95-754. 95-886, the Scnate should clarify this potential unintended consequence of the FDA
reform bill by simply amending Section 523 to state that the definition of conflicting State or
local non-prescriotion drue "reavirements” does not include lawsuits broucht by inivred citizens.

I Section 523 Arguably Bars All Lawsuits Involving Non-Prescription Drugs

*» Unlike the Scnate passcd product liability bill which reformed standards of proof and
placcd somce /imiis on damagcs, Scction 523 could scrve as an absolutc ban on any
lawsuits involving non-prescription drugs -- no mattcr how meritorious. Thus, Scction 523
might protect; a mmnulaciurer that oblained FDA marketing spproval for its unsafe sllergy
medicine only by hiding infonmation from FDA; a manufacturer that sold poisonous
arthritiz. medicine that had been contuminated during production becuuse of poor
manulactuniing prastives, ui a mwanufuctuier that kuew that its headachie wedicine caused
liver damuge und had failed to wam of that danger.

1. Section $23 Should be Amended to Specifically Exclude State Yort Law

+ There will be two dramatic consequences if Section 523 is not amended. First, ycars of
litigation will inevitably arisec on whether Scction 523 bars any lawsuits involving
non-prescription drugs. Second, if Section 523 does bar such lawsuits, then thosc rarc but
notorious manufacturers of dangerously defective drugs will go unpunished.

* The Sonate can avnid these unintended results of Section 523 hy amending the Section 10
specifically provide that it does not apply to or preempt state tort liability laws.
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WASHINGTON
May 29, 1996

MEMORANDUM FOR BRUCE LINDSEY

CC: JACK QUINN, KATHY WALLMAN
FROM: ELENA KAGAN g{,
SUBJECT: FOOD AND DRUG ACT

I received the attached from Roger Ballentine of Patton
Boggs, who represents ATLA. It concerns a provision in the FDA
Reform Bill designed to ensure uniform federal and state
"requirements" for non-prescription drugs. ATLA is concerned
that this provision might be interpreted not only to preempt
conflicting state regulations, but alsoc to cut off state-law tort
suits against manufacturers or sellers of non-prescription drugs.

Versions of the bill are currently pending in both House and
Senate committees. There may be a mark-up in the House committee
within the next couple of weeks; the Senate committee probably
won't act so guickly. Ballentine thinks that there is a good
chance this provision can be amended to exempt state-law tort
suits. He also thinks the chances of the bill actually becoming
law this year are relatively slim.

If it's OK with you, I'll contact the people at OMB and HHS
dealing with this legislation and let them know we are generally
concerned about this issue. Otherwise, I think we should just
keep this on our radar screens.
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Support Amending the FDA Reforin Bill, S. 1477, to Avaid the Unintended
Consequence of Eliminating All State Tort Law for Non-Prescription Drugs

Section 523 of 8. 1477, the "Food und Drug Administration Performance and
Accountabiity Act of 1yvo-, secks 1o provide unlform regulailons on non-prescrlpdon diugs by
preventing Statc and local governments from issuing non-prescription drug "requirements” that
conflict with federal ones. Although the clear intcnt of the bill's authors seems to have been 10
provide unifon iegululory sequireiniénts, Ssction 523 could have the uninknded consequence of
preventing anyone Killed or injured by a non-prescription drug from bringing a lawsuit 1o recover
for their damages because such a Jawsuit could be interpreted as a conflicting State regulatory
"requirement”.

In fact, the manufacturers of medicul devices that cun sometimes be dangcrously
defective huve argued that nearly identical language in the Medical Deviee Amendments of 1976
has precisely this effect, as they have sought to dismiss claims brought against them by citizens
whe allege to have been injured by suel deviees. While the Supreme Ceurt is eurrently
congidering the issuc in the context of the Medical Device Act, Medtronic v. TLokr, S. Ct. Nos.
95-754. 95-886, the Scnate should clarify this potential unintended consequence of the FDA
rcform bill by simply amending Section 523 to state that the definition of conflicting State or
local non-prescriotion drue "requircments” does not include lawsvits broveht by inivred citizens.

I Section 523 Arguably Bars All Lawsuits Involving Non-Prescription Drugs

¢+ Unlike the Senate passed product lability bill which reformed standards of proof and
placed some /imits on damagcs, Scction 523 could scrve as an absolutc ban on any
lawsuits involving non-prescription drugs -- no matter how meritorious. ‘Thus, Scction 523
wight protect: u manufacturer that obtained FDA murketing approval for its unsafe allergy
medicine only by hiding information from FDA; a manufacturer that sold poisonous
arthritic medicine that had been contaminated during produoction becuuse of poor
manulactunug practives, ut o mumuluvturer that kuew that its hieadachie wedicine caused
liver damage und bad failed to warn of that danger.

11 Section 523 Should be Amended to Specifically Exclude State Tort Law

¢ There will be two dramatic consequences if Section 523 is not amended. First, years of
litigatiop will inevitably arise on whether Scction 523 bars any lawsuits involving
non-prescnption drugs. Second, if Section 523 does bar such lawsuits, then thosc rarc but
notorious manufacturers of dangerously defective drugs will go unpunished.

+ ‘The Scnate can avnid these unintended results of Sectinn 523 hy amending the Sectinn 10
specifically provide that it does not apply 1o or preempt state tort liability laws,
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PATTON BOGGS, L.L.P.
2550 M Street, N.W.
Washington, D.C. 20037 . -
(202) 457-6000 a
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