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THE WHITE HOUSE 

WASHINGTON 

May 29, 1996 

MEMORANDUM FOR BRUCE LINDSEY 

CC: 

FROM: 

SUBJECT: 

JACK QUINN, KATHY WALLMAN 

ELENA KAGAN ~ 

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 

L
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 OMS 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. 



Support Amending 'he FDA Rre/urm Dill, s. 1477, tlJ AWlIII tht. U"i"t(!"d~d 
Consequence of Eliminating All State Tort LIIW lor Non-Prescription Drugs 

Se~tilln 523 ofS. 1477, the "Food and Drug Administration J'erfonnance and 
Accountat.nl1ly ACt of 1'I'In ,seeks to provide unlfllnn rCKuhuluml UII uuu-p'1:li\:rlvdull UUIIS:' II, 
preventing Statc and local governments from i!!!!uing non-prcscription drug -requirements" that 
conflict with fcderal ones. Although the clear intent of the bill's authors seems to have been to 
I""yillc Ullifvl1l1lCl:iul"WIY l~uilej'I\6'\\&. 96(.U<".I\ !.i2J GOUld have the unin\e1\ded eOft8cquCftCC of 
preventing anyone killed or injured by a non-pTCscription drug from bringing a lawsuit to re~lIver 
for their damages because such a lawsuit \;oul\1 be interpreted as a conflicting Stille: regulatory 
"requirement". 

In fact, the manufucturers ofmedicul device:. thlll Cltn :lometime!l he dangcrou!lly 
defective have argued that nearly identical language in the Medical Device Amendments of 1916 
has precisely lhis; efTect, as they have !:ought to dismi£s claims brought 8Sainst them by citizens 
... h." ... 11~ t;.· .... h.w.:. hU.I\ il~iur.:.d 1-.)' J\I~h d ... vi~u. While the Gu~rel\\e CGuli i! eurrently 
cnnc:ic\erine the ic:sllc in thc context of the Medical Device Act. Medtronic v. I.ohr. S. Cl. Nos. 
95-754.95·886. the Senate should clarify this potential unintendcd consequence of the FDA 
reform bill by simply amending Section 523 to state that the definition ofconflictinM Slate or 
local non-orcscriotioll dnll: "rc-auircmcnts" dot-s not WChldc: 1«w3uits PlVul!ht ~y wi\lff.d ~j1ii'e:.n~. 

1. Section 523 Arguably Bars tU1 Lawsuil.f Involving Non-Prescriptwn Drugs 

• Unlike the Senate passed product liability bill which reformed standards of proof and 
placed some limits on damages, Section 523 could servc as an absolute ban on any 
lawsuits involving non-prescription drugs -- no matter how meritorious. Thus, Section 523 
JIli!,!htpwtccl: II 1l1ll11Uflfctun::r IIllit ublHim;J FDA lIU1rkctiug Ifppruvlfl fur ill) uU:>Hfc IIlh::l'gy 
medicine only by hiding infonulltion from FDA; 11 manufacturer that sold poisonous 
arthritit: medicine that had b"en oontuminate(j during produl.luon becuuue of poor 
Jl\C)llul(..:.tu, jll" 1'.Q\;tj"c;" VI a III(1I1U[U .... UICI Ihul "IICW Ihal ib la~ua"'Lc l11cJi"illC "lIu,...,J 

liver domuge und hud failed to wurn ofthot danger. 

11. Sert;(Jn S20t Should be A mt'lldt'd 10 Spt'cifically Exclud~ Siale Tot1 Law 

• There will he two dramlltic consequences if Section 523 is not amended. First, ycars of 
litigation will inevitably arise on whether Scction 523 bars any lawsuits involving 
non-prescription drugs. Second, if Section 523 does bar such lawsuits, then thosc rare but 
notori"u~ manufacturers (If dangerously defective drugs will go unpunishcd. 

• The ~';~Jtc !:an avoid these unintended results of SC:I:tion .)?1 hy IImr.n~ine thr. :-lr.r.tinn In 
s~cc: ::c:lly provide that it does not apply to or preempt state tort liability laws. 
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THE WHITE HOUSE 

WASHINGTON 

May 29, 1996 

MEMORANDUM FOR BRUCE LINDSEY 

CC: 

FROM: 

SUBJECT: 

JACK QUINN, KATHY WALLMAN 

ELENA KAGAN g[" 
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 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 
keep this on our radar screens. 
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Slipport Amending 'he FDA Rr:/",m Dill, S. un, to Avoid tire V"illtr.ltdl!d 
Consequence of Eliminating All State Tort Law for Non-Prescription Drugs 

Section 523 ofS. 1477, the "Food lind Drug Administration Performance and 
AccounUII:l1llly ACt or I'J'JO', seeks to provide uniform Tcguhuluml UJlllull-pn:::;crlpdUIJ \.h~:'\ tJy 
preventing Statc and local governments from issuing non-prcscription drug "requirements" that 
conflict with federal ones. Although the clear intent ofthc bill's authors seems to have been to 
I'lUvi,lc ullifvl1l1l~oulull'l)' l~quilCi'l\6j\I!', S6.:.tl,"1\ 52) Gould h.!lve the ul\iluended eonsequcftcc of 
preventing anyone killed or injured by a non-prescription drug from bringing a lawsuit to recover 
for their damages because such a lawsuit cllull.! be interpreted as a conflicting State regulatory 
"requirement" . 

In fact, the manufacturers of medicul devices thut cun lIometime~ he dangerously 
defective have argued that nearly identical language in the Medical Device Amendments of 1976 
has precisely this effect, as they have sought to dismiss claims brought against them by citizens 
.. 11," hlk~;~. t", h.w<'- hal\ il\jurM by .!tll~h <~~vi~l.~. Whill. thl. Gupl'elue C6111't i~ elll'l\!l\tly 
con~irlcring the i~!;lIc in the context of the Medical Device Act. Medlronic v. l.ohr. S. Ct. Nos. 
95· 754. 95·886, thc Senate should clarify this potcntial unintended consequence of the FDA 
reform bill by simply amending Section 523 to state that the definition of conflicting Stute or 
local non-orcscriDtion dnll: "rc{luircmcnts" docs not illCl\Idc lawsuits ~ro\l1:ht ~y ini\lf\':d ~:i1i7~n:i; 

1. Section 523 Argu(,bly Bars All. Lawsuits ]IIvolving NOli-Prescription Drugs 

• Un like the Senate pa!;sed product liability bill which reformed standards of proof and 
placed some limits on damages, Scction 523 could scrve as an absolute ban on allY 
lawsuits involving non-prescription drugs -- no matter how meritorious. Thus, Section 523 
might pwlccl; 1I1111111u[llclurcr Lhlll uUIHim:d FDA IIlIIrkclillg llppruVlll fur it:; UIISII[C llllcrgy 
medic.ine only by hiding infonnation from FDA; ll111anufacturer that sold poisonous 
;lrtlwitif: medicine that had been oontaminated during pwduolion beouuue of poor 
mill\uf!:..;;tu, jll", fJ,ao;;tj\N~, VI 1111l1ll1U[uduu;a Ihl11 ku",w llml itl) l.",ulll1\:h", lU",Jil,;iu", \:I1U:scd 

liver damuge und hud foiled to wurn of thot danger. 

11. S('('tion .'23 Should be A",mded to Specifically 8'c1ude State Tort Law 

• There will he two drumutic consequences if Section 523 is not amended. First, years of 
litigation will inevitably arise on whether Section 523 bars any lawsuits involving 
non-prescription drugs. Second, if Section 523 does bar such lawsuits. then those rare but 
notoriolls manufacturers of dangerously defective dl1lgs will go unpunished. 

• The Senate can avoid these unintended re~mlt.s of Section ~?1 hy IImr.ncline thr. Hr.r.tion 10 
specifically provide thai il doe~ not apply to or preempt state t0l1liability laws. 
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