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FACfSHEKT: 

TRANSATLANTIC BUSINESS DIALOGUE CONFERENCE 

SEVILLE, SPAIN 


'NOVEMBER 10~1l, 19'5 


o 	 In Bll unprecedented: step, lOO U.s, und european gO\lenuncnts have agreed to work 

jointly with the Amcrican8Dd European ~usiDC&S u.mmunities to obtain a business­

driven view of what il1itiativB!I should be lmmclled to improve ~c trade anel 

mvutmwt. Ov« halfofdl. gloha] lNlloe of u.s. Jbrcign affilia1c8 are in Eurupc, MU . 

AmcriCllD business has a vital stake in designing tho future of1hc U.S. - EUIDpC8ll 

commercial relatiom~hip. 


0, 	 November to-II. in Sevine. SpaiD. approxin\a101y OIJD buDdred or 1"I1ote U.S. and 

European CEO's leaders will meet with top govemmCDt oftlc1aJs hoi ,the Transatlantic 

BlElncss Dialogue (TABO) Conference to develop' a vision and sgmda for setti.n2 the 

priorities for removinu rcmaini.ni obs1a;les to tmdc and invemn~ a.c:ross the Atlantic. 


Xerox CEO Paul Allaire, Ford CEO AleltilJ"lder Trotm~ ud. &cretary of Commerce 
Ron Brown will be: the U.S. co-cbairs; and the European cO-cbaiis will be Ph.ilips CEO 
Jan Timmer, EwUpcaDCommi~sion Vice President Sir Leon Brinan. and Commiuioner 

.	Martin Bangemann. BASt. ChabmanJurgen S1nlbo arad other leading B\m)pemt COO'a 
~ all!lO actively ~~ the: TABD eonfeft'll'lC:e in to.Icvi.l1e. 

o 	 Becawc ofstrong busin~ interest in seckini how lo:reducc the costs of complying with 
ditTcrmt U.S. and European staruimls and-resuh11l)ry ~ FCC Chairman Reed 
Hundt, hellda of other U.S. regulatory .g~ic;!, and thm Europ;an CQulltCrpanS wfH 
participate directly In the coniaencc. 

(') 	 The conference's conclusioni wiJl pJay liD. CSSGd:ial role in dofiDiD8 U.S. UQ EuroptYU1 
prioritioB in tran....tlantie comm.c::rcc, and will b:lp dcfiac the b1.l3inQ)s community's 
recommcndatlons to the Dc\:crnber Summit meetLng between President Clinton'; Ewopean 
Union Pl'CSident Felipe Gonzalez. and European CommisAion President SSl1ter in aettina 
the U.S.-Ewopcao &:tion agenda fOI the 2bt c::ent\ay. 

. 0 	 This is not II "discussion conren:nc.c". but onc: that is goIng to dewlap an uctiOD. agenda 
UNJl will have a major impact on the step) that will change the Rovcmmental environment 
affeetil1lt business aaoss the Atlantic. 

http:rcmaini.ni
http:setti.n2
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o 	 PanJclpe.tion will be by iDvttaUon of1bc co-cbairs. All CEO's will have a direct role iD 
developing the conclusions and teCOt1llDel:ldIon! that will come out ofthe mnference, 
and wi 11 be asJ.::ed tD pmidpate on ODe of fuur WotldDg Group; who"', along with their 
European. cEo OOwtl~ they wiU ~ ftlCOm&iw:;pdnrions a:ad priorilies. The four 
Working OJoups cover the arc:u tuIlDess ideuti1kd IS most important to 1b: future: 

1. Standan1q. TestinafCcrtific.a1ion. tD:I R.esulatruy Climate; 
2. Trade LibaraUzatioa; 	 . 
3. lnvcsf.1l1cnt ClimlX. am.; 
4. Cooperation in Third Countries. 

o 	 Secretary Bro'WIl. Vice Presidmt Brittan, arw;i Com.mjasioner Baagemann ~licib:d ide~ 
for the dialogue from t.b: tnmaatlantic bl.L4!fncss community tn April when they sent letters 
10 ahnut 1800 U.S. and Europ::an~. Initial responsc::s to 1be hprillettcr were 
distilled in med.inas with husiness rcpI:esentstina in Wash.inaton and Brutllels ia June 
and July. A businc::iR-SOVem.mmrt &t.ocrins cnmrn.ittee wag CN.IItt:d, c~cl 'by the U.S. 
aDd Ruropl:IIJl bu:U!lcss CXKhaira. to shape the co~. . 

o 	 The conference will bc2in the evenina ofFriday. November 10. and·will conclude the 
eVening ofSs.turda.y. November 1t. The Conferenee will be ho~ by the SpOAish 
gOVGtDmetl1- wbkh will bear all cmts othc:r than t.rIID.5pC11I1ion and lOOging. 

:0 	 for further information on parf.icipaLi.[la in the contCrence. or questions ~onccmiDg the 
workina emups contact Marie Geiser at (202-412-"11). to (202-48~·2t5S). 
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. . 
rJ.S. WORKING GROUP PAPER Is 

. Stand~., CertUleatlol1 '" ~tory PoUcy , 

... . . 

, ,(DRAFT) 

, " 

AS OP: 23 ocrOBBR. 1995 (am) , 
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, WORKING GROuP I 

,STANDARDS., CERTIFICATION &: REGULATOR~ POLICY 


• 
. . OUTLINE' 

II. 

. , m. 

IV. 

'. ' 

Pd1ey.1uuoI aDd Recoq~D4adom . 

HarmoatzatioQ 

PlnJ.cip.tldoa 11.!kodardi DlmlGpIMft.t. 

MUllfaI.tvcr'l DDdlilt10n .' 

c~~~~c. . 

Eavltomaaa..al ud QuutJ MauitMtlt SysQIID Slllldat4l 

I.la1 Prtflreaco Pl1MliOftI 

EnvirOmncI'll LaCleJlD., , 

NDf4.p1fHiw;r PrClCllUtJl Uld PrDd1cUoo ~ (PPMa), 

Jlidon.&.! Iar.csrauoa' 

AUUJftIGbiI. 

£1CC111c PoaW- aad NaAltlf OIl 

IDfCl1tWian rectuaolCll)' froductl 

MaticIl~ 
.~c1_ 

TO~'QD1C1&ic:m 
Tt:lftlldudG AJr Car,O 

'. ' 

I.l 

http:10:-24.;.95
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....... 


L' INTRODUCI10N, 

St~am1l..niDg RpIatOr)t requlteme'nts and. el1mi.ai&ing dupUcatlve eertltiCltiaa p~~~UIU 11)' tho 
United States (US),&nd tbe Europeu Union lBU) would sipllfi.candylower:costl co buaincll and 
cOllSumen lUld rCl1lCIve banietl EO bIWcWlrado. It is es~ed. for cxamplD. ~ elimiriatini' 
non-Iariff battiers to i!lobal U'ade would raise GroSI DolllCltic Product (GOP) by S'eYtftl 
penqentage points in the ~U. and.US. " "."" " , ' 

, 	 , 

Testiq and c:eniflc&tion ndes 'affect Sl.7 tnmaa 'in tw~.wIY trade boc:wicn.rhe au IDdthe us. 

for 'US produc:en. over 566 billion in exporu are SUbjecUD cenlflcalfollreauwJoQl' in tht; -BU. 

Bold rC(QITn mitudards. and reJUlatory po~y could provo eo be ODC of the ICroDpit engines of . 

increwd trade' and econorrilc pwth ;into ehe next c:eauuy. hi many' induatriaa. lacluding 

automobiles. ,iDlormation ~echnololY" toJccommunlcatioDi. ! 8Dd IDIdlciIJ. dlrricel. dupLlca£ive 

requirements cxlSt. ' dovel'1lmeI31,rrWt mow qpewwly to remo~ tbisse coatIy, reauJatory 

batrien tc.l ecoaomU:: e,fB.cieDt:, and trade.' ' 


We propose a set or ·concrete, MO~tJoaa to .cJdiv. thJI.... AcIopdoll at dlaIe '. 
. 	reCOIDIDeluladOl1ll!Y p"~1 could fBU.k til Ii~t ncb1cdOD ~ eoita 10 CGDP"Dln " 


aDdlndustl')' by tbl)'e&r 2000. nlpJdlDl prtD.dpltupoa. wbkb Pl'OItIIII wID be ~ 

II KtZptaDet of iJa. "tGad 0IIc:t,,aCcepted IVII"JWI1''''''''' dodrlae far taciela aood& ' ,
. 	 . . 

. " 

" 

1.2 
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U. GUIDING PRINCIPLf.S I· 

R,eOllf1Mnd4dDn 1.1: R,eDmm.ru/Qt€on to go,'I'nl1ri~1Il by illllu.str.1. ,,.,gtII1Iln,, 
sltllldluds and t«hllU:GI "plIJtio~ shQulll·b. ba.r,d on 1/1,/OUDWIn, prilldplu: ' 

I. Ill: 'lnltiplim Mu" Be ,,"',"lilt with MulIU4tfDIl Uk,mlkqtlg, 'IYRrtr .' ' 
An}, frJ.tun EU.VS IIILb 011 8taruJ.artb1IIIIlI'fIIUIi:Jlory' rtfiJ,. ..lilt" kiN Oil 

"pnnlJlpll, %P'" tIYItU. a rf/l,ctld '" mubUtd,,,,frul,, lIIC4 4IMpU,.~ III He• 
. ,wrO'4fW /1u.r,ehll1e4ll ~'''' ~o TNIlf A"..,.,1fl" . 

, ,I. Jb: MWfp<OUyr'I DIs""""" " III, Mq4ll 
.. 

, A kl, ""iding ,rlnelpl, for ·,I/on,. ill ,uu.:.,.. llU ,«I",ieDl rffUWI?l.II11 
,e,ntl1S ~,. 11&, ,.,UtlM' Oil, 1IWt1l/«""'." 4lel4nJl:loli Df corifJ1mu, IIJ 
i«I"'kld Np/.II,tlD"" ut.,ptl.m"."t.. " .' . 

Th, ."irIll ,GlJl 0/G"1 "'0'" It!fJrf III',,.,,.,. 111:4 e~.ilto~6, • 
'Q~."~fJ DIlt-e,ttljfcGZlo,. '""'" .."",.", ~I:I ,.1I1d, ,'n1"'lt", .,. 
pl'OritI,4 Mellr to 1rIofII"btI1""I1I,lIoUl tit, 'world. 

To til' IUU1II p~ ,'ftl"tlaI1ttfll""III,U , • .,W 1M ,1IJ1ML TIf"" .",,"" " 
,lIould ,;'"t H drll1.11 .61 1°"'''''''.114 Aut N" 011 ,riwII• .f.WllllflutloAf Itt' 
l,,"~,. ,.rtij'fs:oI/II., IUI4 ~o~o;,~, Go",,,....,.,'. "", rhOMld, . 
b, Ulflitll to 1UIIIit1ltit.1n,., "CD,trlIlolI 0/ Ib, (JOffIPI"ftI:, oJ ""',,ri,'I1Ifi ' 
~ton. . 

1.1d: frlygt, S'Clqr l&qimhtp 1ft Stp4tmb Dn""""" . 
71,.',rlWll. 1ft.,' litH. '"'(mIII''' ".IIIt JriN -1I4JInI.s dIn/.flpm.itt. W. 

,lqaU14 lUII.,.d III .·'tllilWa 10'.,.,....1'11 pro".,., "'".,.. tit,,. " Ii" eo".,., 
rtHdfor o"nt,IIIor ctmtrrll., 

1.1'1 Egpl Ace", ttl Sl4n4grv1f SylI«ju 

NGliDIIIIi. ",..... lIlUI 1UJII~~1I 1ft ,h, I~'" fI/l/ftdlat, 
IfID4IIm ItIIIIdIInII .,1"". Sill""" 4,,,,.,•.,., tlIIMimIIlIlUt fIit4 til' 
JI"«""" UI4t dn.. tic.,. bOll_ III.' tllVl/on IN ",.ti iii all JIIIIiIII/pjaIIII" 
the ,EU.Nl US. EfUIIl.,." ,GIIIil""/ptIIIII.", ".11]' 4/1,d-~~ 
,rurua eOMa,tl ftoumlt: ""vaBCII'''''' lalNllA the Ell an4 US. 

I.l 

_.....__... .--' " ", ... ' . ' 

I, 

http:1UIIIit1ltit.1n
http:drll1.11
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1.1f: " R'lItncc go -p.rfCUlPl4ftC«·W4,ts.at.r 
" . 

r.elud"GJ r'gukllD"" I,t by pNmm.IIU/u.."."'y, ,="" in utl'flll, eGa 0/erl~l 
p"blklnl.rt't, 1'11] Olt p.rjonnfl.MI Italilltlrds, 4I1IIl 1101 ilmg,. ."dftcGliarQ Q; 
~"'Plt(flt:

".
,1Imdiirils. '. .' .' " . " 

~ . 

, 
\ 

. , . 

. . 

.-. , 

, , . 
. , ~. 

. ' ..' 
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IlL POLICY, ISSUES AND RECO~AnONS ' 
, , . 

HABMO~110N 

Gl9bal«rade ,r.eqUirei tbe u.sc of ,Ioba.! prod\&" s,t&l'1~. Thi use ~f'product stllldards trom tbe· 
[n,tcmational Stanr.ia.rd5 Ot'I~atiOa uc1 tlla lntenwloaal E~o~hanica1 COma:iJsalon wiD 
'fa.clliwe the expansion of globAl markets for lOods and serviCes. ' , 

, ' . 
. , 

,RfColII""IUItIIloII,l.,: Th~ BV tI1I4 US ,Multi '"~OUN" iii••,IlDII ./ .,.1",.,.", 
fn.t,nuu:lolllJl prod~t IfIl1Ullutl.f ,uil"lIft1lJ, ISO 1114 ,II. tBe, wh.I'I ",ro,ritIl. aM 

.supponf!l I, lntI".",. TM "" ,of 11fM17IIIlIDMl"l4~ til Ih. flpl/IJD" G~ 
procunm.tJlcti,Ill" D/'O"n,tllfllll sIIolU4 b"ttJlrJott4 " 

'PARnCIPAnON IN STANDARDS DEVELOPMJtNT 

The A.Brican National, Standards 'Institute (ANSI) receive. CEN. CENBLEC. aDd BTSI 
stUldar& only for cotiumnt. Tho U.S; IKu.• direct acccu to the EW"Op!I1l StaDdanill)'ltcm. 
T= ,BU s~uk1 OpeD European standards Ofl~ to couhcrial outside·Europe aD the :buil 
of reciprodly. Open', standatda 5yStems in Europe ~ouJd improve or:OIIOll'liie&~ and . 
facWta.te U.S.-EUltradC.' , . 

R"."'''''~'' I.J:SItJ""'" dn.""III.at GI'JOItJliI.tuu tJNl tll."rocltbul, vAkil.dri..,. ,,,,., HdI61 m"'t b, OIl'" III all ~ ill Ii. BU ~_ Vs. CEN, 
CENB~C, IUI4 E!SI dolll4 ~1Ul1III1JIb~"1IIp fO ,,;'II..BV .""",,·,,111., bOllIa . 
011 t/l, 1kII1I1I/.nc"rtJit/tJ. ' , " ' . '" ' 

, . 
MA.Nt1I'AC1't1IlER'S ,DECLA.RA.'DON 

Maautacturm deClaratiOn of confotmily to ataad.aids 4D.d lCCtWcal rcp.laliDDS is e1!k:I8~,'COAt 
etrective: and serves 10 protect ·pubUc b:al~ safety. ~ the enYiroai.ala.t.' TbI,re is 'I~t 
h.owe~r. olara ~ ill mgdatocy tlUni-party telling aDd. ee~catkn:l ruIu by IOvermbe!1t. ' 
Tbcse rub:. iD;zuo costs to businaa ~1cbout airy YaU 10 CODS\UlllCl'S. , ' 

RHO"'.'''''''' l.f: MqlfllO ',ttMlftUn, tatIIJ, 11M t.ituktitu.1I ruin ",,,,,' bI 
-- prinuJril1 .~ til. Iff4ltufadUlrJr', bclill'titltut oJ't:ll1I/.~ ., Ie twtlalf,lcGJ 
,.".,ZalftIM. Fo, GIIlfIlIr.. ~ .1uIW4 ,.. 'illrrwtidll, G' ,loki /ttuIIf'IlOril/or ' 
6p,fftJffItiq 10 ISO HOO nfillnllUlIIi. nCr q.t'''"laflfllll alWwmr.dtfpll tI,"" fo, 
dlmollltnJlla. CO.p.M' to til, ,ttDUltUd, lMlIUIllI, tA, SII(IIII" AIlII# Co~" 
il~l,. ' 

, 
u 

http:t.ituktitu.1I
http:dn.""III.at
http:facWta.te
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CONFORMlTY ASSiSSMENT 
. . . 

National,regulation. WhiJ;h set testing and c~niJ5l:atlon rules often .differ acro•• lnEematiotial 
boundaries. These, rllgUlatiOns embOdy tr= most sericus nOD-cantt barriers to. tr~adi.ndc trade. 
the wro TechrUcal Barrie" to Trade (T~T) AgrecIll:Ot requires t~ adoption of the leuc trade, . 
restrictive reguLatory'solutions. Many Member S~.o.·ot (M EU. for cxaq:Jle. maintiin ciftfering . 
certificatiol1 ,requueJn!!!ftls for similar products. MoreoWJr. thC EU' does nol allo~ 'foreian 
certification orgaa.iw~n.I to, serve at "notified l:x;K!ias·· to' telt .~ certif)' to European '. 

. raquinnneDCI tor the CS. nwt which is at!bted Co replabsd prodtiGCS. 

RICIJ"""'fId.tiIIo" I.S: n" ,0"""'''111 .",1, III til, U.S. twJ. EV hi ctJlI/tJf'!IIu, 
411'.11",,111 Iholl14 b, II1II11,,, tD·rtCDpUIDII oJpriql'."CllJf mltn, It.Iblll'tltOrfll, 4l1li 

produ.tt. cflflft,n.· Mono"r, "0"'''''111'111 II,,,,,W IlliiwrivtIJ 111'" IQ ,UmlMi, 
duplletllioll 11J.1UUio1l4l CQn/Q11I,I1lJ ""1U1!I'~ rtf&iln""i&IJ. M ,." ollhlll rl/orm., 

. tli, EtJ..&fl.'"jilli ..lUll iMrbrI,"' to /tJnIlfll elt'll,/kllllllra tJ7fltJIi/m&lIIw 
",.".II'o1'6;'lIluIlD"., In lit, va to """,,'·'~"odftfil.Wl"," , 

ENVDlONMtNTALANDqU~~AGEM»rrSYSTEMSTANQARDS 

Vari~us rna.nqormnl systarDS Mandard.I. thOup ~VOlwltlr)': have. becou. ~- or am about to 
becoa - cia facto m;u!remlilU for doiq buJDieu duo. to bpm CVlto1II:r ~ and publlC Ind. 
priva~ procurement. 1'beu Itwlarda iDchJdc lM 'ISO 9000 __ ,for qUlJity mlnJ8ement 
')'Ilems. ~ ISO 14000seriei for ellY.irollJXll:lDtal mlftllClMPl ;,stems. aDd the .potential for 

.. hcaIlh. safety. aid. labor' r:can&pma!lt IYStlsml staDdarda. Th! Iit1 lmpIc1Dl1ilod. 6 repladon. h1 , 
April 199" cstabJi.ihing lID Eco·Mu..JDIP1~ aad AuCUa SCbemD, which is a volumlfY pfOaram 
deSl~ to promote ~ndDual implOWant ,in IElYirollDntal maJJapDD.t,1ml perfor:trJ8DCe. The . 

. complexity of the various stlbdatdl. cOst. tbird. party ceniflMtion. compliance IDCl cntorccmem·. ' 
aspects are at enormous concorD to Jndusuy OD both sidea of tbI! Atlamic. The (aiute of major , 
lDdluuiaJ seccon tO,accept univeraaJ iUltld.lrds fOr ea.Yiroomentalmd qualitY D1Il'1&I~~ or ,tile . 
tUiol'donof su.Ddatds for aector-fPCi1Je' manapmeot syarems wUl oecauitat.l!. muIlipIe . 
regiaitraliona that, .ill ·addltioD to s1~ iDcroaIa in: cost to, U. coDi~~ will ~ 

, tl'ansatta.Dtic atnlCtul.,t ~;ri:aeuU to blcJa.tll;l trade. ; , . 

RlDO,.".,tIlIIJdDlI 1.6: nur U.S. 4,,4 EU fDJ'ff'fIM'lIl ",1U1 It'll trJ .IIZIINunlv,ntJl 

~qJtIM,'0/ flllmuJtllJlUIllM,..,.",'lIt I1lt,. ,''''''''. Elf- to d.INID, '"~'" 
I/lftVII pro"."., II, 1fI11,,,,...lIi IlIr !SO ptJ(JI ~lIIIlS0 14(J(J(J dtoald 6. OPPOl'~ 
1M .4mb ISO l4OO!J I,~a '0/ lat.mIIIIoul .,........1IIlII. ,,.,,.,.. ,1&,JdtI b, 
"~1J6"1u4 til ~tIIM/1I4, ,lI. 'MlIIIcIJl "'filii'"'''' /tJr 0.. EU ....Ma.",.•• 1UIJI 
Alldlt Stl.,... .Ptn.lI,. f(lPIm..,1II ;1101114 ,," ".. to ,IIGIJUlIa .HftI'r J~ 
,ttUUl.titd.J I",. A..IJA, ,tif',,; '114 1lIbO" IIIM.UIIIlMntI1UIlU. 

',' • Of· 

I • 

1.6 
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. IV. SHORT"TER.\iRECOMPtIENDA:nONS 

. . . , 

R.cOIfllfl,ndIJIIOII 1.11: Th' EU,,(JS,DI~NJiJ.I'" rtfl.Jrm ~./tH:uI OIl,rritIud ~'.'IlII' 
Gild e'~11 nllu III ",..,14 ,fob.ct ""'I'if" "h.N ,oJ/,mlll,nl Uft"" 
tDlltroL ThI.J" wll," IJI"IIof.da.blln'l,,, t.,,,,,,oiicu: ~uM1'tuUl tN4, atrt•. F",l1 

, au cd.pl,t, MRAlllllUt ,,,,bOll,, til. ,11l1l1I,1, ''tatrd 01lft; II«4iIlld nrJwlt"," I,.. 
.' th. BU GriII·US. . .,. , '. . . 

771, EU' Gild US. he",. II"" "flQrIIItba, Mll.tU III .",11:.1 ..n. AUlo"",.;;'
,..,.l4Io" Grad ,11/,,, ",rdn"",.II, I.",.,.uAll:lllllJu 1'....laal II/;,Ip"'II;, ' 

injot'fIIiIIUI1I lid.,."",,, '~'" tUIII oIIuI-,.,cton for ,rtifral1'''' 11'11 utll, ,h.


, ollly .n,i""'11lmllcllpro"";, wl/lw'.IIlimLFIIll·MRAI ,.'thn,au otl,r,telD1:f . 

. IIOJIOI,4.y /n4l11"., $hollllbI e,"d~'tllJ"(J'iJu".,l, li91. ' ' . 

, . 

6mtabHahmcDl Of aTransatiantic AdNolY CQmmittee OD Standem. IDd hpatoa'Rt:t'~ 

Suc"safui talb Oft cs;:oaomk:1Dd traqc ~latiolu bctwee:D ,he EU and US requheon-soJnc, 
partlc:lpatiOD by senior indUStry representaQve& OIl batb. sida of tho AtJ.amic. ' 

R'eo....1llliGJl.D1I 1.12: AI III, Oft..., 1995 BO.VS sUa. Py,,.,,,,..1II ~t. 
',.lIoaltl 1I1111.""elt Ill. cn~1I oi /I iTrtuuivlailt: All.""..". ,Co",..iII" .11 s."..,. 

, dNl R6p1tJ1:O'7 Rr/omc" c,oIll1rl6M of1'O,,,,,m.lIIlJ111l.intIIutr1,..,,.,Ait.JIl;,,.· The. 
lIthl6"" cOIIImltl'.lIo.dtlll,Ip plb p"'"" Dlllldllnlllf.reJomc ill IIJII' (I"" lltul , 
I'IIOlIlhJr ,rolNU iIJ r,ulat,.,tIJ. ,." and 11Ia,lIIblt ,It 0111 III .tIt1I 'fIIO" ,,771, , 
etllllwtlIt" Weu.l4 ,1"IWi4, ""'It tUhlH, .IIU.9'1.J, .., l',eollUll"~1U 011 • 1U1idl"" 
.11.011 ,'-. for P~II'IIIINK' ' , 

, ' I 

.Pal1ttstal Cgmm'tment to Re~ il tho Summit " " 

R.t.....-.. 1.1J:. VS hI"',III' Clbwll, /bI".,."" COD"''''' PrC!lMl 
54l1li", .. 114 EIU'tIfHM CouMlIPn,I4,nt GoII:UI~a .IID.III",,. .. ,,.".,,,, o/lriority 
lU:fioe OIl'l1/O""" 111 ,tmttUurI.r. e,nt/lIlIIio.., aM ngulMll" INIIIq. !'Ii"_"",.will 
.si,..6. lIMI-tII"III t4llllfJUrrulll alllu IIl1l1a' IfIVflllJ/ .'",,.,,,,.,. tli alieNI. IY/tJI"IIJ ' 
I. ,,,,,.,,& 1ItII co.",iirra,nt "'.,. 1M tI'IIAf/ItIIWIK dM, /MIu,.1/I1III to a.. 
'Nlpo"IIlJl. DjJIriII~ lit 1IotIt. "'PM. . 
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MEDICAL DEVICES 

R'cDmm~ttdtItJ,on 1.10: As· 41 JII~rt ,,,'" ,olJl,; 'h' EV alUl US .hGald· conellUl' '41 .m,,"'; 
,.,eolnitfon afT"""'" (MIlA) !Dr IIJ,dk.' dnk" jD' bolA ',.,,_ellDu GU G"ro,.,. wlIJalllc 
Y'IU of m••tp.t 01 Glly 11ft' ..t o/At/iu'NI MRA UIlJ:.f. AI JIDI1 0/ tIIlI ,HI, 'Ol'fIftIIt'lit III 

. botJa ,II_ u.s. tmd EU "'Ullln"".it to ",,*aill6fl!l "lUliIIM'1 N/O"'" 6_/0",." M.RA t •••, 
. CDlldu4,4. S, A.prll '1996, th, US FDA. ."., Etl COM".'"'''' IIIK1t "part Oil',,,,,,.,. '" ' 
"lI&htll, GIl MUIII III_ ~rt&Gl tJ,l1U:__tclQr. . " 

• 

AcotrrnitlDCOl to tike conerece steps· to reduce b~n to tride and n:;UiatOfy'reclundaa.cy e&D. 
provide a stroOt imPetus for rcpWory' (.fonn by ,oVOJ"lllDlmt•.1"h1I CO~1\t' is eailDtJll to " 
'fOll.ring greatIf EU.. US reauIak)lY cooperatktn in medJi:a1 dn.iceL ,.,.. US is also l11~ted in ' 
damaMtrul its &hiIlty to adeireaa. 1& put of fu ~w ,Trade Baitien Project. tbe trade barrlers at " ' 
P81Clt '"0larD,10 US ~. '" " ' 

, . For US COmpl1'llel. an MIlA for adJc'a1 deYSces woWd bllp tD GIlI'IR t.imDl)' w::ccu to t~, 
,Eurapeu arketplice.b!' ptOvUIDt, for SU- acceptance of inspaciioDl &ad approvu CUTiId out , 
by US cenitkllion bodJaa - wi'vb versa for Buropeaa flrma' 'O"kiD, EO enter the US JDIIriI:at. ' 
In addition. by belplni [0 'iosler bannDnizatJDa. of key regulatory, require.ID:DtI. aD MRA could· \ 
provide .1JD1,8ClAt rep.La.tory u.Yiq. tor both aovet"lllDllDtlaad in4u.auy ill thDIo count:r!es•.. " ' .. ., 

, , iwcG"':"';~~ I.Zo.: GiJICJI dt~, IOIoIIAl b,a~ tlI.aI ~~Ii ";",nlI oJll1 1& 
, . ,(,,,,,., G/ ",uti, ,,"as twl ,..""l1li111'7 Ifll/'"P, • Iff'" '4,,,,,;, ,...", ItroII,,, 
',~,~ EU'1UIIl US DJIfI:l4I1:trIetJMIud, 4- AI&( lilt' ..,.J/I;iIl·4IJ1i1:a lor 1ttJda 
1Iu,«lIDu IUUl ",;orall. . . " 

GtiaU!lr EU-US. replstol)',eoopenLtiDa. ~1u4iD8 anMRA, can reduce ~JUlatary redundancy' 
lind uDIlCceuary reg\llllary '~rs to trade. ActiOn to,reform FDA would not aa1y promo. 
greater EU·US ·«;OOOU Coope~l1iall Wi ~ ic wOul4 also ,tom tbl iDusiw,ourwud 

. migr.lon of lIS taadJcal ~viCe compIIDieJ 8IX1 Jo~to Olher ~.. " 

RICDIfI."",," 1.J06; Go""."..,., -,.""u.OrT In 1M u.s. M4. ErJ 1IIAit co,,",,'" m , 
., n&1tUIll&1iVl ,.,~ ,.jDIfft III/ON II. MRA .,. 6. t:O~IuI" in til. 1is.4ietll 4rM' 

.~. 

,MRA dilcuiliDnl cOuld alao reinforce cdl'o11. to reform rtplatory proceuca. lnclucUna greater 
, use of third-party n"vilwcl1 ill,device nMeW * lnlpectioa acd.viIJea. All MRA a;foeJ'DIllt wouki . 

n;inftu:ce the p*cdeat for goVCnuDlSrlt .reYancc OD dUrd-pany organiqrloaa, for oX&q)Je ~Ulh 
FDA ac;(eptJmclof'iaspectioDl, lests and rel'il.!wl c;irded out by'ElJ bodJal MorcGver, it woukl , 

, P1'9vide, the US witb g%eatef el(pe.ricnco in WOIidng, with tbird partial' as wen as with EO 
~guJ~91Y.~~Is, and thus help ~'llUltual confidence 'i.olucb an aPFoICL, " -..---­
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R't"",m'n~~,. l.lDe: ..u ,~" ~f eompN",n,'v, "fU/IU"" reiD""', IOY'trUII'lIl III 
th' .u.s. Gnd EliI'D" .IrDuJ4 'md, f"MI1,1I.I, til 1It!1'd-1H':rf1 ,.lIinwr.l" 600 4,,11:, 
,"'Ii,,,, and wp,etfDII lieifPltUl. 

tIS and EU offICials .thQwd. seck to put the. MRA ncgoliaclons for Dclical. dey"_. on a (uler 
",rack," ' 

• 1 .. 

. R'tOflllfl''''tlo~ 1.20t4: :rA, 1I.';'.m,,,t ',11'11111 '11I1111Jl, ~fJ"' GotJtl ManrifulUrIn, 

Prattle,! (GMP)lqlUlllJy OJt,tia.i"".eIiD~·"114 .,1'OIlfliz ofIiIw.r-"'k link;,. OJ,,:, 


'. f.,mlle, Ira.6",. "ziJjld unUr ;,"11 lin 4JI1"'''1Il.,. US' tIII4 BU o/lk"''' IIIId 

IAiluItrr CfJaIiI ,tUtmre;lI,wh#lJr" III • •.,.,''''''11; iJalliIU Iu 1IroM.II.d tri 111&'''' 

hl,hu ri.rlt (,.,., Cl4u Ill) d,'II&,...· . 

Emarginl maruts ealabUahinl RgUlatOry S)'Bllmt for 1D!dk:a1 devi:el need to d.evelop· systemS 
that provide fer ~a~, palieDI ~. to Uie-S&vU11 mcdUllecbnDlops. Key ellmcnU.of tbe 
Rlgulltory mOdel thaI ~uld ba encoura,ed iDchtdc ehe UII of hUcmatiDtIIl·staDdarcll. qualiiy 
systems appro~bes. an4' the aeceptaM~ of tilts aDd, c:ett1Acatei frolll Deber caUl1tl¥s. 10 that 
ptoelUCl1 do nol have "0 10 chrou.h redundint lnapectianl UJJJo.t appmvall, iI1 each market. Such 
III approach can proYido ct!icicnc.icl and savill" 6)r NJUlaloq officll1s -.nd iD.du.u1)' aJJk'lI. "hiIe 
atthll8.llC lb.ur: Closuring tl» saiatyuG q~C)' o(u-moro tbID 8S.000 ad.ic&l dev.a iD world.,......... ' ..' . . ,,'
"'_. 

R,eo.".NMIiIJn 1.'0.: EU GIld US, fIjJJt:ItIlI ,htJlIIIl lMOIUII,' lI,lJIth em tljJfcliJlJ'ln 
B".trfUt, IIIlII'btI to Plly. 04' llll'~np"'" .,,,.,., .wII,,, npliJdnf·· 
".,diNll,vie.,. 2'1&" btclllll., r,lIAuI 011 iIit,~ IIIfIIIi!Ji* I11III.11" uc"l4ne. 
0/u~,"1fI1II1'O~ab jN_ o,i.,eormJzUl. . [DfIJ' i. JIQRtJII••" I '. 

, . . . 
By talping to fotter han:Donizati.on of t.ey fOplalOry n:quirolll.,311. au MltA. apocmcnt ~ould 

_provide sipl&:urai relUlalory aaYiDgs for both lOV01'lUD:arlI.Dd .iadUlUy alike. 

R,eollQft,ruIdoli l.lO/l A:. ~1ISIlII 10,.: Iuum.""""" D' IqruWll.fMt fI/ 
. 114"'" Dr eoll/",.",u, 4IIIUm,nt ill ~fII 4nlt:a iu II pre-e,1IlIItIo1I "' 1IIUtucI 
ntCtJ,nI6l1 0/ .,,.,NlI, ,,,,,.,111 j. rlj«:lII4.Go"",.."" .•Qulll rHtipI.p dud.' 
plfJtlll,et .a/ItJ ClIft.N d.",ollflnlllll III."""" dlilnbd .rull.""....,..,~ ; -,. , . 

, ' 

R«omm.lItlAtioit -1.21:, TIl. M.",1Hr SlIIIUojtluEU Iho"14~" tbu,prk. rI,.,ltdlOtL 
PrJrrIlUI f1'8!U. w/d"~'$",.tIb til. tli.Jt"rfiIm 0/ cMip.tUiD1i naulHlltJ M••_ Sltlt,,~ p~. 
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aM nimblllu""lIt cOlltroll frtJm da. MtttIlUIlln,1 ta "11 ..,"011 of til' EV Inl.rntIllllflrUtl. . \ 
Jlro;dJ dUD b, cuntlJl.d. I,. GddUiD';, IM/D'r "Jorm. GI 1/&, US FDA. Is IIi.1JtIId. Th.' FDA. ' 
sho~ld 11.1' $JIm.md" d4l1J in ,,,. dfJj, d""'op,,.'lIt Gild ill",,'!'" prtJC'''' 'Eq,n l.rtU'll.' 
,~vl'wm Ihould be 11.1.4 wlj,ri,,,,,. if. f.t rJ]i&it,,' '" "vi.", 111/ '0' partl Df. n,w.Jn/., 

, I 

OPJllicQ/lOIII- . ' ' 

. , I 

In most European,countries. ao~rnmcat frequently acts as.a .monopsonistic purchucl'. U1ms ill 

luthorlry co oesotillc 'or set plic.~ on p.bannaceudcal produeu. 1 The ntSultm. price eonualt 

distort tbe marker rOt pha.rmaceudcals, Price c:olluoll nOI omy act u priae ceWnSI ';- limitlal,tbe 

cecum on n~w., innovatiw prOducts •• but also u ~o' floors - provid1Ar Uu!e ~lv" far 

,encric price ,ompecitlgnt'or older, Dff-p~eDt ~. ' 


0' , • . . . 

Ptwmacel1l~al bulovatlon, suffers in C01.lDtriCI· UW "pille pmcriptlon ckug 'pD=s. Prl:e 

controls limit. and In ~me CUM prllclude.· the· kl.dwtkytl ability. to I~e· returns '~ it.. 

invcston: impajr ornuWfy intellectual prC?perty cisllCl; neSlUlYely IJrpcC invea.tn¥Dl docilioaa;' 

generate cosily ao~mmeat bweauc:ra.::las;. ellmlnare price competltioD; tpre, tbD fact that dID . 

industry whole prices arc ~in, ~ncrolkd 4IJcovorecl ,~,roc:tucc In the &at place; Oft":D Wlfairly 

lump the innoY1ltor', plOducE wlIh tbll'of & generic cOmpallY evenUsouab tbe latter did DCt·~ur 

the original ~~penditu.re: and, perhaps moat imponamly. uDflJrly requlm dlI cklzlDl ofnon.. 

pri= conuolD:!'coumrle$lo bear a gmater burd&m ofl~,colt ofR&:D. . . ' 


"RftD1PUfI'1Iil.atlD" LZla:. TIl, M""IJ" Stal., ,INlII4lncrrlUlatlJ I'fly tilt"Nt"'" 

.4riV'" lOfJI,IHlUIIJa' fIIIIl 4IHmtl4Ja bu, ,,. ,..",..,.. Proj,., to""'" lilt.. ,DGl 


. JI.oldII II,,,. """,tdl4tel, .u.. Ilu:liIIloa of11111 ",., fU ,.,., ofIII".'M.'" ""um at· 

, th, cD~,,"ioll oft!t, DM,mA,rljg! '1UrUlIII1JI'~' b.,.,,.,. U.s. II.lI4 EVI..,.. " 


~ a.rtiiicial dilfcraDlW in Prie~I'aa4; dift'eria8 '!eVeIa of {patent protection ~tweell' ~ . 

$ts..tes are ~ntrlbutinB to 8.DOttuV dlatortiDll· of the p~euricaJ ~ Ja. Europe: parallel 

trado. This practiGo Illows ~uc.k;eJa fro~ lower-priced uui coll-paleat-ptOtocted markets '. 

to be imponcd inro 'bigbor-pricod marbtt.. SpU aDd. Ponula!. .biZ Jatrod.uced patClat 

prottclion for phannacautica1l only recently, iD. 1992, wUl DOt provldc offectlve pa&ca& protectioD 

wuil the DCXt, Q=ntury because ,of tho l~12. ~ lost hi tbe R&D ,am n;p.1atOl)' rem 

proceUlI. Oace t.t-. ,Curmlt prob.ibitiOtI. agaiaiE·tb8 expoit ofp~udc&I pr0411GU ao~Sp~ , . 


'. ends ill October orchis year, the export from Spain of producu VI_I! De.vct bad P~Dt prococUOn 
in Spam willlWlllfy tbc palClU p!'O[ccUon 1liIyenjoy in ot.bcr Member S..... CoDServative 

.estimatea oflolleS'to·~ reseirl:b.-based indOltry are in excelS 0($2 bUUoD .)1*", , " . 

RIcO",,,,.NI4#.II 1.J16: PlDfJIlil ".., wlrk" .",.. IIu till,.,.,. tJ/ eOIII~,. 
tdlllfd 6.1' M,,,."'" S.,.,' I:IJlm,., nrilrabun••,,., ptJIlt:t.a tJrt4 tIl/Imtfl If""· ., 
pel,1II ,"".;u,,, IN", lA, ~1UI1 ..I 10 ,,,, wll_ of ,.. BU lntfmlll'lIlfri,t,· 
,Iltllflld hI eulf"iud, ;" lqai III dnl. ",a CQl'UIOlI lin Ut pllu:••1111 ".,.,., p,.",lt:IilJit 
1I~,-~._.'~: d/ff.rwnl. ' .[n:m l"OItD'l'JDf8m. POa 1.i.xrSB 
J:'aoKIlli'l':tOll!" •• • .,. 
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The EU isac~ively lleloriatinl '~, concluding ~ew usoelatlaa alreCmr:DtI wilh' fu~Vre EU 
rNlmbcrs. These p<?teneial new rnem.bcrs In! 'be new.dlmoeruics of centnl and ealtCI.'l1 Europe 
and f3a11tc Stal!l. whicb are DOW re~ln1&inI tb, Deeci to adopt adequate intelJeccual propeny (IP) 
rights locally. The concem is Iha.t t~ ·ne~ qrllrMDli lact any reference to a ttUlSitloDll " 
Period.which would prQtect cx.l4tinl IP rllhD whhinlM EU,UmiJ,lucb. tbm U DeW local tp lawl ' 
take practical eftect•. 

Rcol'1Ufl,n4tJriol& l.Jlc: F~ KU ail)cUI*lI "rut tIC,,.,UJII ",r..",.nr, r~ld 
,tDvlb1'10'.1:.11 lI,tlbut jNIIrIu.1 ttwb'orplll.It1.,. prodlll!llllJllU rllell, rfmI' a 1De,,1 
If 14... 14k, p1'lll:tkGI ,Ule, .. wltica, WDIIJd /}, oft,"""" ID ,MIJ /rDm ,Ii, bI, ",., , 
lP,,.,,odolt'~ rlCllllllt"f1llHJall1. " : ' 


I' 

i 

Thr(e are a number of steps 'that' tbe PDA could. t. to fun.bcr nHmgi&:lcci ill ~JUlitoiy 
procedW'es u) rJl!!t the. demands oftba 21st ceatwy.' 	 ", ", 

, , 

It ~ tOO long co ~.velop am! lain appro\lal of nc.,..'med~inel. 1M procell took 8.1 )'UQ Oft 
a"'rase 'In tbD, 196qs - aqd now 11 taka aJ:nI)" 1".5)Ur1. Tho COlt of d.tIr:::overmS IDIi dc"lopial' 
a new drug 'Uk.cwiao b.u 1Oatcd.. b CQSC 5'4 tnllUacl 011 a",rap co develop l uw draa in 1916. 
523t million in 19i7. IUi4 $359 a:ni1Iic11 in 1m. 1b iI1creuJn& .lqtb. aod COlt' of dnJa 
~loprrut rlpnt&enl a rilinJ barrier to continuiq pbanlaaDwti4:aI imlo\'atioft. ' .' ,,' ,, 

Altbouln. US bas 100, b1 tile world in dlll;GwiiD, 'new druis, iuny 11:"; mcdi:tnoI are 
introc1uced in od., COUlltrita before UaeY In made avliJable to AIDIricIm pitJeIllt. More tbiD 60' 
PC.rant of b' !leW drugs and biolDgics:.approved 'by tho FDA dmiJlsl99Q..l994 WfS~ fh1t 

, approvod in another country - Uld.40 of the 92 new tt:.rapia approved _where wtire 
c:onsklcted lmponanc by b FDA. Cummlly" mace ,cban 40, dzup alre~y. appnm:ct i.bI:oad. are " ' 
still in devclopO»Dt ill tOO US or arc IWaitlq approval at ,be fDA. 

" , 

RItOIll""n4lltiDlI -1.214: R.lntlilt rfllfl/llltIf"J ~w. fa 1M U.S. IINI Eiao" ,luJultI 
..,". rwfUlnti til IIP".N 111(• ..a1l/1.1:1if:'t' ~"'1IllI:~ pillAlly. 

• ' 	17&,. FDA. s1u.JllWill• ....".,.. III 1M.., uWtIs~1IIl1Jllll""rowilINIJ.!', 
III II tit, ,~. baJA, UK IINl olll"BIlrolfllll COli"""" »'itll "a riJppo1flIl,." 

, 4JWIlltJ.bfllO IItI GI'1U:1 wla,,, ftlenm,.ill M4WoII. tit, PDA ,luIuI4r.., ,.,,, 
Gt#lttIl ",."." ."fI''''''' It " f/lkU1fl 'to t:I~ fill (If' ,.,.a 11/ "....". 
1Jpp&4tlDu. 	 . '" 

" 	 I" , ' 
" 	 ,1'11, FDA ,1uJ,,14 It, r'IJIIWtl.itJ .,.4i16 tlN ~ 11/ n~ .."IkIlllDAI ftw 

protlWtr I1UII 1t1l"1. I",. ."iv," I,. lit. UK,~ B""'~ MtIfl!d;" EV~1I 
AI';'';1 (EMBA) IJ'IlIY dGP,fI4P'.Imou •• o/.l/JrHbI~ ~otrdllUlai. 
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, • ,Til. FDA ,,,.u14 a.llo~ lof u" wi4't: dll"lIIwru'lI oj '""ol'lll';' '~f'~ a., 
11 ~,co,.omil:s IJr!OrrtlllltDlI. '" I' ..' ' 

1'UECOMMUNICAnoNS 
" 

• I .' • 

Rltllmlll,1UI4lI.Dn I~zi: Du, III Ih, /QIl·IlU.tl cu,.;" thto..,I1_ da, w.riti III Ib, , 
t,1,tturunimk4tl.tJ", I~', ',III. Ell G1Ul US IInUI qvJekb l'fMi CIJ tlppitJ,rlIIl, dltl.,m,,,, Ia 

/'Ih. p,lIlUlI, ~o ,."Dti.a.ItIIIII. ""''', tM'tWJtIIl" tw.lDIp.t IraIlIIiI ngiDIU flllilll1 tlll ""elr.' 
."...mI, iJJ~ ,..,, 0/ ,til, WTO pal'tia M~I b. 117011,11 .,""ura.~ ttl jobl. til 1/1.. Ba~ 
T,14co1ll1lllllUclllUJru A"."m,,,, . ' 

Tradltic'nally. the au tclccommurdcations' K;lOr baa _" domiAltcd by lara. pubUc ft'mDOPOU. 

, in .1!8Cb Member StatO. Ongow, alobal competiuv, prlaurel ao4 tedmoloP:iJ chlDa- Il'8 dOW, 


furcirJ, tbesc lDcumbe,nt te1cc:o~~DS Operatoll (TO) to rcauuemre IIlCl compGte•. For 

example, the Elf hal carruiUttc4 tQ open up publJc Iwkcbld YOkl HMI:oI CO compedtlon by 

l&nuary 199.< US compan.i.e. Wlllt the optXlrtu.D1Ey 10 compete lbmupaut the eu market OD B 


. level playiDa fiald. ". '. . 
, ~. • I . ' 

. R.collUll""''' 1.12t1.: US dati BUIf",., dt111/4 /un, t/a",/IwdIJ1II til tJjJf, _" 
l,imJlJUlCunitattOAJ ilJ"lM,i .... eo.""n:I4Ilj .,.,. ,.,., tlU CtllldilltJlU, 

, llUWAiit, /ddUllfl-b4t. IJ/I'""JJ (1.&., .",.".a wtll" ,.. 1I1tlllt.1.,. bulJ4, OW" 4IIIl 
OPIf'IlI"IJ:pbl 11'.0'*'.) nil: tIIIIItIl ",." _1114 IIttIIaIM tlt;" ri,llt! .oj. 
"ldlllA".,lII'tUUl Mil 11,.11111""114 IIlIll B" UIII~III 011 til, "",.hr ii, IJP'~ oJ . 
t:Dlflipfilbln fir ~~. 'J'~ It/I'I'V"" O/I,twL . 

• I ,', i " 
In the ,o.ngom; WTO nesodalloas. as wen U in PC~I_USj teleeom leplatioa; rberebaw'been' 
considerabilntiscUui!X1& about Dali.ow treltllaC wt.:roreip:oWMl'lhlp restricdonJ, Ia today', 
global world of c_ommuuiallims. aw:h remi:tioDi 11'1 beeomiDI iDcre&itDalY irrelevrmt. 
Tc*Qml'DI.UiJcltiona, is iDci'Buiagty I alobal buairiasI. u· is tbo bglmeu of .tbe CWIlODri of 
tllacclDlimnjc·doas·1Cl'\'icc proW!ers. Tho' ability. of ICl"YiccI proWSm ,to provide those, 
c:ust011:l.\f1 with lntcmat1oD&l BOd in~QUuuy sen1.ce OD III ead·,01ru:l hula aDC1 their ability 'to' 

obtain fail &D.d open accesa tD f~ipm.a.tUCiia 
, 

CiritiCal tor tbIir 
.
compctltlvoDclIi. 

,RletJ_~1I 1.:2211.' 1'11., .lfflalil bf IUJ ~... "aUS tit SVIf""" /0,.". ,ill,,.,..,., or /lJtwl". DW.~ lIS IJruI Ef/./i'rml lJuJul4 ""." Ill. dlllly tlJ -"" 
tA, I'IICIItn 4lIII op'''''''lIrNttr a." ... , tmru tm4 eotr4Uto", lIS ;,.",u,1UII CII"",.,." , 
ill tlttII NIt.i' , 

1.10 

, .... 

http:t,1,tturunimk4tl.tJ
http:QIl�IlU.tl
http:Rltllmlll,1UI4lI.Dn


NO.215 P001/00215:31 FDA/OFFICE OF THE COMMISSIONER ~ 92024557431 
( , I 

u.s. FOOD AJD DRUGADMINISTRA T/ON 
OFFICE OF THE COIl(lMISSIONER '. 

OFFICE OF POLICY 

56qO FISHERS LANE 


ROCKV/~IJE, MARYLAND 20857' 

OFFICE PHONE: 301-443-5004 


FAX PHONE: 301-594-~777 

ROOM_- 14-105 


MAIL CODE: HF~22 ' 
-----~----------------------------------------------------~------
TODA YS DATE:- . , 7- -e:zb -?S . 

FAX NUMBER,- (;zO;2) !S&;- r~3/ 

NUMBER OF PAGES WIO FAX COVER_·· 1 

COMMENTS: MyU~cb 

r 



lONER ~ 92024557431 
~ FDA/OFFICE OF THE COMMISS J 

~/26/~1 (tf fS ~ 
Pro,po,.4Joliey off6rod by 

G!olve=oZ' ArDra B. CU'leJc~D 

?>"­-:J 
,f 

Jette. h~~l~h care far al~ Amerleanv is a pa~amount national goal. fbe 
key to i~p~cved baal~h cq:e, eapecially fo~ pe~eons wieh8er~cu9 unact 
:modical n~..,d8, 18 Ch.c :-apid ciev81opmttZl~ aAd ap~.1:"ov~l c~ e3,fQ a1\cl 
effective nPow ~d.i<=al teo*,"ology.. Innovative pJ:LVC1t;.e ssc\,;.or firms in 
the rtr.t!I:!ical t.echnolegy ih.d.ustry have refiearr:4 u.nderway. tba t t:!ou:Lt.i 
Z'ovolutioni~e t:he pr.et1=e of Jl'etdicl.:n.lI. '1'heE'O . a;r:tI 'Ae'W r..hll!'%ap108 
cicu:'1voc! .tram Dtcdica.l teel:Ulology th::lt ...,ill improvQ the lives gf mill iDns 
of Am8~icane and providu reduo9d bealtb CAre CQata 'n many ln8taoc~ft, 

Xin~2~g dc~ay. cetw~e~ the e~cation and eventual approval of a ~ev 
prod~c~ d$~iYe4 :ro~ th~ g,niUa of ~.4iCal ~echnoloiY ~u .~ i~portaD~ 
public he.ltn goal. ReductIon of ~~~ QCVelopmunt time Will r44~ce ~hQ 
coal:. o:E new 1\1ecliea.l t.ecl'lDalDSY prodtl.l:tG an4 thus f:cee up De.de9- capital 
for 11~ resef:l.t"c:h and cn12:&8. ~ exc:c8.l~t: a.=.d ~eces8ary t:4gulat:.~o~ a£ 
p~oductA i~ere&aes the coats to ccmpa~8a of 4ovelo~ing such p~Cduct_ 
wh1c;A .i.e ul t:imatelY paiel Dr tb.e cQI1S\U1ling pub11c: I . 

. .. fohdtt.. 
""*ft4I1lfteft~lll xee:r:&giliiee1:il', ,of "tha Food QAQ 1)"9" Ar.:iUz:r.inist.rat::ion 1:s... 
...ecflnJtZY t!~:,~lJ..4~e ~te:" ""d lbOrB rapid ilcees~ to nev th.A!i!~a.p;t.es 
-.net curet.'U, ~'~I1:\ld&. t:he Ta.pia I'&\ri~w iUld. approval of 
1MOV:1ei~e naw druga, b.i.o;;'iQg.i.C:Gl produets, . and d,eV'iCaaaH ~i~ aD 
fn:ese~Ying cbs sa.fety of t.ho p'W:ilic. Publ.ic: c:onficierLCe in the sal-ty 
and. aff1co.cy of t:uedica.l 'Ce~Mo~ogy can b& mai.htain~d "",hi t. IA.king 
cbanseo i~ tho law to 8pei~ aedie~14iaco~e~iGe ~~om tbe bench to tha 
b(JdlliaQ. 

~e co~ee~t1Y&bG8G of the ~iced Ct6CGB blo~ecbnolo$Y ~=d~et~ 18 
dap~nde.. t on re.lief from oUl~d..t.d, ~C! ant:!qua.t:~d. Q:cport lalfd which tfYU! 'if 
eDcourage ecm~anieo to locat. manu'QC~UZ~9 E&ciliti~A o~~a~de of ehe ~ 
Unit:ed st~teg. Theae laws DO l08:e- ••~Vu:.a IhlUIIli.h ful lie hecalth ~ 
pUCSlose. li.egul;u~o'l'Y 1ie • .:paT;<: Un!tea states comp;an2..cS 0 move tIf ..I'/UhA 

their irmovatiQft eVel:d."" to eOWl~ries ,.phi-eA havp.,'t'eg-Q,lat.ory syateDs, z,r:-.'-" 
ure :;onH4.i-t:4lW ii1'a t;IIl • .,iId PAe:. 01 i.rJ,aCII'Jatin. ::V~d.iu.J . ~d 

no e:xclu~iv£ rel:1.aAc@ ou gO'll'em.tnenl:. eJlifloyooa ~o p~t£On1 all of ella 
funOtionQ asaoeia..eed with chc :r:eiriew of new dt'US'II, biolOW"ic:~' ,productQ, 
q<1 devices ~ l.h.. 1'ooe! aftci I).rug At:L.:4.niat.racion ~ VRBeAt:ts.ar:1i:~ 1>17 
JYEpealJjus aM .. eo-ulted izt tnc~ea.8__ e1m.811J for ap'p1:'ovale ra~t:1v. 
eo ocher clevelopClld. cOUhtrie9. ~ thL .!/UQ.(! 

'rbe N'Z$t.:lonal Gove:.tllors' AB8:0t:!ii!l~.i.G'~ CDCo\lragee CO~9'reas to ~~(,
~'(Jr.,. '::;];""4 d;j;ai:;eftD ::i:ft tb.IA "Feed. 3~a. 1):"'1&9 J.dlaiu.1atra,:c1an. t~lur:li.Z2.G ~ 
eOl\lIid.Q:r... t::.J.~ of Uuro p ..r~r r~Vi~~asp=a.oli:i ;ted ill gUi~. 1M•. 1IIJu&4 . 
__We I1t!h:llt:h earc, o'Y'GjrQlt fo. con 'UrIle.Z"& 1U14 ll\C1int.a.1n t.ha. oxcelleDct 
ot JIled.ica.l::iJtu(.)vatlon1n tbtJ Vnited t.Jtt:.e&. " . 

. ' .. t~~ ~/l/vn! 
./ 

http:ll\C1int.a.1n
http:aff1co.cy
http:th.A!i!~a.p;t.es
http:Jl'etdicl.:n.lI
http:ssc\,;.or


.. 
07/26/95 10:51 FDA/OFFICE OF THE COMMISSIONER ~ 92024567431 ' NO.196 P001/017

I 

~If~ 
I ' 

,' I 
u. S. FOOD AMp DRUG ADMINISTRA TION 

OFFICE OF THE COMMISSIONER 
OFFICE OF POLICY, 

5600 FISHERS'LANE 
v 

ROCKVILLE, MARYLAND 20857 
OFFICE PHONE: 301-443-5004 ' 

FAX PHONE: 301-594~6777 
,ROOM,- ,14-105 


MAIL CODE: HF-22 

-----------------------------~--~---~------~-~-----~-------------

THIS FAX IS FOR: Chu4J ~p, 

FAX NUMBER:' (:20c2) , 1St; -943/ 

FROM: 

NUMBER OF PAGES WIO FAX COVER.' /5 


, ' 

COMMENTS: I2vjt; RE6;O ~ 


( 



Bill Hubbard 

FDA/OFFICE OF THE COMMISSIONER ~ 92024557431 	 NO.195 P002/017 : 

July 26, 1995 

NOTE 	 TO CHRIS JENNINGS 
. I 

Subject:, Next REGO re~o~t on drugS/biologics/devices 

You asked where we are o~ the next report. We have a number of 
new items, both significant and "minor but helpful." Here's a 
brief rundown: 

o 	 Four initiatives on devices, mostly management improvements, 
but things done earlier for drugs that were well received by 
industry (e.g., letting manufacturers submit applications 
electronically rather than via large written applications) . 

o 	 A' few new drugs itetns, SUCh as refqn:n of ,the IND process (to 
answer concerns that firms are'sending investigations 
overseas). Also, we need to make a cut on the e~rlier 
generic drugs proposal to the V.P. (we have done the IIscream 
memo he requ~sted). 

o 	 Several biologics things that further address the BIO 
concerns, such as relaxation of lot release requirements, 

. reform of "clinical holds" that stop drug testing, a 
consolidated license application, changes in the 
controversial "ELAIt requirements, and relaxation of 
advertising requirements. 

o 	 We're also looking seriously at an enforcement initiative 
that test, beginning with device firms, the concept of 
allowing firms with a good record to be inspected by private 
consultants. This responds to the VP's request for poliCies 
giving easier treatment to "good actors." . 

Attached are some of the written "issue papers" that will go into 
the next report. Because many of the most significant issues are 
biotech-related,. we could make that. the focus. Also, we could 
issue a separate "biotech report" that would capture all of the 
things we've done in that area during the ~linton 
Admininstration. These attached issue papers have been cleared 
"in-house" but have not been cleared by HHS. Therefore, they 
should be considered td be in dra,ft form. Assuming t.hat the 
clearance process goes ,smoothly, we are optimistic that we could 
have a report. produced in August 

Enclosure 

\ 
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DRAFT 
PROJECTi~AGEMENT OF REVIEW PROCESS 

FbRl: NEW MEDICAL DEVICE~ 

Prob~em: Medical devices are approved for marketing in two ways: 
(1) new devices and ce~tain older devices must·be tested to 

demonstrate safety and effectiveness, wi·th the resulting data 

submitted to FDA in a cdnprehensive P;remarketing Approval (PMAl 

application; and (2) devices "substantially equivalent" to ones 

already marketed are reviewed by FDA via a prernarket notification 

(also known as a "S1Qk"). 

The manufacturer of a truly innovative device, such as the first 

implantable defibrillator or bone growth stimulator, is required 

to obtain market approval through the more extensive PMA process. 

Other products presenting significant risk, .such as heart valves, 

pacemakers, and shunts, also require PMA review .. 


The overall timeliness of the review process for PMA's needs· 

significant improvement. The statutory direction is for FDA to 

review PMAs in 180 days. During FY 94, an average of 31 percent 

"of PMAswere more than 180. days since the agency had taken action 

on them in the current, ,review cycle. The median FDA review time 

for PMAs, totaled overall review cycles, was 23 months. 


Proposal and Justification: Institute" a project management 

system for the PMA review process .. 


Project management is a process of prospectively planning, 

organizing, and managing work to accomplish defined objectives 

that have pre-established time and resource constraints. Such a 

system divides the review of an application into a series of 

manageable tasks, schedules Lhe tasks, and then tracks completion 

of tasks as the review process progresses. The initiative is 

~imed at better utilization of our resources and increased 

timeliness of final deci~ions. 


Impact: This initiative aims to provide companies with more 

predictable timefrarnes for FDA decisionmaking on· PMAs. As a 

reSUlt, companies will be able to make better business decisions 

in planning for the manufacture and markeLing of new products. 


The project management system is also expected LO result in 

quicker reviews of PMAs. The goals are for all PMAs with project 

management to have an agency action within 180 days; that is, 

none will be overdue on the current cycle. Project-managed high­

priority·PMAS will have median total FDA review times of ~5 

months or less and all project managed applications will have a 


. median of 18 months or less total FDA review time to final 
action. 

This will bring "innovative products more rapidly to patients. It 

will also increase the effective patent lives of new products and 

will thus"result in increased industry competitiveness. Lastly, 

the new management syste~ will bring better utilization of FDA 


i I 
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DRAFT 
resources. 

Implementation and Timeli:1ne: FDA w.ill test a pilot PMA 
management system in two PMA review divisions during 1995. 
Following validation of the models and software used in the 
piiot( the agency will broaden project management for PMAs across 
additional review divisions by the end ot' 1995. 
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CENTER FOR., DEVICBS AND RADIOLOGICAL HEALTH . 
INTEGRATION OF DESIGN FACTOR.S INTO DEVICE QUALITY SYSTEMS' 

Description: A 1980 ' s study on recall of medical devices for 
J defects that posed serious public health risks showed that 

roughly one half of these recalls were due to faulty design, and 
the other half to the failure to understand and comply with 
current good manufacturing practice regulations for devices 
(CGMPs). The Safe Medical Devices Act (SMDA) of 1990 authorized 
FDA to. require pre-production design validation controls for 
devices under its CGMP regulations. Consistent with the SMDA 
authorization, and' in an effort to harmonize more closely with 
evolving European standards, FDA published a proposed rule in 
1993 that would amend itsCGMP regulations to include 
preproduction design val~dation controls. Public comments 
received on the proposed rule included criticisms that some of 
the proposed design controls were not clear, and others were 
unnecessarily inflexible. In addition, FDA re,ceived comments 
criticizing the proposed new requirements for not harmonizing 
sufficiently with international device quality standards. 

Proposal and Justification: In response t.o these criticisms, FDA 
will publish for additional public comment either a tentative 
final regulation, or a Notice of Availability of a 'fWorking 
Draft,tI that eliminates any unnecessarily prescriptive 
requirements and clarifies the proposed design control 
requirements. The revision will also contain a number of other 
changes ,intended to simplify, streamline, and increase the 
flexibility of the overall device CGMP requirements and would 
transform the device CGMPs into a total quality system that is 
largely compatible with the specifications contained 'in 
international quality standards, ISO 900i, "Quality Systems-­
Model for Quality Assurance in Design~ Development, Production, 
Installation, and SeI::vicing,'1 revision.of 1994. 

Impact: Medical device recalls are costly to the public health 
in terms of the accidents and injuries that prompt them and 
damaging to the industry in terms of their actual cost and the 
lost income and litigation. that result. By addressing what have 
been shown to be the two major sources of device recall, the 
proposed quality system requirements can be expected to result in 
devices that are better designed, safer to use, and subject ~o 

.fewer recalls. This in turn means significant public health 
protection, significant savings to industry, and increased 
consumer confidence in devices. The compatibility of the quality 
system requirements with' international quality standards will 
provide additional benefit to. American manufacturers by 
facilitating the international marketing of their devices. 

Implementation and Timeframe: In accordance with SMDA, this 
rulemaking will be the subject of discussion before a public 
advisory committee scheduled for September 1995.. FDA's goal is 
to publish the tentative final rule or working draft notice by
mid-July, hold a public/industry workshop in late August: to 

http:revision.of
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obtain early input and fbcus the issues for the a;visory 
committee, and hold a pu~lic advisory committee meeting in mid 
September. Following a public comment period, the agency will 
review comments received1and consider them,. along with any 
advisorycornmittee recpmrendations, in preparing a final 
regulation. 
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CENTER FOR;D~ICES AND RADIOLOGICAL HEALTH 


INTERACTIVE APPROACH TO INVESTIGATIONAL APPLICATIONS 

r 

Description: In order to conduct a clinical study of a medical 
device that poses a sign~ficant risk, a sponsor must submit to 
FDA's Center for Devices and Radiological Health an application 
for an investigational device exemption (IDE). FDA may also 
determine independently that an IDE is required for a clinical 
investigation and notify the sponsor. An IDE muse include . 
thorough information on the device, the risks it poses, . and the 
proposed study, as well as a comprehensive summary of all prior 
clinical, animal, and laboratory test:ing of the device. Recent 
FDA statistics indicate that a disproportionately high percentage 
of IDEs received by FDA fail to meet these requirements in some 
way and must be returned to the, sponsor for additional work at 
least once after review has begun. This situat:ion is time-
consuming, frustrating to sponsors, and can delay the testing and· 
eventual marketing of new devices. 

Proposal and Justification: In order to clarify specific IDE 
regulations and requirements to sponsors, FDA will encourage 
sponsors to come in for "pre-IDE u meetings at which relevant 
guidance documents will be provided. To improve communication 
between sponsors and FDA· reviewers, once an IDE is submitted, 
reviewers will contact sponsors more frequently to discuss 
deficiencies in applications. so that these problems may be 
satisfied in fewer review cycles. If the completed review shows 
that an IDE is lacking important information to support the 
initiation of a pivotal clinical trial, FDA will consider 
allowing a feasibility/pilot st~dy to be undertaken if the study 
can provide investigators needed experience with the devicei help 
define clinical ,endpoints, success/failure criteria, and intended 
patient population; or help address safety concerns. FDA's goal 
is to improve the IDE program in four ways: (1) improve the . 
overall quality of IDE submissions; (2) increase the approval 
rate for original IDEsi (3) reduce the number of times IDEs are 
recycled for additional workj (4) reduce the total review time 
for IDEs. 

Impact: These policies ~an be expected,to impact favorably on 
industry, the FDA review process, and the public health. . 
Improved understanding of IDE requirements by sponsors and bett:er 
communication between sponsors and reviewers should significantly 
shorten the time required for preparation and review of IDEs and, 
ultimately, the time required for bringing important new devices 
to market. 

Implementation and Timeline: FPA has begun to implement the new 
policies with staff and outline them in a letter that will be 
sent to regulatory affairs o~ficialsthroughout the industry 
within the next 8 weeks. FDA will also put in place a system to' 
track and evalu~te pre IDE interactions with device firmS. 
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I,
CENTER FOR DEVICES, AND RADIO~OGICAL HEALTH 


ELECTRONIC SUBMISSION OF MEDICAL DEVICE APPLICATIONS 


Descriptiori: The current processes for preparation and 
transmission to FDA of marketing applications for medical devices 
by manufacturers, and fOf receipt of and accessing these 
applications by FDA revi~wers, are paper-intensive. As a result, 
these applications, which may be many pages long, are more time­
consuming to prepare, more costly to ship, and more ,unwieldy to 
review than would be the case if ~hey cQuld be transmitted in 
electronic form. FDA has conducted a pilot study, in two phases, 
of the revi~w of two premarket approval application (PMA) 
supplements that were submitted on disk cartridges. ,Problems in 
document translation andielectronic communications with sponsors 
that were identified in the first phase were addressed in the 
second phase through use~f different software and encryption of 
sensitive material so that it could be communicated on the 
Internet. 

I 

proposal and Justification: On the basis of the pilot study, FDA 
is satisfied that it has identified a feasible methodology for 
the electronic submission and review of medical device 
applications. This is not yet an optimal system, but'is 
sufficiently promising that FDA believes an efficient system can 
be developed over time. The agency will offer to work with 
medical device manufacturers who are interested in submitting 
their PMAs in electronic form. 

Impact: FDA believes it will be possible, once the system has 
evolved in terms of' efficiencYI for both manufacturers and the 
agency to realize significant savings on paper record generation, 
and on the storage and retrieval of applications that are 
transmitted electronically. There should also be significant , 
savings in time spent on both application preparaT:ion and review .. 

Implementation and Timeframe: FDA is already providing medical 
device reviewers with the training needed to access and work with 
applications submitted in electronic form, and to communicate 
with manufacturers on questions that ariee during review. The 
agency is also changing document control procedures, in the Center· 
for Devices and Radiological Health to adapt to eleCtronic 
submission of all types of device applications and will issue 
detailed guidelines for this process in the next few months. 
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REVISION OplLOT RELEASE REQUIREMENTS FOR 

B[OLOGlCAL PRODUCTS 

I 

Background: Biological producLs have tradiLionally been complex 
mixtures of substances PFoduced from living organisms. They 
include vaccines, products made from human or animal blood, and a 
variety of materials ext~acted from living organisms that have 
been diffic~lt to define by precise Lests. Because of th~ 
inheren~ variability of these products, most biological product 
lots are evaluated and sometimes tested by FDA before being 
released for marketing by.a company. 

The lot release requirement has served an appropriate role in the 
regulation of biological products and has prevented the release 
of unacceptable lots in the past. Currently, greater control by 
manufacturers over the production of biological products, genetic 
engineering, and recent advances in analytical, techniques have 
resulted in a greater ability to evaluate a product by testing it 
at the end of production. However, biological products are still 
made from ,living systems and are therefore unavoidably 
heterogeneous to some degree. Significant limitations still 
remain in our ability to completely characterize most biological 
products. 

Proposal a~d Justifieati~n: The FDA will not require agency 
release of every lot of new biological products without first 
considering relevant scientific data, regulatory data, and firm 
compliance history to determine whether lot release, or an 

ternative to lot release, is appropriate. For currently 
approved products, the same information will be considered in 
allowing alternatives to lot release. 

CurrenL technical advances both in production and in analysis 
enable the agency to have adequate assurance of the safety and 
quality of certain cl'assE;!s of biological products without 
evaluating individual lots of those products. The agency 
proposes to issue guidelines that will describe the alternatives 
to lot release, and the circumstances and categories of products 
for whiCh those alternat~ves will apply. 

Impact: For many products , the manufacturer will not need to 
await agency clearance before marketing a specific lot of 
product. This will result in a savings of time and resources for 
both the industry and the agency. Products that pose specific 
regulatory concerns would still be subject to lot release to 
assure continued safety, purity, and potency. 

Implementation and Timeline: FDA intends to publish a guidance
document 'outlining the alternatives to lot release and the 
procedures for implementing this within 12 months. 
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REVISION OF THE

I 

REQUIREMENTS FOR A RESPONSIBLE 

HEAD POa\BIOLOGlCAL ESTABLISBMENT~ 


Baokground: 'Manufacturers of biological products are required to 
name a "Responsible Head:" who is to exercise control of the 
establishment in all mat~ers relating to compliance with the 
regulations and who is to represent the. manufacturer in all 
matters with the FDA. This individual is requlred to have an 
understanding of the scientific principles and techniques related 
to the manufacture of biological products. 

In the past, biological product manufacturers were typically 
small companies, such as blood banks, that made products at one 
location. The requirement that a single responsible head 
represent the company was practical for such small operations. 
Today, however, manufacturers of biological products are larger 
firms with more manufacturing locations and more complex 
corporate structures. Most companies do not have one person with 
the knowledg,e to represent a company in all mat ters. Firms will 
typically have regulatory affairs, manufacturing, and medical 
personnel with the expertise to represent the company in 
different mat,ters. 

Proposal and Justification: FDA proposes to revise its 
requirements for a "Responsible Head'! to allow more flexibility 
to assign control and oversight responsibility within a company. 
The revisions will still assure the proper' oversight and 
accountability within a firm, but will conform to current 
realities. 

Impact: Firms will be able to divide management responsibility 
among appropriate regulatory, medical or manufacturing staff. 
These individuals will be able to directly communicate with the 
agency on official matters related to biological products they 
manufacture. 

Implementation and Timeline: FDA intend$ to publish a proposal 
to 'revise ,the regulation within 9 months. 
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ELIMINATION dp,TBE,PRE-APPROVAL.REQUIREM.ENT 
'. FORI PROMOTIONAL LABELING . 

Baokground: The Center for Biolog,ics Evaluation and Research 
currently. requires pre-approval of promotional labeling prior to 
.launch of a campflign andi for 12'0 days' ,following approval of a ,new 
producL This is incons~stent with what" is required by' the ' 
Center for Drug Evaluation'and Research procedures, which require 
companies to send such information to the agency at the time that 
the company disseminates it. This is because a specif'ic. ' , 
regulation of, Title 21 of the Code, of Federal Regulations Part. 
601.12. (a) requires all changes in labeling for biologicalr . 
products .to be approved prior to implementation. This labeling' 
includes promot.ional labeling for biological'products. 

Proposal and Justifioation: The Center for, Biologics Evaluat.ion 
and Research intends to change itsptocedures to be consisteht 
with t.hose of the Center fot Drug Evaluation and Rese,arch, which 
have provided a sufficient level· of oversight for the review of. 
promotional ,labeling.. " 

Impact:, Industry will, only have to follow one procedure for; drug 
and biological product promotional labeling and will no longer 
need to await. approval of promotional labeling prior to· 
disseminating it. Agency resources will 'be freed up to 
accomplish other review.,activities. 

Impleme~tatio~ and Timeli~e: FDA intends .to issue a guidance 
document and to publish a proposal.l;"evising its regulations 
wi thin 6 months. ' . 

! • 
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CONSOLIDATION OF !PRODUCT L~CENSE APPLICATION FORMS 
INTO A SlNGLE USER-FRIENDLY FORMAT 

I 
Background: The Center for Biologies Evaluation and Research 
currently uses more than 20 different license application forms 
for companies applying for a product license. Many of the forms 
are outdaced and ask fori information chat is also requesced in 
other forms such as the est~blishment license application form. 
This is very confusing for the industry and does not allow for, a 
standard format for,all,product license applications. ' 
Additionally, because no standard format exists for the 
application, reviewers are often unable to find informa~ion 
necessary for review.' This results in significant delays in the 
review of marketing applications. 

Proposal and Justification: The agency proposes to consolidate 
the product license application forms for non-blood bank products 
into one user friendly application format. This format will be 
structured to be similar'to the new drug application fOTInac. The 
agency also intends to include elements from the European formac 
in order to facilitate international harmonization of 
applications. ' 

Impact: Companies should be able to provide, consistent 
information and higher quality submissions. Time to prepare 
applications should be reduced because requirements will be 
clearly indicated. Many of the differences between drug and 
biologics marketing app1icacions will be eliminated. The Center 
will reduce 19 applications to 1 application and will enhance 
international harmonization. The standard format should 
facilitate easier review by FDA staff and can be used as a basis 
for electronic Submissions. 

Implementation and Timellne: FDA intends to forward a revised 
format to OMB within 12 ¢onths. 

( 
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AGENCY RESPONSES TO' DATA SUBMITTED REGARDING CLINICAL HOLDS 

I 

Background:' Companies of individuals that intend to study 
investigational products (drugs or biologies) in humans must 
first submit an investig~tional new drug (IND) application to the 
agency. They may proceed with the study 30 days after the agency 
receives the'application, unless FDA puts the study on clinical' 
hold. A clinical ~old i~ a directive issued by FDA that prevents 
the clinical study from proceeding. Thus, a researcher or 
company intending to begin testing a new drug in humans, or in 
the process of testing a new drug in humans, may not begin or 
continue the study until FDA releases the clinical hold. 
Currently, FDA has no internal requirements regarding how much 
time it may take to evaluate data submitted by the sponsor in 
response to the clinical hold. While the agency has generally 
responded in a timely manner, sponsors would like the 
predictability engendered by an agency commitment to respond 
within a specified time frame. 

Proposal and Justification: FDA will commit itself to review and 
respond to data submitted in response to a clinical hold within 
30 days of receipt of the submission. Absent a.response from FDA 
within that t.ime frame, the investigation may proceed. FDA 
believes that such a tim~ frame will meet the needs of sponsors, 
and is within the resourG!e capabilities of the agency .. 

Impact: The proposed ch~nge will prevent delays in agency review 
of data submitted in response to a clinical hold on an IND, and 
thus prevent unnecessary delays in the start or conti~uation of 
clinical studies. 

Implementation and Timel~ue: FDA intends to publish wi.thin 9 
months a guidance document establishing new procedures for 
reviewing data submitted in response to'clinical holds on INDs. 
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REVISION OF BIOLbGIC PRODUCT LICENSING PROCEDURES
I . 

Background: Under current FDA regulations and policy, a 
I'!1anufact.urer of. a biological product holds both the product and 
establishment .licenses.. Because of this I a company may· not 
contract all manufacturing of it.s product, even though it 
developed and owns the' p~oduct technology. Companies that 
develop or own a biologi~al product technology believe that these 
FDA licensing requirements are unnecessarily restrictive. 

Proposal and Justification: FDA proposes to initiate the 
foilowing changes: 

1. 	 Permit the establishment and product license applications to 
be submitted at different times. 

2. 	 Permit different companies to submit and be issued a product 
and establishment license. 

3. 	 Provide procedures for issuance of a·product license to the 
product innovator or developer. 

4. 	 Amend labeling regulat.ions to accommodate these changes. 

These changes will lTiake it possible to contract out manufacture 
of a biological product and still be able to hold a license for 
the product. ·FDA believes that such a change can be made to 
provide· the industry with the flexibility tha·t it. wants, while 
not. compromising the agency's ability to assure con.trol over the 
manufacture of biological Broducts. 

Impact: The proposed changes in licensing procedu'res, in 
combination.with proposed changes in labeling requirements, will· 
allow companies developi~g biological products to easily'exercise 
flexibility· in manufact.uring arrangements. They would be able to 
contract out manufacture as is now allowed for drugs~ 

Implementation and ~imeline: Companies may'begin submitting 
applications under these procedures immediately after obtaining 
verbal guidance from FDA. FDA's goal is to publish new and to 
revise existing guidance documents to describe these procedures 
within 3 months. It is also FDA's intent to publish proposed 
revised regulations for labeling and licensing by September of 
1995. 
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"Reinventing Government" Proposal on Generic Drug. Product~ 

This document describes one possible proposal to revise the 

regulatory process 'for generic drug produces. 


I, 

. Background , 
Under current law, firms that wish to market a new drUg product 
for human or animal use ,(a "brand name" product)' must submit a 
marketing application demonstrating that the drug is safe and 
effective for its intended uses. These marketing applications 
contain, 'among other things, infonnation about the product's 
chemistry and manufacture, a list of the product's components and 
composition (i.e., formulation), clinical data, and ' 
pharmacological and toxicological informat~on. This information, 
however, is often trade secret, and, under the Federal Food, 
Drug,' and Cosmetic Act, 21 U.S.C. 331(jl, and the Trade Secrets 
Act, 18 U.S.C. 1905, may not disclosed to third parties. 

Companies that wish to market a generic drug product usually 
begin by using reverse engineering to independently identify the 
ingredients in the brand'name product that are ·not disclosed on 
the product's labeling and the amounts of those ingredients and 
developing a method for producing a generic version of the brand 
name product. This can be extremely difficult because, as stated 
earlier, information regarding the brand 'name product's 
ingredients and method of manufacturing may be information 
prohibited from disclosure. ' 

Once the Food and Drug Administration (FDA) receives a generic 
drug application, it reviews' the proposed product's formulation, 
manufacturing informatioA, and other specifications. FDA informs 
the applicant of deficiencies, but cannot reveal exact 
specifications or details: about the brand name 'productif it 
would disclose trade secret information to do so. This inability 
of the agency r:o share foIlt1ulation and manufacturing· information 
can prolong and complicate the·review process and delay the 
introduction of generic drug products into the, marketplace. 

The Proposal: Disclosure ,of Certain Information 
The proposal would authorize FDA to disclose the ingredients· (and 
their amounts), method of manufacture, and control specifications' 
for a brand name drug product when the agency approves the 
marketing application for the brand name product or ·shortly. 
thereafter. Disclosure of infonnation would simplify the pr'ocess 
by which generic drug fi:r;-ms obtain FDA approval to market generic 
versions of the' brand name drug products. 

Arguments for the Proposal 

Federal and State governments, generic drug .firms, health 

practitioners, andconswmers would benefit from the proposal for 

a variety of reasons. 
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Disclosure wou~d simplify the development, review, and* 

. approval 'processes for generic drug products because 
generic drug f~rms could make a closer copy of' the 
brand name product and conserve resources that would 
otherwise be devoted to "reverse engineering" on the 
brand name drug. ' 

Generic drug ptoduces would be available toconsurners 
more quickly because FDA could provide precise 
information to address deficiencies in a generic drug 
application without concerns about inappropriate 
disclosure. 

Some 	 FDA resources that are currently assigned to* 
reviewing generic drug product applications could be 
reassigned to other important review activities. 

Although currently marketed generic drugs are as safe 
and effective as brand name products, the proposal 
would increase the similarity between generic and brand 
name drug produces. This would strengthen the, 
confidence of hea~th practitioners and consumers in 
substituting generic drug products for brand name 
products and result in substantial cost savings to 
consumers, health care institutions, and Federal and 
State governments. Market analyses suggest that 
generic drug products are, on average,' 27 percent less 
expensive than comparable brand name products when they 
enter the market; after one year, generic drug produces 
are 45 percent less expensive; and, after two years, 
generic drug products are 61 percent less expensive. 

Thus, consumers, generic drug firms, health c'are institueions, 
and Federal and State governments would receive substant 
benefits from ehe proposal. 

Argl.l.D\ents Againsttbe Prqposal 
Brand name drug' firms, as well as some generic drug firms, may 
vigorously oppose the proposal, Possible ar9ument~ against the 
proposal include: 

* 	 Disclosure wou1d seriouslyi~pedenew drug innovation 
and adversely affect a brand 'name drug' firm's ability 
to compete in the marketplace or, through its 
subsidiaries or under its own name, to sell its own 

) generic drug products. 

* 	 Brand name firms may claim that the proposal will deter 
innovative reselarch and delay or eliminate development 
of new productsl thae can be important to public health. 

* 	 Disclosure would adversely affect the pharmaceutical 
industry's ability to compete in foreign countries that 
do not' protect intellectual property. 
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Disclosure of a brand 'name firm1s data and information 
might be arguetl by some to constitute a "taking" under 
the Fifth A.menament to the U'.S. Constitution. A 
statutory ch~n~e to ~llow disclosure would effectively 

) 

eliminate this: argument by eliminating ,the expectation 
of confidentia~ity;a similar approach was used in the 
Federal,Insecticide, Fungicide, and Rodenticide Act, 7' 
u.S.c. 136{h) (~).' 	 " ; 

* 	 Some generic drug firms with high-quality drug 
development programs may also oppose. the proposal. 
Currently" gen~ric drug firms compete for the first I, 

approval of a generic drug, product because the first, 
approved generic drug product' temporarily'commands a 
large share of the generic drug market'. Thus, t'irms 
with advanced, scientifically~based development 
programs may have an advantage in this competition, 
particularly with respect to drugs that are difficult' 
to manufacture,.

," 

Thus, brand name ,firms and some generic drug firms may oppose the' 
,proposa,l . 

In summary, the arguments for and against this proposal are quite 

complicated and the implications WOuld have to be thoroughly 

considered before proposing a statutory ,change. 




,hU ©\''., 

~ublf~ f\)~
Qllzen . 

Buyers Up. Congles. Walch • Critic~1 Mass • Global, Tr~d~ Watdl • Health Rrs".Hc,h GrollI' • Li1isaljoll (;rnur 

JV~ll Claybrook, Prcsidcnt 


FAX 

TO: BRUCE REED 
ASSISTANT TO THE PRESIDENTfDIRECTOR, DOMESTIC 
POLICY COUNCIL 
THE WHITE HOUSE ' 
VOICE: 202-456-6515 
FAX: 202-456-2878 

FRO~1: JOAN CLAYBROOK 
, PRESIDENT, PUBLIC CITIZEN 

VOICE:' 202-588-7702 
FAX: 202·588-7796 

,NO. OF PAGES (ind. cover sheet): 12 


PLEASE CALL 202-546-4996 EXT. 355 IF PROBLEM WJTH TRANSMISSION 




~ubl,~
oItzen 

Buym Up • Congress Warch • Critical M~.\.~ • Glob3l Trade Walch· Ht!a1lh ReseaJd; 'Group' Li(iga(ion Group 


J03n Claybrook, President 


July 30, 1997 

The Honorable William J. Clinton 
The White House 
Washington, DC 20500 

Be: S. 830. Sen. Jeffords rnA Rollback Bill 

Dear Mr. President: 

Public Citizen, together with more than 75 national and state .consumer, pa~ients, and public 
health groups, is stro~gly opposed to Sen. Jeffords' FDA Rollback Bill, S. 830. 

Despite the fact that this measure seriously undermines FDA authority to ensure the safety and 
effectiveness of U.S. drugs and medical devices· the first major rollback of these public health 
prot~tions in 91 years - until very recently S. 830 has generated Httle public attention. The 
bilJ's industry and Republican backers have labeled it "moderate'" and "mcxlernization." Aye 
votes from Senate Labor .CommiUee Democrats Dodd, Mikulski, Wellstonc, and Murray have 
provided a veneer of "bipartisanship." . 

Emboldened by the absence of public scrutiny, industry and their Republican allies have loaded 
S. 	830 up with enough baggage to attract notice. . 

I 	am attaching several recent editorials and press stories onsomc of these provisions; 

, 	 the "rev~lving door" that has propelled Jay Hawkins from medical device industry 
representati~.e to committee staff in charge of drafting' the bill that aids his industry; 

the "off-Jabel" ;provision, whichpcrmirs drug and medical device companies to 
disseminate promotionaJ materials on unapprovc4 uses of their products; 

preemption of state over-the~counter drug amI cosmelicslaws, including California's 
successful PropOsition 65; 

the closed door process - no public hearing on a bil1 drafted by industry, administration, 
and legislative staff. with consumers, patients, and publichealth groups largely excluded 
w which, interestingly enough, has attracted particularly healed public comment in 
Vermont, home of Senate Labor Committee Chair James Jeffords. 

Ralph N~dcr, r:~under 

160'0 20th SIrC:~\ N'V:'· Washinl:\lulI, DC 2000~HOOI • (20Z) 588·1000 
, 	 ',' 
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Also attached is an open letter about S. 830 to Senators from Ralph Nader and Dr. Sidney M. 
'Wolfe, Director of Public Citizen's Health Research Group. 

In addition to the lack qf attention to the bill's detrimental impact on public hea1th and safety, 
S. 830 has also escaped,';serious scrutiny in another area: wha't it will cost and who wiJI pay. 

~ . " 

The CBO score at the Committee markup of $63 mi11ion in 1998 and $445 million over the 
19984 2002 period does not cover post markup changes .. to the bill, including: 

hearth claims for foods. The FDA has only ·120 days to review heallh claims submitted 
.. by food manufacturers and to issue an interim final rule blocking misleading claims ­

otherwise the manufacturer can proceed with labeling and marketing. This shifts the 
burden of proof (not to mention legal and litigation expenses) onto an already strapped 

. agency. 

off·label promotion ... The FDA has only 30 days to review for "balance" materials 
submitted by drug and medical device manufaclUrers before they begin. promoting their 
products for use~ for which have not been proved Safe and effective. While the agency 
does not have authority to prohibit the distribution of a peer-reviewed or medical 
textbook artic1e,'they can require that articles with other JX)ints of view are included in 
the packet. Once again, the cost and time burdens are placed on the agency. not the 
company initiating the. promotion. 

In both of these areas, it is to be expected, that the volume of materials submitted will be 
extensive, and that the staff costs to do the job properly will be extremely high. 

S. 830's medical device provisions are also extremely costly. For example, sees. 301 and 302 
set forth "collaborative" steps FDA must take within specified, very short time frames to assist 
companies with the application and approval process. Yet paradoxically. the medical device 
industry has bitterly resisted paying for the additional staff time they are demanding. Instead 
of taking the successful example of (he Prescription Drug User Fcc Act(pDUFA) as a model, 
"just say no" has been the device industry's response to any suggestion of a MDUFA • user fee 
authority for· medical devices. . 

Medical device companies argue that small companies cannot afford fees. But just as PDUFA 
exempts from fees firms with fewer than 500 employees filing their first application, so could 
MDUFA. The large multinational companies that dominate the U.S. I $50 billion annual medical 
device market can very well afford to pay fees to expedite approvals of their products. It makes 
absolutely no sense that medical device user fees have not been on the table - parlicularly in the 
context of a bill which is on a legislative fast track hi order to reauthorize the successful "sister" 
program PDUFA. 
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Rather than step up to the plate and agree to pay user fees, the medical device industry hopes 
to use the "government resources- are limited j , argllment to lower standards and reduce 
enforcement. S. 830's "accredited-party review" (sec. 204) lets companies buyout of the 
purvjew of FDA '5 objective, professional reviewers and hire private, for·profit firms to conduct 
reviews. If large and sma1J companies a1ike are willing to pay private companies to review their 
new products,surely they could pay user fees to the FDA ]ike drug, companies do. And 
inevitably, the gross conflicts of interest in manufacturers hiring their own Contractor/R.eviewer 
will result in serious, costly public harm. ­

Industry proponents also use "limited government resources" to justify eliminating mandatory 
tracking and post market surveillance of very high risk implantable, ]ife-sustaining and life· ­
supporting devices such as heart valves. Tracking and surveillance for these devices, the failure 
of which could cause death or serious injury. were enacted in the Safe Medical Device 
Amendments of 1990 in response to the Bjork-Shiley hearl valve and other medical device 
tragedies. When the FDA finally ordered the manufacturer to nOlify patients that thc valve was 
prone to fracture, half of them could not be loc:at;d because'there was no tracking system. 

In sum, S. ,830}X)ses very negative consequences for U.S.,public health and Safety. There is 
no documented basis for undercutting a law thaI is the Gold Standard for the world, and which 
provides a major competitive advantage for U.S. approved products. Looking to the future, thc 
insertion of new "discrelionary" authorities in this bill could in a different administration become 
a blunt instrument against public health and safety. ­

S. 830 also woulq im}X)se enorl,nOlis new cost burdens on the fDA. As it now stands, thc bill 
would add more than $75 million annually in new costs; yet no additional funds are allocated 
in the bill. 

If the FDA is to avoid further harsh critiques and industry assaults about its future performance, 
the preferred course of act jon is for the administration to take a strong stand for a clean PDUFA ­
and for the creationofa MDUFA. We urge youlo.include these recommendations in a tough 
statement of administration polipY' and to make those views clear. to the public, which backs our 
position on these issues. To dale, the only public objections to this bill havc been raised by 
patients and consumer groups. 

;~)reIY' . 
" '- 0 S-;,,) 
"'-- ­

Joan Claybrook ­

Attachments 



:he Washington Po~t 

Hill's RevoIvmg Door Open 
For RegulatorS and RegtiIated 
FDA Bill J>oints Up Frequellt Proximity ofthe Two 

By10hn Schwartz 
W.,hi"~IU" 1'••1Sr:JIW,it<t,------'----------­

In January 1997. James W. Hawkins got a 
new lob. with Sen. James M. Jeffords (R-Vt.) , 
His task: to he,lp draft a broad piece oC 
legislation that would change many ways In 
which the Food and Drug Administration 
operates. Hawkins had the experienc~ 10 do 
80. having worked as a lobbyist Cor tWI) 

medical device companIes and lobbied on 
r'DA reform issues tile previous year. 

When he left the firm he founded, Haw­
kins and Associates, to work Cor Jeffords. the 
companies' representation was picked up by 
a !lew company, Washington Healtll{~are Rep­
res~ntatives. with the same phone number as 
Hawkins's old firm. The registered lobbyist: 
Heather H, Bremer, Hawkins's wi!!;" Among 
the topics listed Cor probable lobbying on her 
disclosure forms were FDA issues, 

No one has openly accused Hawkins of a 
conllkt of interest, and the FDA bill has 
garnered wide support in Congress, includ­
ing lawmakcrs with strong pro-consumer 
credentials. What Hawkins's role in crafting 
the bill does Illustrate, however, is just how 
short a bip It can be through the revolving 
door that separates lobbyists from the people 
who write the legislation. 

Consumer activist· Druce Silverglade de­
dined to comment on lIawkifls but contend­
ed that the bill was developed in a way that 
gave short shrift to pro-consumcr groups. 
Silvergla.de. dlrettor of legal affairs for the 
Center for Science in the Public Interest. 
arrivcd at Ii May 23 meeting hoping to ddiv(:r 
a full presentation on the provisions that his 
group hoped any FDA bill would include, 
Instead, staff members handed him a short 
stack of pages with positions already laid out 
that, Silverglade said, substantially weakened 
FDA authority over food safety and labeling. 
Handwritten notes on the copies he received 
read -GMAS/19/97" and ~NFPA5/]9/97"­
the acronyms for the Grocery M anufaclureri> 
ofAmeric.a and the National Food Proc.essors 
Association, 

"We Wt!fl! asked to comment on whal W;1$ 

essentially induslry's wish Ii~l," Silverglade 
said. "'We objectcd to the fact that UIL' starting 
point of the dC'bate was what industry wanted," 

The bill. now knO\\lI as the FDA Modcrni.z..l· 
lion and Accountability ACi of 1997 (5.830). 
could C(lme up for a vore on tile Senate noor 
Wedn(l.sday,lt would changeregulatioll of Cood, 
drugs, medicaJ devic~s. COSllltlics ;lnd other 
items. Mor~ urgently, it rcauthoriJ.es auser fee 
pmgranl that has allowed (Il\~ ag~n\"y to speed 
new.drugs to malkc·1. 

Proponents of the bill say that it wilJ 
improv~ the agency's performance. 

Hawkins would not c:omllHmt on ethics 
issues. but 3. Jeffords staff member defended 
him, saying that "Jeffords has full confidence 
In Jay. People make the tr~nsition from 
industry to the Hill all the tilllc-<>r. on the 
other side, from organized lahor to the Hill:' 
Seasoned la"'71laKerS, the aide said. know 
how to distinguish "straight advice· from 
"advice v.ith an agenda: 

In Hawkins's case, the aide sakI. "Je.[{ords 
is confident he's getting good advice out of 
Jay.· He .aJso insisted that despite the not.1· 
tion'on her disclosure statement, Hawkins's 
wife did not lobby on FDA issues. Ushe had. 
the aide said. it could have constituted a 
Senate et1lics violation for Hawkins. 

Another Jeffords staff member said that 
CSPl's SHllcrglade was wrong about the 
nature of the May 23 meeting. because the 
papers did [lot reflect already-set provisions 
of the bill. Instead, the staffer said,."We a.sked 
CSPI to evaluate. to critique those proposa:1s· 
from industry as part of the drafting process. 
Consumer groups were listened to, the staff 
member said, and several sections of the bill 
were rewritten or added at their urging. 

Tracy Fox, a lobbyist with the Anlencan 
Dieletic Association, said her group was 
consulted on food issues but "it would have 
been nice to have had some of the dialogue a 
little earlier on,~. The dietitians worry that 
provi!'>ions loosening the agency's regulatory 
authority over \he lUnd:> of heal!JI claims that 
food companies can make for their products 
could h~ad to disinformation and consumer 
c:onfu~ion, 

OUIi.'r c.onsumer advocates have stronger 
views. Frank Clemente. director of Congre.ss 
Watch, the lobbying arm of Public Citizen. 
called the proposa]4a one-way. pro-industry bill 
that offers little if anything Cur consumers, It's 
nol surprising. given lilallhe drug and medic.a! 
dc'v'cc industries have contributed morc than 
$31 million in the last three elections," 

Hut Sen. Judd Grl'gg (R-N.H.), a supporter of 
the bill. countered that ·we're not too un· 
pressed wiul t1lc ac:tivist groups,~ v.'hich he 
conll'nded ~repre5ent a minority viewpoint.~ 

Kelly Johnston, the exec.uti,'c vice president 
for government aJfairs at the National Food 
Proc('ssors Association, dismissed the com­
plaints ofcon!'>umer groups as "whining, , , The 
activist community's whole position has been 
no change at all. U 

''We've been turly effective at educating OUf 
friends on Capilol HiU," Johnston said, adding. 
"If's hardly a case of 'v.'e'regctting everything 
we want in this bill.' Nobody docs," 

http:Congre.ss
http:rcauthoriJ.es
http:Silvergla.de


EDITORIALS/LETTERS 

HIUUSDA 1', JVL Y JJ. J'/'J~ 

Don't Weaken the F.D~A. 
Congress entertained scvel'<ll pl'opo~als .Iasr 

yt:'<1r ttl reform the rood and Drug AdminisrrariQIl in 
ordcr [0 force (he £lgency to.approve nl!W drugs <HHj· 

medical de"'ic\~s more quickly. SUI (TiliCS argued 
that [he proposals went too fe\!' ill loosl:'nint( n:gula. 
tory safeguards. and no bill cmerg~d. Thi!'i year. in a 
new Congress. refornl is back on the agenda - as 

. are many of the same crilicism~. 
The r,D.A.'s wsk is to in;.urt: rhat drugs Clml 

medical devices arc sl:I.fe and effel.~tiv(; and lh<tl food 
additives arc risk·free. It gem·rally givl.~:S approval 
only after lengthy clinical rriiils by lht: rnanufanur· 
cr. Sui many companies Coillplain lh~1l the F.D.I\:s 
slu..... respon~es often escalale l.'OSlS. 

Senator James Je1ford~. a VermOlll Rq)ubli­
can. is pushing legislation that would \~u$(' tilt' rult'~ 
in all effort (0 spe(:d clinical investigations uf new 
drugs, Including breakthrough dl'ugs for life.'lhreat­
ening diseases. Current law ('nils {or '·c!(jt'(.ju<ttl:' and 
well-controlled" clinical invCStlgaIlOIls .. which 111 

practice means at lea~t tWO ('SI rUlis. Tht' Senate 
bill crafted mainly by M r. J<.'ffonJ~ wDulu allow 
more fleXibility so that aPPl'o\'i..Il cOllid be ba<.ed 011 
only one trial. As il slilndf:i. the ag<.'ncv somelillle~ 
approves a product on (he basis of ~Il~~ well-COli' 

Irollrd clinltal Inal ~U[ some pa\jeJl{s'-rjght~ 

groups do not Wall! to :>t:'~ (hill lower stanU.lrd 
carved 11110 law. 'lilell' point is well ti~kcn. Thc 
agency IS III lht:' best posifion {O determine, case by 
case. tlo~' many lrials <lrcellough. 

Th<' proposal WI)uld also push tht:' F.DA. (0 

submit tu outside review oC new medical devices . 
Tht'se lhird-pany review:> could be loaded with 
confli<:I:- of ·intcrest. The agency's effectiveness as
lin indepl:ndcnt government protcc(or of public 
health \I:ould be further weakened hy a provision 
allowing llllsubslallliared health claims on food la­
bels and by a proposed amcndmt>nl permitting drug 
and medical;devke cOmpatll€!' to promote unap· 
pr(.Jvl::u u:;.t~S of {heir products. 

Negoriilli(lns over thes.:: reforms arl:? linked to 
. re-auth(lri7.mion of a la ..... thai has helped the agency 

and dJ'ugmanuraclurt'rs. Under Uw Pre~crip!ion 
Drug lJ.srl' FE.'C Arl of 1992. morc than $:;00 million 
colJe~ted by the' agency from drug companies IU1& 
bc(~n usrd 10 hlfe mOre reviewers and cut approval 
times for l1t>W drug applica{ions The law, au{ho­
I'il('d {Ol five' ye<lrs, ut'serves to be renewed, but tht> 
r\~IlC'wal sliUlllJ nul be held hOStage to questionable 
clHHlg(':' III agt'IH:Y J.lrUl:edllres. 
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The,FDA in the Senate 

ARAUCOUS batlle could end with a whim· 

per this week iI critics ~nd defenders of 
. the Food and Drug Adrninistra~ioll get 

together as promised and pa~ a Senate bilJ to 
"reronn" and streamline the agellCY alollg ~nes the 
agency has said it can live witb. More likely. a, 
last-minute goodie (or the pharmaceutkal industry 
will be ofJered on the' Senate floor to u~t the 
balance. One that Jegjslators say they e1;}>eCt is a 
seemingly innocent amendment that would allow tht. 
compani('s LO send doctors mas..<; mailings of st'ienlifi<: 
artidt'$ about the u:.e of prc~:rlj)ljun drugs for 
purposes the FDA has not yet approved. 

This fight about "of!'!abd" marketing of pre5Crip­
lion d.rIJgs is in many WiiY'~ typical of the battJe Oll(;r 

fDA "refOnll" generaliy, wruch has been marked by 
Il high level of regulatory arcanenes,<; (for instanct!. 
$ecking to legislate-and thus override the agen­
CY-Oil how lTklny patients should be required for a 
valid scientific. study and how long it should take [he 
rDA to appro\'e an application). Off·l;lDeI use~ of a 
pre~criptjon drug by doctors arc pcrf~cll)' l~g;tL Hur 
iJ a company want:; to pn;mlOlc il drug for a new U:iC, 

ie hils to SUblrul further and generally more Jigorous 
;:;tudics to the rOA. 

The FDA stance has been that ifcOJllp.'lli~ could 
promote off·label uses by m~iliJlgs of articks, they 
,,'ould h.we no incentive to do the more rigorQus 

studies. OlJlxmemS braJldi~h long lists of off-label 
drug USCs that set'me<l fint: but Ulat in (he larger 
study proved d<1llgt.rous or even JctJla!. A deadlock 

. UII an off·label prOvision last year helped scuule a 
compromise·laden bill much like this one; opposition 
this year has been strong enough that its sponsors 
~voideO intrcxiudng it ill committee. A noor amend­
ment gi.'es OPPOllcntSth~ chance for grand rhetoric 
about endangering the safety of children. 

Such ctifficultk::; n~nt:Cl.the corllradictory objec· 
tin's of c1w jndll~tr)' (he fDA reguliltes. Drug 
comp.lnies iW.iy tlw)' w,lIli the regulatory IOild Iighr· 
ened. BUl they i11so badly net.-d the protection and 
consumer oJllJidellt'~ ,I strong FDA confers. In 
particuli1f they want the' contil)uf'd benefits of a 
program called PDUFA. or the Prescription Drug 
User Fee Agreement. a 1992 Jaw that allowed them 
to pay user fees to the FDA for the specitk purpose 
of speeding up j)rescription-drug reviews. 

ThePDUFA progrnm must be reauthonz.ed thi~ 
year or lap~r. Tht' only trouble is that [0 S;IW 

PDlW/\, thl' drug rOlllp:lIlie:; have had to argue [Ila[ 
the FDA dill i\ worideliul job wilh lhe f1I:it four years 
of user f(:\~)j. which wert; earmarked for bureaucratic: 
refonns. This acknowledgment should !xi matched 
by another: that the companies benefit. in the end. 
from being requited to do safety studies before 
marketillg their drugs in any form. 

http:reauthonz.ed
http:1':II'I'::-.ln\.11
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Washington Readies a Toxic Bomb 

• Health: Prop. 65. which 
prot('('ts Californians from 
hazard{)us substances. could be 

. " "".> 

. underminrd. 

"~ :\l .\1EYERJ-tOl-'F 

~';dlf"rn; ... ·.~ Lindmark Propo1'llion GJ. 
.~.~~lttd ~I! pt ...,! I'f'''~n~ th~" p~Jbli(" '~~on) !Ox:r 
.: t:·.,,"ldnrt'l.':'. \-;11:; flf~ ~Uhf,'P!"'tf~d if .. ;nlf'a'~lr(' 
;'lilW H~ld"r ("nt-';>:ld('lr~l.in~l· th. C()!li.~:rtl~~ ~~ 
':1::11:1,·,1. 

. • \1. l.h.· !·"h,·.~t of p.<.)\"'·rful lril('~ a.'::~0"i;1­
H.,I;>'. S"1l :hlr)f'~ .\1..k·!f<fr.',", rR- VI.J h<i~ 
!1;~t(l~hl<·p.n ..gi:;;lalk}fJ l~"'1. wuuld prf'.I'mp': 
.. hi" POt.\;I'r i~(. in~h \~,rJI1~ I ~t.a~,"i.;;; to :rgH~<itp­
'>l' ':"I'r: "\arn. thf'i~ ci:il.""r.~ al!(}lJt-lt)xk 
d!. ·:U(;.! < (0' ill' !-in (I\'..-r "~(' - r()1;!1 ~f'r dr!:/?;; 
;tat! (I.~:ltc·tit'''. Food. :"'~I. may nt' "dd~~01 'to 
111.' h~(. P:'op(")si:iO!l 'j;-,. !.;I~~!·d in 198~l. <l!ld 
r.'!'!\' '0- kno\\·I;.w~ ilk,· It wO'IJd ;".imul'.· bf> 
''';'II~,'d-:hl,:: hy OJ l'()r:!!~t's:" th;.: h;lS ~~~m­
Ilion".! "tall','" right" ;;ndp~lr.('IP~P" o! 
r (":(>r", i,,~l. 

~ T~", prl';tmblf> {o Propo::;jUon 6!") "~ay~ that 
('i>lirorm<ln~ n_"€d t(, >lr( bt'f<t\lSoe 11:0\'­
.ernm,'f)ls h;.u! "[itil",rJ '.0 )):-o(/:,cl: Ul''' from 
the hi17.ard!O o( toxiC' si\bslance~. Thp. 
prernisf' ""as ..,jmplf': W her. elipOS",!! (0 Co 

~ignlficant L'lrf>al o! cancer or repro9uctivI" 
harm. Wf' hat! it right to tIP warned, We 
could th4>n rl.4>cirie Whf'lhN to buy 3 prod, 
\let. work in a filrtorvor ..veo br~il~h(' poi­
lutf'd ilir wit !lout p~otf'.,,(. 

,~ iL" IO-y/'ar 1 if .... Pn.'poS:itio!\ I};". hil.• 

h.'(,O wirl~l.... applaud('rI <1$ .an :jnnOv"aliVt;> 
"n<l {,{ff'ctrlle alternal:v(' to the oH..'n slow 
In!1C'hinE'fy of !edl?'ral regulation. \VilHam 
"{'illy. EPA aflmini$tralor d.uring tnt;' BUl'h 
,II.! r.1 inistr'itlon. saidlhat "b!:'yond simply 
:dorr.llng p'~Qpl(>. PropOsition 65 j:;: 
!n~f'm!t?d to providf' '.,\ comrwllmg in(,l?ol.h'{' 
f.~r ; ndI.L"tr\" to rPJlloi,·... n(}nf>s~"nli.~: ('aT­
·("JO(I.{(Pr.:~ ;;o.! Tl?prll<htCliv;' toxi:i~ froll:. il" 
I' roo !u('L~:' 

A kl'y pl1rpo.~f> or Propo~itJon6..,) ',va!' tu 
fW gap): i:1 fpf!pral laws in whkh whok 
cal.l'gonp s of tOXlc £'.'q)OSlIrf'8 are simply not 
,"ldrt'~s('11. T:-.k.,. ('o"m... tJCf: and o~'f-r­

. I!W-cOUnl.;>T dplg~. TOlitinl?'ly <lHoWE'II on 
~h(' lnilr~pI wlt~ no tpsl1ng {or t~f'prl's("ncf' 
o! toxi(' chC'mira:l'. According to '-hI' Cos . 
nU'\lc liandbook. J Foo« "nfl Dru~ A.tmm. 
i>':ra:ior.: DubHralioo ~or thp ro..~nH?l.k:<: 

·in':(l);ti ..·: ""WHo th., pxcenti(Jn of ('o]QT' 

<tddi~jv':s"nd (I ~ew o!"ohihitt>d IOgredj,.•n~l'. 
il c-osn~t'Hr m.rt:!H.tfac;_';:-~r rr:av I ·o~ hL~ 0\'ir 

,:.'~por.~lb:lil',,., m:(' ,('sspmi~ll~' a~1V r;4\\' 

n:at~n;ll ii::: a '('o~n)f'U(' ingred!O('ol. an;! mar. 
kf" thf' pn~u(t'withour. dppro\{;(L --. . 

As if r(>s'.ltt dPNp'}$;ilii)n G5. (aliform;. 
.<,on"urrH'r::; of ('o;:rnetJcs' nov,' mu!':t bt' 
w'<tTOI:'iI if an t'XfJQ" ... rf' lo (t ch('mi<:al thaI 
("all~es ranc!'ror birth dete-cts is th~ prkf' 01 
"anily. Thc:y can then I!lilke an inf')!"med. 
dWi,e between bri'tnds and the rtlark.f':. will 
do thf' res::. One example: As a rE'!'lul! of 
If'~al action brought by environmentilli.<::(!' 
and thf! California a(lornf'.v gen('rai; 1.0111­
erH'. a~otent tl:'produrtivf' toxir.. h,.s 
largely bI:>"'!1 !'emovE'd from nail polish. A 
chall!:'nge is now ~ing raised to thf' ~re~­
of'n«(> of l~ad in hair dyes. Other CO!lnJf'"tiCl' 
arf' SUSpf'cL 

Proposition 65 ~~s aim btoughr about tn" 

- reroovalof Ii-ad (rom. drinking waler 'au. 
('{'ls. {'f'ramiC'war(> and crvstal gla:::se~ and 
other toxins from a ';ari~ty of home. tJSe' 

'produ('tll like df'aning'sol\'ents and moth­
. b~ lls But p!:'rhaps Ute best example of thf> 
·<trl"s.·effectivf>ness is th.. case of calcium 
supplemenL<; 3n<! antadds. Thrf~e year' ago, 
th.. m:\('ondw-li>d !ha{,th(' ri~ks (rom l"a<i 
in cakilJ'nl nro!1u<:ts:(as ('ommon-a~ TIUHS 
and RulahJs) w{'reo far too high and prf' ­

. 'senterl especi.a!ly ~erious risks toprpgnant 
.worn!'n and lh(> ur.born fe-(us, But whilf' :h~ 
agl?'nr.... LSsu!:'d a notic(> proPQ!!in,~ a mling, it 
.!h! not!li.ng mf1T~. 

Hov:pver. as " rf';mll. of .If'~a! .action 
~:-ough\ by th", California atlorn{',Y g~n('rill 
and l.hO? :-.IHDC_ agre"m~nll'.have now bf'f'n 
rf';{Ch4'rl wHh m()..'1~ calcium manufaclur(>rs. 
which h.ilvf' .. ~rf'(>d' to dramab<:all ... ~e(hl\~ 
l,hl?' lp,l(J 11.>\"1'[8 In lIl(>ir products. ': 

C;;i!i(ofT'!ia Sf"n. DJannt> Ff'inst",in .hils 
\.'olc"f·d opposillon to tht" Jeffords provIsion 
ar.d VOW(?!I '.0 strik!.' it when t!1!.' FDA :'I~oo. 
"rniz'1l100 Act rp3ches the Senate floor this 
weE-~. In 3 rii:-p 'disp!ay of bipa.r~isansh.ip. 
('iI~ifornia's R('pub1i{"an atr.orney general. 
Dito LU:J.grf'n. if Iikel,v candidate for gover­
nor in 1998. ha~a)so announced his opposi­
tion ~"O th", Jeffords mea.<;l.lfP, "Proposition 
65 has been used successfully to redu('f' 
~oxir. ('ontamjnant.~ in c:onsumf'r products," . 
Lungren said. "The stateli should be pt'r­
mi~t.f'd to contmup in their hi~rical role as 
guarnians of thp welfare of thpir citiZ(>n~." 

Proposition 6J has 8('!rved Calirornial1~ 

w~IL C'ongrp.ss sho~<! leave it aJon('. ' 


A{ .~f''Y('r''oil is 1111 attof'Ylp?I.for lh/' ."v·aturaJ 
Rn;ourr,'s Dp .f"1'l.sP Cou'lcil in San Franci.!,r.o. 
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A 'vote for ~ealth 
T \lt'&dar , Ih..: U.S. Scmlte w·lI"'ule on ;}n ovcrb.llJl of the FouJ 

, and Oru. Al3minislralion Ir these ch~n,ci. arc anylhlng Its; 

, . than dan,C1CU! 10 'OMumen. il will bcoe5pilc the work of 


U.S. Sen: Jam., Jerrords. 

As chl"".n orthe SCnllle Llbo( .nO Human Resource, Com· 


mjllce, Jelfords has 5pcarhc:adcd rerNm of Ihe FPA VrrmOIlItl) 

,hould be aJlld hill effon, have nvl succ.:eded '1tl. 


I . . . _ ' 

The FDA rCiulates alm\)~1 onc-third of Ihe Ittms people ~n· 

sume: foods other Ibln .nut .nd poullry; 0'1('1 the counl,r and 

prescription dn.l..,; m~dk&J devices rrulI) Band:Aids to pacrma ... · 

cu 


For yur$ complainli tb.lI tll'~ FDA n~ds meamlining, i~3t 

OI'lJ& approvals r,I.:. too long
.. 
al\d tllat it5 ft'gufatory UI'II

Some of the . reach\':$ 10(1 fat nave ,,,·ured in. 

proposed changes to Some u( IheS( ,oncerns a~ Ie· 


gillmatt. but must boe b.lilne.:J
the FDA could 
liilin$1 the dan,erof slopp>, or


endanger public: insu{flol:ient revic,., 0\1\t uk th(' 


health. 248 p(Oplt'wh'~, h.~, dlcJ (tom 

the fa 101 II)' Bjork-Shiley Ile,m '
-------" ,'. -"-.­

-------·1 ..-.Ilrel. 
Who. to call . I The Senate's vit... orlhi~ 

To "'ee V«mOnt's U.S, Se... bJI3nCe is a bill that take'S away 

J.".., Jeffords to (Nt a Pio· I the FDA's dIScretion about no.... 

CoOflSl.II'nef VOl. on FDA refIX"". marl~' {"linie.1 trials a drug (c .. 

cell8Q0.8.3S·5&OO. .relves, which could III,,-"uo' 

--.-~., .~---- s\lbtlntiu,'\l he'allh cliim. Oil 


rood I.lbct.. and lkIJi,h ,Quid l'llllinalc ~tlll'$' po"'crs l\) set bisher 

lat>cl uandilOs (,ueh as Vfl1T10l\(', BST I"lxhngb",). 


LUI year. these Ide.ol.5 lkitherc:" This rear il dirrcr~rn becausc 

there i5' political hQHIIC, Fur live yUf; the FDA "IS cotle~1cd 

rees (tom CINe eompllnicli. '""ith·the re\'(l1ue. earmarked soltly for 

r.1I$u:r dN, approval. The .->mp4nies lir.e the futH tutnalound and 

don't mind th.. feu lx'caU$( Ib</T( $0) snail C"ompared wl1h Iht lO' 

ul cost of dc~clopin8 new mc-(Ji;ines ' . 


This ,man I.a"" clpim .n Seplember 

Jelford,' 'l<lffm.akc. m'Jch of the JUI-m;I\UIC (;omprQnlIU~i on 


dut bill, but Ihlt'& polittCl1 5pin. On his conlll,jtttc '$ versilln or tl1<:, 

bill, JelTorda backed many ;lro'Vision$ that would h~ve wril!:t-n(d 

(Oi'lSUlller prOltCllon, 


He voted rot" an amendment by xn. JloIdd GreiS. rvr eumplc, 

....ulcenin' sUles', POWCI'1 Ie. control produ~ labels. He voteCl .' 

.phUl Mver.1 amendments by Sen. Tom Harkin to prc~cnt tbw:l . 

"anle. reviewin& new <.IN", ror (hc fD..o\ from having. rlnandal 

interest in the oUlcome. '. ." ' 

The beu or these measures might sllrviv~. ;n~ thc ,,"'01'$( rail. '. 
bl,ll Jeffolds' early n3nc~ h.u turdl), been P(l)·~<)n;umer. LikclWis.<:. 
while he has ~CI povllci), .'iln C'ons..,mcr .d"oc~t¢5. hi~pUl)Ilc: 
heann ... haye (.vN<:d fDA I;rilics and th; ,ompanies II\< FDA 
re,utttcs. 

lui week prQyided a 11;00 Q( hut minUlt. l~tf.nJtht :onlPto. 
, mtltS - thanks not to Jdf:nds bUI 10 o~sitlon from Sen, Ed· 

watd Kcftnedy The vusiO)Jl o( Ihe bill up (or Volt Tunday is 
(:"oh ill" VcrmoM((s.~ho\lld h~·lp, de(cr"fine lIS ~hap: bi cAlhns 
Jerrord, and ullln!> him 10 ,eSlOrt hism~HSerale reputall<.. n. 

The ~l&ku 8R no l~~~ tun 'I,j'ut Ileal/h, . . 
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A bill that threatens Alnerica's llealth 

BII JOAN CLAYBROOK 

EFORE CONGRESS 
'takes its August reccS$, 
the U.S. Senate will JlkelY 
vote on a bIll to reauthor­
ize the Pre~crlptlon Drug 
User Fee Act ,:(PDUP'A), 

. ,8 l1tUe-known:out highly 
etrecUve law that has 8~~ceeded In 
speedIng up the sarety '$nd emca­
oy reviews needed before new 
drugs and medical d.evlces, 6re 
Bold to the public. '" 

Unfortunately, some I!lImators 
are usIng this bill as a v,ehlcle to 
promote the reckless agenda of 
the phannnceutlcal and,l1tedlcal 
device industries. 

Under the ¥\ltse ot "modernl,...­
Ing" the Food and Drug Adminls­
trallon, they are pushing Senate 
Bill 830, whIch 1n addition would 
roll back two decades of progress
In making sure, AmerJca.m; have 
access to the world's sllfesL, most 
effective drugs and medical de­
vices. 

MUrulskJ's pUZ7.Jingstand 
What Is blltntng ls why Sen. Bni'­

bara Mikulski, D-M8ryland,',who 
has In the past. championed Issues 
affecting women's health, would 
support this bill. She voted in ta- , 
vor ot It in the Senate Labor and 
Human Resources Committee 
even though, the commlLlee re­
fused t.o hold even a single publie 
hearing to get Input from those 
who will be most. hanned ,by its 
provisions, ' 

What's'the rush? WhY didn't. 
Senator Mikulski and Sen. James 
JetTords (R-Vennont). the com­
mittee ch8.lrman and bill sponsor, 
want to hear from consumers be' 
fore rammlng through a bill Wlit· 
ten largely by welJ.tlnaneed indus­
try lobbyists?, ' 

Among other things. thIs bUJ 
lowers ~DA standards tor approvo 
tng new drugs; introduces blhel'­
ent"connict.s of Interest by allow- , 
Ing medical device companies to ' 
select and pay private contractorS 
t.o review new product.s in Ueu or ' 
t.he FDA: and allows manufactur­
ers to make so-called mInor design 

and manufacturing changes with­
out FDA approval. ' , 
, ,It. also eliminates' post-market, 

t.raeking needed to Identity recip1­
ents ot defective devices In time to 
save t.hlHr lives; and redefines the 
FDA as a coUaborator with Indus­
try rather than Its regulator, Fur· 
t.her,lt would permit companies to 
makeunsubstantlat.cd health 
claims about tood and wouldcllm­
inCite mauystl:lle laws pertaIning 
to food, drug and cosmetic !libel" 
Ing. ' 

Today, AmericanS benefit from 
the, tou'ghest drug and device re­
view staudards in the world, In 
tact, we have t.he gold standard. 
ThIs bill would ,melt down that 
gold standard Cor lhe benefit or an 
Industry already bulging ,with 
profits, 

,Hcli\ing old n.1ghtmares 
Ir this blll passes; we are 

doomed to repcat the mlslakes of 
the past. Do we want more Dalkon 
Shields. more Bjork-ShUey heftrt, 
valves? 

Ask Elaine Levenson of Pitts­
burgh. Doctors implanted a Bjork­
Shiley heart valve in her chest in 
1981. Several years later, she dis­
covered that. hundreds of other re­
clplents di()d an.er ,theIrs frac­
tured, and many more had emer· 
gency cOl'ona'ry surgery ttl8t dis­
rupted t.helr Uves ami UveUhoods. 
Today, rshe lives ...1th, thlstlcklng 
time bomb tn her chest. 

An:el' thc scope of the Shiley 
dIsaster beoame known, more 
th8n half orthe people who had re­
ceived the dangerous device could 
not be located to be warned, So in 
1990, Congress enacted leg1slatlon 
requiring. medical device tracking 
and surveillal\ee to t>E:'rve as an 
early wBnllng to t.hemanufadurer 
and the FDA that 8. dev1ce is defee­
the, ThIs critical statute ensures 
t.hat. all patients can be quIckly 
IdculLnl'd if medical monitoring. 
removal or rcplac~ment or their 
device Is needed. 

It's incredible that we have 
mandatory registrtltlon of auto­
mobiles so mallurac(.urers can be 
required to nottr.)' owners Or:safety. 

defects, yet Mr. Jeffords Is propos­
Ing the repeal ofmaudatory track­
Ing for Ufe-and-death devices. And 
surprlsl..ngly, Ms. Miku}skJ IS sup­
portInglL 

In 1992, Ms. Mikulski was one Of 
the leading sponsors of the Mam­
mography Quality Standards Act, 
which estabUshed accreditation 
slandan.ls ror mammography fa­
cilities, This year, she Is leading 
tile en-ort to reauthorize the law, 
which Includes annual inspections " 
and quality assurance standards. 


. Yet. under the FDA bill, new gen­
, eratlons or mammography eqUip.. 

ment could be revleweq,not by 

F'DA expert.s, buL by private com­

panIes under a new "buy your own 

review" system. 

How does Ms. MikUlSki, who re­
ceived $20,000 Incampalgn contl1­
butlons (rpm the drug and medical 
device tlldl,lstrtes over the past 
three election cyCles. reconcile 

. these seemingly eontrlidictory 
stands? 

The solution 
It t.he House Elnd Senate don't 

vote 011 this bill before August, 
PlJUl-'A a.uth6r1~aUon lapses and. 
600 FDA employecs Cace layoffs, 
because t.he fees from pharmaceu· 
tical companies wUl no longer be 
collected to p,aY Cor expedited re­
views. F.veryone agrees that, l'UU­
FA ha~ been a tremendous suc­
cess, II. has provided an additional 
$327 mlllloll from fees levIed on the 
drug eompanles, and review times 
have been cut 1n haif, It should be 
renewed - but not. with the dan­
gerous legislatIve cargo the cur­
rent b1ll contaIns. 

If medical device companIes 
want sv.-l1\er reYlews, the answer 1.<; . 
to create a Medical DevIce User 
Fcc Act that would do' the same 
thing for medical devices that" 
PDUFA docs for new drugs. That's 
what Ms, Mik4ls}d should be sup­
portl~g, not. the dlsmant.ling ot the 
safety net. provided by the FUS. 

Juan Clallt'Jrook fs preSident Of 
PutJltc Cilize1/, VllC oj the natton's 
,oldest ami. largest consume7' advo· 
cacy groups. 

http:slandan.ls
http:makeunsubstantlat.cd


Vote No on,S. 830 

Ju1y 281 1997 

Dear Senator: 

Sen. Jeffords' bill S. 8301 which seriously weakens the FDA's ability to protect the American 
public from ,dangl~rous drugs ~nd medical devices, wiJI probably come before you for vote on 
the Senate floor this week. This legislation constitutes the first rollback of .FDA protections in 
91 years. There are no data nor documented reasons for this weakl.~ning of law and order for 
public health and safety. 

S. 830 invites with near certainty the repetition of disasters like those which Jed to the 
strengthening of FDA regulatory authority in 1938, ]962, 1976, and 1990. If S. 830 were to 
become law: 

1. 	 Drug and medical deviCf.~ companies could legally promote their products for purposes 
for which they have not been proven safe ,md effectivl:. The lesson which was learned 
frorn the tragic experience of the many thousands of women who took DES to reduce 
morning sickness during pregnancy, although it h41d never been proven safe and effective 
for that purpose, will have to be retaught by such fL1ture preventable tragedies. The toll 
of those suff(.~ring damage to lheir heart valves from tlH.! recently uncovered "fen-phen" 
catastrophe would l1'lOre likc1y hi:\ve been numbered in the thousands rather than (as far 
as have been reported to date) d()Zl!I1S of victims, if promotion of the combination of these 
two drugsfol' unapproved uses had been allowed. 

2. 	 Medical device companies could bypass FDA's professional staff of civil servants and 
have the safety and ef{ectivt~ness of their products judged by private, for-profit firms that 
they select, negotiate terms with, and pay dinx·tly. Collusion between manufacturing and 
revkwing companies to raisc tht! profits of both will be legally permitted to take 
precedence over the CI.lnsumer's right to be confident that the medical devices which they 
and their doctors rely on are as safe and '(;!ffective as possible. 

3. 	 SimultaneOLlsly with the lowering of prem,arket review standards fo~ medical devices, 
postmarket controls to provide an "carly warning system" to catch and act quickly on 
defective prodUCls will also be reduced by repeal of mandatory tracking and surveillance 
of very high risk implantable devicel:i ~uch CIS heart valves. Tragedies like the Bjork-Shiley 
hearl valve or the Vitek jaw implants, in which thousi:\nds of patit..'nts could not be located 
to be notified of defediv(,~, life-threatening devices, will be more likely to recur when there 

,is no mand(ltory tracking of such devices. 

4. 	 S. 830 would change the passable numb(.~r of clinical investigations required to establish 
the safety and effectivene~s of drugs from two or more sllch studies by stating that "one 
or more clinka1 investigations" would be acceptable, a significant move toward the 



.. 


weaker standards for drug approval frequently accepted itl Euwpe. As a result of these 
weaker European. standards there were 4S dnlgs approved in the United Kingdom, 
Germany or France betwet.:n 1970 and 19Y2 which later had to be banned because they 
were fOUlld to be too dangerous, only after hurtdredsof pcoplE;~ in th()se countries were 
injured or killed by the dnig~. None of. these d T\.lgS was approved in the United States 

. because of ollr strJcter standard~. These standiJrd~ are seriollsly threatened by S. 830. 
,. 

~ 	 . 
5. 	 5.830 also nuUifi~~ the right of slates to enact consumer protection laws for cosmetics· 

despite the fact 111at. there' arc n(.l effective national standards to ensure thesc.lfety of allY 
cosmetic product, many of which are made from potent chi.~micals. These include 
nonmedicinal dOllches, lotions~ lipstick, eye shadow I mou thwash~ and thtHlSands of other 
products which. tellS of millions of Americ;ans usc daily. This $20 billion annual U.s. 
industry is refusing to accept eVeillllinimal impn:)vl,.:ments - not to mention premarket 
testing - in the FDA's ability to sel national'safety standards in exchange for preemption 
of all state ",.1thotity.' ' . 

~hen the first of a series'of disasters that ,·vill alltoo predictahly follQw S. 830's weakening of 
health and safety sl<lndards OCC\.lr::;, all those who voted for it will shan.' responSibility. Senatots 
are being asked to V()t(~ (?,T this bill de::;pite: .. ,\. .,. 

ij 

. Noh.... ithst<lnding 'ftlany H!quests, not one public hearing on this bilLhas ever been held. 

,;. 	 The text of the bill that is expected to be bro1.1ght tothe floor this week has not yet been 
made available lo.most Senators, the public, llr the press. . 

" 	 The' bill hos been and conlinues to be.: nl:gotiated and written behind closed doors by 
legislative stoff, industry, and 'the administratio'ri. 

The sorry excuse to justify thi::; secretive rush to vole on 5, 830 has been that it rem.ithorizes the 
Prescription Drug User llee Act (PDUFA), which is noncontroversial and tUliversal1y supported. 
PDUFA could, and should, be cut fr~e frorl). this lethal baggage and quickly .approved on its own. 

We st,rongly urge .you under these dn.:um~tances to Vote ag..'inst this measure with such critical 
conseql.lences forthe health and s,1(etyof American women, children, and men, including you 
and your family. Evcn if you do not choose to go forward and strengthen the FDA by providing 
subpocna power and allthorHy to levy dvi~ monetary pena1tit~S for most of the producLs the FDA 
regulates - how can YOll possibly go bacKyvards and significantly degrade the agency's capability 
to protect the American people? .. 

Sincerely, 

~#vruv 	 . (----'··-'··l~~){~.',:>,., 	 , 
_ .... ,.•••.--. .: .. _..J..' . 

Ralph Nader Sidney . Wolfe, MD 
Public Citizen I Iealth Resc<'1l'ch Group 
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cr 'r L St. Catharine College~.~ "- -----=----­
June 16, 1995 

The Honorable William J. Clinton 
Executive Office of the President 

1600 Pennsylvania Avenue 

Washington, D.C. 20500 

Dear Mr. President, 

You elevated women's health care to the forefront of your administration. This was 
long overdue and it has been wonderful to have a President helping women. This 
is the reason we need to make sure you a second term. . 

However"I am worried about uof@vorabJepublis,-"rceetion due to rlu~actions of ... 
tbe FDA 'tomen are still losing the battle against breast cancer and this is because 
of their inability to properly diagnose breaSt cancer. The federal government, in 
the fonn of the FDA, is actually hindering medical progress in this area. 

A safe and effective medical devise for women to use in the discovery of ·lumps in 
theirhreasts during the early sr:agesof this deadly cancer has been developed. The 
FDA has not taken the quick approval action as required by law, but 'has instead 
raided the factory and confiscated the devices. This is horrifying and ineXcusable. 
Obviously, the head of the FDA thinks it is more important that he be allowed to 
destroy the tobacco industry and regulate bottled water, than it is to approve life 
saving medical devices. 

The FDA gives no indication it cares that women are dying of breast cancer. The 
FDA commisSioner continues to guide this agency in directions opposite the 
policies of your administration. This could hurt your re-election in 1996. I thjnk 
you need to tell this agency head to get his agency in line with your programs 
NOW. .. 

We elected you, we did not elect the FDA commissioner . 

• 

Mar a Layne C ins 
Gover or of Kentucky 1983-1987 

President, St. Catharine College 


2785 Bardstown Road. St. Catharine, Kentucky 40061 • (606) 886-5082 
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June 15, 1995 

The Honorable Bill Clinton 

President of the United States 

EXecutive Office of the President 

1st Floor, West Wing 


1600 Pennsylvania Avenue, N.W. 

Washington, DC 20500 


Dear President Clinton: 

I have supported you since you fll'st ran for public office, and I plan to work hard for your re­
election. I realize you are constantly contacted about key issues; however~ want to express my 
feelings reg~.•BJ1'Lw£mW).~$._he.alth•._Thit.iumc.ma...that:ae.eds.,.}'.~ 

Breast cancer detection and prevention will remain a critical "women's issue" in 1996. The 
FDA has not addressed this with the respect and consideration that is needed. The FDA has 
been slow to approve a device which would aid in early detection of breast lumps. Dr. Kessler 
needs to give. this item the consideration that it so rightly. deserves. 

You need to reinforce and emphasize your administration's strong commitment to both women's 
is.sues and health care. 

Sincerely, 

Bobby G. Newman 
State Representative 
District #49 

BGN/ik 



.. ..' 

Thank you forwritinq to me about br'~a,st cancer. I ahara 
your concern for the devastatinq effects that breast canoer has 
on millions of women and their families each year. 

Breast cancer now accounts for nearly one-third of all 
cancers diagnosed in women, so prevention research,mustplay a 
more important role in our strategy to eliminate this disease .. 
Some risks can be ayoi,ded, ,and researchers,hope that others can 
be minimized. As you may know, the National Institutes of ' 
Health, throuqh its 'component institutes, ·including the Natio~al 
Cancer Institut., has launched i~portant studies toass.ssthe 
extent to which change. in dietary habits dan arrest the 
development of this and other di.ease.,. . 

Alt.hough we still have much to learn, one message is clear: 
Women should work with the,1l;' health care providers to detect the 
signs of breast cancer as early as possible. Too often w'omen are 
aware of the dangers of this disease but are discouraged from 
obtaining a diagnostic test because their insurance policies do, 
not cover this service. We must continue to fight for health. 
care reform so that every woman in America can receive quaranteed
health care coverage that can never be taken' ,away,. ' 

,I' appreciate hea:t;'ing your thought.s on this vital issue, 'and 
I urge you to continue to take part in the fight 'against breast 
cancer for our mothers and daughters and for the gene'ratioru9 to 
come. 
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Cross·Cutting 

Several issues confronting FDA cut across product Jines and affecl both the phannaceutical and 
medical device industries. Two such issues involve exports. One of them is the different mandatory 
requirements that the Agency must follow inapproving exports of drugs and medical devices. The 
other export issue stems from the varying standards for regulated heallh care products in the United 
States and in many of its trading partners.. FDA plans to ease some of the current export restrictions. 
Also. the Agency will intensify its efforts to bring into harmony international standards for health care 
products. so that finns developing new products will have to deal with only one set of requirements. 

Another issue raised by both the ~rug and device industries is whether FDA requires new products to 
be shown to be superior. as opposed to equal. to products that are already on the market. An 
upcoming policy'statement will clarify the Agency position. FDA also proposes to take steps to 
advance [he development of an electronic information system to suppon the review processes, and to 
implement the second phase of an automated system for the processing of imports. 

14. Reinve,nting Drug and Medical Device Regulations 
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Drug and Device Exports 


Bacqround: Drugs and medical devices not approved for sale in the United Stales are now exported 
under different statutory requirements. . 

"Drugs may be exponed only to the 21 developed countries Hsred in the statute if, among other things, 
(1) tne sponsor has an investigational new drug (IND) exemption in effect that pennitS testing in .. 

humans, and (2) the drug is approved in lhe imponing country .. 


Devices may be exported if FDA delermines, based on information supplied by the exporting 
company. that (1) export of the device does nol harm public health and safety, and (2) the device is 
approved for importation by lheimporting co~ntry. 

Manufacturers have contended that these requirements plac~ them at a competitive disadvantage' and 
that FDA review of exportation to foreign countries is both time-consuming and unnecessary. 

Proposal and Justifitation: 1t'is proposed to allow the export ofdrugs to any ofthe countries listed 
in the statute without an IND. In addition, the Adminisrration proposes to work with Congress on 
chapges in the current law based on an examination of whether to amend the p~sent list of 21 
countries, and whether to adopt other changes. 

FDA proposes two .new criteria/or allowing devices not approved in the United Stales to be 
exported/or marketing abroad wilhoutprior FDApermilsion: (I) devices can be exported (0 

advanced industrialized countries (the list of which would be detennined in consultations with 
Congress) if the devices conform to the importing country's laws: (2) devices can be exported [0 

countries not on the above~meritioned list if the exporter has an Investigational Device Exemption 
(IDE) permitting testing on humans in the United' States. the importing counrry has given FDA a letter 
providing blanket impon approval for IDE-type devices,and me device is in compliance with the 
importing'cO,unuy' slaws. 

This change from current procedures would signifi~antly relax restrictions on· exports .to industrialized 
countries. while leaving intact exisling protections for countries that are not industrialized. 

Impact: For drugs, companies will be able to expon their products for marketing in the 21 developed 
coun[ries lis[ed in curren[ la~. even if they do nOl have an IND in {he United States. 

Reinventing Drug, and MediealDevice Regulations .1S 

I 

I 
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For devices. exports to the most significant markets-indllsrrialized nations such as Japan and the 
European Community-will be exempt from FDA's oversight. The U.S. industry will be spared the 
expense of developing and submiuing export requests to FDA and wouJd nor need to await FDA 
review, 'which now avtrages 16 days but can take as'Jong as ISO days. Furthermore. a firm with an 
approved IDE will be able to export the unapproved device to less developed countries which have 
agreed to such importation, without going through FDA review, current)y averaging 10 days. The . 
U.S. device industry believes that these changes will encourage fmns (0 remain in the United States 
rather than moving lheir operations a~road. FDA.could redirect the resources used for [he current 
export approval program to more pressing pubJic health matters. 

Implementation and Timeline: Discussions with Congress on both drug and device legislacion could 
begin immedia[ely. Permitting deVices with an IDE to be exponed without further FDA clearance to 
countries which have provided prior agreement can be accomplished administratively by FDA. and 
proposed regulalions will be issued withiD 4 to 6 mODths. 

Reinventing Drug and Medical Device Regulations 16 
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GAO Report to Congressional Requesters 


FDA Drug Approval 


. . 

Review Time Has Decreased in RecentYears 

October 1995 


