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TRANSATLANTIC BUSINESS DIALOGUE CONFERENCE

SEVILLE, SPAIN
NOVEMBER 10-11, 1995

o In an unprecedented step, the U.S. and Furopean governments have agreed to work
jointly with the American and European business curmmunities to obtain a business-
driven view of whet initiatives should be launched to improve tramutlantic trade and
investment. Over half of the global sales of U.S. foreign affiliates are in Eumpc, and
Amcrican business has a vital stake in designing the future of the U S.- Europcan
commctcral relationship.

o Navember 10-11, in Seville, Spain, approximatsly one hundred or more U.8. and
Curopean CEO’s leaders will meet with top government offlcials in the Transatlantic
Busincss Dialogue (TABD) Conference to develop a vision and agenda for sctting the
prioritics for removing remaining obstacies to trade and investrent across the Atlantic.

o Xerox CEO Paul Allaire, Ford CEO Alexander Trotmaan, and Secretary of Commerce
Ron Brown will be the U.S. co-chairs; and the European co-chairs will be Philips CEO

Jan Timmer, European Commission Vice President Sir Leon Brittan, and Commissioner
‘Martin Bangemann. BASK Chairman Jurgen Strubo and other leading F’umpeun (,EO’

are also actively supporting the TABD conference in Scville, ,

0 Because of strong businesy mlzrcst in seeking how (0 reduce the costs of complying with
- different U.S. and Furopean standards and regulutory regimés, FCC Chairman Read -
Hundt, heads of other U.B. regulatory agencics, and their European wun!crparts will
participate directly In the conf’mnce

o The conferencc‘s conclusions will play an cssentisl role in defining U.S. and Eurcpean
prioritioa in transatlantic commeree, and will help define the business community's ,
recommendations to the December Summit meetlng between President Clinton, European

" Union President Felipe Gonzalez, and Furopean Commission President Santer in setting
the U.S.-European action agenda for the 21st century.

-0 This is not a “discussion conference™, but one that is going o dcvolap an uction agenda
- that will have a major irnpact on the steps that will change the govemmental environment
affecling businesa across the Atlantic.
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0 Puarticipation will be by invitation of the co-chairs, All CEQ’s will bave a direct role in
developing the conclusions and recommendations that will come out of the conference,
and will be asked to participate on one of four Working Groups where, along with their
European CEO oounterparts, they will develop recomrmendations apd priorities. The four
Working Groups cover the areas business {dentifled 4s most impertant to the future:

Standards, Testing/Certification, and Regulatory Climate;
Trade Liberalization,

Investment Climute, and;

Cooperation in Third Countries.

LN

0 Secretary Brown, Vice President Brittan, and Commmissioner Bangemann solicited idcas
for the dialoguc from the transatlantic business community in April when they sent letters
10 ahnout 1800 U.S. and Ewopean businesses, Initial responses to the April letter were
distilled in meetings with business representstives in Washington and Brussels in June
and July. A busincst-government stooring committec was creuted, chaired by the U.S.
and Furopeun busincss co~chairs, to shape the conﬁ'.mnce .

0 The conference will bcp,m the evening of Friday, November 10, and will conclude the
evening of Saturday, November 11, The Conference will be hosted by the Spenish
govemment, which will bear all costs other than tmnsportation and lodging.

0 I'or turther information on parlicipating in the conference, or quesﬁoﬁs concerrung the
working groups contact Marie Geiger at (202-482-6418), fax (202-482-2155).
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THE TRANSATLANTIC BUSINESS DIALOGUE ~
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- Standards, Certmcatlon & Regu!gtonr Pongy
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WORKING GROUPI

’
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Harmcuimlm .

Parucipaticn in Standards Denlcpmom

Manufacturer’s Declasation -

Canformity Assstsment -

Environmen.al apd Quality angmm Symm Sundardl
Local Prefecence Provisions

Enviroamental Labeling

NonFroduct Processes and Productios Mf:d:odl (PPMs).
Sadocul Inwgrmou .

- Short<-Term Recommendations | : '_ -
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Automobiles

Electric Power and Natursl Ga
Infarmatdon Techoology Products
Meadical Deviom ‘

Phrmacayticals

Telecoqununications
Transazdunds Alr Cargo -

Appendix: Sectoral Coésidmﬂiom ~ Artomoblles
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S‘I'ANDARDS CERTIFICATION & REGULATORY POLIC’Y
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L INTROBUCHON

St:ea.mlimng r:zulm‘.ory raquttemems and elumnmmg dupucative ceni.ﬁzamn procedums m :hc
" United States (US).and the European Union (EU) would significantly lower casts to business and

consumers and remave barriers to bilateral ttade, It is estimaied, for exampls, that eliminating

non-tariff barriers to global trade would ra.ise Gmss Domestic Product (GDP) by sevanl
‘ pemmage points in the EU and US.

Testing and certification rules aﬁ’ect (1% trmion ia twcoway trade bctwaen the EU and the US.
For US producers. over $66 billion in exports are subject to cenification regulations in the £U,
Bold reform in standards, and regulatory policy could prove to be one of the strongest engines of .
incrensad trade and economiic growth.into the uext ceatry. In many- industries, inciuding
automobiles, - information technology, . telecommunications, { and medical devices; duplicative
requirements exist. Government must move aggmniva}y to remove tbase coatly raguutory
barriers to economis emr:icucy and trade -

We pmm 2 set of concrete, mommendnﬁom to achieve this gosl Adoption of these .

. recommendations by governmant could result (n significant reduction in costs to consumers ,
and industry by the year 2000. The guiding principlé upon which progress will be adnmd '
is amcptancc ol the “tasud oncs, ueapttd everywhere,” doctrine for trade In goods, - -

12
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. GUIDINGPRINCIPLES . .

Recommendation L Recommendation to gavcmirié}:: by industry regarding .
standards and technical regulatians :hould-be based on the fallowhg principles: = .

Ila:

Anyfurun EU-US :alks on mudam and ngu!a:cry rdom mw be bosed on ) .' .
- principles of open trads, as reflected in multilateral rules and di:a’plx‘ncs in the
. WTOapd the Technical Barriers to Trade Agreement. . .

Lb: Manufacturer’s Declaration as the Modsl

. A key guiding principle for reform in standards and technical requiriments
- centars on the rellance on. manufecturer’s declaration af conformity Lo
tuhutcd regulations set by gcrcmmnt.. ,

Lie: WEWMR |
The overail geal of any reform effort in mndards and cmmudaa thould bc a

" oneetass, ome-certification system whereby producty tesied anywhm arg
providad aecess to markets ﬂwnghom' the waorld ,

To tha extant practical, tuknied nquhmmh should be gbhl. These systems -
should not be drivan by governmens, but rely on private orgunizations far
testing, cartification, and kbam:ory cecreditation, Governmant’s rols should
be Umited to mml-tcm ncoxnitian of the compmncc of these’ privati
acrors.

I.ld.'

The private m.-tu; not governmeni, must drive standards dcvdapmuit. We
. should not seek to astablish govmmnt progmm whare tlm't is no compdl!ng
need for oversight or consrol. |

Lie Mmmm:m

_Natwnd treatment and m&cﬂmﬁmﬁm s the foundations of effieient,
modern standards systems. Standards donlapnm organizations, and the
procedures that drive thase bodies must thergfore be open to all participants in

" the EUand US. Equal access and parvicipation by directly qffected interests
snsures conrinued economic advancement in both the EU and US. ‘ o

L3
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Technical regulations set by government, :lmuh‘ rely, sxcept in extrems cases oj‘ cﬁd:al
public intarest, rely on performance standards, and not da‘lgn sptdﬁcadam or

producmptc(ﬁ: xmdmir

14
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ML POLICY ISSUES AND RECOMMENDATIONS .
HARMONIZATION -

Global trade requires :he use of g!obd pruduc: standards. The use of product standmh fram the-
[ntemational Standards Organization and the Intersational Elxuomham:d Commission will
fa:ilime the expansion of xksbal markcts for goods and services

Ruommadaﬂoa 1.2: The EV and US should encourage dn adoption of voluntary
Internagtonal product standards published by ISO and the IEC, where appropriate and *
-supported by industry. The ue of international ‘nandards in tin regulatory and
procurement activitles of gawmmm should be }romm& A

’ PARTICIPATION IN STANDARDS DEVEOPMENI‘

The Amencm Natlonal - Standards ‘Institute (ANSI) receives CIEN CENELEC and ETSI
stapdards only for comment. The U.S, lacks , direct access to the European standards system.
The EU should open European standards otganizitions to countries outaide- Europa oa the basis
of reciprocity. Qpen - standards symms in Butope would mprova economic em:xency lnd '
faciliwe U.8.-EU trade. ‘

Recommyndation 13 Standards dﬂdapmat mtwfam awl the procmm w.hfch b
drive thrie bodles must be open (o ell participants in the BU and US. CEN,
CENELEC, and ETSI should extend mubashtp fo non-EU lundurd-utt{ng bodies

on the bcxlr of mzpmclo. )

' macwnm's nmmnon

Mamufacturers deelaration of conformny to stwrds and technhal xeguhnnm is cfficient, cost
effective, and serves (o protect public health, safety, and the environment,  There is evidence,
however, of an increase in mandatocy third-party testing and ee:ﬁﬂcuian rules by government. :
Thcse rules ﬁnmue costs to business without any valne to consumers. - - -

. Recommendation 14: Eﬂ'qm 0 cr.mmum tm‘lng and cmiﬂcaﬂon rula mu't bc
bosed primarily on the manufacturer’s daclaration of conrformity to technical
regulations. For example, industry should lsad i credting a global framework for

. eonformisy &0 ISO 9000 requirements. This syrtem should allow multiple eptions for
demonstrating cump&cacc 1o the mndml. indudtng the Suppﬂcr Audit Conﬂrmafon
Article, .

LS
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cowomm* ASSESSMENT

' Natwnal regulations which sct cesting and centification rules often differ across mxenmmnal-
boundaries. These regulations embody the most serious non-tariff barriers to_transatlantic trade,
‘The WTO Technical Barriers to Trade (TBT) Agreement requises the adoption of the least trade.
restrictive regulatory solutions. Many Member States of the EU, for exuxple, maintain differing
certification .cequizements for similar ptoducts. Moreover, the EU does not allow ‘foreign
certification organizations to serve as “notified bodias” to ‘test and certify w European N

: ruquwmem for tha CE tmark which is affixed to mgul.md produats. .

. Recommaendation I.S The. government role in the U.S. and .EU in conjnmay
assassmant should be Umited to-recognition of private-sscior testing laboratories, and
product . certifiers. Moreover, government should aggressively move 1o eliminate

~ duplication in. national canfamuy assessmant requirements. As part of these reforms,

. the EU must extend full national treatment to foreign certification arganizations and -
parmit organizations s in the US (o become "'notified bodles.’ . -

ENVIRONMENTAL AND QUAIII’Y MANAGED:EM‘ SYSTEM ST'ANDARDS

Vuicus manigemont symms mndstds though voluntary., have. become - or are sbout to
become — da facto requirements for doing business dus.to both customer demands and public and
private procurement. Thesa standards inchude the 1SO 9000 series for quality management -
systems, the ISO 14000 series for environmenta] management systems, and the potential for .

" health, safety, and labot management systams standards. The EU implernested & egulation In
April 1995 esteblishing an Eco-Muugemt and Audit Scheme, which is 2 voluntary program
desigoed to promote continual improvement in environmental management and performance. The -

- complaxity of the various standards, cost, third party certification, compliance and enforcement. -
aspects are of enormous concern to industry on both sides of the Atlantic. The failure of major
industrial sectors to accopt universal standards for cavironmental and quality mapégement or the -
adoption of standards for sector-specific ‘management systems will pacessitate rmultiple .

registrations that, in -addition to significant increases in cost to the consumer, will create
- transatlantic structural meadmaenrs to in:rcund trads. .

Recommendation L.6: The U.S. and EU guvmcn: must lmp 0 enture uaimsaf
acceptancy of international mansgement system standards. Efforts to develop rector-
specific programs by gavernment for ISO 9000 and ISO 14000 should be opposed
" The dmft ISO 14000 series of international environmental standards should be
recognized ds satisfying the technical requirsments for the EU Eeo-ummam and (
" Audlt Schame. Plnally, government should not seck to estadlish sector specifle
standards for Iauhh, :qfcty, and labor nmuxcmm systems. s

L6
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IV, SHORT-TERM RECOMMENDATIONS

Rccommdctlen L11: The EU.US agenda for reform murt jbcus on pmduct ma'ug
ard cerrification rules in regulated product markets whers government exercisss

- control This is where most of the barriers to economic cjﬂclmcy and trade exist,  Full .
- and complete MRAs muss cmbody the pdnalpta “tasted oncs, aa.‘cptnd cwrywhm” in
thc EU and US.

. The EU and US have bm: ncgoﬁaﬁnz MRAs x’a m:d’teat devices, antamobfh
- regulatory and sgfety requirements, telecommurications tarminal aquipment,
information technology products, and other sectors for yeveral years. It s likely that
" only extramely limised progress will be achlsved. Full MRAs in-these and oﬂur seccors
' pmmcd by industry should be caaclud’cd aqfan Juury 1, 1997. . ‘

Successful ufh on economic and t‘fndo réhm'm between the BUand Us rcqulrek on-geing
panicipauon by aenicr mdustry rcpmemanm on both udea of the Azlanuc. .

Recommendation L12: Al the Dawulw 1995 EU.US Stmam, pnmnmu ludcn
-should announce the creafion of @ Tramasiantic Advisery Committee on Siandards
' ‘and Regulatory Reform, comprised of government and industry representatives. The
. advisory committes would help gulds progress an achisving reform in these areas and .
monitor progress in reaching the goals and timetable set out in this report. .The
. commiftee would provide expert advice, asdy:h and m:omandaﬂam on a detailed
. actlon phn for pvmmt ' . : ‘

|

Ruemuudmau t 13: US Pnﬂdmx Clinzon, Eurvpun Commission Prddw
Santer, and Europsan Council President Gonwaies shouid issue a statement of yﬂomy
action on reform in standards, certification, and regulatory policy. This ssatemant will
signal ¢ long-term commitmant at the highuxt levelt of governmaent 1o concrets raform
" in these areax. Thiz commitment must be transpasent and transmitted to the
»ntpauxlblc oﬁ!dak in batk ngiont.

[9
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- MEDICAL DEVICES

Recommendation 120: As. a shnrt tem gacl, the EU and US should couclndc a mnml
recognition agreement (MRA) for medical devices for both inspections and approvals within o
year of tha start of any new set of bilateral MRA talks A3 part of this goal, government in
~ both the U.S. and EU must commit to méaninghd regulatory reform before an MRA can be
_concluded. By April 1996, the US FDA and EU Commisslon must npart on progress in -
ruchtag an MRA in the mtdkct davice sector, '

L

A commitmeat o takn concrate steps to reduce barmrs to u'ade and re;ulatory redundancy cm

provide a strong impetus for regulatory reform by government. This commitment is essantial to

fostering greater EU-US regulatory cooperation in médical devices. The US is also interested in
. demonsteating its ability to address, as pan of its naw Trade Buﬁars Prop::. the tmde barriers of |

greatest concern to US industry.

"For US eompmlcs. an MRA for medical dsvices wou.ld hnlp to cosure timely acces’a 1o the
European marketplace by providing for EU accoptance of inspections snd approvals cartied out
by US centification bodies — and vice versa for European firms aceking 1o enter the US market. ™ -
In addition, by helping to foster harmonization of key regulstory requirements, an MRA eould- A
provida significant reguluory savings for both govemmu and indumy in these oounm

X " . Recomméndation 1.30a: Given ths. potental bcaq’ﬂa that mch agreements oﬂ'er in
‘ . _ terms of markst accass and reguiatory savings, ths medical device industry sirongly
encourages EU and US offieials to conclude an MRA for mudical devices for botfa N

" inspections and nppmmh

s Graamr EU-US. mgulaxoxy tooperation, mclnding & MRA. can reduce mmﬂmry tedundancy‘ '
and unnecessary regulatory bariers to trade. Action to -reform FDA would not only promote
greater EU-US ‘economic cooperation and growth, it would also stam the musivn our.mtd

" migration of US medical device oompanbs and jobs to other conntries. ‘

Racnmnmdaﬂu 1.20b: Government regulators in lhc U.S. ard EU must camit o
. meaningful n:ulaxuo nfnm bqfon an MRA can be ecnolud'u! in the mcd’i:at dcvtca ,
secior. .

MRA dncuumm could also remforce cfforts to rsfotm mgnhmry procsm lm:ludms gzwnr
. use of third-party reviswers in device review and Inspection activitlea, An MRA agreement would -
. reinforce the precedent for goverument reliance on third-party organizations, for oxample through
FDA acceptance of inspections, tests and reviews cartied out by EU bodiss Moreover, it would -
pmvmth:USumhgrcmrexpemncemwnrhngthhum as well as with EUU
i mguiatory officlale, and lhus help build mutual conﬁﬂencc in duch an appma:h. e

116
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Rccamrimmoa 1,20&- As part of c’om;inhmél’n regulatory nfém, government in ;
the U.S, and Eurape should make gm!ur use of tktrdcpcny raviewsrs in both device '
rzvkw and !mgmxan activities, '

US and EU oﬁ'xcxals shquld seck (0 pu: the. MRA n:gozhtlons for med.ical devicca ona fa.mr
"track.” .

‘ R«nmmmfadan 1.20d: The ¢3rmnm: shoutd inmdly cover Good Mmq{uwrlug
* Practices (GMP)quality system. inspections-ond apfrovak of lower-risk devices. Once
' exparience has basn gained under suck an agresment, US and EU officials and
industry could . determine whether the agmmml should be broadensd 1o lncludc
higher risk (e.g., Clau 1I1) devices, '

- Emerging markets establishing regulatory systems for medical devices need to develop systems
that provide for timely patient access to life-saving medical technologies. Key elements of the
regulatory mode! that should be encoursged include the use of international standards, qnalny
systemns mppproachss, and the acceptancs of tests and. certificates from ptber countries, s0 that
products do not have to go through redundant Iinspections and/or approvals in each market. Such
an approach can provide efficiercies and savings for regulatory officlals and industry stke, while - .
acthe m dn:c ensumg the safety and quality of the moze than 83,000 medical dsvices in warld ‘

Rccomncndaﬁon 1.20¢: EU and vs o,o‘!ddr :lwnu encourage luuzh eare o,mcws in
emerging markets (o rely. on l‘uunmﬂaul{y«apud approaches whan regulating. B
mydical devicer. This includex reliance on international standards and.the sccoptance
of certificates ad’ ¢pprov¢lx lmm other countries. Im"n FORUMe*7?] '

| By hel ping to foster hamnmwlon of key regulazoxy requimmm. &n MRA asmemsnt cou!d

~ provide 5 gniﬂcamrezulazoxyaavmgsfor bod:govemnumdhdumyaﬁh R

| R;eomcndaﬁoa 120 A nqux‘nmal for: umaufudou or cqﬂnkm of
. standards or conformity assessment in medical devices as a pre-condition to mutual

recognition of approvels, should be njuud. Government should recogniza that:
. pmduc: :afao can be dcmonmud in my d(mrm ond Iogwm ways, :

. uuu leul!um . Al : P B . o ‘ ,‘A . . . ; | g » ! s
Recommandation 1.21: The Member States of the EU should abandan drug price regulation.
Paralisl irads, which spreads the distertion of competition caused by Member States! price .

L7
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i .

and reimbursement conml: fmm the national level to llu whole of the EU hmmal mcrhr .
should also be curtailed. In addition, mafor reform at the US FDA Is essential. The FDA'
should use summary data in the drug devslopment and approval process. E:pm external

reviewers should be used whenever it [s efficient to nmw all or pam of- new-drug
cpphcaﬂon:. .

R

In most European countries. government frequently acts as a monopsonistic purchaser, using irs
authoriry to negotiate or set prices on phannacsutical products. - The resulting price controls
distort the market for pharmaceuticals, Price centrols not only sct a3 price ceilings -- limiting the o
retim on nsw, - innovativo products -- but also as price’ ﬂoon - pmvbdlnz little incemive for '
generic price competition for older, off-patent prodma

Pharmaceutical Inpovarion- suffers in countrics. dm rcguhte pmscnptinn dmg prx:as Price
controls limit, and In some casas preclude. the induatry's ebility to generate: returns for its
~ investors; impair or nullify intellectual property rights; negatively impact investroent decisions;’
gencrate costly government bureaucracies; eliminate price competition; ignore. the fact that the .
industry whose prices arc being controlled discovered the product in the first placs; often unfairly
lump the innovator's product with that of & gensric company even though the latter did not-incur
the original R&D expenditure: and, pethaps most importantly, uafuirly cequire the citizens of non-
price controlled countries to bear a greater burdnn of the cost of R&D '

Recommandation 1. 21::: The Mmbcr Stam should increasingly rely on mrkn» )
driven competition’ and abandon drug price reguiation. Progrexs toward this goal

~ should begin immediately with inclusion of this goal as part of any statement lssued at -
. the conelusion of the Du:mbar 1998 summit muﬂhz between U.S and EU leaders.

The a.mﬁcml diffcrential in pmiag a.ﬂd ‘diffaring levels of ‘patent pro:acllon bthaan Membar '

" States ars contributing to anothsr distortion of the pharmaceutical miarket in Europe: parallel
trade. This practice allows pharmaceuticals from lower-priced and nop-patent-protectad markets
to be imported into ‘higher-priced markets. Spain and Portugal, which introduced patent
protection for pharmacsisticals only receatly, in 1992, will not provide effective patent protecnon
until the next. century because of the 10-12 years lost in the R&D and mgulatory review
processes. Once the current prohibition egainst the expart of pharmaceutical produsts from Spain

.. ends in October of this yser, the export from Spain of products which never had pateat protection
in Spain will nullify the patent protection they enjoy in other Member States. Conservative =
-estimates of lossas to the mumh—baud industry are in excess of 81 bmica s yer. '

Rm:mmmda&on 1.21b: Paraile! treds, whick spnads du dmoﬂian of mmn
caused by Member States’ different reimbursement policier and different Livels of
patant protection from the national level to the whols of the EU internal market,
Should be cwtaﬁ:d as long as drug price controls are in place and patent pmmn ‘ :
levels  are- different  [NEERD yOR EXTENSION POR srmn R
PRORIBITION?PY®wwe) _ ‘ o - .

L1g
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The EU is actively negotiating and concluding new association agreements with futyre BU
members. Thess potential new members are the new.democracies of eentral and eastern Europe

- and Baltic States, which arc gow recognizing the need to adopt adequate intellectual property (IP)
rights locally. The concern is thet these new agreements lack any reference to a transitional .-
period which would pratect emtinz [P rights whhm the EU uuxu tuch time a3 aew local IP lzwa
taks pracucal effect. : . ,

imamcndaﬁau I21¢! Fum EU :mocwdan and acm&m agresments thould
provids protection against parallel trads for patented products unsil such rimas o3 local
1P lowx taks practical effact - whick would bc oa mrcmgc 10 years fmn the dase M '
P pn:tc:fau &s ncognfzad bveuy

. . '}'

1
!

Thw: are a gumber of steps that’ the FDA could take 0 further mngmcr its regulam:y
procadures to mest the demands ot’thu 21st ccnmry o -

I takea 1o long to develop md gain lpprovd of new-medicines. The process took 8.1 yam on

average in the 19608 — and now it takes almost 1§ years. Ths cost of discovering and daveloping . -

a new drug likewiss has soared. [t cost $54 fhillion on average to develop a new drog in 1976, 7
$231 milllon in 1987, and $359 million in 1990. The increasing lcngth aad cost of dmg '
d.emlopmt represant & nsmg barrier to continuing phamnecmxcd innovation. . ’

. Altbough the US bas long kd the world in discovering Dew drugs, mady new medicines are
introduced in other countries before they are made available to American patients, More than 60
percant of the sew drugs and biologics: approved by the FDA during 1990-1994 were. first

. approved in another country ~ and 40 of the 92 naw therapies approved elsewhere were
considered imporant by the FDA. Currently, mote than 40 drugs almndy appmvednhmad m |
atill in dcvc]opmnt in tbe US or are twufm; approvd at the FD&.

Rcecmmmmion £ 214* Rdm ngutatory qmclnb in the US. and Empc xlwu!d,
be rrqm‘rd to ¢pprnu :qfc and qﬂ‘ccm naw mdklnu quickly.

o The FDA :kould’ use summary data in the drag development and appmvd pmm,

as is the practice in the UK and other European countries, with all mppanﬂlg data

. gvailabls to the agency when necessary. In addition, the FDA should use expert

esternal reviewers whenever it fs ¢ffictent 10 nvicwdla-pam qfuwbug
ayp&mn&

. ﬂu FDA should be nqcund to axpadite the review of mw-&ug appﬂcadomfw '

products thas have baen approved in the UK, Europson Medicines Evaluation
. Agency (EMEA) or are designated for seriows qnd Uifs tlmm-iag conditions.

Llg


http:1'10'.1:.11

SENT BY:INT'L. AFFAIRS STAFF :10-24-95 : 12:53 : . 301 4802196~ 92024567431 :#16/16
SENT BY:Western Europe Office :10-23=85 i 1:22PN C 301 448 3100822 '

e .The FDA should allow for the wm d&semmuau af impomm: cciouﬁﬂe and
health-economics informarion. | a .

mxcozvmummnons |

R«ammmdadon I 22: Due 10 the fast-pdud chanln thmughout the wor{d l'n ﬂu o
telecommunications sactor, the EU and US must quickly reack an appropriate agreement in

ths pending WTO negotiations. When the worid's two largest trading regions finally do reach
agreement, the rust of the WTO pam'cx will be rtromgly amumgd to jm in ﬂu Bmic .
Tclacommkaiau Agrnmnt. o . :

Tradiwnally. the BU telecommunications sector has bees dominated by large public monopolies

. in each Member State. Ongoing global competitive pressures and technological changes are sow .

* forcing these incumbcn: talccomymunications operators (TO) to restructure and compete.  For
example, the EU has comthitted to open up public switched voice services to comdﬁnn by
January 1998, US companies want the opportunlty (o compete :hmugmut :ha EU market oo a

- level playing Gold.

v Rccammdaﬁm 122a: US dad EBU firms xkatdd have b'u Mm to affer batic
telscommunications services under commercially vihls trms and conditions,

" Including focilifies-based offerings (Le., resale as well a3 the ability to build, own and
operate physical networks) This. market access should includs the rights of
estadlishmant and non establishment, and no anaﬂos: on the amubar or :y;m qu

- competitors or the nypn of services oﬂ‘cnd. ' , _

L {. L
In the- cmgolng wTO ncgodaﬂons, as well a8 in pcuding us! telwo:n laghlnmn, thara have been K
considerabie discussions about national treatment and foreign ownership restrictions. In today's
global world of telecommunicatinns, such restrictions are becoming increasingly mbvm
Telecommunications . is increasingly a global business, as is tho business 6f the customers of
telecommunications - service providers, The ability of service providers to provide those.
custormers with international and in~country service on an end-to-end basls and their sbility to .
obmn fair and open access to foreign mmu is cndcal ror their competitiveess.

"~ Recoeumendation 1.72b: There showld bc no restrictions on US or U firms’ fomgu
investment or forelgn ownership. US and EU firms should have the abillty to aceess
the markat and operate under the sams terms and conditions as national caup«tms .
‘m that market. \

L20
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- Governer Arna H. Carlean ] .

PACTLITATING IHNOVATION Fo® MEDICAL DEVICES m DRUG RESEARCH |

Zetter hxalth eare far 311 Amencaaa is a paramou.nr. national goal. The
key te improved health care, especially for persono with serious unmet
medical nueds, is cthe rapxd devslopment asd approval of gafa and
- effective new medical technelogy. Innovative private sector fixme in
" the hedical technolagy induptry bave research undarway that ecould
rovolutionize the practice of medicine. There are new thmrzapiss
darived trom medical technoloegy that will improvae the lives of millions
of Americans and prow.da reduoed health care coBts in many 1nstancea

Hinimizing delays betwuepn the ereation and aventual approval cf a new

. product derived fron the gemniua af medical technoclogy is am important
public health goal. Reduction of td¢ development time will raduce the

coak of new medical technalogy products and thua free up neoded capital -

for new research and cures. Fhe oxcogsive and unnecessary reégulation ef

preducts increases the costs Lo companies of doveloping such p::eductn

which is ultimately paid by the ceonsuming puhl;,c. :

hhld

Agndanental-—rounginesring —of Fha Pood and Drug Admmst.ra:ion e,

Wfac;éxt&?e gette: and more rapid aceegc to new therapiles
and curep, A the rapid review and approval of

’5?

innovative nawv drugs, Dbiological productg, and devicms as well ap
preserving the safery of the public. Publie confidence in the safety
and afficacy of unedical ceshnology can be maintained while making
chgngea ig &he la.w to Bpeed medical discowveries frcm the bem:h to tha
bedride.

- The comper.it:ivanesu of the Uniced Etatcs bictechnolegy . indugtry iz
dependent on zelicf frem sutdated and antiquated axport lewx which s 4F
ebcourage companiaes to locate manutesturing facilities outside of ehe ¥ 2
United Stutes. Thess laws no longer serve afy neaningful public health T
pumcse. Regulanoryw ate w States companied €6 move ‘%M
thuu- mnnvatmn averasas to cuuntri.ea which ha.VP\legulat.ozy ayatema.

cpudly AN

Tho exclusim reliance on government employees to perfoxm all of tho

funotions associated with the review of new drugs, biclogical products,

and devices by Lbs Food and Drug Adwiniatratien wmu%m%
increasi.s times for approvals z:alAt:iva ,

to other daveloped countries. rsee The Lace

The Hatzcnal Govemo:a' Agsociation encourages Congreas to meke “7Hlernel
e e e, B the TFoocd and Drug Ad.m.cuatratioh. ipcluding /f?/

Gét\ﬂlderd tion c“ third pacrty reviey '

lwpsere hesalth carc ovarall for copkumers and maintain t:.hs oxcellence

of medical imvowvation in tha VUnited States,
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‘July 26, 1995

NOTE TO CHRIS JENNINGS

Subject: Next REGO repoét on drugs/biologics/deviceé

You asked where we are on the next report. We have a number of
new items, both sxgnlflcant and "minor but helpful Here's a
brief rundown: 4 :

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

o A few new drugs items, such as reform of the IND process (to
answer concerns that firms are sending investigations
overseas)}. Also, we need to make a cut on the earlier
generic ‘drugs proposal to the V.P. (we have done the '"scream
memo he requested). :

o Several biologics things that further address the BIO
concerns, such as relaxation of lot release requ1rements,
.reform of "clinical holds” that stop drug testlng, a
consolidated license application, changes in the
controversial "ELA" 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 durlng the Clinton
Admininstration. Thege attached issue papers have been cleared
"in-house" but have not been cleared by HHS. Therefore, they
should be considered to be in draft form. Assuming that the-
clearance process goeg -smoothly, we are optimistic that we could
have a report produced in August

Bill Hubbard

Enclosure
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 PROJECT | MANAGEMENT OF REVIEW PROCESS
Fon\ NEW MEDICAL DEVICES

Problem: Medical devices are approved for marketing in two ways:
(1) new devices and certain older devices must be tested to
demonstrate safety and effectiveness, with the resulting data
submitted to FDA in a comprehensive Premarketing Approval (PMA)
application; and (2) devices "substantlally eqguivalent" to ones
already marketed are reviewed by FDA via a premarket notlflcatlon
(also known as a "510k").

The manufacturer of a truly innovative device, such as the first
implantable defibrillator or bone growth stimulator, is required
to obtain marker 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 tlmellness of the review process for PMA's needs’
51gn1f1cant lmprovement. The statutory direction is for FDA to
review PMAs in 180 days. During FY 94, an average of 31 percent
of PMAs were more than 180 days since the agency had taken action
on them in the current.review cycle. The median FDA review time
for PMag, totaled over all review cycles, was 23 months.

Proposal and Justification: Instltute a prO]eCt 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 the tasks, and then tracks completion
of tasks as the review process progressges. The initiative is
aimed at better utilization of our resources and increased
timeliness of final decigions..

Impact: This initiative aims to provide companies with more
predictable timeframes for FDA decisionmaking on PMAs. As a
result, companies will be able to make better business decisions
in planning for the manufacture and marketing of new products.

The project management system is also expected to 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 15
months or less and all project managed appllcatlons will have a
.median of 18 months or less total FDA review time to final
‘action. : '

Thie 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 system will bring better utilization of FDA

! .
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. DRAM

Implementation and Timeline: FDA will test a pilot PMA
management system in two PMA review divisions during 1995.
Following validation of the models and software used in the
pilot, the agency will broaden project management for PMAs across
additional review lelSlonS by the end of 1995. :

resources.
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| AFT
CENTER FOR, DEVICES AND RADIOLOGICAL HEALTH .

! INTEGRATION OF DESIGN FACTORS INTO DEVICE QUALITY SYSTEMS

Description: A 1980's study on recall of medical devices for
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 tc require pre-production design validation controls for
devices under ita 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 its CGMP regulations to include
preproduction design validation 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 received comments
criticizing the proposed new requirements for not harmonizing
sufficiently with international device quality standards.

Proposal and Justification: In response to these criticisms, FDA
will publish for additional public comment either a tentative

- final regulation, or a Notice of Availability of a "Working
Draft," 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 spe01flcatlons contained in
international quality standards, ISO 9001, "Quality Systems--
Model for Quality Assurance in Design, Development, Production,
'Installation, and Se:vicing,? 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 to
.fewer recalls. This in turh 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 1395. FDA's goal is
to publish the tentative final rule or worklng draft notice by
mid-July, hold a public/industry workshop in late August CtoO


http:revision.of
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obrain early input and ftgcus the issues for the advisory AFT
committee, and hold a publlc advisory committee meeting in mig-
September. Following a publlc comment period, the agency will

review comments received, and consider them, along with any

advisory committee recommendatlons in preparing a final
requlation. : )
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DRAF7

i
CENTER FOR- ‘DEVICES AND RADIOLOGICAL HEALTH
INTERACTIVE APPEOACB TO INVESTIGATIONAL APPLICATIONS

Description: In order to conduct a clinical study of a medical
device that poses a significant 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
investigaticn and notify the sponsor. An IDE must 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 testing 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 situation is time-
-conguming, 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
spongors to come in for Ypre-IDE" meetings at which relevant
guidance documents will be provided. To improve communication
between sgponsors 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 c¢linical trial, FDA will consgider
allowing a feasibility/pilot study to be undertaken if the study
can provide investigators needed experience with the device; help
define clinical endpointg, 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 submigsions; (2) increase the approval
rate for original IDEs; {3) reduce the number of times IDEs are
recycled for additional work; (4) reduce the total review time
for IDEs. :

Impact: These policies éan be expected -to impact favorably on
industry, the FDA review process, and the public health.

Improved understanding of IDE requlrements by spensors and better
communication between sponsors and reviewers should significantly
shorten the time required for preparation and review of IDEs and,
ultimately, the time required for brlnglng important new deV1ces
to market. «

Implementation and Timeline: FDA has begun to implement the new
peclicies with staff and outline them in a letter that will be
sent to regulatory affairs officials throughout the industry
within the next 8 weeks. FDA will also put in place a system to
track and evaluate pre-IDE interactions with device firms.
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CENTER FOR DEVICES AND RADIOLOGICAL EEALTH .
ELECTRONIC SUBMISSION OF MEDICAL DEVICE APPLICATIONS

Degeription: The current processes for preparation and
transmisgion to FDA of marketing applications for medical devices
by manufacturers, and for receipt of and accessing these
applications by FDA reviewers, 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 they could be transmitted in
electronic form. FDA has conducted a pilot study, in two phases,
of the review of two premarket approval application (PMA)
supplements that were submitted on disk cartridges. -Problems in
document translation and,; electronic communications with sponsors
that were identified in the first phase were addressed in the
second phase through use of different software and encryption of
gengitive material so that it could be communlcated on the
Internet. ; :

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 1nterested in submitting
their PMAs in electronlc form. )

Impact: FDA believes it will be possible, once the system has
evolved in terms of efficiency, for both manufacturers and the.
agency to realize significant savings ¢n 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 preparation and review. -

Implementation and Timeframe: FDA is already providing medical
device reviewersg with the training needed to access and work with
applications submitted in electronic form, and to communicate

- with manufacturers on questions that arise 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 QFILOT RELEASE REQUIREMENTS FOR
BIOLOGICAL PRODUCTS

Background: Biological products have traditionally been complex
mixturés of substances produced from living organisms. They
include vaccines, products made from human or animal blood, and a
‘variety of materlals extracted from living organigmg that have
been difficult to define by precise tests. Because of the
inherent 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 reguirement 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 '
manufacturergs 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 blologlcal
products

Proposal and Justificatioén: The FDA will not requlre 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
alternative to lot release, is appropriate. For currently
approved products, the same information will be cons;dered in
allowing alternatives to lot release. A

Current technical advances both in production and in analysis
enable the agercy to have adequate assurance of the safety and
quality of certain classes 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 alternatives 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 gubject to lot release to
assure continued safety, purity, and potency.

Implementation and Timeline: FDA intends to publish a guidance
document ‘cutlining the alternatives to lot release and the
procedures for implementing this within 12 months. '
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DRAF';

REVISION OF THE REQUIREMENTS FOR A RESPONSIBLE
. HEAD FOR BIOLOGICAL ESTABLISEMENTS

Background: Manufacturers of biological products are required to
name a "Responsible Head" who is to exercise control of the
establishment in all matfers relating to compliance with the
regulations and who is to represent the manufacturer in all
matters with the FDA. This individual is required to have an

~ understanding of the scientific principles and technlques related
to the manufacture of blologlcal products.

In the past, biological product manufacturers were typically
small companies, such ag 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 knowledge to represent a company in all matters. Firmg will
-typically have regulatory affairs, manufacturing, and medical
personnel with the expertise to represent the company in
different matters. :
P
Proposal and Justification: FDA proposes to revise its
requlrements for a "Responsible Head! to allow more flexibility
to assign control and oversight responSlblllty ‘within a company.
The revigions will still assure the proper oversight and
accountability wlthln a firm, but will conform to Current
realltmes

Impact: Firms will be able to divide management respousibility
ameng 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 intends to publish a proposal
to revise the regulation within 9 months.
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ELIHINATION 0 THE PRB APPROVAL. REQUIREMENT
- FOR' PROMOTIONAL LABELING

Background: The Center for’ Blologlcs Evaluatlon and Research
currently requires pre-approval of promotiocnal labeling prior to
launch of a campaign and| for 120 days following approval of a new
product. This is inconsﬁstent 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 digseminates it. This is because a spec1f1c ‘
regulation of Title 21 of the Code. of Federal Regulations Part.
601.12. (a) requires all changes in labeling for biological, :
products to be approved prior to implementation. This labeling
1ncludes promotlonal labellng for biological products.

VProposal and Justification: The Center for BlOlOglCS Evaluation
‘and Research intends to change its procedures to be consistent
with those of the Center for Drug Evaluation and Research, which
have provided a suff1c1ent level  of over51ght for the reV1ew of.
promotlonal labeling. _

Impact' Induatry w1ll only have to follow one procedure for drug
and blologlcal product promotional labeling and will no longer
need to await approval of promotional labellng prior to .
digseminating 1it. Agency resources will be freed up to '
accomplish other review. act1v1t1es

'Implementation and Timeline° FDA intends to issue a guidance
- document and to publish a proposal. revlslng its regulatlonsv'
Wlthln 6 months : «
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CONSOLIDATION QFIPRODUCT LICENSE APPLICATION FORMS | ]D
INTO A SINGLE USER-FRIENDLY FORMAT

Background: The Center for Biologics Evaluation and Research
currently uses more than 20 different license application forms
for companies applying for a product license. Many of the forms
are outdated and ask for|information that is also requested in
other forms such as the establishment 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 gstandard format exists for the
application, reviewers are often unablé to find information

" necessary for review. This results in significant delays in the
review of marketing applications

Proposal and Justxfzcatzon’ The agency proposes to consolldate
the product license appllcatlon forms for non-blood bank products
into one user frlendly application format. This format will be
structured to be similar to the new drug application format. The
agency also intends to include elements from the European format
in order to facilitate international harmonization of '
applications. »

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

Implementation and»Timeline: FDA intends to forward a revised
format to OMB within 12 months.
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DRAFT

AGENCY RESPONSES TO=D§TA SUBMITTED REGARDING CLINICAL ﬁOLDS

Background: Companles o; individuals that intend to study
investigational products (drugs or biologics) in humans must
first submit an 1nvest1g?t10nal new drug (IND) application to the
agency. They may proceed with the study 30 days after the agency
receives the’ appllcatlon, unless FDA puts the study on clinical .
hold. A clinical hold is a directive issued by FDA that prevents
the clinical study from proceedlng Thus, a researcher or
company intending to begin testing a new drug in humang, or in
the process of testing a new drug in humans, may not begin or
continue the study until FDA releases the cllnical-hold. ,
Currently, FDA has no internal requirements regarding how much
time it may take to evaluate data submitted by the sponsor in
regponse to the clinical hold. While the agency has generally
responded in a timely manner, spongsors 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 time frame, the investigation may proceed. FDA
believes that such a time frame will meet the needs of sponsors
and is within the resource capabilities of the agency.

Impact: The proposed change 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 continuvation of

~ clinical studies.

Implementation and Timeline: FDA intends to publish within 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 BIDL%GIC PRODUCT LICENSING PROCEDURES

- Background: Under current FDA regulations and policy, a
manufacturer of a biological product holds both the product and
establishment licenses. Because of this, a company may not
contract all manufacturlng of its product, even though it
developed and owns the' producn technology. Companies that
develop or ¢wn a biological product technology believe that these
FDA licensing requirements are unnecessarily restrictive.

Proposal and Justification: FDA proposes to initiate the
following changes: ; : ‘ ' '

1. Permit the establishment and product llcense appllcatlons to
' be submitted at different tlmes

2. Permit different companies to submit and be 1ssued a product
and establishment license.

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

4, amend labeling regulations to accommodate these changes.

These changes will make it possible to contract out manufacture
of a biological product and still be able to hold a license for
the product. FDA believés that such a change can be made to
provide the industry with the flexibility that it wants, while
not compromiging the agency's ability to assure control over the
manufacture of biological products S

Impact: The proposed changes in licensing procedures, in
combination with proposed changes in labeling requirements, will’
allow companies developing biological products to easily exercise
flexibility in manufacturing arrangements. They would be able to
contract cut manufacture as is now allowed for drugs.:

Implementation and Timeline: Companies may begin submitting
appllcatlons under these procedures 1mmed1ately after obraining
verbal guldance 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 llcen51ng by September of
1985. .
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“Reinventing\Governmeﬁt" Proposal on'Generic Drug4Products

ThlS document descrlbes one p0581ble proposal to revise the
regulatory process ‘for generlc drug products.

<Background L ‘ s N o

-Under current law firms that wish to market a new drug product )
for human or anlmal use (& "brand name" product) must submit a

marketing appllcatlon demonstrating that the drug is safe and

effective for its intended uses. These marketing applications
contain, among other things, information about the product's
chemlstry and manufacture, a list of the product's components and

- composition (i.e., formulation), clinical data, and
pharmacological and tox1colog1cal information. This 1nformatlon
however, is often trade secret, and, under the Federal Food,
Drug,' and Cosmetic Act, 21 U.S.C. 331(j), 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 uslng 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 versgion 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 manufacturlng may be information
prohlblted from disclosure. S

Once the Food and Drug Admlnistration (FDA) receives a generic
drug applicatién, it reviews the proposed product's formulation,
manufacturing information, and other specifications. FDA informs
the applicant of deficiencies, but cannot reveal exact ‘
specifications or details about the brand name product if it
would disclose trade secret information to do so. This inability
of the agency to share formulation and manufacturing information
~can prolong and compllcate the -review process and delay the
1ntroduct10n 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 spec1f1catlone’
for a brand name drug product when the agency approves the
marketing application for the brand name product or ghortly.
thereafter. Disclosure of information would simplify the process
by which generic drug firms 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 _
‘practltlonere, and consumers would beneflt from the proposal for
a varlety of reasons.
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* Disclosure would simplify the development, rev1ew, and
- approval processes for generic drug products because
generic drug firms could make a closer copy of the
brand name product and conserve resources that would:
otherwise be devoted to "reverse englneerlng" cn the
brand name drug.

r Generic drug products would be available to consumers
. more quickly because FDA could prov;de precise
information to address deficiencies in a generlc 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 products. This would strengthen the.
confidence of health practitioners and consumers in
substituting generic drug products for brand name
precducts 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 products
are 45 percent less expensive; and, after two years,
generic drug products are 61 percent less.expensive.

Thus, consumers, generic drug firms, health care institutions,
and Federal and State governments would receive substantial
benefits from the proposal.

Arguments Against the Proposal

Brand name drug firms, as well as some generic drug firms, may
vigorously oppose the proposal. Possible arguments againgt the
proposal include: o

* Disclosure would seriously impede new drug innovation
and adversely affect a brand name drug firm's ability
to compete in the marketplace or, through its
gubsidiaries or under its own name, to sell its own

Y . generic drug products. :

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

* Disclosure would adverseiy 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 firm's data and information
might be argueh by some to constitute a “"taking" under
the Fifth Amendment to the U.S. Constitution. A
statutory change to allow disclosure would effectively
eliminate thig: argument by eliminating the expectation -
of confidentiality; a similar approach was used in the
Federal Insect&c1de _Fungicide, and Rodenticide Act, 7
U.S.C. 136(h}(d) ’ :

* Some generic drug firmg Wlth hlgh quallty drug
development programs may alsc oppese. the proposal.
Currently, generic drug firms compete for the first I
approval of a genarlc drug- product because the first.

. approved generic drug product temporarily commands a

'~ large share of the generic drug market. Thus, firms
with advanced, scientifically-based development
programs may have an advantage in this competition,
particularly with respect to drugs that are difficult’
to manu‘factureF . .

.Thus, brand name firms and some generlc drug firms may oppose the
,proposal

In Summary, the arguments for and agalnst thlS proposal are quite
complicated and the 1mp11catlons would have to be thoroughly
considered before prop051ng a statutory change
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JulyA 30, 199?

_ The Honorable William J. Cl‘intonA
The White House
Washington, DC 20500

cen. Jeffords FDA Rollback Bill
Dear Mr. President:

Public Citizen, togethcr with more than 75 national and state consumcr, patients, and public
health groups, is strongly 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
protections in 91 years - until very recently S..830 has generated little public attention. The .
bill's industry and Republican backers have labeled it "moderate™ and “modernization.” Ayc
votes from Senate Labor Committee Democrats Dodd Mikulski, Well;tc)m,, and Murray have
provided a veneer of "bipartisanship.”

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

[ am attaching sc\éeral recent -editorials and press stories on some of these provisions:

- . the “revolving door” that has prdpc]led Jay Hawkins from medical device industry
representative to committee staff in charge of drafting' the bill that aids his industry;

- the “off-label" ‘provision, which permits drug and medical device companics to
disseminate promotional matcrials on unapproved uses of their products;

.. preemption of state over-the-counter drug and cosmetics ‘laws, including California’s
successful Proposition 65; - ,

- the closed door process - no public hearing on a bill draftcd by industry, administration,
and legislative staff, with consumers, patients, and public health groups largely excluded
- which, interestingly enough, has attracied particularly heated public comment in
Vermont, home of Senate Labor Committee Chair James Jeffords.

_ Ralph Nade, Founder
1600 20ch Street NYW » Washingion, DC 20009-1001 » (202) 5881000
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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 health and safety,
S. 830 has also escaped: serious scrutiny in another area: what it will cost and who will pay.

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

- health claims for foods. The FDA has only-120 days to review healih 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 lcgal and litigation expenses) onto an a]ready strappcd
~agency.

- off-labcl promotion, - The FDA has only 30 days to review for "balance” materials
submitted by drug and medical device manufacturers before they begin promoting their
products for uses 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 article, they can require that articles with other points of view are included in
the packet. Once again, the cost and time burdcns are placed on the agency, not the
company initiating the promotion.

In both of these areas, it is to be expectcd, 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, secs. 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. Yel paradoxically, the medical device
industry has bitterly resisted paying for the additional staff time they are demanding. Inslead
of taking the successful example of the Prescription Drug User Fce Act (PDUFA) as a model,

"just say no" has been the device indusiry’s response to any suggeshon of a MDUFA - uscr fee
authority for-medical devices. :

Medical dcvice companies argue that small companics 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." $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 nol been on the table - particularly in the
context of a bill which is on a legislative fast track in order to reauthorize the successful "sister"
program PDUFA. :

N
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Rather than step up to the plate and agree to pay user fecs, the medical device industry hopes
to use the "government resources: are limited” argument to lower standards and reduce
enforcement. S. 830’s “accredited-party review" (sec. 204) lets companies buy oul of the
pumew of FDA'’s objective, professional reviewers and hire private, for-profit firms to conduct
reviews. If large and small companies alike are willing to pay private companies to review their
new products, surely they could pay user fees to the FDA like drug companies do. And
inevitably, the gross conflicts of interest in manufacturers hiring their own Contractorikcwcwcr
- will result in serious, costly pubhc harm. :

Industry proponents also use "li'mited gdvernmcm resources” 10 justify ¢liminating mandatory

tracking and postmarket surveillance of very high risk implantable, life-sustaining and lifc-
supporting devices such as heart valves. Trackmg 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 heart valve and other medical device

tragedies. When the FDA finally ordered the manufacturer to notify patients that the valve was

prone to fracture, half of them could not be located because there was no tracking system.

In sum, S. 830 poses very negative consequences for U.S. public health and safety. There is
no documented basis for undercutting a law that is the Gold Standard for the world, and which
provides a major competitive advantage for U.S. approved products. Looking to the future, the
insertion of new “discretionary" authorities in this bill could in a differcnt administration become
a blunt instrument agamst public health and safety : v ‘

~S. 830 also would impose enormous new cost burdcns on the FDA. As it now stands, the bﬂl
~ 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 mdustry assaults about its futurc performance,
the preferred course of action is for the administration to take a strong stand for a clean PDUFA
and for the creation of a MDUFA. We urge you lo include these recommendations in a tough
~ statement of administration policy and to make those views clear to the public, which backs our
position on these issues. To date, the only publlc objections to this bill have been raised by
patients and consumer groups. ~

Smcere)y,
/ >
Joan Cl aybrook

Attachments
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Door Open

For Regulﬂfofs and Reg[ilated

FDA Bill Points Up Frequent Proximity of the Two

By John Schwartz

Washington Post Seaff Weiter

In January 1997, James W. Hawkins got a
new job, with Sen. James M. Jeffords (R-V1).
His task: to help draft a broad plece of
legislation that would change many ways in
which the Food and Drug Administration
operates. Hawkins had the experience to do
80, having worked as a lobbylst for two
medical device companles and lobbied on
FDA reform issues the previous year.

When he left the finn he founded, Haw-
kins and Assoclates, 10 wark for Jeflords, the
companies' representation was picked up by
a new company, Washington Healthcare Rep-
resentatives, with the same phone number as
Hawkins's old firm. The registered lobbylst:
Heather H. Bremer, Hawkins's wife. Among
the toplcs listed for probable lobbying on her
disclosure forms were FDA issues.

No one has openly accused Hawkins of a_

conflict of interest, and the FDA bill has
garnered wide support in Congress, incld-
ing lawmakers with strong pro-consumer
credentials. What Hawking's role in crafting
the bill does illustrate, however, is just how
short a trip it can be through the revolving
door that scparates lobbyists from the people
who write the legislation. '
Consumer sctivist Bruce Silverglade de-
clined to comment on Hawkins but contend-
ed that the bill was developed in a way that
gave short shrift to pro-consumer groups.
Silverglade, director of legal affairs for the
Center for Science in the Public Interest,
arrived at 4 May 23 meeting hoping to dcliver
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, Sitverglade said, substantially weakened
FDA authority over food safety and labeling.
Handwritten notes on the copies he received
read "GMA 5/19/97” and “NFPA 5/19/97"—
the acronyms for the Grocery Manuflacturers

of America and the National Food Processors .

Association. '

“We were asked to comment on whal was
essentially Industry's wish list." Silverglade
said, “We objected to the fact that the starting
point of the debate was what industry wanted.”

The bill, now known as the FDA Moderniza-
tion and Accountability Act of 1997 (5.830),
could come up for a vote on the Senate Door
Wednesday. It would change regulation of food,
drugs, medica devices, cosmctics and other
iterns, More urgently, it rcauthorizes a user fee
program that has allowed the agency to speed
new drugs to markct,

Proponents of the bill say that it will
improve the agency's performance,

Hawkins would not comment on ethics
issues, but a Jeffords staf{ member defended
him, saying that “Jeffords has full confidence

in Jay. People make the transition from

industry to the Hill all the time—or, on the
other side, from organized labor to the Hill.”
Seasoned lawmakers, the aide said, know
how to distinguish “straight advice” from
“advice with anagenda.”

In Hawkins's case, the aide said, “Jeffords
is confident he's getting good advice out of
Jay.” He also insisted that despite the nota-
tion on her disclosure statement, Hawkins’s
wife did not lobby on FDA issues. If she had,
the aide said, it could have constituted a
Senate ethics violation for Hawkins.

Another Jeffords staff member said that
CSPl's Silverglade was wrong about the
nature of the May 23 meeting, because the
papers did not reflect already-set provisions
of the bill. Instead, the staffer s3id, “We asked
CSPI to evaluate, to critique those proposals”

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 American
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 carlier on.” The dietiians worry that
provisions loosening the agency’s regulatory
authority over the kinds of health claims that
food companics can make {or their products
could lead to disinformation and consumer
confusion.

1537

Other consumer advocates have stronger
views, Frank Cleménte, director of Congress
Watch, the lobbying arm of Public Citizen,
called the proposal “a one-way, pro-industry bill
that offers lide if anything for consumers. It's
not surprising. given that the drug and medical
device industries have contributed more than
$34 million in the last three elections.”

But Sen. Judd Gregg (R-N.H.), a supporter of
the bill. countered that *we're not too im-
pressed with the activist groups,” which he
contended “represent a minorily viewpoint.”

Kelly Johnston, the executive vice president
for government affairs at the National Food
Processors Association, dismissed the com-
plaints of consumer groups as “whining ... The
activist comununity's whole position has been
no changeatall”

“We've been fairly effective at educating our
fricnds on Capitol Hill,” Johnston said, adding,
“It's hardly 3 case of ‘we're getting everything
we want in this bill.’ Nobody docs.”
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Don't Weéken the F.D;A. ”

Congress entertained scveral propusals last
year to reform the Food and Drug Administration in

order to force the agency to.approve new drugs and.

medical devices more guickly. But critics argued

that the proposals went too {ar in loosening regula-

tory safeguards. and no bill emerged. This year,ina

new Congress, reform is back on the agenda — as
. are many of the samc criticisms. ‘

The F.D.A.'s task is to insure that drugs and
medical devices are safe and effective and that fued
additives are risk-free. It generally gives approvil
only after lengthy clinical tvials by the manufacrur.
er. But many companies complain that the F.D.A’s
slow responses often escalale costs.

Senator Jameces Jeffords, a Vermont Republi-
can, is pushing legisiation that would case the rules
in an cffert 1o specd clinical investigations ol new
drugs, Including breakthrough drugs for life-threat-
ening discases. Current law calls [or " adequate and
“well-controlled” clinical investigations,. which in
praclicc means at least two test runs. The Senate
bill crafted mainly by Mr. Jeflords would allow
more flexibility so that approval could be based on
only one trial. As it stands, the agency sometimes
approves a product on the basis of ane well-con-

trolled clinical ‘trial. But some patients’-rights

‘groups do not want to see that lower standard

carved Ino law. -Thewr point js well taken. The
agency 15 m the best posirion to determing, case by
casc. how many trials are enough.

The proposal would aiso push the F.DA. 1o
subinit to outside review of new medical devices.
These third-party reviews could dbe loaded with
conflicts of mterest. The agency’s effectivencss as
an independent government protector of public
health would be further weakened by a provision
allowing unsubstantiated health claims on food la-
bels and by a proposed amendment permitting drug
and medical.device companies to promole unap-
proved uses of their products. ’

Negotiations over these reforms are linked to

- re-authorization of a law that has helped the agency -

and drug manufacturers. Under the Prescription
Drug User Fec AcL of 1982, mor'e than $300 million

‘enllected by the agency from drug companies has

been used 10 ure more revicwers and cut approval
times for new drug applications. The law, autho-
rized for five years, deserves to be renewcd, but the
rencwal should not be held hostage to questionable
changes 1 agency procedures,

A26
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T ﬁe-FDA in the Senate

per this week if critics and defenders of
the. Food and Drug Administration get
together as promised and pass a Senate bill to
“reform” and streamline the agency along bines the
agency has said it can live with, More likely, a
last-minute goodie for the pharmaceutical industry
will be offered on the: Senate floor to upset the
balance. One that legislators say they expect is a
seemingly innocent amendment that would allow the
companics Lo send doctors mass mailings of scientific
articles about the use of prescription drugs for
purposes the FDA has not yet approved.
This fight about “off-label” marketing of prescrip-
~ tion drugs is in many ways typical of the battle over
FDA “reform” generally, which has beca marked by
a high level of regulatory arcaneness (for instance,
secking to legislate—and thus override the agen-
cy—on how many patients should be rexquired for a
valid scientific study and how long it should take the
FDA to approve an application). Off-libel uses of a
prescription drug by doctors are perfectly legal, Jbut
if a company wants to promole a drug for a new usc,
it has to submit further and generally niore rigorous
studies to the FDA. _
The FDA stance has been that if conpanies could
promote off-label uses by mailings of articles, they
would have no mcent.wc to do the more rigorous

q RAUCOUS battle could end with a whim-

-companics a3y they want t

~ studies. Opponents brandish long lists of off-label

drug uscs that seemed fine but that in the larger

study proved dangerous or even lethal. A deadlock
“on an off-label provision last year helped scuttie a

compromise-laden bill much like this one; opposition
this year has been strong enough that its sponsors
avoided introducing it in committee. A {loor amend-
ment gives opponents the chance for grand rhetoric
about endangering the safety of children.

Such difficultics reflect the contradictory objce-
tives of the industry the FDA regulates. Drug
he regulatory load light-
ened. But they also badly reed the protection and
consumer confidence « strong FDA confers. In
partcular they want the conunued benefits of «
program called PDUFA, or the Prescription Drug

 User Fee Agreement, a 1992 law that allowed them

to pay uscr fees to the FDA for the specific purpose
of speeding up prescnption-drug revicws,

The PDUFA program must be reauthorized Uns
year or lapse, The only trouble is that to suve
PDUEFA, the drug companies have had to argue that
the FDA did & wondetful job with the first four years
of user fevs, which were carmarked for bureaucratic
reforms. This acknowledgment should be matched
by another: that the companies benefit, in the end,
from being required to do safety studes beforc
marketing their drugs in any forn,
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.WashirigtOH" Readies a TQ’Y'.‘iC_BOmb_ iy

= Health: Prop..65, which
protects Californians from
hazardous substances, could be
“undermined.

By AL MEYERHOFF -

Sabifornia’s Mnflnm?kPmpumljun G5,
wel at pratecting the public Trom toxsc
stances, wild be subwortéd i omeasyre

A unider eotstdoration” i, Congress s

crietedd,

SALLhe behest of powerful trade associa-
Bons, Ren Jatses ML Teffords (R-VE) has
gislation that would preempy,

mtraduces
Tl power of individaal ftates Lo Tegilate—
or ever wiern, their ellizens about—1toxic
chenncede fonusbin aver - the-counter drugs
i casmetios, Foord, tuo. may be added Lo
L Bst. Propesition 85 passed in 1926, and
el to-know Gows ke 53U wonld stmuly be
vinted— hiz by o Congress that has e am-
ponasd states” rights and prinoples of
“rderalisp C ’

T The preamble 2o Proposition 65 Savs that

Califormians needed 1o act because gov-
ernments had “failed (o protect us” from
the bazards of toxic substances The
premise was simple: When exposed Lo 2
sigrulicant threat of cancer or reproductive
harm, we Nad a right to be warned. We
could then decide whether (o by 3 prod.
uct, work in a factory or even hreathe poi-
lrted air without protess ,

I ils J0-veur life, Proposition 65 has

 heen widely applauded as an’innovatlive

and effective alternative 1o the often slow
machitiery of federal regulation. William
Heilly, EPA admintstrator during the Bush
administration, waid -that “beyond simply
wforming people, Propesition 65 jx
tniended 1o provide compelling incentive
v industry o remove nonessential car-
cinogens and repraduclive Loxins from its
prosfuets,” - ' :

" A key purpose of Proposition 85 was o
i} gaps in federal laws in which whole

categories of toxic exposures are simply not -

addressel. Take cosmetics and over.
-the-connter drugs, rautinely allowed gn
“he market with no 1esUing for the presence
of toxic chemicals.
metic Handbhook. a Faod and Drug Admin-
istration publication

Andastry “With the excention of color
addtives und a few vrahibited ingredicnts,
4 cosmelic manafactirer may, an his cern

Cresporsabifity use essentially any ruw

malerial as & cosmetic ingredient and mur-
ke the prestuct without approval.” -

As a resait of Propasition 63, California |

fonsumers of cosmelics now must be
warned i an exposure 10 4 chemical that

canses cancer or birth defects is the price of .
varity. They can then make an informed
. choice between brands and the rharke? will

da the res:. One example: As a result of
legal action brought by environmentalists
and the California attorney general, taly-

ene. a polent réproductive roxin, has

largely been removed {rom nail polish. A
challenge is now being raised o the pres-

©.ence of lead in hair dyes. Other cosmeties

are suspect.

Proposition 63 Was also brought about the

~A11

According 16 the Cos. -

‘or the cosmetjes

“remvoval of lead from drinking water fay-
cels, ceramic waré and ervstal glasses and
other toxins from a variety of home use

- -producta like cleaning solvents and moth-
" balts. But perhaps the best example of the

‘acls effectiveness is the case of calcium
supplements and antacids. Three yearsagoe,
the FDA concluded that.the risks from lead
in calcium preducts: fas common’as Tums
. and Rolaws) were far too high-and pre-
“sented especially serious risks to ‘pregnant
women and the urborn fetus. But while the
-agency issueed a notice proposing a ruling, it

* i nothing mare.

However, as a result of regal action
brought by the Catifornia stlorney goneral
and the NRDC. agreoments have now heen
reached with moat calcium manufacturers,
»hich have agreed to dramatically rediice
the lead levels in Lheir products. °

~ California Sen. Dianne Feinstein hax
veiced opposition to the Jeffords provision
‘and vowed 1o strike jL when the FDA Mod.
eTnization Act reaches the Senate floor this
weed. In.a rare display of bipartisanship,
California’s Republican allorgey general,
Dan Lungren, a likelv candidate for gover-
nor in 1998, has also announced his opposi-
tioni 20 the Jeffords measure. " Proposition
65 has been used successfully to reduce
loxie contaminants in consumer products,”
Lungren said. “The states should be per-
mitted 10 continue in Lheir historica) role as
guardiung of the wellare of Lheir citizens ™

Proposition 65 has served Californians
well. Congress should leave it alone.

Al Meyerhof{ is an attorney for the Natwral
Rrsources Defense Council in San F rancisco,
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A vote for l)eélth

- F ' Wesday, the U.S. Sempte w-il vote on an overhaul of the Food

and Drug Administration. If these changes arc snything iess
than dangerous to consumers, it will be despite the work of
U.S. Sen. James JefTords.
" As chairman of the Scnate Labor 800 Human Resources Com-
mitiee, JefTords has sprarheaded reform of the FDA Yermonters
" should be p/ad his effonts bave aut succceded. Yet.

The FDA regulates almost one-third of the items people con-
sume: foods other than meat and poultry; over the counter and
preseription drugs; medical devices from Band:Aids to pacemak
ers.

For ycars complaints that the FDA needs sueam’lmmg, :.‘m

o ) drug approvals take oo long.
‘and that its regufatory arm
-Some of the " reaches toc far nave poured in,

'-pfOPOSCd changcs 1o Somc of these concerns are le-

gitimate, but must be balanced
the FDA could against the danger.of sloppy or

endaﬂgef Public insufflcient review (just ask the
' health. 248 people who have dicd from
‘ the faulty Bjork-Shiley hean

N A wevm—

| vaive),
The Senate’s view of this )
l bilance is 3 bill that takes away
the FDA's discretion about how
many chinical trials & drug re-

_ceives, which could allow-uan.
subtantiated health elaims on
- food labels. and which could eliminate stages” powers 10 sel h:gher )
Iabel standacds (such as Vermont's BST labxling Iaw),

Last year, these 1deas withered This year is differént because
there 3¢ 3 political hosiage. For live years the FDA has coliected
fees from drug companies, vith (he revenues earmasked solely for
fasier arug approval. The compame; {ike the faster turnaiound and
don't mind the fess because they're sv small compared wnh the to-
10l cost of devcloping new medicines

This sman law cxpires 10 Seplember . .

JefTords' stall makes m- sch of the Jast-minute compromises On
this bill, but that's political spin. On his commitiee’s version of the,
bill, Jeffocds backed many provisions that would have weikened
consuiner protestion,

He voted Jor an amendment by Sen. Judd Gregg. for example.
weakening states' powers to control product 1adels. He voted B
sgainst several samendments by Sen. Tom Hackin to prevent third '
. pmles teviowing new drugs for the FDA (rom having & fmanml

interest in the ouicome.

The best of these mcasures amgm survive, and the worst fax
but JefTords' carly stance has hardly been pro-¢onivmer. Ltkews-c.
while he has met privately with consumer sdvocates, his pudlic
hearings have favorcd FDA critics and the companies the FDA ‘
regulates. :

Last week provided a senies of las! minutc. late nght -ompm« ‘

. mses = thanks not w Jeffords but 1o opposition from Scn. Ed-
ward Kennedy The version of the bill up (or vote Tuesday is
cvolving. Vermonters shovld help determpine its shape dy calling
Jeflords and vrping him Lo resiore his- maderate reputation. -
The stakes are no l¢ss !un “our health, .

Whom to call

To wrge Varmont's U5, Sen
Jamas Jafords 1o Sast 3 pro-
cansurmes yole on FDA retarn,
call BOO-83%-5500

- s 0
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By JOAN Cmvsnoox -

. User Fee Act (PDUFA),

a iittle-knownbut highly
effective law that has sutceeded In
speeding up the safety dnd effica-
¢y revlews nccded before new
drugs and medical devices are
sold to the public, D

Unfortunately, some senators
are using this bl as a vehlele to
promote the reckless agendn of
the pharmaccutical and. medlcal
device industries. ‘

Under the guise of “modermz-
ing” the Food and Drug Adminis-
tration, they are pushing Scnate

EFORE
lakes its August recess,
the U.8, Scnate will likely
vote on abill toreauthor-
ize the Prescription Drug

Bill 830, which (n addition would -

roll back two decades of progress
In making sure. Amerlcans have
access to the world's safest, most
effective drugs and medical de-
vices,

Mikulski’s punlmg stand

What |s bafiiing Is why Sen, Bai-
bara Mikulskl, D-Maryland, who
has In the past championed issues
affecting women's health, would

support this bill. She voted in fa-

vor of It in the Senate Labor and
Human Resources Commitiee
even though the commiltec re-
fused to hold even a single publie
hearing to gel Input from those
who will be most, harmed by its
provisions. -

What's' the rush? Why didn't
Scnator Mikulgki and Sen. James
Jeffords (R-Vermont), the com-
mittec ¢chalrman and bill sponsor,
want to hear from consumers be-
fore ramming through a blll writ-
ten lergely by well-financed !ndus-
try lobbylsts?

Among other thlugs. this blu
lowers FDA standards for approv-
ing new drugs,; introduces her-

ent conflicts of Interest by allow.
ing medical device companies to

select and pay private contractors

to0 revicw new products in Ueu of -

the FDA; and allows manufactur.
ers to make so-called minor design

.

Baltim ore, Maryland

A bill that threatens Am en ca’s h&‘d]th

CONGRESS

and manufactuﬁng changes with-

: 'out FDA approval,’
‘1t also eliminates post-market.

{racking needed toidentify recipt-
ents of defectlve devicesin time to
save théir lves; and redefines the
FDA as a collaborafor with indus-
try rather than its regulator. Fur-
ther, It would pennlt companles to
make unsubstantiated health
clajms about food and would clim-
inate many state laws pertalning
to food, drug and cosmetic label-
ing.

Today, Americans beneﬁt from
the toughest drug and device re-

view standards in the world. In

fact, we have the gold standard.
This blll would melt down that
gold standard for the benefit ol an
industry already bulging with
profits.

Reliving old mghtmares

Ir this bill passes, we are
doomed to repeat the mistakes of
the past. Do we want more Dalkon
Shields, more Bjork- Shﬂcy heart
valves?

Ask Elalne Levenson of Pm,s-‘

burgh. Doctors implanted & Bjork-
Shilcy hearl valve In her chest in
1881, Several years later, she dis-
covered that hundreds of other re-
cipients died afer thelrs frac-
tured, and many more had etner-
gency coronaiy surgery that dis-
rupted thelr lives and bvelihoods,
Today, she lives with this tlckmg
time bomb inher chest.

After the scope of the Shuey
disaster became known, more
than haif ofthe people who hadre-
celved the dangerous device could
not be located to be warned. Soln
1990, Congress enacted legislation

requlring medical device tracking

and survelllance to serve as an
early warming to Lthe manufacturer
and the FDA that a dcvice is defec-

tive, This critical statute ensures’

that all patients can be qulckly
Identifled i medical monitoring.
removal or replacement of theh
deviceisnecded.

Vs Incredlible that we have
mandatory registration of auto-
moblles so manufacturers ¢an be

-Tequired to notify owners of safety .

three electlon
.these secmingly eontradlctory

defects, yet Mr Jefrondsis propos-
ing the repeal of mandatory track-
ing for life-and-death devices, And
surprisingly, Ms. Mikulski is sup-
portingit.

In 1992, Ms. Mikuiski was one of
the leading sponsors of the Mam-
mography Quality Standards Act,

which established accreditation

standards for mammography fa-

cilities. This year, she is leading-

the eflort Lo reauthorize the law,

which Includes annual inspections -

and quality assurance standargs.

- Yet, under the FDA bill, new gen-
- erations of mammography equip-

ment cculd be reviewed, not by
FDA experts, bul by private com-
panies under 8 new “buy your own
review"” system, :
How.does Ms, Mikulski, who re-
ceived $20,000 in campatgn contri-
butions from the drug and medical
device industries over the past
cycles, reconclle

stands?

The solulion

1f the House and Senate don't
vote on this blll before August,
PDUFA authorization lapses and
600 FDA employecs face layoffs,
because the fees from pharmaceu-
tical companies will no longer be
collected to pay for expedited re-
views, Fveryone agrees that PDU-
FA has been a tremendous suc-
cess. It has provided an sdditional
$327 miilion from fees lcvied on the
drug companles, and revicw times
have been cut in half, It should be
renewed — bul not with the dan-
gerous legislatlve cargo the cur-
rent bill contains,

If medical device campanies

r

want swifterreviews, the answeris |

to creale 8 Medical Device User
Fece Act that would do-the same

thing for medical devices that |,

PDUFA docs for new drugs, That's
what Ms. Mikylskd should be sup-
porting, not the dismantling of the
safcty net provided by the FDS.

Juan Claybrook is presidenl of
Public Cilieen, une of the natton’s

oldest and largest consumer advo-
Cacy groups.

i

s lage Lo
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Vote No on S. 830

July 28, 1997

Dear Senator:

Sen. Jeffords’ bill S. 830, which seriously weakens the FDA's ability to protect the American
public from-dangerous drugs and medical devices, will probably come before you for vote on
the Scnate floor this week. This legislation constitutes the first rollback of FDA protections in
91 years. There arc no data nor documnented reasons for this weakening 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 rc.g,ulatory authonty in 1938, 1962, 1976, and 1990. If S. 830 were to
become law:

1. Drug and medical device companies could legally promote their products for purposes
for which they have not been proven safe and effective. The lesson which was learned
from the tragic experience of the many thousands of women who took DES to reduce
morning sickness during pregnancy, although it had never been proven safe and effective
for that purpose, will have lo be retaught by such future preventable tragedies. The toll
of those suffcring damage to their heart valves from the recently uncovered "fen-phen”
catastrophe would more likely have been numbered in the thousands rather than (as far
as have been reported to date) dozens of victims, if promotion of the combination of these
two drugs fox unapproved uses had been allowed.

2. Medical dcvice companics could bypass ‘FDA's profeecional staff of civil servants and
have the safcty and effectiveness of their products judged by private, for-profit firms that
they select, ncgotiate terms with, and pay dircctly. Collusion between ma nufacturing and
reviewing companies o raise the profits of both. will be legally permitted to take
precedence over the consumer's right to be confident that the medical devices which they
and their doctors rely on are as safe and effective as possible.

3. Simultaneously with the lowering of premarket review standards for medical devices,
postmarket controls to provide an “early warning system” to catch and act quickly on
defective products will also be reduced by repeal of mandatory tracking and surveillance
of very high risk implantable devices such as heart valves, Tragedies like the Bjork-Shiley
hearl valve or the Vitek jaw imyplants, in which thousands of patients could not be located
to be notified of defective, life-threatening devices, will be more likely to recur when there

{is no mandatory tracking of such devices.

4. S. 830 would change the passable number of clinical investigations required to establish
the safety and effectivencss of drugs from two or more such studies by stating that “onc
or more clinical investigations” would be acceptable, a significant move toward the




weaker standards for drug approval frequently accepted in Europe. As a result of these

weaker European standards there were 45 drugs approved in the United Kingdom,

Germany or France between 1970 and 1992 which later had to be banned because they

were found to be oo dangerous, only after hundreds of people in those countries were

. injured or killed by the drugs. None of these drugs was appr oved in the United States
“because of our stricter standards. These standards are seriously threatencd by S. 830.

v,‘,
f’!)

5. 5. 830 also nullifiés the right of states to enact consumer pmtectlon laws for cosmetics -
despite the fact that there arc no effective national standards to ensure the safety of any
cosmetic product, many of which are made from potent chemicals. These include
nonmedicinal douches, lotions, lipstick, eye shadow, mouthwash, and thousands of other
products which tens of millions of Americans use daily. 1his $20 billion annual U.S.
indmiry is refusing to accept even minimal improvements - not to mention prernarket
testing - in the FDA's ability to set natlona! safety standards in exchangc for preemption
of all state au thonty '

When the first of a series-of disasters that will all too predtctably follow S. 830's weakenmg of
health and safety standards accurs, all those who voted for it will %harc responsibility. @enators
arc being asked to vote for this bill dcspxte ‘

:_‘1%,

- No’twithstanding "i"-nany rcquesis, not one 'publk hearing on this'bill has ever been held.

< The text of the bill that is exputed to be brou&,ht to: the floor ths_\:,_gglg has not yet been
' made available to most Scnators, the pub ic, or the press.

. The bill has been and conlinues to bc nc goualed and written behind closed doors by
legislative staff, industr Yo and the admumtmtmn

The sorry excuse to ju:»tz‘fy this secrelive rush to vole on . 830 has been that it reauthorizes the
Prescription Drug User Fee Act (PDUFA), which is noncontroversial and wniversally supported.
PDUFA could, and should be cut free from this 10thal babéage and quxckly approved onits own.

We strongly urge you under these circumstances to vote against this measure with such critical
consequences for.the health and safety of American women, children, and men, including you
and your family. Even if you do not choose to go forward and strengthen the FDA by providing
subpocna power and authority to levy civil monetary penalties for most of the products the FDA
regulates - how can you possibly go backwards and significantly dc.grade the agency s capability
to protect the American people? _—

Sincerely, ' ' o
bleh Nl s
Ralph Nader Sidney M. Wolfe, MD

Public Citizen I Iealth Research (JIOup
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; Z '_ St. Catharine ‘C‘olle_g‘e

June 16, 199§

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 vorable eption ions of
—the EDA._Women are still losing the battle agamst breast cancer and thls is because
of their inability to properiy diagnose breast cancer. The federal government, in

the form 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
their breasts during the early stages of 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 think
you need to tell this agency head to get his agency in line with your programs

NOW,

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

Sincerely, )

Goverhor of Kentucky 1983-1987
President, St. Catharine College

2735 Bardstown Road ¢ St Catharine, Kentucky 40061 « (606) 336-5082
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BoBBY G. NEWMAN
P.0O. Box 52

SMACKOVER, AR 71762-0052
$01-725-3911 Business
501-7£5-3245 Residence
501-725-3950 FAX

DISTRICT 49

Part of Columbia County
Part of Ouachlia County
Part of Union County

' The Honorable Bill Clinton

June 15, 1995

STATE OF ARKANSAS

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:

17124

COMMITTEES
Education
Insurancs and Commerce -

I have supported you since you first ran for public office, and I plan to wark bard for your re-

election. I realize you are constantly contacted about key issues; however

J-anttoexpressmy.
feelings regarding FDA .and womep’s. health. This is one area that needs your attention.

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 remforce and emphasize your admlmst:auan 8 strong commitment to both women's

issues and health care.

Sincerely,

. Bobby G. Newman

State Representative
District #49

BGN/fk



Thank you for writing to me about breast cancer. I share
your concern for the devastating effects that breast cancer has
on millions of women and thelr families each year.

r Breast cancer now accounts for nearly one-third‘of all
cancers diagnosed in women, so prevention research must play a
more important role in our strategy to eliminate this disease.
Some risks can be avoided, and researchers hope that others can
be minimized. As you may know, the National Institutes of

' Health, through ite component institutes, including the National -
'~ Cancer Institute, has launched impertant studies to assass the
extent to which changes in dietary habits can arrest the
development of this and other disecases. _

Although we still have much to learn, one messaga is clear: '
Women should work with their health care providers to detsct the
signs of breast cancer as early as possible. Too often women are
aware of the dangers of this disease but are discouraged from
obtaining a diagnostic test because their insurance policiles do.
not cover this service. We must continue to fight for health .
care reform so that every woman in America can receive guarantesd
health care coverage that can never be taken‘away.

I appreciate hearing your thoughts on this vital iasue, and
I urge you to continue to take part in the fight against breast
cancer for our mothers and daughters and for the generations to
come.
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Cross-Cutting

Several issues confronting FDA cut across product lines and affect both the pharmaceutical and
medical device industries. Two such issues involve exports. One of them is the different mandatory
requirements that the Agency must follow in approving exports of drugs and medical devices. The
other export issue stems from the varying standards for regulated health 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 firms developing new products will have to deal with only one set of requirements.

Another issue raised by both the drug 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 the development of an electronic information system to support the review processes, and to
implement the second phase of an automated system for the processing of imports.

24 _ ) : Reinventing Drug and Medical Device Regulations
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Drug and Device Exports

Background: Drugs and medical devices not approvcd for sale in the United States are now exponed
under different statutory requuements

Drugs may be exported only to the 21 developed countries listed in the statute if, among other things, '
(1) the sponsor has an investigational new drug (IND) exemption in effect that perrmts testing in
humans, and (2) the drug is approved in the importing country.

Devices may be cﬁported if FDA determines, based on information supplied by the exporting
company, that (1) export of the device does not harm public health and safety, and (2) the device is
" approved fori 1mp0rtanon by the importing country

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

Proposal and Justification: It is proposed to allow the export of drugs to any of the countries listed
in the statute without an IND. In addition, the Administration proposes to work with Congress on
changes in the current law based on an examination of whethcr to amend the present list of 21
countries, and whether to adopt other changes.

- FDA proposes two new criteria for allowing devices not approved in the United States to be
exported for marketing abroad without prior FDA permission: (1) devices can be exported (o
advanced industrialized countries (the list of which would be determined in consultations with
Congress) if the devices conform to the importing country’s laws; (2) devices can be exported to
countries not on the above-mentioned list if the exporter has an Investigational Device Exemption
(IDE) permitting testing on humans in the United States, the importing country has given FDA a letter
providing blanket i import approval for IDE—type devices, and the device is in compliance with the
importing country’s laws.

This change from current procedures would significantly relax restrictions on.exports to industrialized
countries. while leaving intact existing protections for countries that are not industrialized.

Imbacti For drugs, companies will be able to export their products for marketing in the 21 developed
countries listed in current law, even if they do not have an IND in the United States.

§

y-

Reinventing Drug and Medical Device Regulations o - 28
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For devices, exports to the most significant markets—industrialized 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 submitting export requests to FDA and would not need to await FDA
review, which now averages 16 days but can take as long as 150 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, currently averaging 10 days. The
U.S. device industry believes that these changes will encourage firms to remain in the United States
rather than moving their operations abroad. FDA could redirect the resources used for the current
export approval program to more pressmg public health matters.

Implementation and Timeline: Discussions with Congress on both drug and device legislation could
begin immediately. Permitting devices with an IDE to be exported without further FDA clearance to
countries which have provided prior agreement can be accomplished administratively by FDA. and
proposed regulations will be issued within 4 to 6 months.
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