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By ‘LAURAN NEERGAARD
Associnted Press Writer
WASHINGTON | (AP} - The Food and Drug Adm1n1<tratlon is prepar1n2

to allow private organizations to review whether certain medical

devices are rate and effective enounh to offer Ameriran patients,
CLinten administration documents show. ,

The move 16 parit o a package o1 FUA relooms announwcd Ly Lhe
White Hdouse Today that could save medical 1ndustrtn».$500 miliion
annually in gregulatory coets.

FDA critics, who say the aienpv tekes toe long to approve new
treatments., have clamored for the United States to copy Europe.
There, ucw’medlLal devices fram X-ravs to heari valves gre reviewasd
by govcrnment~a credited firms that decide whctner thev can be
seold.

. The FDA won't go that far.

In an experiment set to begin uariv next vear. FDA wili accrenit
private rirms tbh review certain Jow-risk medical devices such as
the cholesterol] and drug~abuse tests pertforwmed in doctors’
laboratorier and electronic stethoscopes for measuring nearnbeats.

Those firms will decide whether the devices work properly and |
are safe. The FDA retaing the final say, but is oxpected to quickly
follow the outgide reviewers' decision unless if finds evidence
that the devicels shouldn't be used on patients.

The two-yder pilot program will demonstrate whether critics are
right in contending that outside scientiasts can deo the medical
teating and satety review fester than the government. If{ &g,
private firms might be allnwed to review other FDA regulated
products. the qetorm plan savs.

tThe plan dumes 2s the Republican-controlied Lonﬁxcss. wrompted
by compla;nts from medicaal companies and conservative think tanks,
prepares to overhaul the FDA. Although adency. approval Times &are
improving, it still ca®y talke twe vears to approve s pew medicine
for sele. FDA Commissioner David Kessler was addreseing thace
igsuee &t @ Seiate hearing toduy.

some critics have called for even mnre drastic revuamping o1 FOA.
inclucing havihng the agency oniy certify drugs’ safety and letting
individual dcctors determine whether they actuallyv vork.

The privatization plan is very cautious. resemnling one put
torth earlier tihis week by FDA suppurter Rep. Hon kvden. L=0re..

But econsumer agvocates lear privatiging FDA tunctions will endapger
public health.; i o ]

These pr;Vats tirms "mayv be makind decicione tased more on wno
fill=s tneir. pokketvouk than what is best tor the public health,”
said Dr. Sidney Wolte of Public Citizen, & consumer warchdor groun.

lie aaid tLat the program is likely toc cost more in training
private firms bn FDA standards. Companiet that choose to
participate lJ the pilot program will® have Lo puy -the reviewers a

vet~to~be~determined fee.

The FDA two weeks ago took its first tentative reform stepsy
including eliﬁinsting 125 very low-risk medicael devices, such as
bandades, from agency review.

The irefeoiyms announced todayv go much further:

-Blotech |firms would no longer have to build full-mcale
manufacnurinqlplants before the FDA determined wnether Lheir drugs
.could be sold, This rule stemmed from biovtech’s earliest davs, when

doctars feared drugs wade from living materis! might turn out
differently when they moved from pilot-sized lacilities to huge
plants after FDA awproval. The chanzec would save 100-500 companies
now awaitiug FDA approval seme §25 million aplece Ly gonstrnction
cosats. I
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-Medical companies would no longer have to get special FDA

. I “ .
approval to export products that aren’t yvet approved here but are
wanted by other industrialized countries. The industrv savs this
red tape has sent| dozens of U.S. firms overseas.

-FDA will harmonize its requirements for new medicines witn
thase of other nations, so companies don’t have to redo
international reslarch in Americans before the FDA will approve &
product. ’ : , o '
i The reforms lare "a significant step in the right direction.”
said Alan Magazine of the Health Industry Manufacturers’

. association, who |lobbied for several of the changes.
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With AM-Retooling FDA
By The Associgted Press
Some reforms the Food and Drug Administration announced 1hursdav

to speed new theraples to market:
~A two-vear pilot program to see if prz»ate combanies can

determine the safety and effectiveness of certain low-risk medical
devices faster than the FDA, although the agency retains the final
decision. }

. -Ending a rlequirement that makers of genetically enzineered
drugs build a iull scale factory before the drugs are approved,

-Ending FDA review before drugs and medical devices not amproved

for sale in the Unlted States canh be exported to countries that
ha\e approved tqem The FDa says it has never biocked an export. so

the rule was unrecessary. But it is federal law so Congress must
formally adopt thls measure; legislation already has been

introduced, !
-Exempting ‘an additional 125 categories ot very low=-risk medical

devices, such as dermatology lasers and oXxygen masks, from any FDA

review. The FDAIalreadv has exempted 440 categories.
°Harmon121na FDA standards with international medical standards

.80 the FDA can accept drugs tested abroad instead of insistineg they

be rechecked inlAmericans.
-Acceptlng a single major cllnlcal trial as evzdence a drug

works, something the agency has already done on occasion,
-Reducing or eliminating requirements for companies to get FDA

approval beforealmprov1ng the waw they manufacture products

i
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Clinton Reforms to Inciude Test of Partlai FDA Privatization

With AM-FDA Reform List -
By LAURAN NEERGAARD
Associated Press krlter
" WASHINGTON [{AP) - The Food and Drusg Admlnlstlation is turning,

part of its jobjover to private companies in an attempt to- speed

new medical devices to American patients, officials Sald Thursday.
But senators said that's not neéarly enough reform.

“"We need a|sense of urgency. we need a commitment. we need a
passion 1ur chapge, and i1 not, 1 think the Conkress is going Lo
roll right over|vou,"” Sen. Barbara Mikulski. D=-Md., warned FUA
Commissioner David Kessler.

: A package of FDA reforms announced by the White House on
- Thursday would -save medical industries $500 million a vear in-
regulatory OOSti
The change make 1t easier for companies to export therapies
that aren't approved for sale here and to get FDA approval for
medicines tested abroad and those given just one major trial in
people, insteadloi multiple testing. Also, the FDA would begin
approving genettcally engineered drugs before companies build the
full-scale plan[s to produce them, and thousands of low=-risk
medical devices|could be sold without. any FDA inspection.
But the begest change is 8 two~-vear experiment to see if

private firms an do part of the FDA 8 Job fa&ter than the -
government. | '

FDA crztlcs sav the aﬁencv takes too long {¢ approve new
treatments. Tne\ have clamored for the lUnited States to copy
Europe. where government-accredited firms decide whetner new
~medical devices, from X-ray equipment to heart valves., can be soia,
The FLUA's pllot program won't. go that far. The DA wili acoredit
companies to cec1de whether certain low-rTisk meazcal cdevices. such
as laboratory xoleaterol tests and electronla stethosdopas. are
safe and oftectxwe
The ¥FDa retalns the final say, but is expected Te guiclkly forlow
‘the outside reviewers' decision unless it finds evidence that the

devices shouldﬁ t be used. 1f the experiment succeeas. private
companies might be allowed to review other FDA- regulated products,

Consumer advocates said the. plan is dangerous.

Private firms "may be making decisions based more on who fills
their pocketbook than what is best for the public heslith,” said
Dr. Sidney Wolfe of Public Litizen, a consumer watchdog group.

But criticds said the FDA isn’t geing far encugh. .

The FDA reforms are “common-sense and, in some cases, long
overdue first steps,” Sen. Nancy Kassebaum, R-Kan.. told 2 Labor
and Human RPSOUFCQS Committee hearing. “More profoundly, basic

change must occur .in the very way that the FDA sees 1ts mission.”
Sen. Judd Gregg, R-N.H., accusea Kessler of delayving litesaving
‘med1c1ne for Americans. '
‘I don’t know of a drug today that is an. 1mportant therapautlc

advance, that could be lifesaving, that we are holding up,'
Tt v =se---o-ded Qut. he added. "we are also a regulatory agency


http:t.herapetn:.ic
http:be'used.lf

.+. and sometimes when you're B TERZULBLOLY HEKCiiwr; fwo sow- = o -
no. the data’'s not there” to support a new medicine..
Gregg sald Americans don't know abhout deiavs because comnan;ﬂ%
are too afrald of  FDA retaliation to speak up.
Kegsler sald he was bewildered by such alleeatmons, nut added:
"There’s no e\cuﬂe tor an env1ronment or culture of
confrontaticn.”

( FDA| R



SENT BY:Xerox Telccopicr 7020 @ 4-10-85 :11:25A4 : ‘ 3014423818~ 8202458?431:# 6

|

A2 w1995 T Wisnerovboe

" FDA: Reforms That Address
Industnis La;ting Complaints

By John Schwartz
Wit P S Wit

'fhmmtwopmnwdmwwnm:ﬂngﬂml’oodand i
Drug Administration. The agency’s critics say, *There’s i
‘muchtlmwuldhenmpmmd-—butﬂwmﬁ.hasmade !
i grest strides in recent years,” -
" Then there's the agency’s defenders, who say, “The ‘
{

~ FDA has made great strides in recent years—bul much
The conflict s sometimes bitter. Butthctwoa:desap—
pear o be heading townrd eommen ground, - :
Yesterday FDA Commisaisner Davxd A. Kossler an-
nounced several reforms within his agency as part of the
. Clinton administration‘s National Performsnce Review,
contiuing streamlining that has been golng on for mare
than two years. The refarms involve nuts-and-bolts chang-
8 that might make the typical consumer’s cyes glase over
but which address same long-standing industry complains.
© FDA will ER many requirements for companies making
minot changes (o thelr manu!acwinﬁ processes, It will let.
blotechnology companies set up small pilat plants to prove -
that they can meet standards for their new products in-
* stead of requiring tham to have full-scale plants in place.
The agency also proposed eliminating outdated manufac.
turing standards for insulin and some antibiotics,
Also, the FDA exempted 136 kinds of low-risk medical
devices fram agency review requirements, adding to the
. st of nearly 150 product categories racently sxempted
from the review process. Kessler promised to develop a pi-
lot program to let outside organizations review some meds-

&l devices, and pledged 1o more closcly align PDA and for~

- U —————

’ : gy «ign approval procadures,
FDA Commiasloner Dovid A. Keszsler discussss propossd But there are limits to how far reform ean go without
sgency streamiining on Capitol Hill, *It's not very ‘ compromizing safety. Kessler told the Senate Labor and
popular being a regulator 1oday. ™| he said. Human Resources Committes. “In thiz country, we sit -

, A down 0 dinner without even thinking about about whether
T T the food on the table i3 safe. We purchase drugs for our -
children without thinking about whether they work. We of
ten don't think twice sbout the new technologies being
used when we go to the emergency roam. . . . In the end, it
18 FDA'e indepandence that gives the American people cons
fidence in the agency's decisions,”
One of the FDA's strongest critics had harsh wards for
o the ncw proposals. Paul Beckner, president of Citizans for &
> " Sound Economy. 8 pro-buainess think tank, said, “The FDA
reforms are too few and come too late, They are s msmenc
ix to an agency that needs a fundamental
But Alan H. Magasine, executive director of me Health
Iodustry Manufacturers Associstion, described the propes.
" Als a5 an en, trend. The plan and legislation apon-
| - sored by Rep., Ron Wyden {D-0Ore.) show that Democrats
| . are ready to wark on & bipartican bssis, he eaid,

*] think now that the dust g settling, cooler heads are
mﬂhg-«nd the right and left are moving to the mid-
dle,® Magazine sald

When agked why the agency wag under attack from so
masny quartsrs—including a tongue-lashing yesterday from
Sen. Barbara A. Mxlmlsh (D-Md.}—Keasslor said, “It's fair
to say it's not very popular being a regulstor today.”

~ He added, “Sometimes you have to say no—and you
dmtunkemyhendswhcnyonbnnmuyno
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Offers Plans
to Reform FDA

{
» Hoalthi Proposals include

program to let outside experts
review gafety and efficacy o
certain experimental medic:!al,
devices. ' i

By MARLENE CIMONS

1iMBY STAFF WTER

ASHINGTON~In un ap[p:rr.m

effort to head off 2 Republican.
dstven’ ovarhaul of the Faod and Drug
admicistzation, the Whits Houte on
Thureday proposed s sarier of fﬂgcncy
reforms, including s pilot program that
would sllow outside experts 12 review car.
tdin experimental medical devx’ices for
gafety and afficacy, 1

The FDA, which in recent years hae
spesdad up the approval process lof break-
tgrough and life-saving drugs. has been
undsr increasing avsck by GOP laomak.
ars, the device Ingusiry aud constrvative

1hing Lanks for belng aveyly cautious—and
too shugglahesin getling rew devices onto
the marketplaca. Critics repeatadiy have
¢ited the model in many Europedn ¢oun-
tries, where such non-governméntal
=eviews are permitted. i
FDA Cammuasioner David A. f!(:aaler,
who announced the proposals in an
appearance belore i Senulv commities, in
*he past Nas Acknowiedgud that the agency
could do batter In device reguiation, Bul he
slac hep polntsd oul that the agency haa
limited resources to mecy its numarous
sespontibilities, which—(n agditon W reg-
ulating fuods, drugs. cosmotles and
devices=inciude responding to public
amergencisy, such &s produet Wnpering.
Kezslar, testifying belorg sha Senata
Lubor arid Human Resources Comm;tiee—
whitl haz jurladiction over the FDAm
Firessed hat the agency ds engiged in 3
corgtant "DRIANCING Acl” thai must weigh |

protecting the consumer from ynasfc or !

lachnologles avatleble b2 quickly;ss possis |
ble. The agency minst never loac alght af
that aquution. Be said. P

i

“People want seeess {to now drugs and
devices] but, if something goes wrorng, they
WRRL W0 Ue able W0 blame somebody,” he
aid “IUs not very popular bequa Tegula-
tor today. You don't tnake any it ends when
you sey no. [But] you.can't decegulate the |
satety of food wnd drugs. It's justinot going I

Aework” oo ‘

i

i

e w

i, newt [Rll, will allaw tha

ineffective producta againat making rew : low- and moderate-rigk

He added. "My bottom Ihe 18 thet e

| ageney should be ahle ta mals dscisiong in
' An Anvironmaert of independence.” ‘

Sen. Nuncy Lendon Kassebanm (R-

n.), who chajrs the co tteg, Calleq e
Kan ) whocharr PTODOSAS MeOmr N sl

und . . . long overdus Hrat stepe toward
climinating vhevleta anu marginally impors

tant regulatory requitementt” The mee-

sures “are. g start -but (1] wouid loox for
much geeater airidas 1f wa ase truly going to
address the isque,” ahe addad,

AnQ Ssn. Jufq Gregg (R-N.h.), in

- strossing (e reed for changes within the

sgency, teld Resler “We don'vennge it [the

. FDAT#1n balance sight now.”

|

Kessler prodicted thot the reforms could

save induatry $500 millisn annuully.

Alap Mogorine of tha Health Induptey
Manufacturers’ Assr., which also has beern
lobbying fof reforms, called them “a signlis
feant step in the ¥ight direction.”

governmernt experts,

the ultimate say.

Kessler cuutlonel nnwever. that “hers
3P AegIUmMBLO, Sorisus questions as ta
whether such a system would work in thia

. c%uttmy-—such a8 whether Lhe eapacity
. exigty .,

- for such reviawsg,

whethct 1L
would provide

Indepeudent.”

he two.year experiment with non-
Which will begin
autside raview sf
devicos. suoh gp
‘elecironic stethuwscupes and ¢holesterol and
drug-abuse el kity uged in labasatnries,
Thate exports would than meke 8 tecom .
mendation to tha agency, Which would havy

the same quality contral and
whriher privute reviewers could be

: times.

m | -&‘——JWL
Administration |

Axroswicd Presy

FDA's Davig A. Kessler told sanatore: “It's not vary popular haing 8 regulator todey,”

Keselor sleo culled on Congreps to
8PProve “User fee” legislative i connection
With medical devices. simular 1o wha!
already extity for drug approvily. Thig
would requite compantes 1 pay feas that
wottlsd bg Used to cover the costr of reviews.
Buch additions! resourcas “are eeenial” in
reducmi backlogs and Epeeding review

(easler gaid. Deviee naes-fpg

'ERICIaton was Introduted in the Jast Con.
fress Dut Ume ran oUL on the sansion before
fawmakers could aet,

Two weeka ugo. the g ancy anrounced
ihe eliminstion of 128 [ow-risk medical
deviees—~AUth ad Dandageswefrom FDA
vestrw and Thursday propased eyampting
more then 100 additional items, such as
powerad fingor exarcidera und cartain linde
of ayvingce. '

Kessier 83la the agency also would ena
3 dc-called “refarence list.” o program
that delorred agency clearance of device |
ipphcationd Unlll a company eorrected
mAnufacturing vialations identifled during
plant inspoctions. tﬁplieauom will be

‘delayed “unly where there in e relationahy
belween the violauon discoversd sna the
pending eppliration.” ne said. ‘

U nder the new proposals. manufacturers
ne longer will de raguired to obrain
speciai agency approval fo export unap-
provad producte overiag if othar {ndustsial
countries waat them. Kessler said,

Kesaler sayq e sgency also wil Uy w
work with other countries in using regasrch
conducted abroud 8o that studics mught not
have o be duplicsted in (e Unucds Sates
for approval, - .
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Los Angeles Times
"Adninistration Offers Plan
to Reforn A" |

|

Drug comgsnies no longer will have W
construct full -acale manufacturing facilities
bofore thelr drugs are approved=s
tequirement that erose from past fears thal

drugs made from liviog ﬁ materls] could

change when they moved from gmalle!
plants to Jurger ones.

Kessler also said that|cxeept in rarc
{natances, the agency will fo longar require
environmental [mpact asessaments for new
drugs because "in virtuall gll casen, there |
s no significant impact.” Yet, he sald, “theye
eveluations coste tens of thousands of

_dollars.”
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" White House Moves to Speed Up Action

- AtF PA as Agency Is Scolded in Senate

: By st}\s McGiviey
© Suaff Reporter of THE WALL STREET JOURNAL

WASHINGTON ~ The Clinton adminis:
watlon took steps to speed up approvals of
drugs and medica]| devices, even as sena-
tors scolded the Fpod and Drug Adminis-
tration about & *‘culture of confrontation™
and urged more-sWweeping chinges.

Two of the blggest changes announced -

by the White Hous¢ involve creating a pilot
program that would use outside experts to
review certain low-risk medical devices 10
determine If they §h0uld be approved, snd

easing restrictiong on the export of unap- .

proved drugs and devices to other industri-
alized countries.

. The changes, which administration of-
ficials claimed. would save Industry an
estimated $500 mﬁ’non annually in regula-

tory-compliance cbsts, went beyond steps -

" ghnounced &t & “'reinventing government”
news conference held last month &t the
White House.

Warning From Sen. Mikulskl

“Congress is going to roll right over
you" if more imgrovements aren't forth-
coming, Sen. Barbara Mikulskl (D., Md.)
warned FDA Commissloner David Kessler
- at & hearing of jthe Senate Labor and

Human Resources Committee. Her critl-
¢lsms were especlally notable coming from
a Democratic lsymaker, The FDA s lo-
“cated in Sen. Mikuiski's State, as are
several blotechnology companies that have

expressed frustrations with the agency.

Although the senators pointed to some '

focused on such intangibles as the general
attitude of FDA émployees toward Indus-
try. Sen. Judd Gregg (R., N.-H.) said he
heers {requent complaints from constitu-

specific dltiicultigs, much of the criticlsm

enis gbout a “culture of confrontation -

rather than cooperation’ at the agency.
The two-year pllot progrem announced
yesterdgy would|allow the agency o eX-
plore a notion %usned. by many of the
FDA’s critics = that outside analysts can
get certain jbs|done more quickly and
efficiently than FDA bureaucrats. The
agency, however, will have the final word
on whether any device is actually &p-

proved,
The nilot program also Is a nod tocritics

Leglslation on Exports
Eagsing export restrictions on unap-
proved drugs and devices would require
legisiation. Dr. Kessler sald. Some mem-
bers of Congress recently have Introduced
legislatlon to ease the export rules.
* Alan Magarine, president of the Health
Industry Manufacturers  Asgoclation,
which represents device makers, called the

changes “important first steps toward
ensuring that patients receive more timely
access o safe and effective medical tech-

nology."” Sen. Nancy Kassebaum (R.,
Kan.), who heads the Labor and Human

Resources Committee, said that slthough

the changes announced yesterday “are
common sense and long overdue,” more
are needed. : ,
But the snnounced changes are un-
1ikely to assuage conservative critics of the
agency. For example, the Competitive En-
terprise Institute, 8 Washington-based
group, has recommended that drugs and
devices that don't meet the FDA's stan-
dards shouldn’t be banned, but should be
available under doctors’ supervision with a
warning of thelr unapproved status. Other

" critics say the FDA's efficacy standard

should be weakened or eliminated, allow-
ing the marketplace to decide which treat-
ments work. -

After the hearing, Dr. Kessler said,
"*We’re open to thoughtful reforms, but my

hottom line is making sure that the agency

is a}:le 1" maige these decis'ions An an
environment of independence.”

S —E——————
e Sa———r e
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- European-style review process. In Eutope,
device makers pay a third-party organiza-

tion to conduct
gets a favorabl

jews, and if the device
b rating. it 18 marketed

without prior g
government' mot

vernment approval; the

goes on the market.

hitors the device after it
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" FDA to leave firms to dev1ces

' Privatization of some functions part of agency reform

| ASSOCIATED PRESS
The Food and Drug Administra-
tion is turning over part of its job
to private companies in &n attempt

m speed new medical devices fto-

American patients, umcxals id

yesterday.-

But senators sald that's
nearly enough reform.

“We need a sense of urgency, +ve
need a commitment, we nead a
passion for change — and if not, I
think the Congress i8 goin rq rbll
right over you,” Sen. Bar
Mikulski, Maryland Democr t,
warned FDA Commissioner David

Kessler.

A package of FDA reforms An-
nounced by the White House yes-
terday would save medical md}xi

n

tries §500 million a year
regularsry costs.

The changes make it sasier for »
companies to export therapjes

that aren't approved for sale here
and to get FDA approval for medi-
cines tested abroad and thgse
given just ane major trial in pao-
ple, instead of multiple testing.

Also, the FDA would begin ap-

|
not

alA -

proving genedcally engineered
drugs before companies build the
full-scale plants to produce them,
and thousands of low-risk medical

devices could be sold without any -

FDA ingpection.
However, the biggest change is

a two-year experiment to see

whether private firms can do part
of the FDAs job faster than the

-government.
FDA critics say the agency’

takes too long t approve new
treatments. They have clamored
for the United States to copy Eu-
rope, where government-accred-

- ited firms decide whether new .

medical. devices, from X-ray
equipment to heart valves, can be

sold.
The FDAs pilot program won't

’ go that far The FDA will accredit
companies to decide whether cer-

tain low-risk medical devices,
such as laboratory cholesterol
tests and electronic stethoscopes,
are safe and effective.

The FDA retains the final say
but is expected to qulckly follow
the outside reviewers’ decisions

unless it finds evidence that the
devices shouldnt be used. If the

experiment succeeds, private
companies might be allowed to re-

view other FDA-regulated prod-

. leta.

Consumer advocates said the

- ‘plan is dangerous.

Private firms “may be making
decisions based more on who fills
their pocketbook than what is best
for the public health,” said Dr. Sid-

ney Wolfe of Public szen acon- .

sumer watchdog group.
Critics said the FDA isn't gomg
far enough.

The FDA reforms are “common-
sense and, in some cases, long

overdue first steps” Sen, Nancy

Landon Kasgsebaum, Kansas Re:

- publican and chairman of the Sen-

ate Labor and Human Resources.
Committee, said during a hearing.

“More profoundly, basic change .
.must occur in the very way that -

the FDA ‘sees its mission”
"Sen. Judd Gregg, New Hamp-

_shire Republxcan accused Dr

Kessler of delaying lifesavin; -

medicine for Americans.

. “I don't know of & drug today.
that is an important therapeutc

. advance, that could be lifesaving,

© that we are holding up,” Dr. Kess-
ler responded. “We are glso a reg- !
ulatory agency ... and sometimes
when you're & regulatory agency,
‘you have to say no, the data’s not
there” to supportanew medicine.




Sen. Barbara A. Mukuigki says
Congress is Impatient with FDA.
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FDA HEAD LAYS OUT SPECIFICS OF REGULATORY REFORM TO SENATE
CLATIMING PROPOSALS WILL SPEED UP DRUG AND DEVICE REVIEW PROCESS
i
| . N .
Food and Drug Administration (FDA) Commissioner David Ressler arrived at

‘2 Senate hearing yesterday armed with a sheaf of regulatory reforms he
claimed would- get drugs and medical devices to market faster while
saving industry $500 million annually.

Ressler, under fire from Republicans--and some Democrats as well--for
‘running an agency whose “culture” they say has become “hostile” and
“obstructionist”|in its dealings with industry, told members of the
Senate Labor and| Human Resources Committee that the Clinton

- administration was presenting that very day “a number of initiatives to
improve the speed and efficiency of the drug and device rev1ew process.”

“These reforms, which have been developed under the leadership of Vice
President Al Gore’'s National Performance Review, bulld on what the
agency has accompllshad over the last several years in syeedlng reviews
and expanding ecress to promising therapies,” Ressler said in a prepared
statement. “Some! of the xeforms...speak directly to reduced time for
review and approval. Others aim to reduce excessive regulatory burdens

that cost industry unnecessary time and money, and cost the agency
precious resources.”

Accordlng to documents Kessler submitted with his testimony, the

regulatory chandes announced by FDA, and published in the Aprli 6
Federal Registeg will accomplish a number of things:

* They will all&w companies that make drugs and blologlcal products to
.change the mawufacturlng process for an approved drug without first
.getting claarlnce from FDA, if risks are shown to be negligible.

- Biotech companies will be able to use “pilot” facilities instead of

large manufacturing plants to produce their products, a move FDA says
will “lower start=-up costs" and hasten productlon.

+ Special requl;ements for manufacturlng insulin and antibiotic drugs.
will be ellmlnated. .

. Pharmaceutlcal and biotech companles will largely be excluded from
rules requlr;ng enVLronmental assessments.

* Up to 125 categorles of low-rlsk medical devices w111 ba added to

crmmmbad Femm rra-markat reaview.


http:productl.on

« A pilot progrim will be initiated to test the review of medical
devices by exiﬁzts outside of FDA, and FDA will ask Congress to.

approve a regimen of user fees designed to further speed medical
device review, - : : ,

+ Industry will be given greater freedom to export unapproved drugs and
medical devices to industrialized countries.
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Sen. Nancy‘xassebdum, R=KS8, who chairs the Senate Labor and Human
Resgources Committee, said the changes outlined by Kessler were “common
senee, and iR some.cases long~overdue.,.first.steps. toward eliminating..
obsclete and marginally important regulatory requlrements.” However, she
said that “more profoundly, basic changes must occur in the basic way .
that the FDA sees its mission.” .

|
Though Republicaps have generally been viewed as tha party leadmg the
charge for reform at FDA-~House Speaker Rep. Newt Gingrich, R-GA, 1s

particularly harsh in his assessment of Kessler--it was a Democrat,
Maryland Sen. Barbara Mlkulﬂkl; who dellvered the day s sternest
admonition. .

Mikulski was unsatlsfled with the response she received from Kessler
~about why FDA cannot agree with industry to classify certain genetically
engineered materials as chemlcals, thus reducing some of the regulatory .
burden for bloteEh companies.

- After telling Ke;rssler that FDA needs a “21st century (regulatory)
framework and not a 1970s framework,” she went on to say that “there is
enormous frustratlon" in the private sector about FDA’s “attitude,” it’s
“approval” procems and its “nitpicking.”

“We really have !to get with the program,” Mikulski told Kessler. “We
need a passion dhange (at FDA)...or Congress is going roll right over
you.” ' 7 _

Sen. Judd GfeggJ R-NH, said Mikulski “touched on the core issue here.”

#“There is a view out there that the culture of FDA is stifling the
capacity of thefmarket," Gregg said, adding that the biggest problem is
“not the regulatory structure” but what he perceived was a pérvasive
anti-industry aitltude at FDA. ‘

‘Ressler réspondéd that FDA is worklng hard to respond to the concerns of
industry, calling attention to its efforts to dramatically expedite the

approval procesg for potentially life-saving drugs.

"Senamr,, I don‘t know of any drug today that has important therapeutic‘
advances than can be life saving that we are helding up,” Kaessler told

Gregg. “When it comes to products that don’t have lmportant therapeutic
advancas then w? have to play by the rules.”

Mlkulsk1 told Ressler that “no one would want FDA not to play by the
rules,” but that what many Senators hear is that there is an
“adversarial env;ronment" at FDA, that agency officials don't raturn
phone calls and|that industry officials worry that they 1l face
retaliation from FDA if they complain.

i
i
i
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"By LAUKAN NEERGAARD
Associated Press Writer

WASHINGTON {AP) - The Food and Drug Administration is turnlnﬁ
.part of its Jjob over to private companies in an attempt to speed
-new medical devices to American patients, officials said Thursday.
But senators said that’s not nearly enough reform. . ‘

"We need a sense of uregency, we need a commitment. we need 'a
‘passion for change, and if not, I think the Congress is going to
roll right over you,' Sen. Barbara Mlkulskl. D-Md., warnea FDA
Commissioner David Kessler.

A package of FDA reforms announced by the hhlte douse on
Thursdav woulq save medical industries 3500 million a year in
‘regulatory costs.

The changes make it easier tfor compsanies to ekport therapies
that aren't approved for sale here and to get FDA approval for
medicines tesﬂed abroad and those given jugt one major trial in
peodle, instedd of multiple testing. Also, the FDA would begin
approving genetically engineered drugs before companies buila the
full-scale plants to produce them, and thousands of low-risk
medical devicés could be sold without anv FDA inspecticn.

But the Biggest change is a two-vear experiment to see lf
private firms [can do part of the FDA's lob faster than the
government., ‘ ,

FDA critics say the agency takes too long to approve new
treatments. They have clamored for the United States to copy
Europe, wherefgovernment4accredited firms decide whether new
medical devices, from X-rav equipment to heart valves, can be sold.

The,FDA’é.pilot program won't gdo that far. The FDA will accredit
companies to decide whether certain low-risk medical deviges, such
as laboratory cholesterol tests and electronic stethoscopes. are
safe and effez tive

The FDA etalns the fmnai say, but is expected to quickly follow
the outside reviewers' decision unless it finds evidence that the
devices shouldn’t be used. If the experiment succeeds. private
companies might be allowed to review other FDA- -regulated products.

Lonsnmerladvocates said the plan 15 dangerous.

, Private tlrms ‘mayv .be making decisions based more on kno fllis
their nochetb?ok than what is best tor the puvric heaith,” said
“Dhy. Sidnev woife of Public Citizen, & c¢onsumer watchdog grcoup.

Rut <r1LEc= said tne FDA ien’t qeing far enough,.

"The FDA }eforms are "common-sense and, in some cases, long

overdue tirst steps,  Sen. Nancy Kassebaum‘ ‘K=han.. told a vawor
‘and Human hesources Committee hearing. "More profoundly. basic
change must ovour in the vervy.way that tva Bidd eer o 4TI OMISS TN

Sen. Judn Grege, k=M. H.. accused hesgier of delaving thnsawlﬂﬂ

medicine tor Americans.
"I don’t; know of a drug today that is an important therapeutlc
advance. that! could be lliesavxng,‘that we are holding up,
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Kessler resSponaea. AUL, e auusu, e e e e e e e
... and sometimes when you're a regulatory agency, vou have to say
no, the data’is not there” to support a new medicine.

Gregg said Americans don't know about delays because companies
are too afraid of FDA retaliation to speak up.

hesslergsald he was bewildered by such allegatlons, but added:
“"Therels no qxcuse for an environment or culture of '
confrontatloﬂ.

| FDA | o
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BC=FDA-NEW-PRODUCTS-NYT
FDA MOVES TO HASTEN MARKETING OF NEW DEVLCES
(bl ) | ‘ |

By PHILIP J. HILTS ,
¢.1995 N.Y. Times News Service

WASHINGION |~ Hoping to head off greater changes that nignt Do
proposed in (Congress, the Clinton administration announced plans:

Thursday to have the Food and Drug Administration ease the wav to

market for some new drugs and medical devices,

» Among the plans is a two-year pilot program in which review of na

number ot medical devices will be turned over to private groups.
The commissioner of food and drugs, Dr. David A. Kessler,

outlined the chandes at & hearing of the Senate Labor and Human

Resources Commiftee, saying the FDA was committed to eliminating

red tape while ¢continuing to make sure that drugs and medlcal
1nstruments are both safe and effect1Ve

Sen. Barbaia A, Mikulski, D-Md., joined several Republican

members of the ¢committee in warning the agency about what they
described as a confrontational attitude toward companies like the
biotechnologV cpncerng in Senator Mikulski’s own district.

"There is an enormcus frustration in the private sector about
the agency’s at itude. about nit-picking,” she said. “We need 2

"nasszon for cha%qe at the FDA And it not, I believe (ongress is

going to roll right over vou." ‘

Kessler assured her that change had begun. "We believe manv

medical devices simply don’t pose a. sut+1c1ent risk to be revlewed

by FDA prior to]marketlng, he said.
. Arcoxdlngiv' the two-year pilot program hlli enable 10 -
categories of mbdzral devices - a total »f 100 to SR such -
instruments tna; the FDA deems of low or medium risk - to be
reviewed not by{mhe agency itselif but bv private medical €reups.
These groups have not vet been chosen, or even solicited.

The manurapiurers will pay for the private reviews., which are

expected to aet under wWay. in 1907,

Throughout: the pilet program, the FDA will retain tinal
decision- maklnglauthorltv That makes the program less sweeping
than the standard review procedure in some European countries that'
have been approvlnalv cited by the American health manutacturlng

industry.

Private groups accredited by the governments there have the
power to grant appilcatlans for medical devices.

Another of the changes announced Thursday will alliow 125
categories of dev1ces. which account for about 700 applications a

'vyear, ‘to be exempted from the need for FDA approval before going to
market. These categories include svrlnzes, oxvgen masks and szmple

surgical lasers.
The agencv has already exempted 441 categories of devices,

including stethoscopes and surgmeai microscopes. The new
SVl h e a o masw vhat ahAant s third of
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all medical deches will now be exempt from reviewv berore
marketing. I

In another change, companles will be allowed to‘export drugs
that are not approved for use in the United States but that do have
the approval of the countries to which they are sent,

The Fba plans to permit export to 21 countries with the best
safety records‘aL first, and then consider e\panclnt tnat numner.

l

|
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OUTLINE OF LEGAL ISSUES RAISED BY THE URUGUAY ROUND
AGREEMENTS. ACT WITH RESPECT TO FDA APPROVALS
OF ABBREVIATED NEW DRUG APPLICATIONS:

Patent SubmiséiOnS'éx NDA Holder and Publication by FDA

- NDA applicants submit patent information‘on the iiSted
drug or- its uses to FDA. 21 U.S.C. § 355(b)(1).

= ®#0range" and "Green" book publicatien.

- Patent information available after approval of NDA - new
patent, Waxman-Hatch patent extenslon prov151ons - FDA
publishes. - ‘

-~

- URAA-eXtended patent expiration dates will be published.

Patent Certifications by ANDA Aggllcants

- ANDA must certify to each patent in Orange Book 21
U.S.C. § 3585(j)(2) (a)(vii).

- ANDA applicant anend certification if learns certification
is not accurate. 21 C.F.R. § 314.94(a)(12(viii) (C).

- ANDA applicants amend certifications to acknowledge
URAA-extended patent expiration dates.

- ANDA applicant submits a paragraph III certification -
will wait to market until URAA-extended patent term expires,
or paragraph IV certification - patent is invalid or will
‘not be infringed. 21 U.S.C. - § 355(3) (2) (A) (vii).

FDA Approval of ANDAs

- Paragraph III certification - approval effective no -
earlier than gxpiration of patent. 21 U.S.C.
§ 355(3) (4) (B) (11).

- Paragraph IV certification - approval effective
immediately, unless litigation over the patent. If
litigation, wait at least 30 months. 21 U.s.C.

S 355(3)(4)(33(111)
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' Effect of URAA Patent Extensions

/
- Patents in force on June 8, 1995 - the patent term shall '
be 20 years from date of filing or 17 years from the date of
~granting. Section 532(3)(1)

- Limits availability of infringement remedies (injunctions,
damages, and attorney’s fees) for acts commenced, or for

. which "substantial investment” was made, before June 8,
1995, and which become infringing because of extension.
Acts may continue wlth "equitable remuneration" to the
patentee. . ,

~ Not included among remedies unavailable during the

transition period: remedies (injunctions, danage awards, and

attorney’s fees) for 1nfr1ngement of drug-related patents.
.35 U.S.C § 271(e) (4).

~ - Remedies apply to submission of an ANDA, an ANADA, or a
505(b) (2) application to obtain approval before expiration
of patent.
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. Office of the General Counsal
DEPARTM:.NT OF HEALTH & HUMAN SER V’ICES o Food and Drug Division

Memorandum
April 4, 1995 ‘ |

Date .
From  Elizabeth Dickinson Efﬁl)
Sublect Effect of the Uruguay Round Agreements Act on the
) ' Approval of ANDAs under the Waxman-Hatch Amendments

To - uarqaret Jane Porter

I have been asked to address the relatlonshxp between
certain patent provxsxons of the Uruguay Round Agreements Act
("URAA®), Pub.L 103-465, and the provisiona of the Waxman-Hatch
Amendments governing the submission of patent information for new
drug applications ("NDAs") and the approvals of abbreviated new.
drug afplications ("ANDAs"®) for generic equivalents of listed
drugs.’ I have analyzed the relevant provisions of the URAA and’
the Waxman-Hatch Amendments; considered the oral and written
submissions made by industry and the patent bar in conjunction
with the hearing held at the Patent and Trademark Office on
February 16, 1995; reviewved the letters sent to the agency by
Senator Hatch and Representative Waxman, the original co-sponsors
of the Waxman-Hatch Amendments; and have discussed the issues
fully with the Ofiice of Generic Drugs and the Office of Health
Affairs.

For the reasons set out helov, I believe that the
transitional "grandfathering® provision of the URAA does not
apply to FDA’s drug approval procass. Therefore, I recommend the
following:. : ‘

- The agency accept and publish in the Orange Book
patent expiration dates as extended by the URAA

- Applicants with ANDAs pending before the agency on June 8,
1995, the effective date of the URAA provisions, must amend
their patent certifications to respond to the URAA-extended
patent expiration dates. .

- The agency treat the URAR-extended patent expxration
dates as the dates that govern for approvals of ANDAs for
listed drug products.

" As described below, the only means by wh;ch FDA could rely
on the pre-URAA patent expiration dates to approve ANDAs pending
before the agency on June 8, 1995, is if the agency amends the
requlations that currently require an applicant with an ANDA

¥ This analysis applies as well to 505(b)(2) applications
and abbreviated new animal drug applications (“ANADAs").
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It shall not be an act of infringement to make, use, or
sell a patented invention ... solely for uses
reasonably related to the development and submission of
information under a Federal law which regulates the
manufacture, use, or sale of drugs or veterinary
biological products.

35 U.s.C. 5271(e)(1)
Further,

It shall be an act of infringement to submit ... an
application under (21 U.S.C. § 355(j)] for a drug
claimed in a patent or the use of which is claimed in a
patent ... if the purpose of such submission is to
"obtain approval under such Act to engage in the

N commercial manufacture, use, or sale of a drug ...
claimed in a patent or the use of which is claimed in a
patent before the expiration of such patent.

35 ﬁ.s.c. (3 2?1(3)(2)

.For an act of infringement as described ln 35 U.S.C.
5271(e)f2)a o

(A) the court shall order the effective date of any .
approval of the drug or veterinary biolegical product
involved in the infringement to be a date which is not
earlier than the date of the explration of the patent
which has been infrlnged A

(B) injunctive relief may be granted againat an infringer to
prevent the commercial manufacture, use, or sale of an
approvedldrug or veterinary bioclogical product, and

(C) damages or other monetary relief may be awarded
against an infringer only if there has been commercial

-manufacture, use or sale of an approvad drug or
veterinary blOlOglcal product.

35 U.S.C. § 271(e)(4). This section aiao provides that these
remedies are the only remedies which may be granted by a court -
for an act of infringement described in (2), except that a court
may award attorney fees under 35 U.S.C. § 285. v
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ANALYSTS | |
The Office of Generic Drugs ("OGD“) would like the agency to

approve ANDAs upon the expiration of the pre-URAA patent ternm.?
OGD [is concerned that if the agency must wait until the

‘expiration of the URAA-extended patent term to approve ANDAs,

entry onto the market of many generic drugs will be substantlally
delayed at a cost of millions of dollars to consumers. OGD’s
position is shared by most of the generic druq industry and by
Repr sentative Waxman, who argue that approval of ANDAs upon the
expiration of the pre-URAA patent term would best reconcile the
goals of both the URAA and the Waxman-Hatch Amendments. The
section below addresses the options suggested by the generics
industry and OGD, whereby FDA could approve ANDAs at the end of

the pre-URAA patent term.

- | The fundamental premise of the position favored by 0GD and
the generic industry (®"the generic’s position®) is that the
transitional provision of § 532 of the URAA applies to the

generic drug industry, just as it does to other industries in
which premarket approval of products is not required. The
generzc s position is that, by limiting the remedies available
for infringement when 1nfr1ngzng acts were commenced, or a
substantial investment was made, before June 8, 1995, congress
intended to "grandfather™ in all businesses that had relied upon

. the pre-URAA dates. The URAA states that the only barrier to

such| infringement would be the payment by the ANDA holder to the
patent holder of "equitable remuneration,® as determined in-a,
court proceeding. If FDA were to refuse to approve an ANDA until
the expiration of the URAA-extended patent term, FDA would, by
exercise of regulatory authority, be granting the patent ,
holder/NDA holder a de facto injunction against the marketing of
a competitor product. Such a result would be inconsistent with
the provision of URAA that makes injunctions unavailable.

‘The greatest obstacle to application of the "grandfathering"
provision of the URAA to FDA’s generic approval process is that
Congress did not include among the remedies made'unavailable
during the transition period, those remedies in the patent code
that apply to infringement of drug-related patents. 35 U.S.C

§ 271 (e) (4), which provides for injunctions, damage awards, and
attorney’s fees for acts of infringement related to drug

L]

¥ 1In earller dzscusalons of thxs issue, repreaentatlvea
from the Center for Veterinary Medicine indicated that the _
generxc industry for veterinary medicine is relatively small, ‘and

therefore CVM would support whatever position CDER took with
respect to the effect of the URAA on the generlc approval

process.
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'products, was not listed among the remedy sections explic1tly

made unavailable under the URAA. (§§ 283, 284, and 285). The
remedies set forth at 35 U.S.C. § 271(e) (4) apply to acts of
lnfrzngement defined at § 271(e) (2) as the submission of an ANDA,
an ANADA, or a 505(b) (2) application, if the purpose of the -
app ication is to obtain approval to market the product claimed
by the patent before the expiration of the patent. ¥

In order to deternine the role § 271(e) (4) plays in the
current drug approval scheme, and the obstacle it poses to
application of the "grandfathering®” provision of the URAA to the
genéric drug approval process, it is crucial to understand the
current requirements imposed by statute and FDA regulations upon
NDA | holders, ANDA applicants, and the agency with respect to-
patent information, patent certification, and ANDA approvals.

The Hatch-Waxman Amendments direct that NDA applicants will
subnit patent information to FDA. 21 U.S.C. § 355(b) (1), (c)(2).
Further, the Waxman-Hatch Amendments direct that the agency
"shall publish" such information. JId. There is a statutory
timeframe for such submissions (gee gupra at 2), and the agency
has\recoqnized that there are instances when information on -

- applicable patents will become available after approval of an

NDA, such as with the issuance of a new patent or the extension
of Ratent term under the Waxman-Hatch patent term extension
provisions. 59 Fed. Reg. 50,343. As discussed below, the agency
will be required under the statute to publish the URAA-extended
patent expiration dates.

The Waxman-Hatch Amendments require that an ANDA contain a

‘certification with respect to "each patent which claims the

listed drug ... ¢r which claims a use for such listed drug for
whi#h the applxcant is seeking approval ... and for which
information is required to pe filed ... . 21 U.S.C. § 355
(j)qz)(A)(v11) FDA regulations require that an ANDA applicant
amerid a submitted certification "if at any time before the
effective date of the approval of the appllcatlon, the applicant

‘learns that the submitted certification is no longer accurate."

59 Fed.Reg. 50,366 (to be codified at 21 C.F.R. §
314.94(a)(12)(viii)(0)). The agency currently interprets this
regulation to require that applicants update ANDAs to respond to

¥ The Supreme Court has observed that § 271(e) (2) creates °
these "artificial™ acts of infringement so that the underlying
pat'nt issue can be resolved in a court proceeding pursuant to a
paragraph IV certification. Eli Lilly and Co, v. Medtronic,

Inc., 496 U.S. 661, 678 (1990). The Court further observes that
the remedies of § 271(e) (4) &are also artificial remedies. "Quite-
obviously, the purpose of subsections (e)(2) and (e) (4) is to
enakle the judicial adjudication upon which the ANDA and paper
NDA schemes depend." 1Id.
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lnformatlon on Waxman-Hatch patent term extensions and on newly-
1ssued patents submitted to the agency after initial submission
of the ANDA but before any approval of the ANDA is effective.
The only circumstance expressly identified in the regulations in
which an ANDA applicant is not required to update a certification
with| respect to later-submitted patent information is when the

- NDA holder submlts the patent information in an ”untimely

manner.¥

Under FDA’s current requlations, ANDA applicants would be
‘required tc amend patent certifications to acknowledge the
URAArextended patent expiration dates. With respect to a
URAA-extended date, an ANDA applicant may submit either a
paragraph III certification, indicating that it will wait to
-market until the URAA-extended patent term has expired, or a
paragraph 1V certtficatxon, indicating that the ANDA applicant
believes that the patent is invalid or will not be infringed.

The approprxate course open to an ANDA applicant who wishes to’
chal}enge the URAA-extended patent term and attempt to obtain
approval prior to the expiration of the patent would be to file a
paraéraph IV certification. $ee 35 U.S.C.§ 271(e)(2). As noted.
abbvi the remedies available to the patent holder in patent.
infringement litigation arising out of the paragraph IV

cert ficatxon were not altered by the URAA, and the patent holder
can obtain an injunction or damages for an infringement.

vals effective based on the certification provided by the
ANDA applicant. In the case of a paragraph III certification,:
FDA will make an approval effective no earlier than the ‘
expiration of the patent. 21 U.S.C. §355(3)(4)(B) (ii). A
paragraph IV certification to a patent permits the agency to make
an approval effective immediately, unless there is litigation on
over |the patent claim. If there is patent litigation, the agency
must wait at least 30 months to make an ANDA approval effective,
unless a shorter or longer period is ordered by the court. 21
‘U.S.C. § 355(3) (4) (B) (iii). Therefore, if the NDA holder .
submitted URAA-extended patent expiration date to the agency in a
time;y manner (see discussion below) and the ANDA applicant V
certified to the new information, as required by the regulations,
the agency would be precluded from approving the ANDA prior to
the VRAA—extended patent expiration date or the expiration of the
thit%y month stay, or such longer or shorter period set by the

‘ iThe Waxmanoﬂatch“AnandmentB‘dlrect that FDA will make ANDA
appr

court, as required by the wWaxman-Hatch Amendments.

ly The regulations identify an "untimely® filing as the
submission by the NDA holder of information on a newly-issued
patent more than thirty days after the patent is issued. The
agency has also interpreted this regulation to apply to a patent
thatrwas not submitted to the agency within the timeframe ,
identified by Congress (see background material, supra).
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Congress 'is well aware that generic drugs cannot be marketed -
without FDA approval. Further, the Waxman-Hatch Amendments
require that ANDA applicants acknowledge the status of applicable
patents through the patent certification process. By retaining
the remedies for the patent infringement actions explicitly
cont#mplated by Congress as the proper means for resolving patent
disputes pertalnlng to ANDA approvals for generic drugs, while at
the éame time making unavailable those same remedies for ,
challenges to acts of infringement related tc non-drug patents, -
Congress exempts the generic drug industry from the effects of
the general "grandfathering" provision. 1In the absence of any
legislative history clearly indicating that Congress intended the
"grandfather” provision to apply acrosa the board, the retaining
of the §271(e) remedies would most likely be persuasive to a
couri that Congress intended to treat patents for drugs
‘dxfferently than other patents.? cConsolidated Rail
bratio ited states, 896 F.2d4 574 (D.C.Cir. 1990)(plaxn
meaning of legislation is conclusive except when literal
1nterpretatlon will product results at odds with intention of
drafters and therw is a clear indication of legislative 1ntent)

This conclusion is further supported by the fact that
Congress wvas apparently aware of the remedy proviasion that
applies to drug-related patent infringement, in that it made
certain changes to 35 U.S.C. § 271(e) (4) to apply the remedies to

- a broader range of infringing activities. Section 533(a) (1) of
the JRAA makes the injunction and damages remedies of 35 U.S.C. §
271 (¢ ) (4) (B) and (C) avallable for an "offer to sell® as well as
to a| "sale®™ within the United States, or impartation 1nto the

United states.

¥ The only legislative history for the transitional
prov sions is contained in the Joint Senate Report from the
Committee on Finance; the Committee on Agriculture, Nutrition,
and Forestry; and the Committee on Governmental Affairs. It
states as follows:
Section 532(a) adds new aections 154(c) (2) and (3) [to
the Patent Code). These sections address the situation
vhere a third party begins using a patented invention
anytime during the six months after the enactment of
the legislation and such use becomes infringing because
‘| of. a change in patent term due to the operation of
section 154(c) (1). In such circumstances, the patent
owner will not be able to obtain an injunction, recover
, a reasonable royalty, or obtain attorneys fees, but
will be able to recover equitable remuneration. :
This passage has been characterized by a number of the
commentators as a clear statement that ‘Congress did not intend to
treat patents related to drug products any differently than other
patents. I don’t believe that this imprecise and slightly
~ inaccurate statement from the Joint Report can bear that burden.

G-
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One of the recommendations made by the generics is that the
agency amend its regulations to provide that ANDAs submitted by
June 8, 1995, need not be updated to respond to the submission of
URAA-extended patent expiration dates by the NDA holder.¥ 1If
the agency were to change its regulations as suggested, the
paragraph IV certification process would not be called into play,
and the retentijon by the URAA of the §271(e) (4) remedies would
gave no effect with respect to URAA-extended patent expiration

ates.

The agency has consistently maintained the posxtxon that
ANDAs must be amended to respond to patent information filed
after the ANDA is submitted. The preamble to the proposed rules
states that B

If an applicant becomes aware, after submitting an
ANDA, of a newly issued patent or if a patent is timely
submitted after the submission of an ANDA, an
appropriate new certification would be required in the
form of an amendment to the pending ANDA. :

54 Fed. Reg. 28,885 (July 10, 1989). See also 54 Fed. Reg 28,886.

The preamble to the proposed rule also described the
‘certification obligations of the ANDA applicant wvith respect to
patent information submitted to the FDA in arn untimely manner:

In that case, the applicant who application is submitted to the
FDA prior to the submission of "untimely® patent information need
not amend the ANDA to respond tc the late-filed information. The
applicant who submits an ANDA after the untimely filing of patent
information must certify as to that information. The agency has
devoted considerable space in the preambles to the proposed rules
and the final rules to explaining the basis for ite position that
an ANDA submitted prior. to the submission of untimely patent
information does not have to be amended to accommodate the
untimely filed patent information. See 5S4 Fed. Reg. 28,910; 59
Fed. Reg. 50,340, 50,347. FDA has not, however, publicly
articulated its basis for requiring applicants to amend ANDAs to
respond to the submission of patent information that is not
"untimely, " but that is submitted to the agency after the ANDA is

filed.

If the agency were to change the regulation currently set
out at 59 Fed. Reg. 50,366 (to be codified at 21 C.P.R. §
314.94(a) {(12) (viii) (C)) so that an applicant would not be
required to amend an ANDA to accommodate patent information

¢ Senator Hatch expresaly‘atates in his letter to FDA that
the agency has "no authority®” to allow ANDA applicante to retain
patent certifications that do no address the URAA-extended patent

terns.

10
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submitted to the agency after the ANDA was filed, it could take
one of two approaches. Either the agency could determine that no
ANDA would have to be amended to respond to later-filed patent
information, or it could create an exception to the amendment
requirement fqr patent information related to URAA-extended
patent expiration dates. If the agency decides to exempt
applicants from any obligation to amend a pending ANDA with
respect to later-filed 1nformation, it muet be prepared to defend
that position as one that is supported by the Waxman-Hatch
Amendments. The option that would exempt just UR&A—extended
patents from the recertification requirement would require the
agency to show both that the interpretation was supported by the
Waxman-Hatch Amendments and that such treatment is supported by
the URAA. The agency is entitled to deference with respect to
'its interpretation of the provisions of the Waxman-Hatch
Amendments that fall within the Pederal Food, Drug, and Cosmetic
Act, however no such deference attaches to FDA interpretatlon of
patent code provisions amended by tha URAA.

- In order for the agency to change the current regulations to
require that no applicant need amend an ANDA to respond to patent
information submitted to the agency after the ANDA was filed, it
must find that this position is conaistent with the Waxman-Hatch
Amendments. The degree to which the Waxman-Hatch Amendments
support such an interpretation is beyond the immediate scope of

"this memorandum. Moreover, such a change in the certification
requirements may have implications for program implementation
that would make such a course impracticahle.

The agency would have some difficulty in detending, as
supported by the Waxman-Hatch Amendments and the URAA, a position
that specifically identifies the URAA-extended patent expiration
dates as patent information to which a pending ANDA does riot have
to certify. Currently, the only patent information to which an
applicant with a pending ANDA is not required to certify, if the
information is submitted after the ANDA is filed, is patent
information that was not filed by the NDA holder in a timely
manner. The agency justifies this regulation by argquing that, if
FDA were to permit NDA holders to submit "‘patent information at
any point and then required pending ANDAs to be amended to
respond to the information, NDA holders could manipulate the
timing of patent information submissions 8o as to extend the
period of market wmonopoly in a manner inconsistent with the
policies of Waxman-Hatch. See S9 Fed. Reg. at 50,340, 50,347.
In the present case, there isn’t the concern about nanlpulation
the timing of patent filings because the same date triggers the
patent right for all patent holders and the patent that is
extended is a patent that has been in the Orange Book already.
Moreover, any concerns about manipulation of such filings could
be addressed by applying the same sort of timely/untimely .
dlstlnctlon the agency has drawn with respect to othet patent
information.

11
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It is the generic’s position that the transitional ‘
provisions, which limit remedies for infringement, establish that
Congress intended to grant to all patent holders Hhose patents
would be extended by the URAA, something less than full patent
protection, and that therefore the FDA should treat the extended
patent period (the "delta" period) as something different than a.
period of full patent protection with respect to patent
certification requirements. This argument is unpersuasive for
the same reasons articulated above with respect to the
applicability of the URAA to drug approvals in general. Since.
the remedies of 35 U.S.C.§ 271(e) (4) were left intact, so as to
provide comprehensive remedies for infringement of petents for
drugs, the agency cannot sustain an argument that the URAA

‘permits it to treat the "delta" period as providing anything

other than full protection to the patent holder and consequently

‘not require updated patent certifications to the URAA-extended

patent expiration date.

Substantial Investment
if, as proposed by the generics, FDA were to interpret the

‘trensitional provisions of the URAA as applying to drug-related

patents, the agency would be required to make some determination .
as to what constitutes "substantial investment,® so as to trigger
the particular application of the transitional provision to an

- approval of an ANDA. The URAA limits the availability of certain

remedies only for acts which vere commenced, or for which a
substantial investment vas made, before the effective date of the
URAA, and that became infrlnglng by virtue of the extensjion of
the patent under URAA. - § 532 (a)(1). _

The URAA does not define the term "substantial investment,®
nor does it refer to other sources for explanatory material. The
generic industry and OGD propose that the "substantial

‘investment" requirement be met by the preparation and filing of

an ANDA before June 8, 1995. Some support for the position that
submission of a complete ANDA constitutes a "substantial
investment” may be found in the Process Patent Amendments Act. of
1988. P.L. 100-418, §9004. Under that Act, importation into the
U.S. of a product made abroad using a‘proceas covered by a U.S.
patent became an act of infringement. Tbhe new law did not apply
to products for which "substantial preparation®” for sale or use
had occurred prior to enactment of the new infringement
provision.? - The legislative history states that "the

¥ Like the amendments under the URAA, the Process Patent
Amendments Act contained a transitional provision containing

- broad language that appears to cover all manufacturing sectors,

including pharmaceuticals. The 1988 amendments did not raise the

same issues as those raised by the URAA, in that procese patents
‘ (contlnued.,.)
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grandfather clause gives an axceptlon for the nany new generic
medicines that have been approved ve be
subnitted to the: FDA." S. Rep. No. 100-83, 100th Cong. 1st
Sess,, p. 47. (emphasis added) . ' ‘

- The Senate Report goes on to state that:

“Section 105(a) contains a grandfather clause
exempting commercial arrangements that have been or
were about to be entered into prior to May 15, 1987.

The spec1a1 importance of this provision for the
genéric pharmaceutical xndustry vas mentioned in the
Statement. Since the Drug Price Competition Act and
Patent Term Restoration Act of 1984, over 100
abbreviated new drug applications (ANDAs) for generic
medicines have been approved by the FDA. The committee
firmly believes it would be inequitable if process
patent legislation were to interfere with the marketing
of these newly approved generic druge, or with other
ANDAs that were pending but not yet approved on May 15,
1987, if substantial commercial 1nvestmenta had been
made in them prior to that date.”

That is, if
subg;gn;ia;A inv

W LD as of May

15, 1987 or if the company has been granted an ANDA
approval before that date and starts to market a
generic medicine in the United States, the

" pharmaceutical products that the company imports, uses
and sells in connection with the ANDA are protected
under the. grandfather clause. The generic company may
expand or contract its business with these products,
shift to different suppliers as necessary and continue
to come under the protection of the grandfather clause.

~Id., at 58-%9 (enphaaxs added)

3(...cont1nued)
are not included among the patents addressed by the Waxman-Hatch
amendments, and are thus not implicated in the pre-market
apprcval process which, in turn, calls into play the remedial

provisions of 5271(9)(4)

¥ This statement provides a clear explanation as to the
applicability of the Process Patent Amendments to the FDA drug
approval process. The absence of an analogous clarifying
statement in the legislative history to the URAA is troubling,
particularly in light of the recent congressional attention to
health care costs and the detrimental effect any extension of
patent protectlon to pioneers will have on the availabillty of
lower-cost gener1c drugs. ’

13
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This explanatory material from the Process- Patent Amendments
on the interpretation of a similar provision elucidates somewhat
what Congrese may have meant by "substantial investment.
congress has not, however, provided a similar definition with

- respect to the URAA, and without such explicit guidance, these
‘determinations are questlons of patent law and fall outside FDA's
- authority and expertxse. The difficulty of making such
determinations is further underlined by the comments made in
connection with the PTO hearing that suggest that the agency
provide for submission of other evidence of "substantial
investment" (i.e commencing of bioequivalency studies,
expenditures for new personnel) by ANDA applicants who do not
have completed ANDAs pending before FDA on the date of enactment
of the JURAA., A

L...L___ub ication o _:Lna_amu_ums_xmmm_u_y_
Oorangs Book

He currehtly publish only one expiration date for each
.patent listing in the Orange Book, i.e., when a Waxman-Hatch
patent term extension is granted, FDA substitutes the new
expiration date for the pre-extension date. In order to :
implement any policy that would permit approval of ANDAs at the
expiration of the pre-URAA patent term, the agency would be
required to make available to ANDA applicants information on
‘these patent expiration dates. This could be done either by dual
listings in the COrange Book, or by annotating the Orange Book
with an instruction to see earlier editions for pre-URAA patent
expiration information. There is no legal bar to either course.

The agancy may not refuse to publish the URAA-extended dates
under these circumstances. The Waxman-Hatch Amendments direct
that the agency "shall publish® patent information submitted to
it by the NDA applicant or holder. 21 U.8.C. § 355 (b)(1), -
(c) (2) . While FDA has taken the position in the presamble to the
proposed and final rules that, with respact to information
submitted to the agency in an untinely manner, we would have the
authority not to publish the information, in the present
circumstances there is no question of NDA holder manipulation of
the Orange Book that would merit auch a step.? 59 Fed. Reg

¥ The information upon which URAA-extended patent
expiration dates will be calculated is publicly available. The
URAA-extended patent expiration dates submitted by NDA holders
will be subject to the same scrutiny by the industry as is
currently brought to bear on submissions of other patent
information. Any person who wishes to challenge the accuracy or
~relevance of 'patent information submitted by the NDA heolder is
directed to notlty the agency, which will contact the NDA holder
to seek confirmation that the information is accurate. 59 Fed.
(continued...)
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- 50340. Horeoﬁer, the agency has stated that notice to potential

ANDA applicants of the NDA holder’s patent claims is an important
part of the statutory acheme.. I4.

| W@Aﬂr_u_o s
For the reasons set out ahove, I believe that unless the

" agency is willing to amend its regulations addressing the ANDA

amendmént requirements, FDA is obligated to acknowledge and rely
upon the URAA-extended patent expiration dates in the ANDA
approval process. This conclusion raises a number of issues
related to FDA’s procedures and the obligations of NDA holders
and ANDA applicants. These are addressed below.

Blicat ‘ rati , ‘

as discussed above, there is no legal bar to BlthBr

publishing both the pre-URAA and the URAA-extended patent

expiration dates in the Orange Book or indicating by means of an
annotation that the listed date includes the URAA extension.
There would be two primary benefits to doing so, even if the
agency determines that the URAA-extended patent expiration date
is the governing date for ANDA approvals. The first is that, at
least until the NDA holders have had an opportunity to updata
patent expiration dates as appropriate, the absence of an updated
entry or of an annotation might flag for a potential ANDA
applicant that it would be wise to ascertain whether a URAA
patent extension applies before submitting an ANDA. The ANDA
applicant would still be entitled to rely on the Orange Book for
relevant patent information; providing additional information
would not impose upon the ANDA applicant an affirmative duty to
conduct a patent search. The sacond benefit to making a -
reference to the status of the patent expiration date is that,
until these issues have been resclved in litigation, ANDA
applicants may wish to pursue a paragraph IV option with reépect
to the URAA-extended patent period. We could consider applying

- this dual entry or annotation approach for a fixed transitional
period. .

‘The’aqencyumust determine an appropriate'timetable for
submission of URAA-extended patent expiration dates and what, if
any, consequences should attach to failure to update in a timely

¥(...continued) , o
Reg. 50,364 (to be codified 21 C.F. R. §314.54 (£)). Unless the
NDA holder withdraws or amends the patent information, the agency

-will not change the 118t1nq Id.
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manner. There are three patent updating approaches currently in
effect which bear on resolution of this issue. -

4 First, the statute requires that information on patents
issued after approval of the NDA be submitted to FDA within 30
days of issuance. 21 U.S.C. § 355(¢c)(2). The agency was asked
during the comment period on proposed 21 C.F.R. 317. 54(d) to
extend this period to 60 days, but declined to do so, stating
that the 30 day period was established by the statute and noting
that a longer submission period could result in inaccurate
listings in the Orange Book. 59 Fed. Reg 50,344, S0,364. The
statutory penalty for failure to submit infornation on newly
issued patents within thirty days of notification by the agency
of fajilure to do so, and upon notice and an opportunity to be
heard, is withdrawal of the NDA. .21 U.S.C. § 355(e)(4). The
agency has taken the position that it could also impose the less
extreme remedy spelled out in the final regqulations, whereby ANDA
appllcants whose applications were submitted to FDA prior to
submission by the NDA holder of late patent information would not
be required to update the patent certifications in the ANDA to
respond to the late-filed information. 59 Fed. Reg. 50,365 (to
be codified at 21 C.F.R. 314.94(a)(12)(vi)).

Second, the agency has interpreted the statutory and
regqulatory provieaions related to submission of information on
newly-issued patents to apply the same treatment to the

- submission of information, other than Waxman-Hatch patent term
extension, on patents that were issued before the approval of the
_NDA and then lxstad, delisted and subsequantly relisted.l

Fxnally, the agency acquires information on Waxman-Hatch
patent term extensions directly from the Patent and Tradenark
‘Office. It is the agency’s position that ANDAs submitted prior
to the submission of information on Waxman~Hatch patent

- extensions must be amended to certify to the new expiration date.
59 Fed. Reg. 50,366 (to be coditied at 21 C.P.R.
§ 314. 94(a)(12)(v11)(¢))). .

o In a Fed. Reg. notice publxahad on March 27, 1995, the
Patent and Trademark Office proposes to determine and publish the
‘new expiration dates for patents (1) that are in force on June 8,
1995, (2) that are entitled to a term of twenty years from
filing, and (3) that have received a patent term extension under
35 U.S.C. §§ 155, 156. FDA can apply the same process vlth

¥ This latter pdsition has been challenged by Marion
Merrell Dow with respect to agency treatment of ANDAs for.
terfenadine that were filed prior to relisting by MMD of a patent
it claims applies to a use for terfenadine. The matter is
currently before the U.S. District Court for the District of
Columbia on a motion for summary judgment.
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respect to this URAA patent information it uses with information
on Waxman-Hatch patent term extensions, although some arrangement
must be made with PTO to assure that the updated information will
be available within an agreed-upon time frame. In the case of
Waxman-Hatch extensions, the Office of Health Affairs monitors
the Federal Register for the publications and then conveys the
‘information to the relevant offices for publication in the Orange
Book and in FDA Approved Animal Drug Products (the "Green Book").
The Fed. Reg. notice did not indicate whether the PTO intends to
determine and publish new patent expiration dates for patents in
force on June 8, 1995 that have not received patent term
extension under 35 U.S.C. §§ 155, 156. If PTO does not determine
and publish that information, there will be instances in which
information on URAA-extended patent expiration dates comes
directly from the NDA holder. The agency must determine as well .
whether the NDA holder should also submit to the agency
information deterumined and published by PTO. ‘

OGD would like to require that information on the URAA-

extended patent expiration date be submitted to the agency within
30 days of June 8, 1995.% They also believe that the agency
should take the sume position with respect to late submissions of
patent information in this context as it has taken in the
regulations with respect to other "untimely® submiaesions of
patent information. Under this approach, late submissions of
URAA-updated patent expiration dates will be accepted and
published by FDA. ANDA applicants who submit ANDAs after July 8
1995, will not be required to update the certifications contained
in the ANDA to respond to URAA-extended patent expiration dates
not submitted to the agency prior to the filing of the ANDA.
ANDAs submitted after the untimely submission by the NDA holder
of URAA-extended patent expiration dates will be required to
certify to the extended date. -

. The position 0OGD would like to take is fully consistent with
the positions the agency has taken with respect to updating other
patent information. Unless PTO determines and publishes all URAA
patent extensione, this situation would not be comparable to the
updating of information on Waxman-Hatch patent term extension

' oGD should determine what, if any, approvals could be
made effective in the 30 days following June 8, 1995, during
which new patent information may not have been submitted. I
‘order to avoid unnecessary confusion and litigation, the agency
may wish to contact the parties directly to determine whether the
URAA will have any effect on the patents at issue. While this
pro-active approach is somewhat inconsistent with the '
mpinisterial™ position FDA has ascribed to itself with reapect to
patent matters, this situation is unusual enough that such
act1ons are unlikely to have serious ramlfxcatxons in the future.
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‘where all the information comes to the agency directly from the

Patent Office and the NDA holder has no discretion as to when the
information is submitted. The issue is more analogous to the
issuance of a new patent or the determination by the NDA holder
that an existing patent applies to the listed drug. 1In these
instances, the information and discretion reat with the NDA :
holder. As discussed in the preamble to the final regulations, .
the failure to file patent information promptly can undermine the -
statutory goals of the Waxman-Hatch Amendments and could cause

the agency and ANDA applicants to expend resources unnecessarily.
59 Fed. Reg. 50340. The knowledge that FDA could approve an ANDA
filed before the NDA holder submits its updated patent .

~information, if that information ie not submitted by July 8,

1995, should prove an incentive to NDA holdets to file the URAA-
extended expiration dates promptly.

ANDAS pendlng before the agency on June 8, 1995, will be
required to submit t updated certifications to respond to the URAA-

‘extended patent expiration dates. This will also apply to ANDAs

for which a tentative approval letter has been sent. Sege 59 Fed.
Reg. 50348-9. The agency will not approve ANDAs that do not
contain the new certifications to URAA-extended patent expiration
dates submitted by the NDA holder because thoge applications will
not meet the requirements for a complete ANDA and they will
contain untrue statements of material fact. 21 U.s.C.

§ 355(3)(3)(J), (K). I would anticipate that a number of ANDA

.applicants will submit paragraph IV certifications to the

extended patent datea. If that occurs, and the NDA holder brings
suit to enforce the patent, the agency will be required to stay

‘its approval for at least 30 months, unless the court orders

otherwvise.

CONCLUSION

For the reasons set out above, I believe that unless FDA
amends its regulations to permit approval of ANDAs that do not
contain certifications to later-filed patent information, FDA is
requlred to accept and publish the URAA-extended patent
expiration dates. The agency is further required to treat these
URAA-extended dates as the dates that will govern for approval of
ANDAs for lxsted drug products.

I have bean told by parties repreeentinq both the innovator
industry and the generic industry that they intend to file
lawsvits if FDA aclopts a policy that is unacceptable. We can
expect lltzgation on this matter promptly upon the issuance of
the agency s posxtxon.
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SUMMARY OF LEGAL XSSUES RAISED B* THE URUGUAY ROUND
'AGREEMENTS ACT WITH RESPECT TO FDA APPROVALS
OP ABBREVI&?ED NEW DRUG APPLICATIOHB'

The Offlce of Chief Counsel of FDA has analyzed the
relationship between certain prov1$lons of the Uruguay Round
Agreements Act (“URAA"), that extend patent terms for up to three
years, and the provisions of the Waxman-Hatch Amendments ’
governing the; approvals of abbreviated new drug appllcatlons
(“ANDAS”) for: generlc equlvalents of approved drugs.!

BACKGROUND

Prlor to 1984 and the passage of the Waxman-ﬂatch
Amendments, FDA did not determine or con51der the patent status
of pioneer drugs when it approved generic copies of those drugs.
In the event of an infringement of patent rights by a generic
drug manufacturer, the owner of the patent sought recourse in the
" federal courts

The Waxman-Hatch Amendments established new drug and generlc
drug approval programs that require FDA to accept and publish
-patent information, and to consider the patent status of
innovator drugs when it approves generic versions of those drugs.
This requiremént was part of the legislative compromise that
permits  prompt marketing of lower-cost generlc drugs atfter
expiration of patents on the pleneer drugs, in exchange for an
express recognition of patent rights in the generic drug approval
process. and the restoration to patent holders of some of the time
lost on the patent life during the regulatory review process.

The Waxman-Hatch Amendments generally Yequire that FDA wait until
the patents applicable to the pioneer drug have expired before
the agency approves generic versions of the drug. :

- The URAA extends the term of patent protection by up to
three years. .FDA’s current drug approval process requires that
'the agency acknowledge the URAA~extended patent expiration dates
as controlling with respect to approvals of generic drugs. The
generic drug lndustry and some other interested parties have
asserted that FDA should amend its regulations so that ANDAs
pending befor: the agency on June 8, 1995, the effective date of
the patent extension provisions, can be approved upon the :
expiration of the pre-URAA patent term. FDA‘’s authority to amend
its regulations as proposed depends upon whether such a change is
permitted by the URAA and by the Waxman-Hatch Amendments. The
Office of the Chief Counsel has determined that the URAA does not
permit such an amendment.

Y fThis analysis applies as well to abbreviated new animal
drug applications (YANADAs"), by which manufacturers seek
approval to market generic versions of animal drugs.
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| THE GENERIC DRUG APPROVAIL PROCESS
Patent Bubmissions by NDA Holder and Publication by PDA

= The Wayman-Hatch Amendments direct that NDA applicants
submit patent information on the pioneer drug to FDA. FDA
is requlred toe publish this information.

- Some patent informatlon becomes available after approval
of |an NDA, such as when a new patent is issued or with

the extension of a patent tern under the Waxman-Hatch patent
term extension provisions. = FDA publishes this information.

~ NDA holders are already submitting updated patent
information to FDA that contains the URAA-extended patent
expiration dates. The Waxman-Hatch Amendments requzre that
the agency publish the URAA~extended patent expxratlon dates
once they are effective.,

Patent Certifications by ANDA Applicants

- The Waxman-Hatch Amendments require that a company seeking
to. obtaln FDA approval to market a generic copy of a drug
include in its ANDA a “certification" with respect to each
patent which claims the drug or a use.

- FDA regulations requlre that an appllcant amend its ANDA

if;at any time before the effective date of the approval of
the application for the generic copy, the applicant learns

that the submitted certification is no longer accurate.

- = Under FDA’‘s current regulations, ANDA applicants would be
- required to amend patent certifications to acknowledge the
URAA- extended patent expiration dates.

- With respect to a URAA-extended date, an ANDA appllcant
may submit either a certification indicating that it will
wait to market until the URAA~extended patent term has
expired, :or a certification indicating that the ANDA
appllcant believes that the patent asserted by the NDA
holder ls invalid or will not be 1nfr1nged by the generic.

PDA Approval of ANDAs

~ In the'case of a certification indicating that the ANDA
applicant doesn’t intend to market the generic until the
patent expires, FDA will not make an approval effectlve any
earlier than the expiration of the patent. ‘

- If the ANDA applicant claims that the pioneer’s patent is
invalid or will not be infringed by the generic copy, ¥DA
can make an approval effective immediately, unless the
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'pioneer drug company sues the generic drug company over the
patent claim. 1If there is patent litigation, FDA must wait
at least 30 months to make an ANDA approval effective,
unless a’ shorter or longer period is ordered by a court.

i FFECT OF U TENT EXTENSIONS

" The URAA extends the period of patent protection, in order
to harmonize U.S. patent law with international patent standards.
New patents will have a 20-year term from date of filing.

Patents in force on June 8, 1995, or that result from an
application filed before that date, will have a patent term that
will be the greater of the 20-year term from date of filing or 17
years from the date of granting of the patent.

Section 532 (a) (1) of the URAA is a transitional,
“grandfathering® provision that limits the availability of
certain statutory patent infringement remedies {(injunctions,
damages, and attorney’s fees) for acts that were commenced, or
for which "substantial investment® was made, before June 8, 19895,
and which become infringing because of the extension of the '
patent period. The URAA provides that such 1nfr1nq1ng acts may
be continued upon payment of "equitable remuneration® to the’
patentee. The URAA does not define “substantlal investment" or
"equitable remuneration.'

The generic drug 1ndustry maintains that this
"grandfathering® provision will permit any applicant who has
submitted an ANDA to FDA by June 8, 1995, and therefore made a .
“substantlal investment," to obtain approval of a generic version
of a drug covered by a URRA—extended patent upon explratlon of
the pre-URAA patent term. Marketing of the generic drug will
- then require only "equitable remuneration” to the patentee.

The flaw in the generic drug industry’s argument is that
Congress did not include the remedies that apply specifically to
the infringement of drug-related patents. among the remedies made
unavailable by § 532(A)(1) during the transition period.

Section 271(e) (4) of the patent code, which provides for
injunctions, damage awards, and attorney’s fees for acts of
infringement .related to drug patents, was not listed among the
remedy;sectiqns explicitly made unavailable under the URAA.
Horeover, any argument that Congress simply overlooked §271(e) (4)
is undermined by the fact that the URAA makes technical
‘amendments to this prov151on to apply the remedies specified to a
broader range of infringing actions (e .d. extended coverage from
"sale" to "offer to sell"),

The Offlce of Chief Counsel therefore has determined that
under estahl;shed canons of statutory construction, Congress did
not intend to include generic drug applxcations within the
transxtlonal’"grandfatherlng" provision. The clear language of
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the URAA does not amend the remedies that govern infringement of
drug patents. | Congress clearly knew of the existence of

§ 271(e) (4), but it nonetheless did not include that section’s
remedies for infringement of drug-related patents among. the

remedies made unavailable for patent 1nfr1ngement during the
transxtlonal period.

The limited legislative history on the transitlonal

- provision of the URAA does not provide any affirmative support

for the arqument that it was Congress’ intention to apply the
provision to all industries. The language in the Agreement on
Trade~Related Aspects of Intellectual Property Rights ("TRIPs*)
permits, but does not require, the inclusion of a transitional
provision in the implementing legislation adopted by a member
country, The statements contained in the Statement of ~
Administrative Action and in the Senate report are not specific
as to the parties affected by the transitional provzsion and are
merely restatements of the general technmcal aSpects of the
prov1szon.



|
Legislative History for URAA Provisions Pertaining
© . | to Transitional Patent Provisions

The Agreement on Trade-Related Aspects of Intellectual

Property Rights ("TRIPs") providesg at Article 70.4, that:

In: respect of any acts in respect of specific objects.
embodyxng protected subject matter which becomes
1nfr1ng1ng under the terms of legislation in conformlty
with this Agreement, and which were commenced, or in
respect of which a significant investment was made,
before the date of acceptance of the WIO Agreement by

" that Member, any Member may provide for a limitation of.

the remedies available to the right holder as to the

| - continued performance of such acte after the date of
© application of this Agreement for that Member. In such

cases, the Member shall, however, at least provide for
the payment of equztable remuneratlon°

(emphasis addéd)

URAA

The statement of Administrative Action that accompanled the
states that:

Sectlon 532(a)‘also adds sections 154(c)(2) and (3).

-These sections address situations where a third party

beq;ns use of a patented invention before the date that
is six months after the date of enactment of the
Uruguay Round Agreements Act and such use becomes
1nfr1ng1ng because of a change in patent term due to
operation of section 154(c)(1). In such circunstances,
the patent owner will not be able to obtain an
in]unct;on, recover a reasonable royalty, or obtain
attorneys fees as provided for in sections 283 to 285

of Title 35, but will be able to recover eguitable

remuneration from a third party who infringes the

‘patent during the period in question.

The Joint Report of the Committee on Finance; the Committee on
Agriculture, Nutrition and Forestry; and the Committee on

- Governmental :Affairs contains a nearly identical, albeit slightly
o inaccurateg‘ﬁtatement: ’

Section 532(a) adds new sections 154(c)(2) and (3)-.
These sections address the situation where a third
party begins using a patented invention anytime during
the six months after the enactment of the legislation
and such use becomes infringing because of a change in
patent term due to the operation of section 154(c) {1).
In such circumstances, the patent owner will not be
able to obtain an injunction, recover a reasonable
royalty, or obtain attorneys fees, but Wlll be able to
recover equitable remuneration. :
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Mr. Jon Cherney
5816 West Lindenhurst Avenue
Los Angeles, California 90036

Dear Mr. Cherney:

‘Thank .you for your letter of March 26, 1995. I can well
appreciate the frustration you express concerning the ,
availability of drugs to treat life-threatening diseases such as-
cancer and AIDS. These diseases have terribly devastating
effects, not only on the patient, but on the family and loved
oneg as well.

The Adminigtration places a high priority on cancer and AIDS
research, and as you probably know, funding for the National
Cancer. Institute and the Natzonal Instztutes of Health is at an
all time high.

The Food and Drug Administcration (FDA), under the Departmant of -
Health and Human Services (HHS), is responsible for ensuring the
safety and effectiveness of all drugs and biological products in
the United States. Over the past few years, FDA has taken
gsignificant steps toward making experimental drugs for HIV/AIDS
more widely available and has initiated expedited procedures to
speed the review and approval of promising therapies for
HIV/AIDS. Tens of thousands of people have received products
under expanded access mechanisms.

The Treatment Investigational New Drug regulations (Treatment
INDs) establish conditions under which promising new drugs and
biologics that have not yet been approved or licensed may be made
available to desperately 1ll persons. Treatment INDs have
.generally been granted only after all clinical trials have been
completed, or at least well into the clinical testing phase, and
after the development of some reliable evidence that the product

ig effective. In addition to treating AIDS, approved Treatment
INDs also. have made therapies available to treat renal transplant
rejection, cancer, obsessive compulsive disgorder, and Parkinson’s
Diseasge. : ‘

The "parallel track policy.¥ first announced in April 1992,
expands the availability of promising investigational drugs to
those persons with AIDS and HIV-related diseases who are without
satisfactory alternative therapy and who cannot participate in
controlled clinical trials. The first AIDS drug that was tested
under FDA’s parallel track policy was 44T, an anti-viral drug
that actg by inhibiting HIV. During the testing of this product,
11,000 people were enrolled for treatment. :
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In December 1592, new rules to speed the approval of drugs and
biologics for patients with serious or life-threatening
illnesses, such as AIDS, cancer, and Alzheimer’'s digease, were
published by FDA. These rules establish procedures for the
Agency to approve a drug based on fsurrogate endpoints” such as
laboratory tests or physical signs that indicate that real health
benefits are likely to occur. Use of surrogate endpoints for
measurement of drug efficacy permits approval earlier than if
traditional endpoints--such as relief of disease symptoms or
prevention of disabllity and death from the disease--are used.
These rules also allow for a streamlined withdrawal process if
the postmarketing studies do not verify the ‘drug’s clinical
benefit, if there is new evidence that the drug product ia not
shown to be safe and effective, or if other Bpe01fled
circumstances arise that necessitate. expeditious withdrawal of
the drug or biological product

In September 1993, FDA announced the creation of its Office of
AIDS and Special Health Issues. The Office serves several
critical functions within the Agency. First, it is a major
contact point between the FDA and people with AIDS and other
serioug or life-threatening diseasesg, including cancer. Second,
it ig a point of contact between FDA and other federal agencies
dealing with these diseases. Lastly, where appropriate, this
Office attempts to represent, within the FDA, the perspectives of
pecple with these digeases. .

Early in 1994, HBHS Secretary established the National Task Force
on AIDS Drug Development. Dr. David Kessler, Commissioner of
Food and Drugs, 1s a member of the Task Force. The mission of
the Task Force is to ensure that all aspects of AIDS drug
development are rapidly taking place in a creative, coordinated
manner, free of unnecessary barriers. The Task Foxrce has had
several meetings and has also established mubcommittees to

o addreas a variety of xssues concerning expedited AIDS drug

' : development .-

Many individualg at FDA have been working closely for years. w1th
pharmaceutical manufacturers, community activists, and
researcherg in the fight againat AIDS, cancer, and other gerious
digeases. We all share your frustration, but assure you of our
continuing commitment to finding cures.

I hope thig xnfcrmation has been helpful and thank you again for
‘tak1ng the time to write,

Sincerely.

' Carol Rasco
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JON CHERNEY
5816 West Lindenhurst Avenue
- Los Angeles, CA 90036
March 26, 1995
The Hongrable Carol H. Rasco
Asst. to the President for Domestic Pohcy
THE WHITE HOUSE

AN s tAanDh

1600 Pennsylvania Avenue
Washington, DC 20500

Dear Ms Rasco:

1 am writing to urge you to do something about the bureaucrany in the FDA.
Drug approval for diseases such as AIDS and CANCER move at a snail's pace.

- Meanwhile, loved ones are dying everyday. Something must be and should

be done about this. I understand that the FDA {s.slow to-ap lgrove drugs
because of fear of lawsuits and liabilities. Why can’t spedial laws be created to
approve these drugs, which have shown great promise in both Stage 1 and
Stage 2 testing, that would be approved only at the risk of the patient and that
the Government of the United States, the FDA and the NIH will have no
liability if there should be any adverse reactions to thzse medications and

» agents

| 'l'his idea seems logical and humane. Please glve it some thought and Create

legislation to save lives of thousands of people. The President could even.
initiate this by Executive Order. Please, ime {s of the essence here.

Thank you for y_bur_ time and attention.
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BC-FDA~-NEW-PRODUCTS- NYT
FDA MOVES TO HASTEN MARKETING Ob NEW DEVICES
(bl)
By PHILIP J. HILTS ; )
1995 N.Y. Tlmes News Service ' S

WASHTNGTON - Hoping Lo head off ﬁrcatpr changes that might be
proposed in Congress, the Clinton administration announced plans
Thursday to have the Food and Drug Administration ease the way Lo
market for some new drugs and medical devices.

Among the plans is a two-year pilot program in which review otf
number of medicali devices will be turned over to private groups.

The commissioner of food and drugs, Dr. David A. Kessler,
outlined the changes at a hearing of the Senate Labor and Human
Resources. Committee, saying the FDA was committed to eliminating
red tape while continuing to make sure that drugs and medical
inatruments are both sate and etffective, «

Sen. Barbara A. Mikulski, D-Md., joined aevcra] RPpublLLan
members of the committee in warning the agency about what they
described as a confrontational attitude toward companies like the
biotechnology concerns in Senator Mikulski’s own district.

"There is an enormous frustration in the private sector about

. the agency’s attitude, about nit-picking," she said. "We need a

passion for change at the FDA. And if not, I believe Congress is
going to roll right over you.,"
Kessler assured her that change had begun. "We belleve many

‘medical devices simply don’t pose a sufficient risk to be reviewed

by. FDA prior to marketing," he said.

Accordingly, the two-year pilot program will enable 10
categories of medical devices - a total of 100 to 400 such
instruments that the FDA deems of low or medium risk - to be
reviewed not by the aaencv itself but by private medical groups.
These groups have not yet been chosen, or even solicited.

‘The manufacturers will pay for the private rev;ews, which are
expected to get under way in 1997.

Throughout the pilot program, the FDA will ratain final
decision-making authority. That makes the program less sweeping
than the. standard review procedure in some European countries that
have been approvingly cited by the Americen health manutacturlng
industry.

Private groups accredited by the governments there have the
power to grant applications for medical devices.

Another of the changes announced Thursday will allow 145
categories of devices, which account for about 700 applications a

‘year, to be exempted from the need for FDA approval before going to

market. These categories include syrlnges, oxygen masks and simple
surgical lasers.

The agency has already exempted 441 categories of devices,
including stethogcopes and surgical microscopes. The new
exemptions, added to those earlier ones, mean that about a third of
all medical devices will now be exempt from rcv1ew before
marketing.

In another change, companies will be ‘allowed to export drugs

‘that are not approved for use in the United States but that do have

the approval of the countries to which they are sent.
The FDA plans to permit export to 21 countries with the best
satety records at first, and then consider expandinz that number.
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Introduction

Reforming the Federal government's regulatory processes,
‘while maintaining critical public health and safety standards,
has been and will continue to be a top priority for the Clinton
Administration. Consistent with this commitment, President
Clinton and Vice-President Gore asked Health and Human Services
Secretary Donna Shalala to help them carefully examine FDA's
regulatory requlrements.

As part of the Vice-Presidents' reinventing‘governmant
initiative, the FDA has been reviewing its regulatory processes
to determine which requirements could be reduced or eliminated
without lowering health and safety standards. This, report
contains recommendations resulting from the initial phase of that
review. :

Background

The Food and drug Administration is the Agency within the
Department of Health and Human Services charged with ensuring
that drugs, vaccines, ‘and medical devices are safe and effective -
and that foods meet basic safety standards. In carrying out
these and other responsibilities, FDA oversees more than $1
"trillion worth of products, which account for 25 cents of every
dollar spent annually by American consumers.

FDA was created in 1906 to protect Americans from unsafe
foods and drugs. In 1976, FDA's responsibilities were expanded
to include medical devices. During this Administration, FDA has
taken significant initial steps to streamline the regulatory
process. These recent initiatives have resulted in new products
being brought to market sooner; but more can be done.

A Record of Accomplishment
FDA's recent regulatory improvementS’includei
* .Shortening Review Times for New Drugs and Devices

1) . FDA now uses expert review panels to expedite the review of
" certain biotechnology products (for example, a joint
committee of FDA experts oversaw the licensing in record
time of the drug interferon beta 1b to treat certain
patients with multiple sclerosis).

2) Under the Prescription Drug User Fee Act of 1992, drugs are

' now reviewed more quickly than ever[?]. This law authorizes |
FDA to charge user fees for the review of -drug applications,
and to use these additional resources for the review of drug
applications, and to use these additional resources for the
reviews of new drugs vaccines, and biotechnology products.

Already review times for new ohemlcal drugs have dropped



from an average of 30 months in 1992 to 20 months in 1994.!
By 1997, FDA will be getting these products to market in a
year or less, as fast or faster than anywhere else in the
world, with no sacrifice in review quality. '

3) Medical devices are benefiting from a number of new
processes that speed up their review; for example, devices
that provide significant medical advances are now given
priority review. '

4) Animal drugs are now reviewed in a more efficient manner
that resulted in a record number of 38 new drugs approved in
1994.

* Eliminating Unnecessary Regulatdry Burden

1) The FDA exempted 148 categories of low risk medical dev1ces
from premarket review in December 1994, relieving
manufacturers from submitting appllcatlons to the -Agency and
waiting for their approval.

2) The FDA has helped to assure safe and high quality
mammography by using existing private sector standards to
certify mammography facilities, which are mostly small
businesses. Utilizing these standards allowed the FDA to
implement the requirements of the 1992 law that all of these
facilities be accredited and certified.

3) FDA has begun a joint program with the Customs Service to
automate the entry of imported products into the U.S. The
program allows an importer to notify FDA by computer of
import entries and receive prompt perm1551on to enter this
country. ' : \

4) FDA has issued permlt regulated companles to use electronlc
records and signatures in place of paper under a new :
proposal. This will save industry substantial-costs by
simplifying record keeping and speeding the flllng of.
appllcatlons and other regulatory documents. :

[JUSTIFICATION]

As noted in the President's State of the Union address and
his recent announcement highlighting some of the recommendations
in this report, this Administration is committed to promoting
results and not rules. The reforms this report advocates will
. reduce paperwork and eliminate unnecessary regulation. In so

~“doing, will strengthen the economy while malntalnlng health and

safety.

! The 1994 median reView time for all new chemical drugs was
17.5 months; (the subset of 1994 drugs reviewed under the user
fee program were reviewed in-an average of 13.5 months).



Principles for Reforming FDA Regulatxon in Carrying out this
Review

In carrying out its regulatory review, the Agency carefully
considered the financial burdens that its requirements impose on
industry and consumers and looked for ways to allocate or
eliminate these burdens. In reforming its procedures
and requirements, FDA followed the following principles:

* Using performance standards rather than command and control
regulations, whenever possible;

* Expediting product review, without sacrificing the health
' and -safety of the publlc, - '

* Eliminating unnecessary regglrements that may have been
. appropriate once but are not now necessary to protect public
health; and

* Utilizing modern automated technblbqv as a toel in
streamlining internal Agency management and as an aid to
industry in meeting their regulatory requirements.

Regulatory Reform Recommendations

FDA is proposing a number of reforms that reinvent how FDA
regulates. The reforms included in this report are estimated to
save the drug and device industries $500 million per year in
unnecessary regulatory costs. These reforms will also let FDA.

. better target its resources.

The recommendations contalned in this report are summarlzed
below. .

* Reducing or eliminating many of ‘the FDA requirements for
companies to get approval for changes in their manufacturing
facilities or processes for manufacturing drugs, biotech
drugs and other biologics biotech drugs:;

(note: FDA please make certain that the consolidation of this
paragraph with the fourth bullet which previously started out
"reducing or eliminating” 001nC1des with the consolidation of the
written proposals)

* Allowing manufacturers of biological drugs to get licenses
for pilot facilities instead of making them build full- scale
plants. Manufacturers will still have to show that they can
meet safety, purlty, and potency standards.

* Permitfing greater flexibility in the appearance of
distributors' names on biological product contalners,
package labels, and labeling;

* Eliminating‘outdated requirements- for insulin’ahd



antibiotics and allowing a private standard-setting body to
establish testing and quality standards (thus 600 pages of
Federal regulations will be eliminated):

* Exempting drug and biologic manufacturers from certain
environmental assessments that currently cost tens of
thousands of dollars each time a new product is developed
and provide no real benefit to the environment;

'* - Exempting nearly 140 additional categories of low- r1sk
medical devices from premarket review.

C* Eliminating the reference list and clariinng that market
clearances of low-risk devices. will not be withheld. unless
FDA finds a reasonable relationship between the nature of
current violations and the application under review;

* Developing a pilot program for review of low-risk medical
devices by outside review organizations to determine if such.
a system could be developed permanently;

* Speeding the marketing of medical devices by seeking
authority to charge industry user fees for device reviews,
and committing FDA to meet certain strict performance goals;.

*  Expanding opportunities to export drugs and medical devices
to industrialized countries.

* lIssuing a. public statement clarifying how FDA determines the
effectiveness of new drugs and devices;f§

* "Harmonizing FDA's drug and device approval requirements with
those of other countries, thus expediting worldwide
marketing of new products by reduc1ng duplicative testlng,_

* Expanding and standard1z1ng the use of new 1nformatlon
technologies for review of new products to speed up 1mport
entries.

Additional proposals for reforming the regulation of drugs
and medical devices are being developed and will be announced in
a later report. They will accompany additional recommendations
related to the regulation of foods and veterinary products.



MEMORANDUM

To:  Carol Rasco = .

’ Elaine Kamarck -
Greg Simon
Sally Katzen
Jennifer Klein
Paul Weinstein
Shannah Koss

From: Chris Jennings
. Date: April 18, 1995

Re:  FDA Report Clips

Attached for your mformatlon are thc chps from the FDA rcport I thought that you might -
like to have a set.
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REGO DEVICE PROPOSALS
PROPOSAL [MPLEMENTATION/TIMELINE __
Medical Device Exemptions from Premarket | proposed reclassification and exemption by
Notification ' ~ June 1995 R

| Elimination of the Reference List .

immediate review of products on list

Medical Device External Review Pilot
Program '

pilot program will begin Oct. 1995

Device User Fees

| legislation proposed in 1996 budget

Device Exports

legislation; proposed regulation for IDE
devices by Oct. 1995

Effectiveness of Devices

‘Harmonization of Standards

published statement by July 1995

testing: guideline development within 2 years
GMPs; guidelines within 2 years




REGO DRUG PROPOSALS

'PROPOSAL

IMPLEMENTATION/TIMELINE

Eliminating Many Requirements for FDA

| Approval of Manufacturing Changes

Drugs: tablet form, guidance document by
"Dec. 1995 '
other forms, guidance document by
Dec. 1996 :

Biologics: 1st round guidance document
immediately '
2nd round proposed regulation by Jan.
1996

New Policy to Permit Use of Small-Scale and
Pilot Facilities During Development of

Biologics

guidance document by July 1995

Revision of Labeling Requirements for
Biological Products

/

7

proposed regulation by Oct. 1995

Antibiotic and Insulin Standards and Insulin
Cgr}ti‘ﬁk:ation ,

legisiation

Environmental Assessments for Human Drugs

proposed regulation by Jan, 1995

Drug Exports

legislation

Effectiveness of Drugs

pu&lished statement by July 1995

Harmonization

testing; guideline development within 2 years -
GMPs: guidelines within 2 years

| animal drugs: guidelinés within 3 years .
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Contact: Jim O'Hara 301-443-1130 .

| l{lein?enting Drug and Medical Device Regﬁlation

The Clinton Administration is committed to making government work better by reducing unnec-

. essary regulatory burdens while rhaintaining the critical public health protections the American
people expect and deserve. In the case of the Food and Drug Administration, reinvention of drug
and medical device regulation will mean speeding up the review of these products.

The high standards of the’FDA have given Americans access to drugs and medical devices that
are safe and that work. In addition, FDA has worked in recent years: to make new therapies
available as soon as possible, even before final approval; to accelerate the approval of life-saving
drugs; and to speed up the review and approval of all drugs with additional resources from
industry user fccs

The Clinton Administration is building on these high standards and efforts to speed up drug and
device approval with new FDA regulatory reforms. Some of these reforms will directly speed up
the review process for these products. Others will reduce unnecessary regulatory burdens on
industry. All are aimed at maintaining and protecting Americans' confidence in the safety and
effecnvcncss of the dru gs they take and the medical devices they use. '

FDA will reform drug and mcdx.cal device regulation by:

. Allowing manufacturers of drugs and biologics (products made from biological materi-
als) to change the way they manufacture an approved drug without FDA pre- approval if
the risk is negligible.

Impact Industry can modemize facilities and processes more easily; FDA can shift
resources to more critical review needs.

* - Allowing manufacturers of biological drugs to get‘licehses for pilot facilities instead of
building full-scale manufacturing plants.’
Impact: Manufacturers will have lower start-up costs and can more quu:kly bcgm pro-
duction of new drugs '
. Permitting greater flexibility in how distributors' names appear on biological product
containers, package labels, and labeling.

(more)
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Impact: Small start-up compahies many of them biotechnology firms, may more readily
~ enter into manufacturing arrangcmcms with larger companies and bring prod-
ucts to market quicker.

. o Eliminating special requirements for ﬁxanufa'cturing insulin and antibiotic drugs,
- Impact: Industry will no longer be burdencd with outdated requirements and FDA can
_ regulate these products the same way it does othcr drugs. |

. Excluding drug and bxclogxcs manufacturers from requxrements for most environmental
assessments.
Impact: Industry will be spared the expensc of preparing assessments that FDA has
found unnecessary.
. Exempting up to 125 categories of low-risk medical devices from premarket review,

adding to the 441 categories already exempted from review.

Impact: Industry will no longer have to wait for premarket review, meaning that these
devices can reach patients sooner; FDA can shift resources to more critical
review needs. ‘

e Eliminating the “reference list”” and clarifying that premarket review of medical devices
can be affected only if good manufacturing pract:cc vmlatxons are related to a specific
device.

Impact: Industry concerns that good manufacturing practice violations for one product
can slow down approval for other devices unrelated to those problems will be
alleviated, and there will be m’ore'certainty about when products can be mar-
keted.

. Developing a pllot program for the review of low to mcdcratc risk medical devices by
' outside organizations. *
Impact: This program will help determine if such a system can speed the review of these
devices, whether the independence of the review process can be maintained, and
if such a system will be less costly.

. Speeding the marketing of medical devices by charging industry user fees o give FDA
more resources for product reviews and committing FDA to strict performance goals.
Impact: A similar program for prescription drugs has substaritially reduced review times

and FDA has met-all performance goals to date.

. Expanding the opportumues for the export of unapproved drugs and medical devices to
industrialized countres.

Impact: Industry will have wider markets for its products and wdl be encouraged to
maintain opcrauons in this country.

(more)



Re&veﬂhghﬂM&dﬁc& Device Regulation ' x : page 3

. Clarifying the effectiveness standard for new drugs.
Impact: Industry will have a better understanding of how to develop new products,
reducing the time it takes to bring a drug to FDA for review.

. Harmonizing international standards for the review of drugs and medical devices.
Impact: The worldwide marketing of new products will be speeded up if there is less
need for duplicative testing to meet the standards of different countrics.

. Expanding and standardizing computer technologies used by FDA in the review of new
" products and in the processing of imported products.
Impact: Review times for new products will be reduced as these technologies are better
“utilized both by FDA and industry; imported products will be allowed into the
U.S. marketplace quicker as these systems ar¢ implemented.
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