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September 28, 19%¢

Note to Hhite Hoésa Preee Cifice

The House Camma;ce Committee’s Subcommittee on Oversight and
Investigations i holding hearing tomorrow (Thursday, 9/26F on
FOA’'s regulation of in vitre diagnostics, that s, tests to
determine whether a person has a disease or what levels of illagal
drugse are in a peérson’s body. The subcommittes will fogus dn
particular on home test kits to determine if z person uses drugs.

R@yumeaans have 'chargsd in 2 press releage issued Saturday that
FDA is keeping hama teast kits off the market and that the agengy is

haging 1ts &eclsacn on a fear that these kxits wili cause "family
discord. : .

Talking Points 5 :

o FhA degs not have a pwlzcy against home test kits, The law
requires that homs tewl kits -« oy any diagnostic -- be pafe
and effective and adeqguatsly labeled for irs intendsd use. In
the case of thome Lest Xits, the FDA wantg a2 company te show
that samples tan be colliected and maintained without
concamznatzan, that reliable and accurate results gan be
shtained in the analysie, and thut there is a way to snsure
that the resilts are interpreted correctly. FDA has approved

a home test kit for HIV, the virus that causes AIDS, and home
tcsc kils fcor the sarly detsction ¢f pregnancy, Lo measure
cholesterol anﬁ glucose levels, ete.

< FBDA ig pxepazed te accept and review appropriata applications
for home test kits for drugs of sbuse, using the same criteria
ag for these other products,

Questions about specific products that the Republicans are using as
exanples should be referred to FDA's Office of Public Affairs: 301~
443-1338, i .
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Yasterday Brusﬁ Buylington, M.D., tha FIW' o Divector of tha
Center fov Devices and Radiclogical Health, testified bhafore
Lhe Houmre Commoree Compittes’s Subcommites on Cvarsight and
Invostigations' on the subject of home drug tegts. (Dx.
Burlington’s testimony vont through OME and White Bouse
cloarancs.} ; .

The FDA‘E main lpeint at ths heaving wes that home drug tegts
have heen considered *Clasp 3 wedina)l devices* pince at
least 1887. f%hat designation zeoquires FDA approval befogs
puch: & Sovice can be markestmd to the public,

i . .
Bince the hearidy, Congregeman Bliloy has made a pumbsr of
acoasaticns. He saps that there wers inappropriste concacts
batwsen the sgeney aund HHS and the White Hovse. He bae also
said that hMe is paffled.and gutraged* That wiih taen drug
uge riaing, the FDA refuges to give nte zowsas to the
song grug testing kics used alvasady in workplace tasting.

Specific quantioms should be reforred Lo Jim O'Hirs of the
FDA. Guegticne abouu Congressman Rlilsy’s lajesty lettey Lo
the Precidont, Guneral MoCaffrey, and Secretary Shalala can
be refagred €o Melimso Skolfield gt IS,

2 H

g: congresensn Blilcy B8YS that the FDA decision on home
rug bestlng for 'tllegal drugs was developsd ouly after
consultations with the Sscretary Shalala s officge and the

Clinton White Houge., I that rruas? .

A: No. Thexe was no involvemeny of elither $Secratary’s
Shalala’s offige or the Clinton White Houme in the PLN'S

product approval Progess.

{ A :
Q: But vwhat aboul the 7/19/9¢ letter from Deputy FRA
Commiggioner Shaxon Smith Holston? Doesn’t that lsrier
confirm that NIOA, SAMHSA, and the President’o Druy Advisory
Council vwers 2il favolved? *

1
A: No.. 2s the full text of the letter makes cleox, thers
have heen ganeral pontauls with other agencles ang FOA on
the averall issue p heoma deuy tescing. TROSa sontacts wWEre
apuropriata. i

O:  Isn't the FDA Desivien rldiculous? Wihy ghould these
Arug tasts be (K fdr bucinagses to administer byt nor for
parents? I
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A: The FDR ig Qedicared te working in the best irterests of
farilleg and purenta, As Coupissionsr Xepsleyr salf today,
the Agency is Yewgvaluating the issue expediticusly. ue
believe that'¢ the right thing to do,

@: | %o did the White Houss or HES ovartvrn she FDA?
]

¥ im:»_4 The Fha made the docision Lo look into the matter
agﬁ 33» !

Conigresaman n&{iay‘han called far bruce pPurlington to
regign. Will He?

A: D Buriingﬁtan has 0o intontvien of regiyning. Thave’s
way too much paxtisan finger-pointing going on,

@+  Uhw van youi say that parsnts sre the key to the strugyle
against youth diug vee and then rsfuge o put pewer in thaiw
bands like thie? | .

A He've taken:gbiohy sleps L¢ pub powar back in paxente
hands. On the drug {scua glone, wa've daveloped naw drug
prevention matedialy that bave gone free of aharge te
williong of pmwaeholda, Just lagh wesk, Lcgretary dhalale
aﬁnm?ad the zwleass of the latesi of thase now wmakerials.

But theat’s not all. I€ vou Jook st this aduinigtratlon's
record, what you will see iz a powerful und consimtesnt
cffoxt to help parente guide their children to Safe Pusrage
rhrough the teenage yoars: The President’s support of drug
tewting for high ashool athletes. Hiz calls foy youth
curfews and achoel wniforwg., On the iseve of violeuoe in
the medis, kis leadeyship 4n waking the v-Chip and veluntary
zabings isystem for TV & realiry., On youth tobacco ugde, our
higtorio new preventien indtiative, This im 3 srrong record
of uchiovement,

Buckground: The FDB 18s approved howe drud testing if
pregcribed by 2 wmedical profogaionsl.

i ‘ H
¢ Whgt abeut thel charge LNaL theee decisions wers made at
tha highest levels of FOAY Is that unveuval?

A: Becauge two differcst divigions wichin DA wexe
congidering twe dlfferent home vest kitg {ona for drugs aund
one for RIDS) the FDA commissioner’g office 4id ¢oordinste
the sgency’s yeneral polley on houw testing. Thie ia
perﬁaat}yitpprapr%ata.
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hame test kits

Thie ﬁéminiatrhtibn-ia fully committad o helping pavents
tench thedr childran that druges axe 1llegal and wrong.
We‘ve developed new drug prevention matverials that have gone

frea of charge to milliong of parents, and fzmght Congregar .ix‘:
artempts to cut funding for drug-frec achooly,

T
on thie percicular '{issue, if’s important CO remanbor thet -
howe dyuyg redte hava bsen consldsrsd *Claso 1Y wedical
Qevicag” ncedliy PDA approval since dt leask 1987,
Sormiseioner Rosslor has made it clesr that the w iz

nyancy
respvaluating chis ipgua expaditiously. We believe that s
the right thing to de.
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CHARGE

The Clinton Administration's FDA has pursued a social policy that prevents parents from testing
their children for illegal drugs. Keeping home drug tests out of the hands of parents is just
another liberal, big government idea that bureaucrats know better than parents how to raise
children. This is why we are losing the war against drugs.

THE COUNTER

We want our parents to have all the tools they need to fight drugs -- and that means tests that can
reliably and élccurately tell them if their children have a drug problem. The FDA does not have a
policy that prevents it from approving an over-the-counter (OTC) drug test kit that parents could
use. The FDA is prepared to approve an OTC drug test kit if it is safe and effective and is
adequately labeled for its intended use. This is the policy that has been in place since the
mid-1980s. In 1985 there was a public advisory committee meeting that dealt with this issue and
in 1988 the Agency published a guidance document for industry setting forth these criteria. At
the same time, the Agency is reviewing its policy and will hold a public advisory committee
meeting on this issue.

CHARGE |

The Clinton Administration blocked Congress' efforts to reform the FDA this year. Because of
that failure, FDA will continue to be a roadblock to the speedy approval of important new drugs
and medical devices that could save patients’ lives. Today, it takes 15 years for a new drug to be
marketed in the United States because of the FDA bureaucracy.

"THE COUNTER

First, let's deal in the facts: FDA is a world leader in the speedy approval of new drugs.
Congress' own General Accounting Office found that the U.S. was faster than the United
Kingdom, and an industry group found FDA was as fast as its United Kingdom counterpart and
faster than those in France, Spain, Germany and Japan. All the important new drugs for AIDS
were approved first in the United States and I announced an initiative in March to do the same
thing for cancer drugs. In fact, the Clinton Administration through the Vice President's National
Performance Review has been leading the reinvention of the FDA, More than 30 reinvention
initiatives have been proposed and are being implemented. These initiatives reduce red tape
without sacrificing important public health protections. We worked hard with members of
Congress on FDA legisiation, but time ran out.
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Getober 3, 1996

MEMORANDUM TO: John Hilley
Hruce Reaod
Rahm Emanusl
Todd Btern
Juhn Angell

FROM: Carol Rasco
Jack Quinn

'SUBJECT: Draft Letter Stating the President's Views

regarding FDA'm Polioy on Home Drug Teeting Kits

Attached for your review 18 @ draft jetter from Carol Raaco
to Commipaioner David Xesslor exproasing the President's views
sbout FDA's decipion to raview 1ts policy regarding home drug
test Rits. As you know, Congresemen Bliley's Committee held a
hoaring in the Houge last Thursday oxamining the FDA's approach
tCo approving home kite to test for illegsl drug use. Bliley has
also requested information from the White House regarding the
raview of FDA's tastimony. Bliley and others have arguex] that
FDA ip inappropriately interfsring with parents’ acoess to tests.
Commiasiongr Kessler committed to Bliley after the hearing to
raview FDA's policy on drug tost kita,

The attached letter would put the Preaident on resord
Bupporting parents' accass to gafe and reliablo test kita. We
would not neceanarily release the letter publisly, but the
President could refer to it if asked to state his position.

Thore has bean some press coversge of this issue, and the FDA
expacts Rateline to run a gegmant on it as soon as this Sunday.
Further, the isgsue may be raised in the Presidential debaten. wWe
therafore advise that Carcl aend the gttached letter commending
Dr. Kesgler for his decision to review FUOA's pollicy and conveying
the President’s viewe to the Commiesioner.
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October 3, }996

pr. Oavid A, Xesslar
Camsigsioney ,
Food and Drug Administretion
S600 Fighers Lane, Roon 14-=-71
Rockville, ™MD 20857

Dear Pr. Kesglar:

1 am writing ragerding the Food and Drug Adminjotration‘s (FOA's)
poiicy on home drug test kita., I underetand that FDA's approsch
to reviowing and approving homée testing kits, including those for
illegal druge, wae dsvelopod during the administrationn of
Preslidoents Reagan and Bush., The Presidant is pleased that you
intend to re-ovaluate thisg policy aa {t applies to homé tests for
illegal substanoes.

AB you know,, The President is commitved $o énsuring parente have
the toole they need to prevent theixr children from using illegal
substances. He ham gupporiad drug testing of high achool
athlates and has fought Congross's afforts to cut funda for the
Sufe and Drug-Free sSchaole Act. 7This adminfstration hsas
ancouraged states to adopt a "zerds tolorence” stendard for _
drivers under the age of 21 who drive while intoxicatad. You and
tha President have worked together to end childrsn’s tobacco use..

The President believes parsants should also have accasa to safe
and affective homs drug test kita. I underatand such kits have
been considéered "Class (I3 medical devices™ needing FDA approval
since at leaat 1%87. The FDA clearly has a role to play in
ansuring home drug teets are safe and offective., For thig rasson
nsithar the Prasident nor 1 gtate 8 view 85 to whother the FDA
should approve any particular home drug teeting product, The
Preaidont believes, however, that mafe and relieble tests should
be avallabie to parents, and parants should be able to use such
testa 1f they cholhe,

Ad parents seed 10 ralse thair shildren drug-free, 4t i
important to make all potentially useful tools available to them.
I urge you t0 keep this in mind as FPA reviewa ite criteria fox
evaluating home dryg test kits. .

Sincerely, . $

caraci #. Raamd .
Agplstant to the Prasidant |
for Domagtis Policy .



