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September 25, 1996, 
, i,

Note 	to White House Prase Office 
• i • '" 

. ;:~.~"';./~ 
• \ ".I',,'," The House Comme~ce Committee'S Subcommittee on Ove~sight and :;~.,~,,:,<;,

Inve:;!tiga'::ions iFJ holding hearing to':no.rrow {Thursday, 9/26; on • •• {# t 
FDA' s regul¥ttio~ of in v.j.tro diagnostics, t:.hat is. tests to ,,:,;.,i~ 
determine whether a person has a ai~A~$~ or what levels or illegal :...~ti 

", " .' 
"drugs are ':'n a' person's body. The subcommittee will focus in "", 

particular on home test kits ~o determine if a person uses drugs. :~}::: 
RQPublic~ns have: charged in a p~''';;:S:;l: z"e:!.ease issued Saturday that 
FDA is keepi~g ~ome test kits off the market and that the agency is 
basing its decis~on on a !ear that these kits will cause IIfamiJy 
discord." . 

Ialking.EQints 
, 

o 	 F~A do!! no~ have a policy against home test ki~s. The law 
require,:, tha:t home teSL kits -- or any diagnostic -- be safe 
and effectiv¢ and adequately labeled for its intended use. In 
the ca~e of ~home test kits, the FDA wants a comp~ny to ~how 
that samples can be collected and maint.ained w~thout 
contami::1ation , that reliable and accu::-ate results ca..-: be 
obtair»{>!d i.n :t:he ana:i.YGie, and tho.t there Is a way to ensure 
that the results are ~nterpreted correctly. FDA has approved 
a home test" ~it for HIV, the virus that causes AIDS , and home 
test kil.s far ;;he early detectior: of pre~nancy, to me:aeure 
cholesteror ~nd glucose levels, etc. 

c 	 FDA is 'prepated to accept and review appropriate applications 
for home tes~ kits for dr-..:.gs of abuse, using the same criteria 
t\$. for the.;e:other prod'J.cts,., ., 

Questions about specific'products that the Republicans are using as 
exampl~B should be referred to FDA'S Office of Public Affairs! 301­
443-1:30, . 
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'itlfStetday Brue~ Surli.ng!;.on, M.l;!,. tho FljA' 9 Director of thn 
C'!enter foot' Dev1t:!es ana i4ldio1~ical Realt:.h, testif1ed b.£o~ 
Lh."liQWI(' CotlUt\Orce COmm.itte.·o·S1.tbcommitell on OvartJ1sl1t and 
Invcstigat1ons'Qn the eubJec~ or hOme drug teats. CD%. 
Burl il1g'tQn'!II t~"timony vont tlu:ougll OMB and White HotWe 
el.o.4l>d11C&. ) 

Thlj FPA~ a main ~poi~t at ehts he.a~1ng wo,s that heM drug tests 
haVQ been COlls}dered "ClAt!8 :! mediCAl dwioBt:!" since at 
least 1987 ~ Triat. dea1gnation require.. FDt. app:caval ~efo4'e 
such: a dQv!.ce: CJtn bo IM.rkcd;sd to, the p\ll:lli.... , .. 
Since chs heari~gf Ocn9ree$ma~ Bliloy baa roads a numbar of 
~r.Ct.J,Q1!lt:;1onlS. He says that there were it1app%opd.G.te cont.actc 
bet~oo the: agoncy a.utl HHS and the lfhite Houas_ H~ hu.a ..ho 
said'that.: he. is lIha££1ed.und outraged" that wi\..h teen d%tlg 
use rising, the'P~ refuQ.o~to give parents aocen. to che 
aame frug tR~ting ki~. used already in ~'kplace testins_ 

Specific quSDtiqru. shoQld be referred \;0 J1..m O'Hara Qf 1;be 
FDA. Questions aboue eougresaman ~1i1oy'o 1a~~.~ letter to 
tM ~hdd.cnt. Gtmeral McC~ffreY~ end Seeretary' Sl-..all'lla can 
be :u:fened to Meu'UB Skoltiald at tms, . 

i 
Q: ~~Clwu!' ~Hl~Y says that t.he. l'DA decision on' heme 
drusr testinq fol': ',Ul~al drugs was develop$<:!. only after 
conaultatlrul3 wiLli the S&et'eta~ Shalala: II oFfice IUld the 
CU.nLon White Hou'se. 1;6 that truA? . , 

A: No. There wa~ no involvament of either S&C:atary'E 
Sh$.lala' 6 ortice or tho Clinton Whi.t~ Rouo~ £.'1::. tht: PDA'IS 
produot approv~l process. 

\ : i 
Q: P.u~ what <Wo1.i* eM 7/1.'$/9£ letter ft'O!I'l DQputy FnA. 
Commissioner ~ Smith RolSiton? DoeI'm' ~ that br,tor 
confirm t.hat NIIJA.1 s.M4HSA, and the preRidetnt' 0 Drug ~laory 
COlIDc11 wen a.ll ilnvolved? . 

i 
A: No.. As the (~l t~ of tho letter mak.s cleor1 there 
b«ve heen generat bont~cLQ with oth.r ngenc1ca &nQ F~ on 
the overall issue pt AomG d~g tcuctng. ThoSQ oontactw wer& 
",?propriata. ~ 

Q: Isn~t tho rnA ¥it1on ~idiculou~7 Why shoUld th.ee 
drug tQ8ts be OK f ¥ bveine$8¢6 to administc~ hut uot for 

parent$? . \ 
"' 


http:it1app%opd.G.te
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lTne FDA i~ 

, 
dedica~ed to working in the best ir.tcrC$t6 of 

families cd ~axenta. As COmmi88ionru:: X~llGller GaiC1 tOdaYI 
th_ ~ge~cy to ~c~evaluating the l~aue expeditiously, we 
believe that'o' th~'ri9nt thing te do. 

Q: \ $(I; did ehe Whits HOUIJe or HRS ovarc,,"l'1l the FnA? , 
Ii.! N-o. 'l'he Yf.JA tnad'l> tb. dccicsion to look into the: matter 
aga1u. 

Cong'%'esol'l\S1l I.U~lc;y h,u: called for Sruce ifurlil".gt::on to 
«otgn. Jtl.ll tiP.? ,'I 

AI nco eUJ:"'lin~i:t~ hal'S 00 int:e.ntion of reGi.yn.1ng. ThQ::ro~;) 
way ~?O MUch partisan f~J;'-poi.Dtlng going on. 

O. tlVW can yOU! say th~t parents are the key t:o the stt"Ugglo
ngaiIll'lt youth ~'Ll~ uee and then refuse: to put pCWGl:' in thoir 
hands .like thiG? 

- 1_ 
,A: We'WI taken jQb.."'01l9 'steps te•. put powel: back in pllxentG 
~. On the drug .{'Ui'lUa. Aloe"" w'w dQvc;.l.cped neW' drug 
preftntion m.:tte~ialtJ that MV6 gone free of cl1argo to 
millions of hr'n.Ulu,oldu. Just la9~' we_te. Cc....ot..<::lLY gbalal. 
a~n~o~ ~he Lclease of the late8~ ot thege nQW ~tcr1al9., 
:aut: that' 8 tlDt ail1- If)"d-1.l loot!;; lite tbi~ a&uiniQtxaL.lon· S 
record, what you.' w111, see :i a a powerful ed consiJJtent 
effoxt to help parente guide their children to. $afe Pasnnfj'"
t:hrOugh the tt!tenaqe YCM"Q, The Pr~siden'C. t B support 0; d.ruq 
testing for higb ochool athletes. Kia c:illf;;J for ynuth 
curfG'Wa,alJU school 'l.tUi£o:::mts. On the jUUa of v.1.Qlt:urce In 
the tnAdlA. hl.:r leAdersn1p i1'\ making the V"Ch1p and voluntuy 
ratings lsyst:em t~r TV' '" reality. On youth tobacco use, our 
historio new p.t·e~entjon inith.tivu. '.t'his is a ct:=,ong r<::oord 
of Q¢hie,vtMent. 

, , 
Bac:Jqrround; 1'he ~A bas app'l:'0V'4d. hQ'ale dl;uq test.1.:Qg if 
prescriPed by n ~diC&t profeSlional_ , , 
Q What ahnt\t: the; ~ge that th@aliJ; deciuiollS wers trtrlide at 
thQ highest lev&ls of FDA? Is thaC unusual? 

A: Because two dlftercnt divisions within rnA we~e 
considering two different home test ki~s {oDe for drugs and 
ana for AIDS} the~~ ~~1ss1on~y's office did ccordinat$ 
the agetlcy' S 9C4ietal policy co. hoIne testing. 'l'hi6 ia 
pertectJY,Appropri:at•• 
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Key .41~$ P9tnC8 .., 
hottt.., test kits; 

, 

~i8 Adm.inistr~ti'on· 18 fully commit.t:l'l!ld to help1ng pa:rents 
teach th~r chilu~n th~~ drug. are illegal ~nd ~o~. 
We'V¥$ develo~d new drug preven.tion rnatcrlalu that have gcne 
fl:Q$\ of charge to r.d.lUonQ of pa.rellta, and fought. Congress­
.t:t:e.mpta tl"l eut: fW204ing tor drnO'''freo acht.;lo:U¥. 

on chi 9 part::ieU1u lJ.ssue, H'.~ a itn}lcrt4t to retMllUb&r that 

homo drug ~e8ts have been considered -elasa IIX ~1cal . 

devic8.S" ncedili!::J PDA approftl sinCE! lit lea9!:. 1.987. 

(:Qmmb:lJioner R.o;7_91i11or ho.a mad.e it C!lear that the ~ io 

re-evaluat.in~ this iSWUg expeditiously. W. believe Lbat's 

the right thing, to do • 
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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. T~is 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 ~ccurately 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 OTe drug test kit ifit is safe and effective and is 
adequately labeled for its inten~ed usc. 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 aguidance 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 b'ecause 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 legislation. but time ran out. 
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Octobeo.- a. 1996 

MEMORANDUM TO: 	 John Hi11e~ 
Bruce Reed 
Rahm BftI&nuel 
'todd stern 
John /Ulgell 

FROM: 	 Carol RasCo 
Jack Quinn 

SUBJECT: 	 Draft Lotter Stating the President's Views 
regarding FDA's Policy on Home Drug Testing Kite 

Attached for your review is & draft letter from Carol Rasco 
to Commissioner David Keasler expreseing the President's views 
about FDA's decision to review its po11cy regarding home drug 
test k1ts_ As you know, COngressman 8111ey's Committee held a 
hearing in the Ho~$e last Tbursd~y examining the FDAts approach 
to approving home kite to test for illegal d.-ug Uoa. B111ey hae 
also requested lntormotlon from the White House regarding the 
review of FDA 18 test1mony. Sl11ey and others hove argued that 
FDA 1s inappropriately 1nterfering with parents· acce8s to testa~ 
C~18e10ner Kassler committed to Bl11sr aftor the nearing to 
revlew FDAie policy on drug test kitS. 

The ettaobed lette~ Would put the President 00 record 
supporting parents' access to safe and reliablo teat kite. We 
would not nece88ar~ly release the letter publicly, but the 
Preaident could refer to it if asked to etate his pas1tion_
ThBre has been some press coverage of this iSSue. an~ the FDA 
expects Dateline to run e segmant on it as Boon as this Sunday. 
lo'urthar, the issue may be ralsed in the p"..iant1.al debates. We 
therefore advise tbat carol sand the attaohed letter oomMend~ng 
Dr. Kessler fOr h1e decision to rev1ew FOAls policy and convey1.ng
the pre~1dent'9 v~ewe to tne Comm1esionar. 

http:convey1.ng
http:iant1.al
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--- DRAFT --­

October 3, 1996, 
Dr. David A. Kessler 
COtMlissioner 
Food and orug Adm1n1etretion 
5600 Fisbers Lane, Room 14-71 
Rockv1lle, ~ 20857 

Dear Dc. Kessler: 

1 am writin9 regarding tbe Food and Drug Administration's (FDA's)
policy on home drug teet kit., I un4&rstand that FDA's approach 
to rev1aw1ng and approving home testing k1ts, including those for 
illegal d~UgB, was d&veloped during the administrations of 
P~eBident~ Reagan and Bush. The President 18 pleased that you 
intend ~o re-ava1u$te this policy fta it applies to home tests for 
illegal substanoee~ 

As you know" The President is committed to ensuring parents have 
the tools they need to prevent their children from u61ng i11egal 
substances. He has supported drug teatinc of high school 
athletes eod has fought COng~su·s efforte to 'cut funds for the 
Safe and Drug-Free Schools Ae~. This administration has 
encouraged states to adopt. e. "zero toloJ:f:lnceH standard for 
drivers under the age ot 21 who drive while intoxicated. You and 
the Pres1dent have -worked' together to end children' s tobacco use., 

The Pres:1dent believes parente should a190 have access to' safe 
and effect:1ve home drug tGst kits. 1 understand suoh kits hAve 
been conaldcTSQ "Class 111 medical dav1oee" needing FDA a~proval 
.ince at least 1987. The rPA clearly bas s role to play in 
ensuring hema drug ~eato are safe and QffQct1ve~ For this ~eason 
ne1ther the 'PrEui.tdent: nor 1 state 8 vieW' as to whether the FOA 
should approve any particular home drug testing product. The 
Pres1dent believes; however. that sofe and re114ble tests should 
be availab~e to parents. and pa~ents 8ho~ld be able to use such 
testa if they choose. 

As parents seek to raise thQ1r ohildren d~g-freef it is 
!mportant to make all potent!ally useful tools available to them. 
I urge you tO,keep thls in m1n~ as FDA reViews 1~a cr1te~10 for 
evaluating home drug teat kits. 

,S1neerely# 

,
Ca:t'ol K. Rasco 
Assistant to the President 
for Domest1c Pollcy 


