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THE WHITE HOUSE 

October 3, 1996 

David A. Kessler, M.D. 
Commissioner 

WASHINGTON 

Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 

Dear Dr. Kessler: 

I am writing regarding the Food and Drug Administration's (FDA's) 
policy on home drug test kits. I understand that FDA's approach 
to reviewing and approving home testing kits, including those for 
illegal drugs, was developed during the administrations of 
Presidents Reagan and Bush. The President is pleased that you 
intend to re-evaluate this policy as it applies to home tests for 
illegal substances. 

As you know, The President is committed to ensuring parents have 
the tools they need to prevent their children from using illegal 
substances. He has supported drug testing of high school 
athletes and has fought Congress's efforts to cut funds for the 
Safe and Drug-Free Schools Act. This administration has 
encouraged states to adopt a "zero tolerance" standard for 
drivers under the age of 21 who drive while intoxicated. You and 
the President have worked together to end children's tobacco use. 

The President believes parents should also have access to safe 
and effective home drug test kits. Of course, neither he nor I 
state a view as to whether the FDA should approve any particular 
home drug testing product as safe and effective. The President 
believes, however, that safe and reliable tests should be 
available to parents, and parents should be able to use such 
tests if they choose. 

As parents seek to raise their children drug-free, it is 
important to make all potentially useful tools available to them. 
The President would want you to keep this in mind as FDA reviews 
its criteria for evaluating home drug test kits. 

Sincerely, 

&~Jf!cVJ>tD 
Carol H. Rasco 
Assistant to the President 
for Domestic Policy 
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October 3, 1996 

MEMORANDUM TO: 

FROM: 

SUBJECT: 

John Hilley 
Bruce Reed 
Rahm Emanuel 
Todd Stern 
John Angell 

Carol Rasco 
Jack Quinn 

[,Av,! ~O 
Draft Letter from ~to Commissioner Kessler 
Regarding FDA's Policy on Home Drug Testing Kits 

Attached for your review is a draft letter from Carol Rasco 
to Commissioner David Kessler expressing the President's views 
about FDA's decision to review its policy regarding home drug 
test kits. As you know, Congressman Bliley's Committee held a 
hearing in the House last Thursday examining the FDA's approach 
to approving home kits to test for illegal drug use. Bliley has 
also requested information from the White House regarding the 
review of FDA's testimony. B1iley and others have argued that 
FDA is inappropriately interfering with parents' access to tests. 
Commissioner Kessler committed to Bliley after the hearing to 
review FDA's policy on drug test kits. 

The attached letter would put the President on record 
supporting parents' access to safe and reliable test kits. We 
would not necessarily release the letter publicly, but the 
President could refer to it if asked to state his position. 
There has been some press coverage of this issue, and the FDA 
expects Dateline to run a segment on it as soon as this Sunday. 
Further, the issue may be raised in the Presidential debates. We 
therefore advise that Carol send the attached letter commending 
Dr. Kessler for his decision to review FDA's policy and conveying 
the President's views to the Commissioner. 

Alternatively, we could send essentially the same letter 
from the President. That would be a stronger, but unusual step 
as the President rarely writes to agency heads. 



--- DRAFT ---

October 3, 1996 

Dr. David A. Kessler 
Commissioner 
Food and Drug Administration 
5600 Fishers Lane, Room 14-71 
Rockville, MD 20857 

Dear Dr. Kessler: 

I am writing regarding the Food and Drug Administration's (FDA's) 
policy on home drug test kits. I understand that FDA's approach 
to reviewing and approving home testing kits, including those for 
illegal drugs, was developed during the administrations of 
Presidents Reagan and Bush. The President is'pleased that you 
intend to re-evaluate this policy as it applies to home tests for 
illegal substances. 

As you know, The President is committed to ensuring parents have 
the tools they need to prevent their children from using illegal 
substances. He has supported drug testing of high school 
athletes and has fought Congress's efforts to cut funds for the 
Safe and Drug-Free Schools Act. This administration has 
encouraged states to adopt a "zero tolerance" standard for 
drivers under the age of 21 who drive while intoxicated. You and 
the President have worked together to end children's tobacco use. 

vJ4r 
The President believes parents should ,also have access to safe 
and effective home drug test kits. $ understand such kits have 
been considered "Class III medical devices" needing FDA approval ., 
since at least 1987. The FDA clearly has a role to play in 

~Asuring home drug tests are safe and effective. For this reason 
~ ~~~~£/ do not state a view as to whether the FDA should approve any 

0'1:>-Q./particular home drug testi~g product. The presiden~ believes, 
-- . however, that safe and re11able tests should be ava1lable to 

parents, and parents should be able to use such tests if they 
choose. 

As parents seek to raise their children drug-free, it is 
important to make all potentially useful tools available to them. 
I urge you to keep this in mind as FDA reviews its criteria for 
evaluating home drug test kits. 

Sincerely, 

Carol H. Rasco 
Assistant to the President 
for Domestic Policy 
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October 3, 1996 

MEMORANDUM TO: John Hilley 
Bruce Reed 
Rahrn Emanuel 
Todd Stern 
John Angell 

FROM: 

SUBJECT: 

Carol Rasco 
Jack Quinn 

Draft Letter Stating the President's Views 
regarding FDA's Policy on Home Drug Testing Kits 

Attached for your review is a draft le~ter from Carol Rasco 
to Commissioner David Kessler expressing the President's views 
about FDA's decision to review its policy regarding home drug 
test kits. As you know, Congressman Bliley's Committee held a 
hearing in the House last Thursday examining the FDA's approach 
to approving home kits to test for illegal drug use. Bliley has 
also requested information from the White House regarding the 
review of FDA's testimony. Bliley and others have argued that 
FDA is inappropriately interfering with parents' access to tests. 
Commissioner Kessler committed to Bliley after the hearing to 
review FDA's policy on drug test kits. 

The attached letter would put the President on record 
supporting parents' access to safe and reliable test kits. We 
would not necessarily release the letter publicly, but the 
President could refer to it if asked to state his position. 
There has been some press coverage of this issue, and the FDA 
expects Dateline to run a segment on it as soon as this Sunday. 
Further, the issue may be raised in the Presidential debates. We 
therefore advise that Carol send the attached letter commending 
Dr. Kessler for his decision to review FDA's policy and conveying 
the President's views to the Commissioner. 



October 3~ 1996 

Dr. David A. Kessler 
Commissioner 

--- DRAFT ---

Food and Drug Administration 
5600 Fishers Lane, Room 14-71 
Rockville, MD 20857 

Dear Dr. Kessler: 

I am writing regarding the Food and Drug Administration's (FDA's) 
policy on home drug test kits. I understand that FDA's approach 
to reviewing and approving home testing kits, including those for 
illegal drugs, was developed during the administrations" of 
Presidents Reagan and Bush. The President is pleased that you 
intend to re-evaluate this policy as it applies to home tests for 
illegal substances. 

AS you know, The President is committed to ensuring parents have 
the tools they need to prevent their children from using illegal 
substances. He has supported drug testing of high school 
athletes and has fought Congress's efforts to cut funds for the 
Safe and Drug-Free Schools Act. This administration has 
encouraged states to adopt a "zero tolerance" standard for 
drivers under the age of 21 who drive while intoxicated. You and 
the President have worked together to end children's tobacco use. 

The President also have access to safe 
and effective home dr g test kits. Z HRd&~~uch kits have 
been considered "Cla c;}.:"III medical devices" neediitg FDA approval 
since at least 1987~~he FDA clearly has a role to play in 
ensuring home drug tests are safe and effective. For this reason 
neither the President nor I state a view as to whether the FDA 
should approve any particular home drug testing product. The 
President believes, however, that safe and reliable tests should 
be available to parents, and parents should be able to use such 
tests if they choose. 

As parents seek to raise their children drug-free, it is " 
important to make all potentially useful tools available to 
(~ oLge you to keep this in mind as FDA "reviews its criteria 
~valuating home drug test kits. 

them. 
for 

Sincerely, -~ '7 v-.. ri...u..... ~ L. c- ........... '7\.. ........ ; u eA. ~ ~ '-"-"'"(II.. ';...-. 

Carol H. Rasco 
Assistant to the President 
for Domestic Policy 

cv:.l....AcJ.... 
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HOME TEST KITS FOR DRUGS 

Over the last two decades, dmg testing in the workplace has become more and more , 

widespread. Companies conducting such tests utilizes kits provided by manufacturers, send in 

specimens and get results. Although these kits would probably fall under the broad definition of 

a medical device. the FDA has chosen to exercise its discretion not to regulate the kits at all. 

Recently, a Georgia mother who has a son with a marijuana problem, took the son to an 

emergency room to be tested. She was embarrassed by the nurse stating publicly in [Tont of 50 

people that they were ready to administer the drug test and shOCked at the cost. She contacted 

one of the manufacturers of the test kits and asked if the company would furnish kits to her fOT 

her own use and so that she could market them to other parents who werc similarly situated. The 

company told her this should be no problem since the FDA has 110t regulated the kits. 

Somehow the FDA got wind of what was going on and sent a lettcr to the mother telling 

her that she was selling unapproved medical devices and that FDA would bring vigorous 

cnforccment action agrunst her should she continue. Evidently, the Agency decided it would 

exercise its discretion to re~ulate in Ulis instance. 11le: letter also sitJd that the medical device 

would be automatically classified as Class III, because under the law any product for which there 

is no similar product previously approved falls under Class III regardless of risk. Thus. a simple 

urine collection kit would be treated the same as a heart valvc,and there would be millions of 

dollars required to take it through the pre-market approval process for Class III devices, not to 

1 
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mention several years of time. Several high level people at FDA were quoted as saying this was 

the proper process because they were concerned about the impact of the use of such a kit upon 

family relationships. 

The Oversight Subcommittee of the House Commerce Committee had a field day with 

this last Thursday. Dr. Bruce ~urlington, head of the Device Center, hlld the impossible task of 

trying to defend the Agency's position. He was repeatedly asked about the role ofthc 

Commissioner in the Agency's decision as well whether there was input from the White House .. 

When a friendly Democratic member asked Burlington whether he could at least assure the 

Committee that FDA would not take enforcement action against the poor mother from Georgia, 

he had to indicate that if she soid an unapproved device. she would be subject to enforcement. 

George Will picked up on this issue in his Sunday column (see altached). I would not be 

a bit surprised to see Congressman Bliley and others on the Committee attempt to tie it to the 

White House. 

2 
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SUNDAY, S~tBER 29. 1996 

.' , 
George F. Jf1ill 

Overhearing Busybodies 
Hillary Clinton's epiphany. con

fided to the country during her 
speech to the Democratic conven
tion. that it takes not oruy a. village 
but also a president to raIse a 
chlld. does not do justice to the 
scope of carios in her husband's 
administration. Sure, it takes a 
president. everyone knows that. 
but it also takes this president's 
Food and Drug AdmlnistrBtion. 

Evidently the FDA thlnJc~ it ~s a 
roving connnission to prevent '"(:am
iIy Wscord." And it has aeted to do $0 

by issuing an edict designed to PTe
vent parents from getting too inti· 
mately involved in raising their own 
children. Herewith 'a stoTY melding 
many themes of tOday's political de
bate-drugs, fanlilies and whether 
the country's .cont:empt for Washing
ton is suffidently ~vere. 

When Sunny ClOUd, a Georgia 
moUler, found her son smoking 
marijuana. she took him to an 
emerg~ncy ward for a drug .. 
screening test. She found the ex
perience so disaaree.abJe ~nd ex
pensive that she develoj>ed a kft 
that wol1ld enilbl" parents to ad~ 
minist~r tesl.$ to their children. 
The mere: possession by parents of 
RUch kits wOUld Jli,ve children a 
powerful rt!!!aSOn to resist peer 
pressure for drug u$e. 

.M.. Cloud"s kit consists of a 
SMall pJastic cup for .a urine sam
ple, a.' temperature-measuring 
strip to pr~vent the substitution of 
old urine, two saliva-sample strips. 
and a box 8rtd mailinll label ad
dressed to a federaUy licensed lab
oratory that tests for numerous 
drugs. Each sample i$ " ... ilZIled a 
number, and the hoU..ehold that 
sent the sample Is notlfied of the 
resufts BS~ted with that num
ber. The name of the person who 
gave the samJlle is not involved. 

Ms. Cloud. .a fonner teacher. 
started a bU:!Iirtess. ParcDt's Alert 
Inc... to manufact.ure this $40 diag
nostic kit. Then on June 15, 1995, 
she rec~jved from WiI$runaton 3 
beUow of reproach. 

The FDA's "waTning letter" stat
ed that -our investigator- has re
vealed that the lOt is "a Class 111 
device" and does not h2ve FDA 
approV'OlJ such devices require .. The 
FDA daddy noted th.~t "tbls letter 
is not intended to be an aU-inclusive 
liM of deficiencies at your facility." 
(Imagine an all.incl,,sive list of detI
ciencies at the FDA.) The letter 
commanded "profttt't,actiQl1- to cor
rect "deviation$.. -

CAT scan maehin<e$ <lrc Class III 
devices. So are MRIs. pacemakers 
and X-ray ma<:hlnes. And so, it' 
seerna, is Ms. Cloud's plaatfc cuP. 
But only when uaed by parents' to 
protect their children. 

Another drug-testing kit is 
made {or hair samples. Tbls suI:>
poaedI.y Class ill devi<:e consists of 
al""""wu CoU for the hair. and '" 
labeled box. Such urine, sallva and 
hair kits ar.. in legal commerdaJ 

dlstrlhution. They arB used fOT 
drug 'creeninll hy many compa
ni~s ilnd lZovernmental units. such_ .. 
as General Motors and the New . 
York City PoUce Department. 

. After B meeting of FDA official. ~~ 
with one of the manui.acturera, the.' 
FDA's policy W8§ reported hy an'· 
a ttomey for the :manufacturer alIQ 7"~ 
seemingly eorrc>boratGCi by. the.; .. 
FDA·s 1)t.Vn mintJtes of the .rneot.···:: 
inS. The policy is to alJow the aale5,~i" 
of kita "'marketed exclusively for' : .. ~ ---------,',.; . 
The FDA cracks 
down on 
deviationism and 
''lamily discord." 

• J .• '" , .. 
-'oJ 

" 
;,oIl' 

..... ·.~I.I-

forensic purposes (e.g.,· Jaw' en-. ~ : ... 
forcement. employment)." But· I;~' 
over-the-counter Mtes j'Indl.:ated .:,;.; 
for teenRgers'" should be- reSlllat- .. ~.~ . 
ed. meaning pr~vent~. ....,-

Tho: attorney's memorandum. " 
describes this as ~a deliberate poli-,." " 
cy de;ision that has been made af' :. 
a hillh level Within the" FDA. Ac-:' ',; 
cordin" to the memorandum bY": ". 
the nlanufacturer's attorney. the··:· .. ·.·· 
FDA. whose minutes refer to ~eth-· ,'.;: 
ical and social issues, - has a capa.· ~ . 
dous notion of its mandate and' f~! 1..
competence. It "is coneel"fteci:f'> 1.~ 
about issues such 8S Bfttmymjty.,'·, 
confidentiality, coereion, and fami- , 
Iy dlscord,- ,. 

Oh, 90 this tentacle of the nanny 
state r"'alIy should be called the 
FDDA-the Food, OTUIl and I>ls
cord Administration. Perhaps', 
$Ome of th~ PDAJ

& care-givers, ~ 
could dTop by at breakfast time, ~ 
when thez-E: 411'11;: three pairs of :.: -' "
hands .reachine for the newspa-'· ~ ;
per's $pQrl& section.. Talk about" ',.1., 
family dj"cord. And then there Is·'·'· 
CU$tcxty of the television remote .-~'. 
control. • • .u: . 

The FDA·s overreaching. over-.. ::". 
bearing busybodies rnl!!t'it~derisive;;: : 
Iaughtl!!r. But the 8'.a~RanlUan pre
sumptuousness of this feieral bu-: ';.:" . 
reaucracy elbowinlil its way into .... 
famUY matters is infuriating for.:·:·.~. 
many reasons .. one of which is: • ::,: 

Children on drug9 often ...... un.' ... 
cOD'UDunicattve and in denial untiJ~ .~ .. 
confronted . with undeniable ,evi" : "c . 

dence. at which pojn~ they become: .. :.",', 
open to rehabilitation." Parents .w .. :'.~: 
be m ...... inclined to seek evldenee .... 
trom 'home te:.ts tba~ lXeserve an .. ~ ... 
.onymity and confidentiality th;m.,;,~ 
from em~:rgen~- rqorO. 'or otbet .~ .... ;. 
proeedure.. tha~ gener.ate medlcal- . 
record... . . :/."-' 

Of cOUl".se this asswnes tliat if~·::·; 
parents Solly J'pretty pJease'" aiKI·.~~':·.' 
"mother. Dlay Ii'" th .. FDA wW IIfvB~:':' 
them penn~ion to:participate-- ' ..... 
as Washington·s junior partners. :::; 
naturaUy-in parentinll. ,,;,~:; 

** TOTAL PAGE.05 ** 
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TO: 

FROM: 

THE WHITE HOUSE 

WASHINGTON 

DATE: _____ -

White House Counsel 
Room 125, OEOB, x6-7901 

o FYI 

o Appropriate Action 

o Let's Discuss 

o Per Our Conversation 

o Per Your Request 

o Please Return 

o Other 

PRESERVATION PHOTOCOPY 
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EXECUnVE OFFICE' OI'TlONALrOR~99(7·90J 

. OFFICE OF MANAGEI 

WASHINGTON 

Honorable Thomas J. Bliley, Jr. 
Chairman 
Committee on Commerce 

To 

Subcommittee.on Oversight and Investigations 
U.S. House of Representatives 
Washington, DC 20515 

Dear Congressman Bliley: 

the PreeiaeRt.~ 

,,,1_ ~ / 

~ 
~tAe~gh OMB clearance ~ 

process, '119 are aa'" lSed that'" -ehe. staff .. of each of the . rd 
relevant White House Offices that no one in each e~c~v 
offic~w a involved in the f~tion of the policy discussed in 
this te imony or in the dev lopment of the testimony itselfc--
prior t its submission to t~'s Office; I . 

li~~.,I. btl"", lAAVe. Kl>C-V~.,L 
T e procedure for coordinated review of Administration 

testi ony is long-established and is essentially unchanged since 
the ministration of President Franklin Roosevelt. Numerous 
draf s of testimony are circulated to staff liaisons of 
int ested Executive agencies many times each day, to be staffed 
app opriately for review. 

In this case, Dr. Burlington'S draft testimony was 
c' culated in accordance with this procedure as a routine matter 
t staff liaisons in the following agencies on September 24: 
D partment of Justice, National Economic Council, Office of 
ational Drug Control Policy, Office of Science and Technol0!1Y 
olicy, Domestic policy Council, White House Counsel, and th~s 

~i:~~~~~:m:;R::~ge~i:::::iec~:~~::8be~ea:r!::~ft;h~~ 

I hope this answers your questions on the proce 
employed to circulate draft testimony for review with 
Executive branch. 

Sincerely, 

Robert G. Damus 
General Counael 
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TO n024561028 P003 

nEP'Il'T'I' SECY 

'!(el!lte1;"day Brue'e Burll.ngcon, M.1)., the FDA' e Director of thQ 
Center for Devloe. and ~diologlcal Health, testified b.fo~ 
Lh."Houl!le CQtI\IIIorce CoIMIittea's Subcam1itee on overs:Lsht and 
Invcatigations'Qft thQ subject or home ~g teets. (D%. 
Burl.i.ngtcn' I!I testimony ,.,~!\t t;lu;Qugll OJllB and Wh:!.te Houlils 
cl.cara.!1ce.) 

Th~ FDA's main;poiDt ~t ~be hearln~ was that ham~ drug teats 
hava been CQQsldered uClasB 3 me4ical devioGe n since at 
least 19A7. That des1gnation requires FDA appxoval befo.ca 
such a devica c~n be ma~keted to the publiQ. 

Since the hearthg, Cong:t"essman Bliloy hoa ma4e a number of 
~~eugation5. H. says that there were inapprcp~iate contacts 
between t:he a9'cncy au<1 HHS and the White House. lie ha$ .lso 
said tha~ he is nbaffled and ou~rag@dn t~t wi~h teen drug 
use rising, the '.PDA refusee to g.:i.ve parentR aOClee8 to the 
same drug tp.sting ki~. useQ already in workplace testing. 

Specific questi~8 should be referred 1;.0 Jim O'Hara of. tbe 
FOA. Quescione ~ou~ CongreSSMan ~ltloY'D la~~~~ lecter to 
the ~rQa!~ent, G~neral MoCaffrey, and Secretary Shalala can 
be l:eferred to MeUaea SJo;olfield at HIlS. 

, , 
( 

Q: L'Ong"l;!lillllll~U1 ~lilCilY says that the FllA deciSion on' home 
drug test1nq for '.i.llegal drugs was developed. otlly after 
consultations wiull tile S80ratary Shalala'(j offiee and the 
ClinLon White HOUSe, l& that tr\IC,? . 

! ; 

A: No. There wa~ no involvell\ent of elcher sec:ratary' El 
sh~lal.a' If o!uce 9:1." the Clinton WhitFl YOUSQ :i.n tl~e FDA's 
produot approvel process. 

: i 
U: ~ut what about the 7/1g/96 letter from Deputy FnA 
Commissloner Sharon Smith Rolston? Doean't that If!I-.l;ar 
confirm. I:.hat NIDA,! SAMHSA, and the Prel=:i dent' 0 Dru!:i Adv1,aory 
Co~nci1 were all ~nvQlved? 

i 
A: N.... A~ t.he; fU!,ll. text: of the lett;er makes cleor, th~re 
have been gen!!!:t'al 'oont .. ~t;.e with other l19'encies ana FIlA. on 
the overall issue ~t hom .. Oruli tt::tfc1ng. "fhosa Clonl:.act~ were 
a.~propria.te. . ~' 

Q: Isn'e the FbA ~it:l.on rid.iculo,",!!? Why shoUld t:hese 
drug teste be OK f ,. businesses to administer but uot for 
parents? I 

fil0QZ 
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AI The FDA i~ dedicated to wOl'king ;ill the best interests of 
families and p,a%en~s. As COmmissioner KeD~le~ said T.oday, 
the ~ge"c~ ie ~e-evaluating the l~sue expeditiously. we 
believe t:bat's th~ right t.hing to do. 

Q: SO did ~~ WhitBl House or HBS overturn the PDA? . 
AI No. Tb~ F~A ma~ tho dcc1~ion to look into the ma~ter 
agd.n. 

. 
Congressman Dl.~le:y ll.u called for 9ruce iiu:t:lington eo 
~eeign. Will ~P.? 

A: Dr. Sltt'Iin9iton has no 1nt.entio:u of resigning. Thlilra' 3 
way too much partisan finge~-point1ng going on. 

Q, no." can yOU! say that parents ar~ the key to J;he struggle 
against yguth diu~ use and then refuse to put pawa:l!' in thoir 
hands like thiat 

A: We' VI!! taken i strong stepf! to,. put POWltl: ba.ck :1.n parente 
balla.. On the drug i"IilUIl Alone, we've developed new drug 
prevant:ion tn~te~1al.~ that have gone free Qf t!narge to 
millions of hnuGeholda. Ju.st last'. "'ealc, Dcc.-ot.tlrY ~bal ala 
IUlnl':''Ilnoed tbe:; L'clease of the latez;!L of these new Qlaterl"ls. 

But that's nee .al. If you luok at thi~ a~ini8t:t:aLlon's 
record, What you' will see lS a powerful ~nd consistent 
cffo:t to hel:p pare%l.ts guide their children to Safe Pal!lAaga 
through the ~~enaqe yca~GJ The PrcsidenC'e support of drug 
te8ting for high school athletes. Rig cdll;l for ynllth. 
curfcw~ and schoQl unifortnl;J. On the j IIl;U.. o£ viQl=uce In 
the tMd!:t., h.i3 lCcluersnl.p it\ mak1nsr the V-Chip and voluntc1.l:Y 
r~'cings syst:em for TV i;l reality. On YO\1th tobacco use. our 
.historic new prevention initiative. This is a strong record 
Q£ achievelllen~. 

Background: The !rDA haB approved. hQme WUq test i.ns if 
prescribed Dy:a m~dical professional. 

Q What ahnll~ .the; charge! that thesQ clcci~i.cm.s were mr.lde at 
the highest 18~els of FDA? Is thae unusual? 

A: S@cause two difrercnt 4ivisions Within FnA were 
conSidering two di!ferent home test ~ics (abe for drugs aud 
one for AIDS) the :PDA commissioXlP-T" S offic;:e did r;oordin!.te 
the agellcy' $ ~Jenetal policy on llOUI~ t:esting. This is 
perfect.l y approp:d!ate. 
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home test kits\ 
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TO 02024S61028 pOOS 

DEPUTY SECY 

This Administr~tion is fully committad tQ help1ng parent~ 
~each thei~, cnil~ren that druSIi are 111egsl nnd wro~. 
We've developed new drug prevention materi.l~ that have gon~ 
free of cba:rge to ttillion8 of pAraneS, and fought Congress' 
actampte tn, eu~ funding tor d~I~-f~ee school~. 

on ehjs ~artieUlar ~8sue, it's important to remember that 
home drug testa havGI beea considered uClaso III ll\Sdical 
dsv1(!es" ncediri~ POA a.pproval sincf< cit least 1.987. 
eOtmniSUlione~ x..;.s81er hAS made it clear that the agenry b 
r.·evaluating chis issue expeditiously. w. believe Lbat'S 
the right thinl:t to uo. 

09-27-9~ nS:llPY P004 ~l. 
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October 2, 1996 

MEMORANDUM TO: John Hilley 
Bruce Reed 
Rahm Emanuel 
George Stephanopolous 
Todd Stern 
John Angell 

FROM: Carol Rasco 
Jack Quinn 

SUBJECT: Draft Letter from POTUS to Commissioner Kessler 
Regarding FDA's Policy on Home Drug Testing Kits 

Attached for your review is a draft letter from the 
President to Commissioner David Kessler. As you know, 
Congressman Bliley's Committee held a hearing in the House last 
Thursday examining the FDA's approach to approving home kits to 
test for illegal drug use. Bliley has also requested information 
from the White House regarding the review of FDA's testimony. 
Bli1ey and others have argued that FDA is inappropriately 
interfering with parents' access to tests. Commissioner Kessler 
committed to Bliley after the hearing to review FDA's policy on 
drug test kits. 

The attached letter would put the President on record 
supporting parents' access to safe and reliable test kits. We 
would not necessarily release the letter publicly, but the 
President could refer to it if asked to state his position. 
There has been some press coverage of this issue, and the FDA 
expects Dateline to run a segment on it as soon as this Sunday. 
Further, the issue may be raised in the Presidential debates. We 
therefore advise that the President send the attached letter 
commending Dr. Kessler for his decision to review FDA's policy 
and conveying his views to the Commissioner. 



Dr. David A. Kessler 
Commissioner 

--- DRAFT ---

October 2, 1996 

Food and Drug Administration 
5600 Fishers Lane, Room 14-71 
Rockville, MD 20857 

Dear David: 

I am writing regarding the Food and Drug Administration's (FDA's) 
policy on home drug test kits. I understand that FDA's approach 
to reviewing and approving home testing kits, including those for 
illegal drugs, developed during the administrations of Presidents 
Reagan and Bush. I am pleased that you intend to re-evaluate 
this policy as applied to home tests for illegal substances. 

As you know, I am committed to getting parents the tools they 
need to prevent their children from using illegal substances. I 
have supported drug testing of high school athletes and have 
fought Congress's efforts to cut funds for the Safe and Drug-Free 
Schools Act. My administration has encouraged states to adopt a 
"zero tolerance" standard for drivers under the'age of 21 who 
drive while intoxicated. You and I have worked together to end 
children's tobacco use. 

Parents should also have access to safe and effective home drug 
test kits. I understand such kits have been considered "Class 
III medical devices" needing FDA approval since at least 1987. 
The FDA clearly has a role to play in ensuring home drug tests 
are safe and effective. For this reason I do not state a view as 
to whether the FDA should approve any particular home drug 
testing product. I do believe, however, that safe and reliable 
tests should be available to parents, and parents should be able 
to use such tests if they choose. 

As parents seek to raise their children drug-free, it is 
important to make all potentially useful tools available to them. 
I urge you to keep this in mind as you review FDA's policy 
regarding home drug test kits. 



the past. I just don't know if there's a way to resolve this." 
Added the official: "Whether you pull the plug or not pull the plug 
depends on whether you're heading in any particular direction, and 
what looks feasible. So I don't think we've set a time by which we 
have to have an agreement -- 12:00, 1:00, 2:00. It doesn't work 
that way. It's much more fluid than that. It depends upon whether 
anyone has come up with an idea both sides think is feasible enough 
to pursue." 

o Palestinian-Israeli clashes reported; Summit post-mortem continues. 
Palestinians burned American flags and threw rocks at Israeli 
soldiers today as Palestinians complained the Washington summit 
failed to achieve either a firm date for an Israeli troop withdrawal 
from Hebron or the closure of the recently-opened tunnel in 
Jerusalem. The confrontations were reportedly less intense than 
they had been in the last several days, however. Israeli newspapers 
said Prime Minister Benjamin Netanyahu did give President Clinton a 
target date for a withdrawal from Hebron. But the AP reports 
Communications Minister Limor Livnat said Netanyahu "did not commit 
to a timetable for leaving Hebron, but rather a timetable for 
talks." . Meanwhile, summit post-mortems continued today. US 
mediator Dennis Ross told NBC-TV this morning, "The fact that we 
have them talking is very positive -- but we have to produce 
results." Ross added: "We are in better shape than we were two 
days ago." Council on Foreign Relations Committee President Leslie 
Gelb told ABC-TV the meetings may have been good "public relations" 
for Clinton but probably will not have much lasting impact. Said 
Gelb: "It took the contest of wills off the streets and put them 
into some back room for some number of weeks but that's all." Nabil 
Shaath, a top Arafat aide, expressed his disappointment but said the 
summit represented an Israel failure, not a US failure. The AP 
reports Shaath said: "President Clinton did his best to put the 
peace process back on track, but the Israelis wouldn't let him. 
They came up with new demands for security measures. This is not 
acceptable to us." Hasan Abed Rahman, who heads the PLO's 
Washington headquarters, said the two sides will try to bridge gaps 
in their fundamental differences. 

o Bliley continues to press Administration on home drug testing 
decision. A House Commerce Committee source reports this morning 
that the names of FDA officials involved in the decision to stop a 
Georgia woman from marketing home drug testing kits have yet to be 
officially presented to committee chairman Thomas Bliley. Bliley 
has demanded to know who was involved in the decision and will 
demand resignations of people involved. An Administration official 
reports this morning that, while Chairman Bliley had sought a list 
of officials earlier this week, the FDA and the Commerce Committee 
mutually agreed yesterday that a list would be turned over today. 

Congressional sources report Bliley's anger at the FDA decision 
was piqued when the FDA testified last week at a hearing before the 
committee that "they were going to work with Sunny Cloud," 
suggesting they would not seek to force her to take the drug testing 
kits off the market because they had not received FDA approval as a 
Class III medical device, according to a congressional source. 



• 

However, when "the lawyer for Sunny Cloud went back to his 
office ... there on his fax machine was a letter timed out at 8:03 am 
saying that they still intended to regard this as a Class III 
medical device," according to one congressional source. The 
disparity between the testimony and the letter resulted in the 
members of the committee going "apoplectic" Friday morning, the 
source added. 

Later Friday, several committee members held a press conference 
to denounce the decision. During the press conference, House 
Republican Policy Committee Chairman Christopher Cox called for FDA 
Commissioner David Kessler's resignation. A meeting immediately 
followed the press conference attended by Kessler and FDA officials 
Bruce Burlingt9n and Lillian Gill, as well as many members of the 
Commerce Committee. A source at the meeting described it as 
"brutal," saying, "Both Democrats and Republicans alike piled on Dr. 
Burlington, Dr. Kessler and Dr. Gill for their failure to mention 
this letter during their four hours of sworn testimony on the point, 
and for the ludicrous position the FDA has taken." An aide to Cox 
said that Cox was unsatisfied with the explanation offered by the 
FDA officials, and reiterated his call for Kessler to resign during 
the Friday meeting. An aide to one of the Democrats in the meeting 
said to be critical of the FDA decision, Rep. Anna Eshoo, confirmed 
that Eshoo "was critical of the whole situation and she was 
concerned that ... we were hearing one thing from the FDA at the 
hearing, and in the meantime they're faxing a letter with a position 
180 degrees from what they were saying at the hearing." 

Sources at the meeting also report that Commerce Oversight and 
Investigations Subcommittee chairman Joe Barton also discussed 
possible perjury charges based on the conflict between the testimony 
and the letter to Cloud's lawyer, though an aide to Barton said, "I 
don't think anybody's planning to bring perjury charges," adding, 
"Kessler promised to take care of the problem. So, I think that 
we'll first watch and see if that happens." 

Meanwhile, a committee source reports that communications 
between the Administration indicate "clearly the White House was 
consulted" on the decision, and "We want to know who." 

o Garment workers pension rescue announced. Labor Secretary Robert 
Reich announced today an agreement between clothing manufacturers 
and garment workers aimed at saving a pension plan that covers 
70,000 workers. Reich said today: "This is a rescue plan that 
works for everyone. Seventy thousand workers will get the full 
pensions they earned, solvent employers will not be ruined by the 
pension obligations of failed companies, and taxpayers don't have to 
fear they will be left holding the bag." The agreement between the 
Labor Department, the Clothing Manufacturers Association and the 
Union of Needletrades, Industrial and Textile Employees is designed 
to rescue the Amalgamated Insurance Fund, a mUlti-employer pension 
fund which is suffering a $250 million shortfall because of business 
failures in the men's suit industry. The rescue plan is unusual in 
that it does not involve a takeover of the fund by the Labor 
Department's Pension Benefit Guaranty Corp. Instead, the plan 
encourages healthy companies which contribute to the fund not to 
withdraw their support. Under the agreement, employers will 
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STOPS 
THE COLTS' 
STREAK;c 

OHIO ST. WIN OVER 
PENH ST. LIFTS IT TO 
NO. 2 CaIIp _ 1.1" 

MONDAY, OCTOBER 7. 1996 

NEWSLINE 
• /Ii CUICK READ ON ne News 

WAU STREET: _m_ ...... _ 
Jooes industrial average over 6000 IDOII,. eqIl!r1Isay; the 
~ rose 60.01 potnts to. record 599l.88 F'rtday. 18. 

EMERGENCY LANDING: Plane _ u.s. 
HOUSing ~retary Henry Qsneras and 52 othen tands 
!ialely in Washlfl8lon aIIer hitting. aoa of birds. i4A. 

CRASH COMPENSATION: u.s. _ .... : 
Ina to make II easier ror victims 01 ItttmIetioaal aJrtifter 
aashe:!l to sue for dJmaB5 3A.' . 

'JENNY JONES' MURDER mlAL: In 
1leInII~ J_ Sd>_ left. 
aues on D1BI todaY IrJllZaytDg of py 
man Wbo said be· was Sdunltt's 
seem: admtrer dul1D8 taping 01 
The J~ Jones Sltow, DetroIt 
py ITOUP IiI)'S 1M kWInC was a 
bate c:r1me. ItA. 

BASEBALL: _....,. 
bullpen takes Oft SlIqBtJ'5 01 Balti
more In Amertc:In I.J!que Cbafn.. _.---'. New York. III NatIooaI Leque., Sl 

Schmitz: Says TV Louis cardinals 'ace AU8Dta 

Showhl.mlialadhm =":'.!t~ayi.&eekeDd ac-

POPE TO HOSPITAL: ..... JOIUI _ 0 ... 
undel')'O tests today betore bavtuc appedd1x temoVed. fA. 

TROUBlED TORIES: """ 11 ..... In ....... 
Brftisb votClS seem ready to tasI out BrltaiIl's I'1lIiD.8 
Con$rrVaUve Party; If'OUp wW buddle to 1M UDit;y. 4A. 
TEEN CURFEWS: MJaneapolb __ 
MaIl or America enloroe:s new curfew; two 8J'ftSb are 
made. down ,rom ·eight to 10 011 II Saturday aI&bt. ID. 

DRIVERS WANTED: ACnm USA. IdIOoI bus 

=~~ci~8~;~~=II=~~rate 
TODA Y'S DEBATE: ConOOll' .. _'" CQSI!. 
In USA. TODAY's opJnJon, "As HMOs controJ a:pIo&n& 
IXISts, vote~ and legislatol'$ are retaIJatin&. But mme cum 
are quackery.N leA. • 

.. '"WIth perverse DnandaI lncenUV!S, your. doctor prac. 
tlces under a 'vetertnary etbJc,'" says Gordoe MUIer. 1M. 

:r.:r:a:1~~=~1:ua~~ medidDe_ 

MONEY: PeI •• _b1 .... ___ N~ 
2 spedalty craft brewer bopeI to boost proDJe. IB. 
.. Where are the OI~pJcs' star endoBers? IB. 
... New software al~ to make usin& Web easier. lB. 

SPORTS: Tony ~Ie and leammale J.O GonIo. 
tum Winston CUp eh8se Into a vtrtual dead heat with three 
races to go. Aulo radll8- 1,6.17C. 
"'Gra.t One makes debut., N.Y. Ranger. NUL I.BC. 

UFE: Any percent ot people soy dOctor-a'lSlsled suldde 
Should be legal; 41'l1o disagree in Gallup Potl. 10. 
.. Restored ·Hltcbeoct·s Vcr1:igo comes buck to haunt 3D: 

.. Riwrdona: Puts ll1sb danct tradltions (Ill smce. to. 

- COMING TOMORROW -.-. 
'PAST PERFECT: Doo ....... __ .. 

, .bIS per1ect Wond Serlos_""", .. ,....00>; 
!be bal strike bsum.ed bder nate MJtcbdL 

ByJ .... o.l!llc:tley 

Inside ~ 10DAY 'SECTIONS 

USA SNAPSHOrse 

7D 
'''174 

7D 
7D ,. 
ID 

WHAT'S UP 
WITH YOUR 
MUTUAL 
FUNDS? 
HOW STOCK FUNDS 
010 IN SEPTEMBER. 3-88 

FOX NEWS CHANNEL 
CHALLENGES CNH 
STARllNG TODAY 3D . . 

f> Cover $ory: How debate 
adds to electoral math, 1A 

~ What Clinton, Dole sald . 
on the debate issues, 12A, 

~ Ask the candidates your 
question on education, 11A 

Debaters clash over vision 

High court to COnVene 
for a contentious year 

Widening GM strike 
thr~tens U.s. supplies 
By-
USA TODAY 

Rivals cite 
fundamental 
differences 
By s.s.uo I'll&< 
aDd 1W Lawrence 
USA TODAY 

HARTFORD, Conn. - Presl· 
dent Cinton and RepubJlcan Ii
YIJ Bob DoJe dashed Sunday in 
a nationally televised debate 
dominated by dlaJJeS over 
taleS and tnlStWOrthlnc:m. and 
competU\&vtslonsOfthe future. 

On tile oJfenstve In their am 
face-to-face confrontation of 
the campal&n. Dole ouUined an 
~ portrait of Olnton as 
a president 1I/bO exaggerates 
tat tJUlh and buckles to the in
Itresls of trtal lawyers Wbo 
_"bIs~ 

Fw bIs part. CIInIDn ...,... _bad __ '''' 
era! procram!I from MeclIcare .. ... BradY _ bIlL 

tbe tIIIIIIbY Ills ..
..."" bIs Ienn, QInIon ..... 
"1fI: dear tba1 we're better 01-
thaD we were lour yean, ago. .. 

"Sa6dam HQ9Se1n Is ptObrao 
bIy better o!' tbaD be was tour 
..... .".,. Dole oopIIed. "BII', 
are (be Atne:r1c:an people?" 

Many an8lysC$ IBW the 81). 
rnimde faceoOtr u Dole .. best 
c:IIance 10 break tbroI.sP lot an 
QdobeI-comebodL 

But bis road is steep: A USA 
TODAY 100N/GaUup Poll puts 
Dole 18 points doWn. $4'.i-36'M>. 
with lUSlfour weekS to go. 

Prime-time 
baHles never 
knockouts 

MmDn& from the scene: Ross 
Perot, the Reform Patty candi
dale rebuffed III his IegaJ bid to 
JOin the debate. 
~ey've dOne everything 

they can 10 freeze us out" he 
saJd eartler Sunday on CBS 
Face the Notion: 

But sitting in B prime seal in 
Bushnell Memorial Hall was 
Billy [)ale. invited by the Dole 
campaign as n reminder ot the 
administration's ethical Ira· 
vaiJs. His 1993 ouster as head or 
the Wrute House travel oalce 
prompted 8 bitter controversy. 

COMMENTARY ~~A~-

Candidates 
had two 
minutes to 
debate topics 
like Bosnia, 
Medicare 

During the deb-1fe; 
... (llnlon opcnt!tl hy prni'iirlJ! 

Dole for his "record of public 
servl~M and !Dying he wOl.IId 
by "10 make this campaign 
and lllfs debate one of Ideas. 
not insults." 

.. Dole thanked him but 
tben unleashed a strtns or jabs 
rBn&inI from dWJes be u· 
poi1ec1 Medicare 10 "scare" se
rtlon 10 tallI.n&: 10 call PresIdent 
_ by bIs I1!1e .urtna IheIr 
det8te tour yean 8&0. 

0ID100 deteDded tUmstU. '1 
UllDII my ideas are better for .......... 

And be said the nation 
sIloWdn1staJ1lhe next century 
led by someone who YOCed 
ecatnst srudent loans, Head 
Start and the Department 01 
EdUQlllon. 

The two men debate again 
Oct. IS In San Diego. TOday. 
Dole begin! 8 rwodaY bus trip 
In New JeRe)', WhlIe Ointon 
accept!: CEO endorsements in 
ConnecUcut and campaigns in 
New Hampshire and Maine. 

'Concrete steps' urged in Mideast talks 
BylaM-.._ ' 
USA TODAY 

EREZ CHECXPOlt<T. Gam 
Sb1p - SectdDty of Slate vq,.. 
fen omstopher SUndaY ufllCd 
lsraelLs and Palestinians 10 
take -concrtte se..- quickly 
or the Mideast peu~ process 
tacfs pa;sjbie dea:1'\Ictk)n. 

'"II 15 ,;1111 a dnngerllQ!t sUun
lion," Ctutstopher sUd after 
meellnl Palestinian leader 
Vasser Arafat and Israeli 
PrUne Mlnlsler BenJamin ~ 
tanyabu. "ThaI's why ... Ie Is 10 
uraent ... to make PrtlSf'ellS.-

Ararat said be .. movInIto 
bc*I doWn the viotence_ -n.e 

- ""- Is 6 [he Wes:t Bank city to DOl easy.- :':. • be IUrned over 10 Pal· 

Recently, 73 people i .. ,~', •. '."""'~.,.'." est1nlan self-rule un· were killed In 6ghting der the pence de:ll~ 
sparked by, Israel's Signed in 1993. 
openina of a tuMelln Israel wanlS SOmt 
Jerusalem near a adjustments; tIle Pn}. 
MUSlIm boly sile. estlnlans refuse. 

Also a cause or ,,_-''';' Netanynhu d~ni~d 
frllSlrnUon: Israel's Cbrlstoph.r: rC'port!l h~ told Prt':'\!-

~a:!':..rr ;:!r :r;:: HoldS ~ ~fn~~f~or:~,,:! I~ 
wbere a lew hundred meli! bron wltbln 4~ days. But 
lhoe 8mOI'II nearly 100.000 Pol- Net4nyohu PIIed&ed 10 '"movt 
esUniIlns. speedily"' If a deal Is reached. 

israeli and PDIeSlInion 011- OfDdIllS nl Sunday's talks 
dais mec SundBy in 'U.5.-medi- al50 f;pOke about a news black:
med talks and apeed 10 latera- OUI and movtD8 mef'UQCI else-
1M ~ on lIebron, wbft'r, Uke Cyprus. 

. . , . , FOR USA TODAY SUBSCRIPTION AND CUSTOMER SERVICE.n CALL 1.800.U5A.OOOI ' <.' • 
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The FDA's Nannies 
It seems the Food and Drug Ad- Dr. Kessler merely promised to form 

ministration, which has taken it upon an "advisory panel" to "study the is
itself to regulate "family discord," is sue." Meanwhile, his agency's ap· 
having trouble getting its own house proach tUrned from draconian to inco-· 
in order. Recently on this page, Sally herent. The FDA's Bruce Burlington 
Satel reported on the agency's crusade testified that the .agency would "work 
against home drug testing. The same with" Sunny L. Cloud, the Georgia en· 

• day, at Congressional hearings on the trepreneur who is marketing a home 
matter, the FDA's Steven Gutman ac- drug-testing kit the agency has ten
knowledged that the agency fears the dentiously deemed a "Class m med
"discord" and "coercion" that could ical device." 
result if parents test their kids for But when Ms. Cloud's lawyer re
drugs. "I can deal with the results with tUrned to his office after the heating, 
my own child," Dr. Gutman testified; he found another warning letter from 
"but after all, I'm a doctor. I've got the the agency that frets about "coercion," 
benefit of two volumes of federal reg- admonishing that Ms. Cloud risks pros
ulations on .drug testing." 'ecution if she continues marketing the 

Dr. Gutman's testimony did not go . kit. Then Dr. Burlington wrote to Rep .. 
over well. "In my 15 years in Con- Joe Barton (R., Texas), promising to 
gress, I don't believe I've ever heard "defer any regulatory action" against 
the audience break into spontaneous Ms. Cloud, who, for her part, has no in
boos and laughter at goverriment wit- tention of backing down. "I think this 
nesses," remarked House Commerce should be a choice parents make," she 
Committee C-hairman Thomas Bliliw says. "I didn't know that the pow~rs of 
(R., Va.). "They had to be warned five the FDA or any government agency ex-
times to stop." tended into my living room. ~ 

Commissioner David Kessler was The White House's drug czar, Gen. 
apparently embarrassed enough th.at Barry McCaffrey, agrees. "I think 
he asked for a CapitOl Hill meeting families ought to make up their own 
with Mr. Bliley-biit not enough to minds about it," he told the Christian 
back down. According to Mr. Bliley, Science Monitor. Stay tuned. 

Ladies Vanishing 
• Afghan clerics aren't the only Asian 

authorities desperate to keep their 
women under wraps. The only differ
ence is that in Burma and Indonesia, 
authorities have got Aung San Suu Kyi 
aI1,d Megawati Sukarnoputri in politi
cal purdah. As objectionable as the 
banishmerit from public life of Afghan 
women is, the official squeeze on pop
ular leaders Ms. Suu Kyi and Ms. 
Megawati is more threatening. '. 

The forces holding them down-a 
military junta in Burma and what is in 
effect a one-party state apparatus in 
Indonesia-are strong enough to 
thwart the democratic aspirations not 
just of female politicians but of any 
and all deemed to pose a threat to the 
statUs . quo. In the case of 
Afghanistan's women, sympathy with 
their plight is near-universal. It would 
appear that Ms. Suu Kyi and her fel
low citizens are swfering so much to
day because so many of Burma's 
neighbors have signaled an utter lack .. ' 
of concern about their fate. 

Ms. Megawati's situation is not as 
bad, at least not yet. The government 
of Indonesia, while it presides over an 
un-free pOlitical system, is most cer· 

tainly not' in the same league as 
Burma's State Law and Order 
Restoration Council, Slorc. Ms. 
Megawati still has some room, how
ever tiny, for maneuver. She has en
gaged in a tug of war with a govern
ment . that clearly would like to keep 
her out of the political pictUre, but 
without appearing any more heavy
handed than necessary. 

Until now, Burma's neighbors have 
shown little concern about the behav
ior of the Burmese regime. At times, it 
has even appeared that some Asean 
members found championing Slorc a 
satisfying way to show contempt for' 
the'United States and other countries 
that called for some form of interna
tional action to help protect human 
rights in Burma. Not surprisingly, , 
Asean's most democratically ad
vanced members, the Philippines and 
Thailand, are the only ones with the 
open moral qualms. 

Exile Burmese democrats have 
noted that "a state-monopolized, mili
tary command economy cannot con
tribute to the thriving Asian regional 
market economy." Words, and a 
cause, worthy of support. 
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• • EXECUTIVE OFFICE' Ol'nONALrOR~99(7.90) 
~ OFFICE OF MANAGEI 

WASHINGTON 

• 

Honorable Thomas J. Bliley, Jr. 
Chairman 
Committee on Commerce 

To 

Subcommittee. on Oversight and Investigations 
U.S. House of Representatives 
Washington, DC 20515 

Dear Congressman Bliley: 

, of f'OD08 ~ J --

This is in respon·se to your letter, dated September 27, to 
the President regarding the testimony of Dr. Bruce Burlington of 
the FDA before your Subcommittee last week. In your letter, you 
asked for information regarding the process used in reviewing Dr. 
Burlington's testimony. This response is lilftited EO that: aspeel:!"oVl lukal&. 
of your letter flro", the peint of "'ie~ of the Executive Office of 
the President. 1Mt.\M.I..e.v 

Although OMB has direct knowledge onl of the clearance 
process, '11'0 are Ild'deed that Ene. staff . , of each of the 
relev~Bt White House Office~a&e etaeea(that no one in 8a~h 8Q~~iv 
officerwae involved in the rmation of the policy discussed in 
this testimony or in the de elopment of the testimony itself 
prior to its submission to his Office.~ d I ~ I. r ,{) ~A tfl V l~ / 

.. II . .I~~ \"e..ltMJl.~ Vld\ 0.>.. 1"W... ~l.ut:+- VI .d'11l t:.l 0 hU-d ov 
The procedure for coordinated review of Administration ~fcV~J 

testimony is long-established and is essentially unchanged since 
the Administration of President Franklin Roosevelt. Numerous 
drafts of testimony are circulated to staff liaisons of 
interested Executive agencies many times each day, to be staffed 
appropriately for review. 

In this case, Dr. Burlington's draft testimony was 
circulated in accordance with this procedure as a routine matter 
to staff liaisons in the following agencies on September 24: 
Department of Justice, National Economic Council, Office of 
National Drug control Policy, Office of Science and Technolo~ 
Policy, Domestic policy Council, White House Counsel, and th~s 
Office. At tae eRa af Eats eleara~~a p~oceBs QMP advised ~fte ~ 
~efte~ onll1 of recommeREied ediLoLial changes before clea::tifl:9' taER...,. 
teet.i"HIQRY .e... 

I hope this answers your questions on the procedure 
employed to circulate draft testimony for review within the 
Executive branch. 

Sincerely, 

Robert G. Damus 
General Counael 
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EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGE,. 

wASHINGTON. D.C. ?OS03 

October 2, 1.99fi 

GENtoRAI couNseL 

Honorable Thomas J. Bliley, Jr. 
Chajrman 
Committc'c, on Commel;ce 
Subcommittee on Oversight and rnvestigations 
u.s. House of Representatives 
Washington, DC 20515 

Dear Congressman Bliley= 

~ =41:> l'IO.UUl r- .UL 

I am writing in response to your letter, dated September. 27, 
to the Pr.esident regarding the testimony of Dr. B;r'uce Burlington 
of the FDA before your Subcommittee last week. In your letter, 
you asked [or information regarding the proceas used in' reviewing 
Dr. Burlington's testimony. I am writing on behalf of the 
Executive Office of the Pre::d.dent. 

Although OMB has direct knowledge only of the clearance 
proceSD, staff members of each of the r.elevant White House 
Offices listed below, 1:I.S well aD the Chief of Staff's office, 
have reported that no one in theiroff.ices was involved in the 
formation of the policy discussed in tilis testimony or in the 
development of the testimony prior to its submission to this 
Office. 

The procedure for coordina'~ed review of l\dmi.nistration 
testimony is long-established and is essentially unchanged since 
the Administration of President Franklin Roosevelt. Numerous 
drafts of testimony are cir.culated to staff: liaisons of 
interested Executive agencies many timf!s each day, to be staffed 
appropriately for revlew. 

In this case, Dr. Burlington's draft tectimony was 
circulated in accordance with this procedure as a routine matter 
to staff liaisons in the following agencies on September 24: 
Department of Justice, National Economic Council, Office of 
National Drug Control Policy, Office of Science and Technology 
Policy, Domestic Policy Council, White House Counsel, and this 
Office. 

I hope this answers your quest.ions on the procedure 
employed to circulate draft testimony for review within the 
Executive branch. ' 

Sincerely, 

Robert G. Damus 
Gener.al Counsel 
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To 
.I 

The i1OnoTatr;am"'~U7ttoll 
fB .... 

The President ufthe Unit(:d States 
Tho While Houlic GEIlERAl seRvICeS ADMIIlISTRATION 

Washington. D.C. 20500. 

'n)~ fl,morllble UoMB ~halara 
fI~r~UIl)' 

l)QP~ont of llr;oJth and HUIrlilll Services 
200 r n<ltopeT'IdgnQc AVCDUO, S. W. 
W~lIhinellln,n.c. 20201 

Ill. David A. Kessler 
Commissiul1cr 
Food am) Drug Administration 
S600 fisheD LIUlC. #1147] 
Roolcville. Maryland 20857 

OC/lCTaJ 8my McCamey H J'm r 170 , 
O{:lkc of Nati{)/Ii11 Drug COlltrol t'olicy 'at . ~ ,-
7S0 17th Street. N.W. 
W3Jihinston, D.C. ~0006 

Dellr Mr. President. Secretary ~hallila. Dr. Kesslor, till" ~JlQ1lJ McCaffrey: 

With \Cenagc d~ USll inl:rca.<;ins 105% in jll~ the p;lj:l four ),e8l'll. J am bDllled and 
OUfrbC.ed by the rerusal of the Food and Drul! Administration 10 oJlow parentll RCCC~l: to lll" ~c 
drug testing kits thai ,1ft: fn:t:I>' sold to employers: for workplace dme reslioll. This decision Of 
the FDA is p,t'ounded in;11\ "nogafl!. insuJ1uIg alliLude lowwU Ameril:an parents.lUld ac~orc1in£ L,' 
u:sllmony before (;ongrcs.., yesterday was dcvcl~pc:U only after cOlllull4liuRS with the highest 
Ieveb of \he governm.mL, including Scwctary Shl!1111a's offi,c IlI1d the White Houscitsclf. Ttl be 
blunt, r dc;malld to blow huw thIs dcci8ioD was arrived ut, Md who is n:lo'pUrurible for it. 

TIle FnA '9 posilion i" pw-ticulBrly tro\lbl~JOmr: in light QfOcm.TA1 M~atney'8 quolC in 
ycs[crd:\Y's (/SA Todfl)' that "the prt\hlem ill pRtCnt,. Dot pt>ljIiCl~" "The: mAjority ot tcenl! tt.re: 
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drua:-frec." Gen. McCaJTrey is quoted lUI qaying. "anti ,hilt iR beCliUM lhey Me f~ul oEthc . 
consequencc!!. " 

H!:l:lides giving parenl~ a way to otC1ll'Btcly and reliablY monitor lhl:ir cllildren'~ bebl:lviDr, 
these kits 4~ou1d hi: the best (~xcus.e American tecnageo wuid have to "Jwsl Say No." Yelihl! 
FDA n:Iu..~!1 W make d\CIIl available to parcms, and the reasons alven to Congress yesterday by 
hlgh-f:wking fDA official:> w~ c.luwruight rldicul<lIlli. Perilaps more troubling, the attilUdes thot 
w\:c~ TullC'C[cd by 1h1s ";cci!iUlI !ccm 10 be slIan:d by Sel."n:UIl'y Shalala's office and the Wbile 
110u31'1 Offl~ of Onig Control roUey. 

Tho FDA '8 1>r. SlevCln GUtillCUl, "cling Din:ctor of Ib~ Division of Clinicall.uboratory 
r~ce!l. :admitted t.llling monufaoturct9 that lh~ FDA is fcatrulthlll tb\l kill could c .. wse ''family 
tlil\Cnrd" lind "el)e~.ion" He went on to £8)' lhat whilo b~, rut a Doctor and t-°DA "mcial 
intimately familiar with the """0 vnlum~ or ~&Nal govlilrmnenl resulatione 011 wnr\{pl~c da·U& 
!ClliLin~, would be IrlbJe to ';(Jmpreilend and d~ld cflmperently wiln R positive drug tb,;t result for 
one of his own children. he was concc:med thafhis sister-in-law. WAt\ is nol ft J}ocIClr a..d illl 

unfamililU' with the regulations, may not. 

Apparently, the highest-runking officials at the food and Drug AdlJlUljstratiol\ Mve the 
notion that Am.ctic:an parenu; arc somehow incapable ofhandlinS the complicated task ofbaving 
a child put Ii urine sample In II ~uP. pouring the sample uno 0 cDlIectioDj8l~ majUna the jill into a 
fGdcTally-li~-eJlllcd laboratory, 'lI1d theD dealing with the child in an appropriate fashion once the 
roAujh oomo btM;k.. 

Thl~ procedure appears SO complicated to thorn, in t~t, that the FDA ~gard8 the kits (8 
urine specimen ('.l)Ucctioa CUI', jAr and hlailiDg loboJ) CIS "Cl..a:tlt ill Mc:diu.1 Dcvir.C1I;' 8IlbjOQ to 
th~ lUImc: Sl;rutiny w.; hean plle~mlllrf!Tt and CAT-SCM machine!l -~ but only when sold to fKVtenl~·, 

imt.eari uf ~mployers or law cnfun;cment agenci~. 

Most troubling of all, ho\\'CVcr, is that fbi., ludicrous and insuilin" pUlooitinn !let!rru to have 
ernar.lIted di~~lIy from the fDA CommissionCf'~ office. after consultations will) the White 
HOllSf: and the offices or Sec",wy Shalala's Sub.!ltanco Abuse and Mental Health Services 
A£~rll:Y 1!I1t1 NationallDstitulc: (If Drug Abulleo 

Dr. CLltlT1il11 ~knClwlcdBcd telling the manufllcmrers' group, on [)xe.mber 8, 1995. that 
the d"ision to trenl homo dnlg IC.US·- U oppollcd to identical nne;!; SOld tiecly for law 
I!nlincement and wo~kpl~ drug testing purpP3C3 - Was"4 delibcJ1Itc poHcy deci~I()" that haJJ 
bem made 81 II high level within the ARenc),." Both ho 8ltd Dr. 9nKlO Burlington. (Dlro\,;Wr of 
the FnA's Cen1crJOt° Devices).lCSlitil".d rhatlhi~ policy came ('I"om CvmrniuiollCf Kcss)et'3 
office. A letter 10 our Committee dated July 19. 1996 from Deputy FDA Cornmjssioner Shanm 
Smith Holston lndiC.lltes that Secretary ShalaJa's Nl1iunllllnstiMe of {>rug Abuse. her Suhstance 
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Abu.sc: lind M~ntalllcoJth Scrvicc:..-s Administraliun, IUld tl~ Pn;:;id~m'~ DellS Advisory Coundi 
"have bceu in contact wilh the fDA on home 1Ani" testing iwuca." 

The at1irucie.'1 that havQ Jiven rise to tho FDA's po£ition on home drug ItIIting are 
l-epugnaJlllo InU, iUlU :UI J indlloUlLt'd eadic:r. I demand to leam witn holds lhem. and how high in 
the sovemmcn( they 111'~ .h.rai. To tIl'lt effect. pleaAe J'e.I:(IOOd leI \hi_ lts'uer. by 10:00 AM 
Monday momina. Soptmnbcsr 30. with TCIDOnseli to the fOllowing: 

• . Thl! identities ofall officials within the President's DrUS J\lIvisory Couneil. the 
Pl'e!Cident's Office ofNatioDaI DnlS Colurol Policy, ~CfOlary Sbalala's National [nstituto 
nf Drug Abuse and the Substance Abuse and Menta.! liQltb Services Agoncy, and Uus 
Food Bnd Onlg Admini.'Ilration who were flnpon,,;ble lor or bad consu.JWion wilh the 
FDA ~onceming the bOm.c drug testing iA!lue, 

• The j~IUj~ of all While House. Health and l-tum,," &rYi~~li and Food iIDd DllIS 
AdminlitraUon pmiODIlol wUQ reviewal c.b" prepared testimony ofOr-. Bruce nurlia&ton 
pre~ntcd on behalf or tb~ FDA for the Scptcmbor 26, 1996hoarins· 

In addition, on or before Wcdneaday, October 2. 1996 at 10:00 AM. ple.ase prnvide the 
following d'~'lII'Ienbllo my office: 

• tJl unexpurgated books, records. contspondeocc, nolCS, phone'logs, memoranda. 
doeum~nts (includinlllU drat\8 and without TCiaaf to wbcthcr theyllt'O on paper or 
recorded clectJDnically). 'and electronic mail (im:spc:cti'Yc of bow stored, incl uding bul not 
limited to tho" 8torat on individual PCs or on file servers thaI arc part of local area or 
wideatea uctwOlb) Nlaltlc.llo lhe issue "Chome dnlg testing IUIdto the preparauoDof 
testimony by Dr. Hudington, Dr, Outman aacl Lillian OW at yl!SlcnJay'tI ~g. 

I f your slllfr Iuls any Q ilemOilS aoou~ Ihia request. plgoac contact Alan S10b0din of my 
5Wf lit (202) 225-2927. IIIPP~iatc your eoopc:ration in thi. D1BUer,' 

Sincerely, 

Thomas J, Bliley. r. 
Chainnan 

cc; Honorable Jolin D. DingeU, R.a!1kina Minority MembGr 
HO"'~tablc Joe Sluton. Chaimlll.O, Subcommiuec 011 Over:lipt alld luYcsligation."i 
Hooorable Ron Klink. Raoking MuwriC)' Member. SlIbcommiUoo un Ovmight 
and tnvc:.stigatioM 
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EXECUTIVE OFFICE OF THE PRESIDENT 
Office of National Drug Control Policy 

Washington, DC 20503 

ONDep 

FACSIMILE MESSAGE 

TO: Jack Quinn 

FAX: 6-6279 

DATE: September 27 TIME: 3:00 pm PAGES: 4 + Cover 

FROM: Janet Crist ,Chief of Staff, ONDCP 

FAX NUMBER: 

OFFICE NO: 202-395-6646 

COMMENTS: Just received in ONDep. Believ~ no one in this agency WI1S involved in 
consultation meetings with \he; FDA, but will confirm that within two 

hours. 
Janet 

,tr J./ u 



.,~ _lJ 

rJ L~O I- + LA lAM t Y'C-"~"1. \I'R- '),.£A.JV\ r. 

~ ~G( V't.- WH-/~. C!-~< 

-
"',~ ~,I • 'I\;;~ 

~ 

tA.~~V . .. 1 =~1Q(d-



TO: 

FROM: 

THE WHITE HOUSE 

WASHINGTON 

DATE: _____ _ 

White House Counsel 
Room 125, OEOB, x6-7901 

o FYI 

o Appropriate Action 

o Let's Discuss 

o Per· Our Conversation 

o Per Your Request 

o Please Return 

o Other 

PRESERVATION PHOTOCOPY 



EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF NATIONAL DRUG CONTROl. POLICY 

Wa,.<:hington. D. C. 20503 

October 1. 1996 

The Honorable Thomas R. BIiley, Jr. 
Committee on Commerce 
U.S. House of Representatives 
Washington, D.C. 20515 

Dear Mr. Chairman: 

Thank for your letter dated September 27, 1996 to General Barry R. 
McCaffrey, Director of the Office of National Drug Control Policy (ONDCP). In 
response to your inquiries concerning FDA approval of home drug tests, pleased 
be advised of the following. 

The FDA has treated home drug tests kits as a medical device within its 
jurisdiction. But, ONDCP staff did review the draft testimony dated September 
26,1996, as part of the normal OMS Congressional Testimony Clearance 
process pursuant to OMS Circular A-19. The prepared testimony of Dr. Bruce 
Burlington, presented on behalf of FDA for the September 26 hearing, was 
transmitted via fax to ONDCP's Office of Planning, Budget, and Research 
(OPBR). OPBR staffed it internally to ONDCP's Office of Legislative Affairs, 
Office of Legal Affairs, and Office of Demand Reduction for review. 

I trust this information will assist the Committee's inquiry. 

Sincerely. 

'or 



EXECUTIVE OFFICE OF THE PRESIDENT 
OFFlCE OF NATIONAL DRUG CONTROL POLICY 

\\ashingtoD, D. C. 20503 

October 1, 1996 

The Honorable Thomas R Bliley, Jr. 
Committee on Commerce 
U.S. House of Representatives 
Washington, D.C. 20515 

Dear Mr. Chairman: 

Thank for your letter dated September 27, 1996 to General Barry R. 
McCaffrey, Director of the Office of National Drug Control Policy (ONDCP). In 
response to your inquiries conceming FDA approval of home drug tests, pleased 
be advised of the following. 

ONDCP staff has not been involved in the FDA approval of home drug 
tests. This issue involves the approval of a medical device within the 
jurisdiction of FDA It would not be appropriate for ONDCP staff to become 
involved in the disposition of a regulatory matter. 

ONDCP staff reviewed the draft testimony dated September 26, 1996, as 
part of the normal OMB Congressional Testimony Clearance process pursuant 
to OMB Circular A-19. The prepared testimony of Dr. Bruce Burlington, 
presented on behalf of FDA for the September 26 hearing, was transmitted via 
fax to ONDCP's Office of Planning, Budget, and Research (OPBR). OPBR 
staffed it internally to ONDCP's Office of Legislative Affairs, Office of Legal 
Affairs, and Office of Demand Reduction for review. 

I trust this information will assist the Committee's inquiry. 

Sincerely, 

Janet Crist 
Chief of Staff 
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EOOARD H. JURITH 

OFFICE OF THE GENERAL COUNSEL 

PHONE - (202) 395-6709 
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E X E CUT I V E OFF ICE o F THE PRE SID E N T 

01-0ct-1996 01:25pm 

TO: Elena Kagan 

FROM: Samuel Seidel 
Office of Science and Technology 

CC: Jonathan Foster 

SUBJECT: Response to question on LRM 5680 

OSTP neither: 

1) helped formulated to policy in LRM 5680 

nor 

2) helped develop the testimony prior to its distribution through the OMB 
process. 

I think this answers your question. Please let me know if I can be of further 
assistance in this. 

Yours, 

Sam Seidel 



/ 
Roz 

1. How about the following: 

"Although OMB has direct knowlwdge only of the clearance 
process, of the Federal Drug Administration (or 
HHS?) has advised this office that no one in the White House 
had any involvement in the formation of the policy discussed 
in the testimony or in the development of the testimony 
itself prior to its submission to this office." 

Perhaps we should just put Burlington's name here (if you called 
him and he indeed confirmed this) . 

2. As we discussed, please make clear that the testimony would 
have gone to staffers in each office responsible, in the normal 
course, for reviewing such materials. Please also make clear in 
some way the frequency with which you circulate such materials. 

3. I forgot to mention that we think you should take out the 
sentence relating to comments. This seems only to invite the 
next question: "What were the comments given?" 
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STATEMENT 

D. BRllCa IUIU.. tNG"l'ON , M.!), 
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the AQ'lncy>, and am hare today to cl.1.~u .. how FDA r8"{ .• W& 

muket:.d for the~" 1nten4.d. ~fi.. Kyo tu;j,moZlY will ~gvcr the 

aff,ct1vely aDd in accordance with claim. made bY those wbo 

l1ev'.lop lind. maautact.u:rs them. As you nfoi\l •• ted., I w111 

apecifiaally ad.dree8 the review of ~a.t eyetems for 4~g. of 

abu.. an4 provida an update on the Di.s~nGor 1000 glucometor 

~po.rin; w~th me today .~. two •• nior meMbara .of my ataff. Mo. 

r . .:11Uan Gill anti n,.. Steve Gutman. MIJ. Gill 1. t.h.o I:lirac:tor of 

oompliance and enforeement.30tivLtL ••. Me. 0111'. ~ack9~und i. 

~r. Qutman, • clinioal pathologiat, ~. ~he Direotor of the 

D1"iaion of ~l1nical Laboratory naviCB9, r.n~. which i. 

2 

'.'~'.' ••••• ___ •••• _ •••• " .' , I 

P. 4/22 
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re.PQn.~bl. for evaluating ~1.;no!tic medical devicea. Prior to 

at the Veteran. Adminiltraeion Hospital Ln luff.lo, New Yo~k. 

rnA BlWILATIQN OF DIAQNQSTIC TIST iX'DMa 

CDRK evaluate. approximately 1000 new and upgraded d~.gno.tic 

in labor.torlal, in medical offices and Q11n1cI, and 1n home 

setting. to te.t tor various ~yp •• of canoer, d~ab.te8, genecic 

defeets, chol •• tlrol and blood sugar levell, pregnaney, and many 

D1agnoatic t.at kit. or IYltlml, cuoh as those u •• 4 to ma.aura 

the level o~ glueo •• in a per.on'. ~lood or to detect the 

~re •• nce of .l~obol or drug. of abu~., belong to • category of 

from the body, .ucb as blood, saliva or hair, and measures one 

.a medical devlae. under the Federal Poed. Dru~ and colmatio Ao~. 

1 

P.5/22 
~004 
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FROM: DADE, J. 

Our Itatutory authority broadly .neo~p ••••• tne t •• t .yat.ma, 

l.bor.to~i," fr ••• tanding laboratori,., and in the home. It 

alilo inaluCS.. hit. provldlll" t:h,."ugh 1.nt.~rm.diary •• zviC!e 

provicl.n. 

Aa • p~.ctioal matter, we foou8 our regulatory resources on the 

products themselves and on tho.. proc!ut:!t8 t.hat t\re manufactured 

aB ~elf-gont.ined kits or teat eystama fQ~ ~ommerci.l 

distribution. lu cartain venue. vhe~ .pecimln oolloction or 

point-of-oar. t •• ting oceur., .ueb ~ th~ wQrkplaoe or hospitals, 

and fr"~8tand1ng l&bo~.torl •• , Wt ~f.r to othar author1~i.B. 
" 

.\Ioch U the WaUoA&1 lnltitute ot I>;n~g Abun (Glt.A.). NtDA 

cerhifies drug t •• ting laboratorie_ .n~ ba. prov1dt4 8peoialll&d 

training for roughly 15,000 phy.1e1an. on how p~rly to 

1n~.~r.t ~u; t •• tin; ~ •• ult8. We alao rely upon aqane1e8 

within the Cepartment of Health and ~~n Servic.. that a~o 

... . .. _--; .. _- --.. ' .... ..... - ... -._._.- ......... , ...... , ' . 

P. 6/22 
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ImprO¥Bment Amendment8 of 1988 (eLIl). 

For all medical devioe., our role i. to a •••• ' ~b.th.~ a prOQuct 

p1'GlPUI!I.Il Co. marketins i. sate and effective tQr it. intended. 

u.e. The ~.~.rmin.ticn of whath~T _ produo~ 1 •• ale and 

eftactiv. i. b ••• ~ on a variety Qf ocn.1~.r.t10n8 which p~oY14. 

the Agency the ba.i. for •••• A.ing the riak. and hanefita of the 

in auch an a, ••• ,mlnt; ~cause the risks aaaooi.ted wi~h a dev!o~ 

may vary depend.~ng on how and by whom it i. going to b8 uaec1. AI 

I diacuI' in ~=r. detail below, thia i. part1~ula~'y ~h. oa •• 

clinically meaningful, and prOVide gyffluient iDformatioh to 

the ~~n1m~n te.t it.ell. criteria lo~ u •• of t08t, .p'CiM~ 

.. '. ', .. ,' ,,:,. ,.-. _. " .... 
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~.1.tion8hip ~o •• oh och.~ ell ~Qntribut. to the •••••• mon~ of 

t.,t yields perf.oj; ~.'\lltl. Somecimls 't.he tin 11 ;012:19' to mi88 

the p~lI.eDCle of what it h I\lppoaed to be detecting. Wbon tllb 

happen, it iA ~.ll.d • talae negative. Sometime. it ~.;ister~ 

tbe presence of the lubnanea Avan thouS" it is not l"rea&nt. 

Th1. :.,ult 1. called. fal¥8 PQl1tivl. En~wing the probability 

t.~. bu~ why they occur and whether aftd ~ew the rate variea 

among diff~~&nt pgpulat1ons, is absolutely essential in order to 

For example, l.~ \,1,1 look at tht pr08ta~1c ,pICific antigen t.lt, 

which is designed to Icr.an for pru¥t~te canc.r. It tbis telt 

c!et.c:ts the pr ••• noe of CUUlCOJ:' 'S paZ'CI."\: of tl\. time . 

Ilenl1tivicy) wain the dil ••• e 15 actuall~ pr •• ~ftr., and deteet. 

the a.b •• noe of t=he d,1.ea. •• with the •• 1'I1t hig-h degree 0% accurac.y 

Ii 
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(.peai~~oity), what thoft dol. a po,itiv. ~ •• ult real1f mean? On 

But In r~tlllty, \..b~ rc.ult do •• not nllclul."rUy lIIean that anyone 

ind~vL~~l wi~h • positive reG~lt haa a h1gh probability 0: 

having oanolr. If you w*r. to't88t a h •• lthy group of relat1vely 

yeung mini in wh1ch the Ixplctad cancar prevallnc. 1a ! in 

10,000, you would end up with .90 tall. oos1t1vea for every one 

results probably hac! proltahc infection", others would hI!! 

UnI!xplllinel1 but malt woulcS b. lih.... fne. 'rhi.. example 

in the oontext of ~ba prwvalence of the d!oaalc or cond1t~o" fo~ 

Which 1Cu are ~ •• t1n; and ~odfounding conditional and tha~ 

iuterprct1nSJ tblm Clornatly prl.llnl.. cUlllplex l .. ues. 

Qommunity hospitals and nurstn; hom •• , at tbl po1n~ of g.~. »y 

be available on a prl.cr1p~1on ba.i. from h@alth prof ••• lonals or 

pati.ents undergoing teete on-lit. at • laboratory or havir.; a 

., 

.... . .,., _ .. "~""" '. - . - .. 
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• pec1men collecce4 aleewhere, inc~u~~ni at home, and IhiPP¥d t~ • 

out of tn •• gphl.tieatad laboratory to po~nt·Q~-c.re facilities 

1nlxtric:ably linked to the fundamental qua.tion nf ",nl'lt,her a 

product. WOl:A... ur Dgt. 

evaluate data that indicate. whether a tast will partorm 

.~~eptably in the pa~ticul.r setting alw under the conditions 

conuatplate4 by the intende~ Uie. Will the telt be performed by 

in4iYi4ual. with appropriate level. ot training, knowledWII and 

a PG~t1Qul.r letting? When collection i. performed in one place 

and t •• ting in another, is there a cb&1n of custody to preaarve 

the identity of te.~ .ample? Ooes the test sample det.r1o~at. 

u.cr prot1c18ntly aon4uct the collection? It. telt y1el~ a 

B 
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po.1ti~e v.l~., 18 confirmatory tasting required? II ther. a 

rlQllp1ent of the te.t nl'I.LUI know how to 1nt.e~:'.t them? If 

.y.~.m o~ kit. Tha qu'ltion, to which we leak an.werl depend 

by whom. There are speCific issues, tor example, that pertain to 

all ~Y,p@9 ~f over-the-counter (OTC) dia;no8tio Frodueem, OTC 

produa~. nl.d adequate direa~ion. for u.e without the help or 

gu1411n~A of 8 health pror •• aional: diruction8 that allow the lay 

public to un~.~.tand chs conditiOn! Under which use of the 

t'roduct is appropriate 1 directionll on nnw t:o u •• th@ prod.u~t 

prop8~lYI and direction. that, for a d1agnolt1c tool, enable the 

user to understand and a=t upon the information aorredtly. When 

consider the general .tate of knowle~ge in tha community about 

the c::onl1:lUoll for whililh !;he te.t is beinsulilud, tbl: Uk.Uheod of 

_dverse evant a if lomlone uaen the product withou~ reading the 

» 

............ ~ •• ,_ • .t ..... ,"': .• . .......... ,/" ...... ' .... ' .... , 
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Wbether It is • new, br •• k~hroUift device aka the Oi ••• n8or non-

preaenoe of illog&l d~i~ in human., ch ••• are crltlcal iaauea 

that mu.t ~. ~e.olv.d to eneu:e th... teat .yeteme are .ate and 

effctive tor their intended USA. The reason for th!. ~ •• impl •. 

f&ls~ positive and falae n.;ative r •• ult. oan have dire 

conaequenc •• that 1nclud. delaya in pat1entl ree.ivins n •• ded 

med.icd \..l.-... t.mwnt anel patients rr:c;e1 ving wrgnll, inetfectl ve or 

unneeded treat •• nt •• 

"" CIty_em pwspeB MQlIm! 

A product tha~ 11luatrate. the 1~ort&nc@ of a •• urin9 . 
that a deviga wo~ka ~. tn. D1 ••• nSDr gluco.e monitor, 1 ~ow, 

~. ehdrman, that YO" and ot.her members of the SubcolM\ltte. will 

.~ill unproven, device Which its inventorl claim can ba UCA~ tn 

m ••• ura ~lood gluooD8 levels ~n ~iab.t1c. through intaot .k1n 

o~ th8 forearm. Y.DA share. your 1nt.rl.~ and th~ inter9at of the 

10 

• '. I • " .... , ....... . 
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It m11~1Qn American. whc sUffer with diabetes in ••• iftS • non-

a8 an alt!rnat1ve to oonventional tin~er .tia~ te.ting. 

I~ this product wo~k. &8 intended, it will b. an inoredible 

the fl~'~ c1me, otfer real V111on-.avin; and even lite-saving 

whO find ehe tingl% .t1ek method ot monitoring gluco.e 

measure bloo~ lugar I to 6 times a day and take 3 to 5 .d~~.tl4 

doaee of insulin. The SOftl is to have aVI:age alucceG level. 

it can evolve 1n thl future ir.to a truly port&bll product. When 

patient. UBa ehe currant mo&al., 1r'. ml1At M ind.ividually 

callbrate4 .n~ ~I' Dot always give a rea~1n;. While this IYltem 

would reduoe the number of oonventional finger sticks rQquir.4 on 

wou.ld nlld ~ol.ns Of f:1.n5l'~ .tic:kll durin" initial caUbration ()f 

11 
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tne machin. and mare al ~art of monthlf re~alibr.tion.. Thar. 

Bl.o would be tho nee4 for canti~.tory t •• t1nW it ~he machine" . 
readings were unexPeotedly nigh or low or it could not give • 

!he ab!11ty 10 aehi6ve titht glucose control is depen4.nt upon 

ca~aful calibration of multiple dally 1nlulin dCle. to the exact 

do... Qan cause ineulin shoQk, with th~ pot~nt1al for coma and 

le11urRS, or if one unde~~iei you can mi •• the whole intent and 

b.netit of tiiht oontrol -- alaI. ~o no~al blood .u;a~ lev.18 

over the long term. Se it ehould be obv1ous that the Btak~8 of 

C'!ur lI'.ald.ng tb~ right Q.~1ii.on are very hiRb incieed. 

Aa with Any me41eal daviea, we have to ~ •• u~. ~hat product. 

perfo:nncd. 111 f.o~, only 6 pat~"llt., .- elll I:ldult.. -4 had. bmQU 

etudiad. The telUng did not 1nclud8 l!Ipieodas of very high or 

, .',', . . . ... ' ,.. . 
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situation for tbe patient. Pacto~ •• ~~h •• ago, and v&riabi11~y 

in akin color, th1aknell and condition. we~e not adequately 

being treat.4 with insu11n ve~IUI oral medication fully ass •• eed. 

collected but did not anllyze patient data or produce actual 

In mid-1~~5, af~8~ •• veral maetingl.with tha f1~, w. we~ told 

th~t the original Itudy had been expanded to three ol1n1cal sitae 

and a to~al of 85 patient •. w. carefully examined ehe daea, but 

in tha t1nal .naly.ie, the relult. Wlra not enoouraging, Th~ 

eompanv cir.ad machine break-downs, o.11br.~ion ditfiaulties and B 

numblr at ather problema that Burfacod When ~he pro~uot wa. 

In tbe en~, the ccmp_ny wal able to provide data on only 8 
" 

Q! tbe 15 patient:.. wbu hod results tlMl firlll UUnI':'c!u',c! 

auee ••• lul. And in the.e a.aa., the machine p~oduc.4 .oou~.t. 

rea41Dg8 less than half o~ Che time. In tho.e caaea wh&n 

reading. w.~. o~t.ined. mUlt1ple d1ftarenc., ware o~lerv.d in 

p, 15/22 
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• tuay finding. to an Agency adV~.or.y ianal, a. chI compafty it.,ll 

na~ b.an •• eking. The co~any apt.d e1~.t ror .. me.ting with 

mllting oocurred this pa.t ~anua~y with Me and .anlor -songy 

ofUciali. At that ma.ting, we infor.med t.ha company that aft open 

~1.CUla1on of the taatin; reault8 ~ith our advi.ory panel was the 

&pprovability and thG poggible need for fu~h.r data. 

from tba diabetie oOmMun!ty and panel m~~~8 on the n •• d for a 

non-lnv .. a1ve methocS for IIlOnitor1nQ glueose lewIs. With ;r"P1IIct 

the limited number of Dtudy caac.. Although the c~any felt 

the resultQ we~e acceptable. the panel concluded that t~ 

device'. performance was totally ~cc.p~ablo in at l •• ,t gn. 

ca •• and. evan in the begt ca •• ,. w •• too unreliable and 

14 
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unprediotable. Pinel member. alia telt that the Diasansor 

prod~Clt lhoulcS be ta".ted in pathnt.1 w1ch low blood suga.r level. 

to detlrm1ne 1f tbe machine could provide accurate detection. 

The panel review also produced an a~ •• ~ upan courl. of aotion 

rel,archer with the Agency for Health Care Policy an4 Relearch 

and N~tional Naval M.4~a.l Canta~, ~ho h~a a daughtar with 

cu'abeu., 81l1d t 

I donlt think that the da~a that haG bean pre.anted h •• 

'nok forward to improvamantfjl "1\4 f'urthe:r &!ata b.fore the 

machine ie marketed." 

reiterMted the1r =ommitMent to work~ng cooperatively"~ith the 

fi~ =0 d •• iBn • mutuolly acceptable Ituc1y protocol in an et!ort. 

to faCilitate the clinical investigation. ThL. ~nt.rmediate step 

• I :.,.. • •• '~. 
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'~ " 

~oul~ allow the company to gat thl davie. into broad.~, but atill 

limited, circul.t~on 1D o~~.r to qain cl~n1eal Ixper11nce, teat 

~~lic acoaptanoe and regOVer the C08~e gf ~evelopm.nt ana 

. 
RegTettably, the aompanv did not. ava11 it.elf ot this apt1on. He 

the 1n~ervening montha and hav~ "~t rlo.Sve~ any new d&~a or 

PBWS QF ABUSE TSSTING iBODJJQ'i 

~It me ny •• both a tat.hllll' ot t.h.l;·~e tt:enllSJe chilcSren, and a. 

combat thll pUblio M1na9" The physical an~ p,yehClc;lcal trauma 

it inflicts OD. 0 •• "'.1 ", •• r., ad.dicte and t'hlir famil~ •• ~141111 W 

readily ava11able c •• t. that can del1var aoeurate. mean1ng~1 

. ' ... ,". ··• .. ··~'~·I'·' .. · 
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ool18etlo~ with d!rlet reporting of reault. to the home, and 2) 

.uffici.nt evidano •• however, to BUpport direet to QOn8um.~ OTC 

l ••• ~ lnitlally, the involvemenc of appropriate profeaaional •• 

A. ia the ca •• fo~ afty in Y;SFA diagnostic, in eon.i4or~ng 

whether a product 1 •• afa an4 effactiv8 for u •• •• an OTC tl8t 

with Quch uae .. The 1mpa~t of .r~or. relat.~ to ta.t. tor drugs 

of abu~. -- what can ha~~8~ if someona reli •• on an inaccurate 

re8ult or do •• not aocuratlly 1nterpra: a result extends 

beyond purely ~hv.ioal medioal con,equence.. irrors cart Mean 

drug", or that a par.fI.!! fal"ely bIlB.'v,. that. chile! i. not 

oharaoteriles Buch impact. on people', 1~va8 and well-be1n~ as 

8oo11l and ethioal iaau •• or 8. mental h.alth ieRU&8. they ar~ 

serious _ ma~ter to allow either s1~u.tion to be commonplace, 

18 
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In the final analys11, our ml~~lt approval decillon. are ba.ed on 

the •• f.ty and .'fc~t1yenC8S of the deviee and it. lmpaot on 

publ1c .... lth. 

IiUMlQiY 

Mr. Chairman, we ahare the .Ime goal. of ~.t~ing valuable new 

ml41e.l prlXtuctll ~neo t.he haftd. of Ame:td.cRn mlnBu ... rs II.nd hlllll.lth 

pro: ••• ~on.L8 &8 rap~dly a. po •• 1ble. When the informa~ion is 

available Oft bow p~p.rly to interpret medioal teat results, 

there are adequate 01rlct1Qn. tor lay u'., and WB are •• t1.~1e~ 

~hat the c.at. can produ~e conliatently accurate results, W8 

belimve the product. 8ha~ld be made available far use dlreotly by 

experience. Obfortunately, to date .ueh systems for drugs of 

&bUBI havi AQt blIP ~hCWD to meet acceptable level. af 

per!Oftll\o •• 

ou~ ~t~tutcry and pub1ic h~&lth reapon.lb111tiea compel us to 

make m.~ket .pp~oval ~c1.ion. an the i> •• 1. af ev1ClenQ. prQc1Io)~.d 

with hl;h quality Bcienc.. To .ettl. for leee wauld UDderm1~e 

the publio t~u.t and gauae harm to .~or.. of people eh~oughout 

our nal:1on. 

"-.- - ' .. ," .......... -,.~-- .... -., "," . '. I 
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This comp~.te. my prepared atatemant. M~. Chairman. My 
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The Honorable William Jefferson Clinton 
Presiden1 
The White House 
Washington, D.C. 20500 

Dear Mr. President: 

: :,. 

lI£!O. Jl)OWfC O( l\!pruf1ttatitlm 
€ommfUu'on €:ominerte 

bill 2L25. IlQInJm l)1IIlk mUm Jllailbiq 

IIIUbmgton. I)(: 20515-6115 
October 16,' 1996 

.~. 

:" , 

'l 

i' 

£/~~ 

Almost II month llgn, I sem you a. lelter (dated September 27. 1996) which reques~d the 
names of all White Hous* officials who were consulted about the FDA's policy on home drug 
teSL kits for use by parents on their teenagers. To date, ~ still have not received the name:s of 
these officials, ., 

The leners I received from Robert G. Damus and Janet Crist on October 2, 1996, 
",ere incomplete and fai1~ to provide me with the inforfuation requesr.ed_ The letters provided 
me with a list of White House offices responsible for reviewing the FDA's testimony given 
before the September 26. 1996 House Commerce Subcommittee hearing on home dru2 tests. 
but contained no response whAtsoever t:o my request for the specific names of White H:ouse 
officials who were consulted about the fDA·s policy. Nonetheless, 1 have been infnnned tn 
writing by the FDA that: personnel in the WhiLe Hous~ om~-e of NaliC)1la1 DmS Control Policy 
and the Pr~idellt's Drug Advisory Council were consu1t~ on hOJrte drug testing issues. 

, "j 

I would like a cofuplctc response by October 21 ,~19%, including the 'Dames of all 
White House officiill.-~ whQ were consulred about the FDA'S decision tu regulate the sales or 
specimen collection kits to parents. This is a very I:e1'tOIL<; mauer, Mr, President, which 
warrants your attention and a prompt response. 

\ ,., 

r, 
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If your staff bas any questions about tbis request, please C;:OllL1ict Alan Slobodin of my 
staff at (202) 225-2927. Thank you for your attention tQ thh malt¢{. 

cc; HunoTi1blc lohn D. Dingell, Ranking Minority Member /-e,cl ~,l-.i--
Honorable Joe Barton, Chairman, SUbcommittee on Oversight and Investigations 
Honorable Ron Klink, Ranking Minority Member 7 

Subcommittee on Oversight and Investigations 
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