| RSEVICEs, DEPARTMENT OF HEALTH & HUMAN SERVICES

ép “
EV
L L
S |
% } . Melissa T. Skolfield
v (& Assistant Secretary for Public Affairs
' Phone: (202) 690-7850 Fax: (202) 690-5673

._‘E)SG—CV\,C\Q«

To:
DD
Fax: 4—5L9 - 7 o2 6 Phone: L*'SLD 'bSLD <‘
Date: _t ! 3 Total number of pages sent:
Comments: |

k &%Md *“’H’“‘M\ers —~ Ml‘é
_,Q_N\L,e—)(b P SO0 ———

200 Independence Avenue, S.W., Bldg. HHH, Room 647-D, Washington, D.C. 20201

100 wasv/sid ~ T T Sieseees0n T o1 e
V/SHHA £.95069202 XVd 6T:9T Iyd 86/0¢/10




M

HHS [1:V/S DRAFTE:R;”{“D

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

p9s- , FOoOD AND DRUG ADMINISTRATION
FOR IMMEDIATE RELEASE Print Media: 301-827-6242
January , 1998 Broadcast Media: 301-827-3434

consumer Inquiries: 800-532-4440
FDA PROPOSES NEW POLICY FOR HOME DRUG ABUSBE TEST KITS

The Food and Drug Administration today proposed an approach
that will make it easier for manufacturers to market home drug abuse
specimen collection kits, while still ensuring that test results are
accurate and reliable. The proposal would implement a policy that
FDA announced in February 1997.

The agency will now allow all test kits to be marketed without
prior approval as long as they meet certain criteria. In the past,
the agency has required that it approve such products prior to
marketing unless they were used in workplace, insurance or other
controlled settings. Because of the new, more flexible policy, the
agency will apply it across the board, including tests used in
workplace, insurance, and other controlled settings.

"The proposal balances the need to assure the accuracy of
tests for drugs of abuse and the goal of simplifying the regulatory
requirements so that these tests are made available to parents and
others as soon as feasible," said William B. Schultz, FDA Deputy
commissioner for Policy.

Drug abuse specimen collection kits are sold directly to
parents, employers, and insurance companies. The testing procedures

require that a specimen from the body, such as urine, be collected

- More -
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and mailed to a designated laboratory for testing for drugs of abuse
such as marijuana, PCP, or cocaine. The results are then
communicated back to the barent (or other person who sent

in the test specimen) by phone by the product's manufacturer.

FDA is proposing that these specimen collection kits be allowed
to be marketed without prior agency approval as long as they meet
the following criteria:

1. The test used by the laboratory to idgntify the existence
of illegal drugs must be approved or otherwise recognized by FDA as
accurate and reliable for laboratory use. FDA has already cleared
more than 200 laboratory urine tests to detect drugs of abuse. This
will ensure the accuracy of the test.

2. The laboratory performing the test must be certified to do
the necessary screening and confirmatory test. Some 70 laboratories
certified by the Substance Abuse and Mental Health Services
Administration would meet this requirement, as well as numerous
laboratories certified by other agencies and organizations. This
will ensure the qualifications of the laboratory to perform the
test.

3. The collection kits must be accurately labeled so
consumers can easily use them, and samples must be clearly
identified to avoid mix-ups. Accuraté labeling will enable the lay
person to understand what drugs the test can and cannot identify,
the time frame within which drugs can be detected, how to properly
collect the test specimen and mail it to the laboratory, how to
interpret test results, and how to obtain professional counseling,
if needed.

- More -
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The proposal would apply to tests used in the home, workplace,
insurance and sports settings. It would not apply to tests used in
connection with law enforcement purposes.

The proposal provides 90 days for public comment. During the
comment period, FDA will hold a public hearing on the proposal. To
give the marketplace time to adjust to any changes, the new
regulatory scheme would become effective one year after the final

regulation is published.
###

Note: HHS press releases are available on the World Wide Web at
http://www.dhhs.gov.
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THE PHILADELPHIA INQUIRER

The 1ssue s tangled in questions of
accuracy and bias against minorities.

Prug-abuse tests
using hair samples
meet with criticism

By Frank Greve

INQUIRER WASHINGTON BUREAU
WASHINGTON — An increasingly
popular test for drug abuse, based
on the examination of hair strands
for traces of narcotics, identifies far
more users than standard urine

tests, federal authorities agree.
But many worry that hair-based
tests sometimes finger innocent
:subjects, such as children of drug

- abusers or police assigned to narcot-
-ics details, who may be exposed to
-drugs without taking them.

There also is concern that hair
\tests turn up disproportionate num-
‘bers of non-Caucasians. That's be-
-cause some researchers have found
.that traces of drugs last longer in

-thick, dark hair than thin, lightcol-

ored hair.

“The scope of drug testing is ex-
‘panding dramatically, and with ex-
panding hair testing, the likelihood
‘of bias will increase, too. It's a major
‘problem,” warned J. Michael Walsh,
executive director of the Presi-
dent’s Drug Advisory Council under
Presidents Ronald Reagan and
George Bush and now a consultant
to the urinalysis industry.

The potential effects are wide-

ranging. About 20 million Ameri-
cans undergo drug tests each year,
according to the Institute for a
Drug-Free Workplace, a Washing-
ton-based aliiance of drug-test pro-
‘ponents. The majority are job appli-
cants without rights of appeal.
- The US. military is testing one mil-
lion recruits and personnel a year.
Pilots, bus drivers and truckers all
are tested under Department of
Transportation regulations, as are
nuclear-reactor operators and others
1in .safety-sensitive positions regulat-
ed by the Department of Energy.

Drug testing also has grown com-
monplace in childcustody cases,
probation and parole monitoring
and decisions about welfare and
public-housing eligibility.

- About 80 percent of firms that test
for drugs now rely solely on urine,
and only 2 percent use hair. One
reason is the law: Urine tests have
universal acceptance in courts,
while skepticism about the science
‘behind hair tests persists.

-~ Another reason is politics: Em-
ployers, state regulators and courts
want a green light from federal pub-
lichealth experts before they go
ahead with hair testing. And the
regulators remain skeptical.

" To date, “hair analysis for the
presence of drugs is unproven, un-
supported by scientific literature or
controlled trials,” Food end Drug
Administration spokeswoman
Sharon Snider said.

“Hair testing may turn out to have
a complementary role in workplace
testing,” said Robert Stevenson, dep-
uty director of the Workplace Pro-
grams Division of the federal Cen-
ter for Substance Abuse Prevention,
“but we have yet to resolve remain-
ing questions about its fairness and
the ability to interpret results con-
sistently.”

Still, hair tests are becoming more
popular, partly because they turn
up more drug users than urinalysis
and counter some urine-testing
shortcomings. .

Also important, however, are sus-
tained lobbying and marketing ef-
forts by Psychemedics Corp. of Cam-
bridge, Mass., which dominates the
hair-testing market. A decade ago,
Psychemedics’ biggest customers
were Nevada casinos. Today, they
include Anheuser-Busch, the Fed-
eral Reserve System and General
Motors. -

Florida entrepreneur H. Wayne
Huizenga, founder of Blockbuster
Entertainment and owner of the
Florida Marlins baseball team, gets
much of the credit. He led a group
of investors that bought Psyche-
medics out of debt in 1989. With
Blockbuster as a mainstay cus-
tomer, the firm grew to have more
than 750 clients, according to its
1996 Securities and Exchange Com-
mission filings.

In that year, Florida legislators,
pushed by Huizenga's lobbyist, ap-
proved hair testing. The state law
grandfathered Psychemedics’ pat-
ented hair-testing process and set
high hurdles for future competi-
tors. By the end of 1997, according
to company general counsel Wil-
liam Thistle, Psychemedics had
1,000 clients.

In Washington, Psychemedics has
WOD Strong support among congres-
sional Republicans for federal en-
dorsement of hair testing. (The
company spent $200,000 on congres-
sional lobbying last year, lobbying
records show.) But federal health
scientists remain skeptical.

Thistle and other Psychemedics
executives say their patented meth-
ods are unbjased and produce no
“false positives” from innocent
drug exposure. If hair testing was to
supplant urine testing for drugs,
Thistle ventured in an interview,
from three to 10 times more illicit
drug users would be caught.

“Drug users wouldn't be em-
ployed,” Thistle said flatly, “or
they'd be in rehabilitation pro-
grams.”

. There's no question the hair test
is a tougher cop. Using scheduled
urine tests, the New York City Po-

Telltale
traces
trapped

A drug traveling
through the
bloodstream
15 trapped
permanently
by a follcie
mside the core
of a hair stranc!

8 Hair grows about
1/2 inch a month.

8 A three-inch strand contains a
six-month record of drug use.

SOURCES: Harvard Magazine,

lice Department caught one drug
abuser in seven years, according to
a published report. In the first 18
months of random hair tests by
Psychemedics, more than 30 NYPD
employees tested positive.

In another comparison, involving
774 job applicants to Steelcase Corp.,
& Michigan furniture-maker, urinal-
ysis tests were 2.7 percent positive.
Psychemedics hair tests on the
same applicants were 18 percent
positive.

But hair testing has its flaws. For
one, it can't catch recent drug use
the way urine tests ‘can, because
traces of ingested drugs take about
five to seven days to show up in
hair.

On the other hand, hair tests can
detect drug use within a 90-day pe-
riod. The procedure entails meticu-
lous lab analyses of inch-and-a-half
snippets taken from the crown of
the head, close to the scalp.

“We can't see what's immediate,”
Psychemedics general counsel This-
tle said, “and they cap't see what’s
not immediate.”

Hair and urine tests are comple-
mentary in another way, research-
ers say: Urine tests catch marijuana
easily and cocaine and heroin with
great difficulty. Hair tests do just
the opposite.

Using both tests seems logical,

"1&:54'?:«\“\{ y

92% Use urine test

79%
Urine test onty
15% Use blood test
I 2% use
hair test
l | 1% Biood
test only
-_eade

0.5% Hair test only

Controversy

Thick dark hair, many
entists say, is more likely
hold drug traces than

ght blond hair.

8 Exposure to a drug without
ingostin? it (touching tainted
money, for example) may
produce a positive test.

Knight-Ridder Tribune / TIM GOHEEN

but, first, hair testing will have to
overcome the doubts of such scien-
tists as David Kidwell of the Naval
Research Laboratory in- Washing-
ton. He has found that young chil-
dren of cocaine-consuming mothers
often test positive for cocaine in
hair tests.

Psychemedics insists that the
children ingested the drug some-
how, but Kidwell theorizes that the
minute traces of cocaine necessary
for a positive test adhered to the-
children'’s fingers or to their moth-
ers’ and were carried inside hair
follicles in solution with sweat.

In another recent government-
sponsored study, researchers at the
University of Utah's Center for Hu-
man Toxicology injected piebald
rats, which have patches of light
and dark hair, with codeine, a mild
opiate. Codeine concentrations in
the rats’ dark hair were 44 times
higher than in their light hair.
.In humans as well, “black hair
seems to accumulate far more co-
caine than light-brown or blond
hair,” said Edward J. Cone, chief of
the chemistry and drug-metabolism
section of the National Institute on
Drug Abuse. .

There is a “good possibility,” Cone
added, that “ethnic groups with
dark hair are going to test positive
for the drug more often.”
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Beef with Oprah tests food speech laws

USA TODAY

A legal battle set to begin -

next week that pits talk show
host Oprah Winfrey against a
group of Texas cattle ranchers
could test the validity of new
laws in 13 states that ban mali-
cious criticism of food.

The ranchers are suing Win-
frey over a 1996 show during
which an ant-meat activist sug-
gested beef industry practices
eould promote mad cow dis-

'n:eir suit will be the first
test of “food t”
laws, which aim to protect
farmers and ranchers from
frightening and false claims
about their products.

Supporters of the laws say
it's only fair to require respon-
sibility when it comes to saying
things that could alarm the
public unnecessarily and hurt
the food industry.

Critics say the laws, enacted
as consumers’ concern over
food safety is at an alitime
high, are an effort to squelch
debate on public health jssues.

‘“‘What's more important
than what we eat and what we
drink?” asks Sandra Baron, ex-
ecutive director of the Libel
Defense Resource Center.
“Why would the public want
those products, more than any-
thing else in America, to be
protected from criticism?”

She hasn’t seen the Texas

By Chrs Kazeon.
Winfrey: Has been sued over
show's mad cow discussion

statute, she says, but such laws

y are aimed at making
it easier to bring lawsuits
against those who make “state-
ments that disparage fruits,
vegetables, meat, poultry and
fish, and make it harder to cri-
tique or criticize the means by

But where, she asks, will it
end? "1 think there's an enor-
mous risk that these laws will
be applied to other categories
of life,” Baron says.
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cle, and it didn't wait long to use it.

Texas rancher Paul F. Engler of
Amarillo claimed he lost $6.7 million
as a result of the Oprah show, and
he, along with more than a dozen
other beef ranchers, filed suit
against Winfrey, Lyman, Harpo Pro-
ductions and King World Produc-
tions, citing the Texas food dispar-
agement law.

Since 1994, food disparagement
laws also have been passed in Ala-
bama, Arizona, Colorado, Florida,
Georgia, Idaho, Louisiana, Mississip-
pi. North Dakota, Ohio, Oklahoma
and South Dakota. The laws grew out
of a 1989 60 Minutes television re-
porton the pesticide Alar. The report
raised questions about the safety of
appies, especially for children,
Stauber says. “The apple industry
sued because it said untruths were
said about apples, and the industry
suffered.”

But the industry lost its suit, he
says, because it couldn’t convince
the court the 60 Minutes story was
not true. “So the food industry decid-
ed to change US. libel law.”

The Winfrey civil trial, which is

expected to begin Tuesday in US.
District Court, Amarilio, before
Judge Mary Lou Robinson, is the
first case brought under any of these
state statutes and could signal wheth-
er they will stand up in court.

A second lawsuit has been filed,
also in Amarilio, by a group of emu
ranchers who charge that their busi-
ness was siandered by an American
Honda ad that ran from September
1896 through August 1997. The ad,
meant to be funny, featured an emu
rancher offering advice to a young
man with the words: “Emu, Joe, it's
the pork of the future” The emu
ranchers say the ad “injured their

COVER STORY

gocd name.”

“These laws,” Stauber says, “are a
disaster for anyone who wants to ex-
ercise free speech ngms regarding
food safety issues. ... It's completely
un-American.”

And they may be unconstitutional,
Baron says. “Most of the (food dis-
paragement) bills have been written
in such a way that they undermine
baiic elements of the old common
law and libe! law.

“I don't think they'll withstand
constitutional scrutiny.”

All parties inpvolved have been
pinced under a strict court order not
1o speak publicly about any aspect of
the trial. The National Cattiemen’s
Beel Association issued a statement
saying it has no policy on the laws,
but its members “are in support of
efiorts by agriculture and livestock
producers to address economic hav-
oc caused by sensational and un-
trathful reporting by the media.”

Steve Kopperud, senior vice presi-
dent of the American Feed Industry
Association, says the laws give belea-
guered farmers and ranchers a legal
teol to use when “unfounded or ce-
pricious allepuons" are made by
“animal activists ... trying to pro-
miote a political agenda "

The bills do not say, “Thou shalt
not speak ill of meat and milk,” Kop-
perud says, “but if you make a state-
ment relative to the safety of a prod-
uct and you knew or should have
known the public statement is false,
be prepared to prove it.

“There was never an intent to
muzzle free speech, nor impinge on
the First Amendment.”

Some consumer advocates don't
see it that way. “These laws are de-
signed to create a chilling atmo-

sphere so that no one should make
any statement contrary to the ortho-
doxy of the food and cattle industry,”
says consumer activist Jeremy Rif-
kin of the Council for Economic Pri-
orities and its Pure Food Campaign.

“The food industry is doing itself a
disservice by lobbying for these
laws,” he says. "It shows they're not
confident in these foods.”

He acknowledges that sometimes
food growers are injured by warn-
ings raised by consumer advocates,
and “sometimes we’re wrong. But we
all do have the right to have a robust
debate around issues that concern
the American consumer.”

Caroline Smith DeWaal of the Cen-
ter for Science in the Public Interest
fears the laws could stifie public dis-
cussion about theoretical eauses of
foodborne disease.

“A lot of scientific study is about
asking questions, postulating, devel-
oping theories about what is happen-
ing. If you have the facts, that's fine,
but if you're working on something
new, like mad cow disease or a new
pathogen where we don't know the
facts, it’s important 10 be able to dis-
cuss jdeas about how these might be
getting into the food supply without
fearing a lawsuit”

Lawyer Johnson says no one need
fear legal action for debating or put-
ting forth valid scientific theories.

“If someone sues under this bill,
you're going to have to prove that
this person knew the statement was
false when he made it and that there
are demonstrable damages,” he
says. “The burden is on the company
or farmer or plaintiff who is sumg to
first show that the statement is faise
and that the person knew it was
false.”

The law Is “not designed to chill
free speech, it's not designed to stifie
debate or 1o protect factory farming,

It's designed to protect the small
rancher so when we have a debate,
the debate should be scientific or
clearly identified as opinion.”

But some experts say the laws al-
ready have muzzled public expres-
sion. Emory University law profes-
sor David J. Bederman says
attorneys for media outlets call him
every week concerned about stories
to be aired or printed that could pos-
sibly run afoul of food disparage-
ment laws.

“Stories get spiked every week,”
Bederman says. “The evil of these
laws is that they do precisely what
they were intended to do, which is to
chill speech.”

Three years ago Bederman at-
tempted unsuccessfully to challenge
Georgia's food disparagement law.
The judge threw it out, saying a court
case was unnecessary because no
one had been sued under the statute.

The laws differ slightly from state
to state, Bederman says, but ali apply
to public comments concerning per-
ishable agricultural products and
“they aiso agree that what they are
trying to make actionable are false
statements going to whether a food
product is fit for human consump-
tion. Clearly the plaintiffs in the
Oprah case are saying that what Ly-
man said is that eaung beef will give
you mad cow disease.

He predicts that lhe ranchers’ ai-
torneys will claim Lyman implied
that “a large percentage of the cattle
population (in the USA) is already in-
fected with BSE. What Lyman’s law-
yers will say is no, but that there is a
risk. There's going to be a lot of sci-
ence in this trial, in large part with
both plaintiffs and defendants squar-
ing off with what Lyman said.”

The laws could have “very pro-
found” constitutional implications,
he says. “If it weren't so serious, it
wotld be laughable.”
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Washington, D.C. 20503-0001

Wednesday, February 6, 1997
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TO: Legislative Liaison Officer - See Distribution below
FROM: WFors'gren (forV Assistant Director for Legislative Reference

OMB CONTACT: Robert J. Pellicei

PHONE: (202)395-4871 FAX: (202)395-6148
SUBJECT: HHS Oversight Testimony on Policy Regarding Home Drug Test Kits
DEADLINE: 3:00 p.m. Waednesday, February 6, 1997

subject before advising on its relationship to the program of the President. Please sdvise us if this
Item will affect direct spending or receipts for purposes of the “Pay-As-You-Go" provisions of Title
Xl of the Omnibus Budget Raconcilistion Act of 1990. -

COMMENTS: Hearing is before the House Commerce Subcommittee on Oversight and Investigations
on Thurgday, February 6th. FDA Deputy Commissioner for Poticy Bill Schultz is the Administration
witness. THIS IS A REVISED VERSION OF THE PREVIQUSLY CIRCULATED TESTIMONY. FDA
Staff is scheduled to brief Commerce Committee staff at 4:00 p.m. TODAY.
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256-COMMERCE - Michael A. Levitt - {202) 482-3151

61-JUSTICE - Andrew Fois - {202) 514-2141
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RESPONSE TO
LEGISLATIVE REFERRAL
MEMORANDUM

lf your response 1o thig requast for views Is short (e.g., concurino commant), wa prefer that you respond by
e-mall or by faxing us this response sheet. If the response Is short and you prefer to csll, please call the
branch-wide line shown below {NOT the analyst's line) to lsave 8 messege with a legisiative assistant.

You may siso respond by:
{1) calling the snalyst/attorney's direct line {you will be connected to volce mall if the analyst does not
8nswar); or :

{2) sending us 8 memo or latter
Please include the LRM number shown sbove, and the subject shown below.

TO: Robert J. Pellicci Phone: 396-4871 Fex: 395-6148
Otfice of Management and Budgst
Branch-Wids Line (to resch legisiative assistant): 395.7362

FROM: (Date)

{Name)

(Agency)

(Telephone)

The following is the reponéo of our sgency to your request for views on the above-captioned subject:
Concur
—____No Objection
—__No Comment
Ses proposed edits on pages

Other:

FAX RETURN of pages, attached to this reponse sheet
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~ DRAFT
Feb. 4, 1997 -- 8:00 p.m.

TESTIMONY -- 1IOME DRUG TEST SYSTEMS

1. INTRODUCTION.

Mr. Chairman, membets of the Snhcommittee. My name is Willjam B. Schuitz. | am the
Deputy Commissioner for Policy ul te Food and Drug Adminustration. Appearing with me
today are Mary Pendergust, the Deputy Commissioner and Senior Advisor to the (.ommissioner,
Dr. Rmice Burlington. the Director of the Ceater for Devices and Radiological Health, Joseph
Levitt, the Deputy Director of the Center for Devices and Radiological Health, and Margaret
Jané Porter, our Chief Counscl. We are herc todey to discuss FDA's regulation of products that
can be used in the home and in other nonprofessiond semﬁgs {oves-the-counter (OTC)) to test

for drugs of abuse.

Letme sian by sayiny (liat the Agency has listened to the concemns you expressed regarding the
regulation of drugs of abuse test systems. We have developed a common sense proposal thal
encompusses a level of rogulation that takes into account the puhlic health concerns associsted
with these test svstems, put imposes the minima level of regulation neccssary 1o uddreys thuse
concemns. As outlined below, the approach we are proposing will be minimally disruptive for
two reesons. First, it will eliminate the ptemarket approval or clearunce reyuirements for drags
of abuse tcst systerns that satisfy minimal criterie. Second, it provides for a long transition

period to allow companies time to conform to the policy.
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1. BACKGROUND.

Drugs of nbuse test systems typically consist of a collection cup or other container for collecting
a specimen, directions for use, packaging for storage or mailing, acoess to a laboratory testing
sarvice using an appropriate (esl, aod access to test rosults and counseling. The consumer
collects a specimen (such as urine) frumn the bocly and mails it 10 2 laboratory, which performs
the actual testing for the drugs or metabolites. The specimen usually is identified by a code
number, which maintains confidentiality and protccts against mix-ups. The test results aze
communicated hack to the consumer. The consumer may or may not be asked 1o pay extra for

confirmatory lesling on those samples that soreen pusitive, ‘

On Seplembe: 206, 1996,:th.is Subcommittee held a hearing on home drugs of abuse test syﬁems.
Members of this Subcoxﬁnﬁttee raised several concerns abowt the Agency’s regulution of hutue
drugys of abuse test systcf:\s. First, you pointed to several internal Agency memorande that
suggested that some Agéncy employees held the view Wgt concerns relating 10 the parcul-vhild
relativuship or family di;eord may be relevant i:; making approval decizinns on such test
systems. FDA'S evaluaﬁon of these home test sysiems must focus vn svientific questions about
whether tho test is properly labeled and gives accurate results as well as any concerns about

~ personal and public health. Concerns about the effect of 4 product on the parcot-child
relationship or family dis:icurd have no place in the Agency’s determination as 1o whether thut
produst mests the nqn.dﬁmonu of the Federal Food, Drug, and Cosmetic Act.

2
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Second, members of the Subvommittee mainmin;d that the Agency’s categorization of these test
sysicius as class [T medical devices was unnecessarily stringent and that there are benefits o
raaking these products available to parents. You ulsv pointed out the inconsistoncy betwveen the
Ageacy’s regulation of drugs of abuse test systems for use in the home setting and its policy ot
not actively regulating drugs of abuse test systeus used in the workplaoe, insurance, sports, and
law entorcement sertings. After comsidering these issucs, the Agency agrees that both of these

arguments have merit

Following the Scptembei 1996 heaying, we at TDA rocvalﬁ:i’tod §ur policies to determine the
appropriate level of reguiation for bome drugs of abuse test systems. in fact, on October 3, 1996,
we established an interinf\ policy In which we agreed wot to take ugulatorﬁy action agtl\imr pcnlonn
distributing home drugs of ahuse test svstems so long as (1) the laboratory conducting the testing
used an FDA-clcared test, (2) the testing laboratory met the Substance Abuse and Mental Health
Services Administration (SAMHSA) or equivalent standards for performing such testing, and (3)
the product hiad accurate laboling. A copy of the Agency’s interim policy was pravided to the

Subcommittee and is ap;;ended to this tesimony.

III. FDA AND THE DEPARTMEN| Of HEALTH AND HUMAN SERVICES SUPPORT
TIIE USE OF ACCURATE AND RELIABLE DRUGS OF ABUSE TESTING.

Before discussing the Agency’s reevaluation of its policy on hothe drugs of abuse test gystems,

ict me say that FDA does support the markeling of these text systems, provided they are accurate

3
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and religble. In fact, on Junuaty 21, 1997, we approved Di. Brown's Tlome Drug Testing
Systew, which moots all of the criteria under the Agency’s original policy. Dr. Brown’s test
system, which was cleared through the PMA process, uses & drug scrocning urine test that has
been clcarcd previously by FDA and inearporates confirmatory testing. Directions for use and
for obtaining and interpreting results are included in the labcling to make it easier for parents to
understand the fest results. Tn addition, health represcntatives are available to convey the test
results and provide information about Gic (eaning of the test results and further medical referral

if parents request additional help.

The Department af Health and Human Services supports accurate and reliable drugs of abuse
testing. The Substauve Abuse and Mcntal Health Scrvices Administration (SAMHSA) certifies
drig testing labomtoriesl'e.nﬂﬂﬂ.ed in urine testing for federél agencies, identfles the tess that can
be used, and uuins physiciam on the interpretation of drug testi:ig resulrs. Rec?gnizing that the
usefulness of testing for ;:lrugs of abuse resides in its accmby and reliability, the Nutivnal
Insulute on Drug Abusc (NIDA) sponsors a mﬁﬁnal program of research on basic methodology
and clinical applicability of drug testing methods. In FY 1996, NIDA suppuricd ieseaacdi at its
own Inuamwural Rabom;l Loboratories, as well as six extraniral resesrch proiects, to advance
and refine its hnowledgé of the scientific basis and applicativn of drugs of abuse testing. These
projects encompass studies of the scienc‘c of hair, saliva, and sweat testing and directly address
scientific questions related to sensitlvity, specificity, rcpmdpcibility, and reliability of the test
mcthods, their relative strengths and weaknesses, and their applications -- the type of dutu thut
cun form a basis for inforraed regulatory and sppivoval decisions.

4
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IV. THEAGENCY'S REEVALUATION OF ITS POLICY.

Li) 10evaluating our pblicy on home drugs of ahuse test systems. the Agency reached a number ot
conclusions. Our first principle is that these test systems must be acourate and reliable. Because
thero are more than 200 FDA-cleared urine (ests for detecting drugs of abuse and hundreds ot

Federally cenitied laboratories capeble of conducting this testing, accurate and reliable testing is

available now.

Second, because there is value in having drugs of abuse test systems available for use in the
home sening, we belfeve (it it should be casicr to get tem vuto the market for such use. We
think we can accompli{h this and snill ensure that consumers get the right answer from these test

systems.

Third, with respect to the inconsistency in our regulation of drugs of abuse test systems for use in
the home setting and such systems used in the workplace, !nsurmce, and spors sevings, we luve
concluded thaut the aa.mo eo.nccnm about getting an accurate and reliable answer apply equally in
all of those settings. Thus, we have concluded that FDA should apply the swwv rules to drugs of
ubuse test systems us«f in all nonprofessional éeningn- On this point, however, let me assure the
Subcommittee that, in developing a regulatory approach, we huve been sensitive to any potential
disruption to the existing marketplace. We are seeking to ensure the reliability and accwmacy of
OTC drugs of abux teét systems, while minimizing the disruption to the marketplace, by
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proposing reasonablc criteris uud a transition period for conformancy with the criteria.

Fourth, we concluded that I'DA should continue to excn;i;c-its euforcement discretion not to
regulate testing for drugs of abuse in the law enforcement setting because there are other
protections to assure sample integrity and test accuracy that are not available in the home,
workplace, insurance, agd spons settings. Thie additional protostions include the use of rules of
evidence in judicis! proc;cdlngs and the representation of the acoused (Le., the person being

tested) through the judicial process.

Finally, in recvaluating éur policy on OTC drugs of abuse test systems, we determined that it is
important 10 give the xu&a‘ketplw: time 10 adjust  any chauges .iu our regulatory approach.
Therafore, the Agency is propnsing to provide an adequate transition period for implementing its
proposed policy. We recognize the importance ;af empowering parents to address the abuse of
drugx hy their children yﬁth reliable, accurate, and reasonably affordsble detection capability.
We musl wove a.ggmssi.vcly. however, to assure parents of the reliabjlity of such products for

hame use.
V.  FDA'S PROPOSED POLICY.
I'DA belioves that thne basic criteria are needed to assure that drugs of abuse test systems are

sufe und reliable tor use in @ nonprofossional setiing. 1f these criteria are mct, FDA proposes to
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allow companies W market OTC drugs of abuse lest systems without first obtaining premarket

approval or olearance. The three cciteria are as follows:

Firat, the laboratory test(s) must have been recognized by FDA as accurate and reliable for

Jaboratory use. This will cnsure thut diugs of abuse test systorné thot are sold to consumers will
be accurate and reliable. T would allow FDA to utilize tho expertise of another Federal agency
(e.g., SAMHSA) when that agenvy reaches a ﬁmﬂ dcterminotion regarding the guitability of a

particular test fystem.

Since FDA already has cleared more than 200 laboratory urine tests to detect drugs of abuse,
companies wuuld have 5 relatively casy route to murketiuy OTC drugs of abuse urine test
systems. To the extent that FDA has cleared other types of laboratory tests to detect drugs of
ubuae, for cxample using swoat or saliva, companies seeking to market systems using those test
also would have a relaﬂrvely easy route to marketing. Once this new polii:y is implemented,
huwever, companics sccking to market a system that uses a h& test or any other test that has not
been recognized by FDA would need to establish the validity of the test with FDA prior w
wmarketing. FDA’s pro;;osed policy implementation would allow ample time for companies tn do

this.

The second criterion for ensuring that drugs of abuse test systerns are safe and reliable for use in
o nonprofessional setting is that the laboratory performing the underlying test(s) must be able to
reliebly pertorm the necessary {nitial and confirmatory (ests. This will ensure that testing is

7
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performed by individuals with eppropriate levels of training. knowledge and proficiency: that
confirmatory testing is systematically performed on presumptively positive samples prior to
issuance of the test results; and that assistance with interpretation of the test results and follow-up

counseling is available to the consumer by 8 ained health professional, if requested.

We do not believe this criterinn will create a harrier to marketing. There are 75 laboratories
certified by the Substance Abuse and Men:al Health Services Administration (SAMHSA) that
would meet the requirements se1 forth in the second ciilerion. In addition, there are thousands of
laborataries certified in ihe area of toxicology testing under the requirements of the Clinical
Laboratory Impruvcmem Amendments of 1988 (CLIA). Many of thosc CLIA sorifiod
laharataries (e.g., the hiﬁh complexity laboratories) also would have the appropriate types of

conirols,

The third criterion to cnﬁurc that drugs of abuse test systems are gafe and reliable foruse ina
nonprofessiopal setting is that samples are adequately 1dentitied to avold mix-ups and that the
system is accurntely la.b?clod 60 thot congumarc can readily use it This will ensure that the test
sy#m is accompanied Ey adequate directions that enable the Jay person to: () understand the
purpose of the test — z.c,, what drugs can and cannot be identified in the specimen; (b) understand
the detection period; and (c) properly collect the test specimen and mall it to the laboratory. The
labeling also would provide informution regarding interpretation of test results (e.g., false
posilives and t'a.ls; ncgaiivca) and how the cons.umer can contacl & yualificd health professional
for assistance in that in{apreﬁntion. FDA plans to develop guidance on issues such as how to
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{abel the (est systen so that the consuior can undersiand te test results und t ensure hat the
spccimen and the container retmain properly identified and intact during mailing to the
laboratory. 'I'he guidance also will address methods for providing consumers with a&cquate
professional assistance in interpreting funderstanding test results and prOViding.céur!seIing

referrals, if needed. This third criterion will be casy to meet.

{f the above three basic criteria are met, FDA proposcs to allow companics to market OTC drugs
of abuse test systems wi:t:hout first obtaining premarket approvel or clearance, as was previously
required. In other wurd;, vownpanies would not necd to filc a promarket approval application
(PMA) nr premarket no{ification (S10(k)) before marketing"ﬂnese test systems. Drugs of abuse
test systeans lur use in e.nonprofcssiona.l scting, therefore, woeuld be subject 10 very linited

regulation.

Under FDA's proposal. jFDA would consistently regulate: (&) home drugs of abuse test systems;
and (b) dmgﬁ of abusc t::st systems that are usaci in the iMe, workplace, and sports settings.
If the tests currently beiizg marketed are reliable, the impact on tesung provided in these later
vonues is expectod to be small for two reasons: Firet, FDA is proposing that the pmdm;.ts be
exempt from the premarket approval or clearance requirements of sections 515 and 510(k)
{provided the oondition#’critarin for assuring their gcouracy and reliability are met); and second,
if a manufacturer/distributor wants to market a test system for use in the insurance, workplice, or
sports setting that does not rely on use of a Iahoretory test that has been recognized by FDA. the
uansition period prior to the effoctive date of the finul rule will provide rufficient time to obtain
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FDA recognition fur any test that i3 accurate and relinble

V. IMPLEMENTATION OF FDA’S PROPOSAL.

FDA intends 10 implewcat its proposed policy through notice-and-comment rulémaking. As part
of the rulemaking process. fulluwing publication of the proposed rule, FDA will hold 8 public
hearing to solicit additional public comment on its proposal. FDA will propose that the effective
date for the final rule provide 8 rcasonable transition period so that companies that nced to
qubrmit theis test to FDA for recognition will have sufficient time to collect the requisite data.

't he Agency cxpeets 1o coruplele e untice and comment proccss and to have this new policy

fully in place in approximately two years.

In the reantime, the Agency will not regulate drugs of abuse test systerns used in the workplace,
insurance, or sports settings. Because the Agenry has not heen actively regulating test systems
used in these settings, we believe it 15 appropriate w provide nutive wid vonunsit efuie
ohanging its practice. The A gency also will not regulase the drugs of abuse hair test system that
was the subject of the cbun settlernent or OTC products that are substantially similar to that
system. The Agency's?Octobe: 3, 1996 interim policy will apply to all other test systems for use
in the home serting. It will permit the murketing of bome test systorns that use FDA<clcared
urine tests for drugs of ‘abuse and home test systems that u'se any other FDA<leared tests fur

drugs of abuse. Because e we morc than 200 FDA-oléard tests for urine -- La., the

3
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techpology is theic — parents will have the benefit of u cleared/accurnte toat during the

rulemaking.

According to Sunny Cloud's Septemher 26, 1996 Congressional testimony, the urine testing
portion of the Parent’s Alent product is conducted by a SAMHSA certified laboratory.
SAMHSA certified tahoratories use only FDA-cleared urine tests. Therefore, the urine test

system component of Ms. Cloud's pruduct should meet the roquirsments et forth in our interim

policy.!

VII. CONCLUSION.

AS 8 consutner protectibn agency, FDA’s most'important role in overseeing the regulation of
diagnostic tests is to as;su:c that they provide the right answers. This consideration is critical for
drugs of abuse te8t systems sold to consumers. FDA believes that its praposed regulatory
approach would accomplish this goal because 1t tocuses on the accuracy and reliability of the

underlying test(s). At the samo time, FDA’s proposal would significantly ease the requirements

! We understand that & point of care salive tost also is included in the Parent’s Alent
product. The Agency's policy un O1'C test systems for drugs of abuse does not apply W poiut of
care tests. Point of care tests have always required FDA approval prior to marketing, FUA does
not plan to change that polioy. However, in an Octaber 3, 1996 letter to Ms. Cloud, the Agency
committed (o 10t taking regulatory action against the Parent’s Alsrt product until a policy on
home test systerns was in place. The Agency will honor that commitment and not tako action
against the point of case test in the Pacent’s Alert product until its proposed policy is in place.

1
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*

Gust st be met in order 1o sell these products. Morcoves, heeause it would provide an adequate

transition period, there should be no interruption of the availability of test systems for use in

nonprofessional seuings.
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- Gay ‘marriage’ issue

roils Hawaii primary

voting.

Mrs. Mink had held a comfort-
able lead in the polls, but state Sen.
Robert Bunda's challenge was
considered her biggest primary
threat since she won election six

years ago.

With the same-sex “mqrriage”
case in state court emerging as a
campaign issue, Mrs. Mink said
she had voted against the Defense
of Marriage Act because she be-
lieves it is unconstitutxonql.

The act — which codifies mar-
riage under federal law as a union

... between a man and a woman and
empowers states not to have torec-
ognize other states’_ sanctioning of
homosexual “marrlages:‘ — none-
theless won congressional ap-

" proval and was signed’ into law
-early yesterday by President Clin-

ton.

Mr. Bunda had charged that

Mrs. Mink was trying to play both

sides of the issue when she took

- . out the ad this past week. Mrs.
. _— Mink ciairmied her position was oe-

Hous

Mink survives,
state senator loses

HONOLULU (AP) - Rep. Patsy
Mink, who recently ran an open-
"letter-to-voters ad in Hox_lolulus‘
two daily newspapers statlr‘x‘g her
opposition to same-sex “mar-
riage,” beat back a ch_allenge frorP
a fellow Democrat in Saturday’s

November.

ing distorted. i

mgIn early returns, Mrs. Ml_nk was
leading Mr. Bunda, her main com-
petitor, by a 2-1 margin. She will
face Republican Tom Pico Jr, a
Honolulu lawyer, in November.

In a legislative race also closely
watched because of the homosex-
ual “marriage” issue, Honolulu
contractor Norman Sakamoto
easily defeated state Sen. Rey
Graulty, a fellow Democrat who
had blocked a state Senate vote on .
a proposed state constitutional
amendment to ban couples of the
same sex from marrying. He has
no GOP opposition.

The Hawaii Supreme Court has
ruled that the state’s ban on same-
sex “marriage” is unconstitutional
unless the state can show a com-
pelling reason for continuing ttge
ban. The trial, in which the state is
trying to demonstrate a qompel-
ling reason, ended Friday in state
court, and a ruling is expected in

In other voting Saturday, Honolulu
Mayor Jeremy Harris was leading
in his bid for re-election and Rep.
Neil Abercrombie, a liberal Demo-
crat, won his party’s nomination
for a fourth term.

Times
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Mr. Abercrombie’s victory sets

campaign.

up a November rematch with .
unopposed Republican Orson
Swindle, a national spokesman for
Ross Perot's 1992 presidential

committee will investigate

delay in approving drug-test Kits

ASSOCIATED PRESS _
As Republicans_ continue to

. blame President Clihton for rising

teen-age drug use, a House panel
will soon investigate whether fed-
eral regulators are blocking home
drug tests parents could use on
their children.

“Having a drug-testing kit at
home could be the best tool ever
for a kid to ‘just say no, but the
bureaucrats at the FDA don’t want
Americans to have it” said Rep.
Thomas J. Bliley Jr., Virginia Re-
publican and chairman of the
House Commerce Committee.,

Lawrence Bachorik, an FDA
spokesman, said the issue was not
whether drug tests should be
available to parents but if they are
reliable and accurate.

“The FDA is doing what it al-
ways does,” Mr. Bachorik said. “It
is making sure these devices will
work and will be accurate.”

Mr. Bliley said the hearing this

Thursday will shed light on the
FDA's “qui ” €

Specimen-collection_kits out of
parents’ hands. The hesras
be conducted by the Commerce
Commiittee’s subcommitte on over-
sight and investigations.
According to Mr. Bliley’s com-
mittee, the FDA has tried on three
Separate occasions during the past
three years to place the kits under
the same level of scrutiny and reg-

Rep. Thomas J. Bliley Jr.

ulation as heart pacemakers. The
FDA classification for heart pace-
makers is known as Class III.
According to a memo of a De-
cember 1995 meeting between the
FDA and makers of the kits, the
agency “has decided that over-the-
counter drug tests for teen-agers
... require pre-market approval”
“This is a deliberate policy de-
cision that has been made at a high
level within the agency and is
based on perceived risks associ-

ated with the possibility of misuse
of the results of such tests (both
correctand incorrect results),” the
. memo said.
“[The] FDA is concerned about
issues such as anonymity, confi-
“dentiality, coercion and family dis-
cord,” the memo said. - '
The Associated Press obtained
A copy of the memo.
§ggny loyd, a 47-year-old
housewife %’%ﬂietta, .Ga., has
been fighting the FDA for nearly
two years over a drug-test kit she

has sold to more than 1,000 other
parents.

. She developed the kit and
started Parents Alert Inc. after
she came home unexpectedly one
day in 1993 and caught her 15-year-
old son smoking marijuana in the
living room. Her son, who is now
19 and in college, told her he had

been smoking the drug since the
eighth grade.

Mrs. Cloud, who is expected to
testify at the hearing, says the
FDA contends the $40 kit, which
contains a urine collection cup, jar
and mailer, is a Class III medical
device. She says the FDA wants
her to submit the kit for pre-
market approval so the agency car,
monitor it. So far, she has refused.

“They gave us a warning letter
We questioned it. They have no
shut us down” Mrs. Cloud said



Tllinois city’s battle
over desegregation
blamed for tax rise

Rockford homeowners feel the bite

ROCKFORD, Ill. (AP)— For the
past two decades or so, this city
has waged an expensive war with
itself. .

In a battle that began in 1970,
the city has spent more than $70
million so far on carrying out de-
segregation as well as fighting it.
Local officials blame the costs for
a sharp rise in property taxes that
has made it more difficult to at-
tract people to the city, about 80
miles west of Chicago.

.“We loved Rockford,” said Terri
Watson, whose husband was trans-
ferred to the area recently. “The
homes . .. seemed to have a lot of
class, with nice, established neigh-
borhoods, wooded areas, things we
like. But the school issue and the
tax issue made us choose a town
outside of Rockford”

During the dispute, shifting
tides of public opinion steered the
city on a zigzag course: One school
board would agree to comply with
a desegregation plan, only to be

replaced at the next election by -

new members who decided to re-
sist. ' .
"~ Evennow, after 26 years of fight-
ing, the school board is siili unsat-
isfied with the most recent court-
ordered desegregation plan,
which some members say will cost
too much to implement.
In 1994, a federal court found

blacks and Hispanics, who com-

bined make up 30 percent of the
students in the district, attended
inferior schools, were unfairly

placed on slower tracks and were

taught by educators who were dis-
proportionately white.
Board member Patti Delugas
- bristles at court-ordered steps
such as hiring an administrative
secretary at a starting salary
higher than that paid to teachers.
“There is no negotiation,” she said.
“The orders come down.”

And the taxes go up.

From 1991 to 1996, the property
taxes on a typical $100,000 home
rose 31.5 percent, from $2,527 to

. $3,324. )

The increase is surprising be-
cause the Rockford economy is
relatively healthy, with an aero-
space company and a machinery
manufacturer as the top private
employers. The tax base of the
city, which has 143,000 residents,
increased from $954 million in
1989 to $1.3 billion in 1993.

“Ninety-seven percent of the
reason the taxes are high — and
they are — is desegregation,” said
Diane Voneida, city director of
community development.

Last year, 15,000 of about 60,000

property owners in the school dis-
trict filed their taxes under pro-
test.

“Property taxes are definitely
an issue,” real estate agent Jan
Mansfield said. “We see an at-
tempt made by newcomers to hit
the outskirts to avoid the actual
Rockford market if they can”

Residential sales have dipped S
percent from a year ago, and gains
in residential hoysing values have
slowed to 2 percent so far this year
from about 5 percent a year ago,
she said.

“Some will move,” said Roy
Dawson, president of the local
NAACP and a strong supporter of
the desegregation effort. “But you
have to right that wrong.”

School desegregation has a
long, difficult history in Rockford.
In 1981, a federal lawsuit filed in
1970 was dismissed without agree-
ment on a desegregation plan. The
current litigation was filed in
1989. Five years later, a federal
court found intentional discrimi-
nation in 10 areas. .

Next fall, the district plans to
implement a program that would
give parents a “controlled choice”
in selecting schools. But even this
month, the seven-member school
board challenged the desegrega-
tion spending plan, and officials
said the school system might shut
down for lack of money.

Mayor Charles Box said he has
urged the elected school board to
“get behind the court order and
comply with it

City officials express confi-
dence in the long-term future,
pointing to the National Associ-
ation of Home Builders’ Housing
Opportunity Index, which last
month ranked Rockford the most
affordable city in the nation.

But for newcomers like Mrs.
Watson, short-range worries out-
weigh the long-range optimism.

The Watsons paid slightly more
to build a house in Roscoe, just
outside Rockford. But they’re pay-
ing less than the approximately
$6,000 annual tax bill levied in
Rockford on houses in the
$200,000 range. Concerns about
resale value and uncertainty
about their 8-year-old’s schooling
convinced them they made the
right choice.

“What we didn't like, is there's
no end in sight on this desegrega-
tion issue,” she said. “It’s been go-
ing on for years. ... We're not go-

ing to chance that with our child” -

Zhe Washington Times
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th for Home

Drug-Testing

Is Approved
Shalala Calls Product
An Option for Parents:

By John Schwartz
Washington Post Staff Writer

Parents who suspect their chil-
dren are using drugs soon will he
able to use a gavemment-apnwéd.
home drug-testing kit.

The Food and Drug Adlmmstrh-
tion yesterday gave the first approv--
altoadmgt&stavaﬂablewtthanl
prescription. The new kit, "Dr.
Brown’s Home Drug Testmg Sys-
tem,” tests urine for the presence of
marijuana, PCP, amphetamines, co-
caine, heroin, codeine and marphine.

The new prodict “pives parents
another option to consider to help
ensure that their children remain
drug-free,” said Donna E. Shalaly,
secmtary of the Health and Human'

Services Department, in a statement.
yesterday. Shalala noted that par-
ents should talk with their dn'ldral
about drug abuse directly.

“The Clinton administration has
zero tolerance for illicit drugs,” Shal-
ala said. The approval comes four
months after the FDA and the Clin-
ton administration came under fire
in Congress over the agency’s at-
tempts to restrict the distribution ﬁ
a similar product.

The “Dr. Brown” ofthetatk&
pame is J. Theodore Brown, a clid}
cal psychologist with a backgrownd
in treating substance abuse. Brown.
who formed Silver Spring-based
Personal Health and Hygiene Inc. M
market the product, said
that he hoped to have the kits on the
market within six weeks and expee-
ted to charge around $30. Users
should expect resuits from one to
threedaysaﬁerthelabreoewestbe
sample, Brown said.

“It's not like we invented the w
plane or something, but I think it’s a
meaningful product,” Brown said. “]
think it’s good for America.” -

Privacy advocates, however, have
long said theeasyavadablhtyofa
drug test kit could violate the rigits
of those tested, whether in schoals
or the home.

Steven B. Duke of Yale La'

School said he was “a little con-

tives who not oaly will

company, give the number and recetve

the results anonymously if desired.
Brown and the FDA did not release

thenamedthelaboratorybemgmed

by the company, but the ager agency noted
that the lab is certified by the Substance
Abuse and Mental Health Services Ad-
ministration, the College of American
Pathologists and the Health Care Fi-
nancing Administration.

Four months ago, the issue of home
drug testing erupted in Congress. The
FDA moved to block distribution of a
test kit produced by a Georgia-based
company, Parents Alert. Entrepreneur

45

A professional drug tester said yes-

tenhythatdieFDAhadbeennghtto
_ demand scientific rigor from marketers -
of any “home test kits. Joseph J. Fortuna
of Lorton-based Chemical Detection
Services said that parents can benefit
from professional help when it comes té
drug testing. Simple drug tests are gen-
erally reliable, Fortuna said, but should
not be mistaken for true confirmation cf
drug use.

“If they look at it as the final test
without any other confirmational test,
there could be problems” of misinter
pretation by parents, Fortuna said. Abr
solute confirmation of drug abuse
comes with in-depth analysis and inter,
pretation by professionals, he said.

Cloud called news of her competi
tor's approval “wonderful.” The regula
tors, she said, “obviously realize tha
this is the thing to do—we parents
all the help we can get.”

“l am so proud that Parents Alert
was able to act as a catalyst to get tms
going,” Cloud said.
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#FDA OKs kits for drug testing at home

By Samuel Goldreith™ -
THE WASHINGTON TIMES P

The Food and Drug Administration
has approved the first nonprescription
home drug-testing kit, which a Silver
Spring firm plans to market to parents
in drugstores. .

Personal Health & Hygiene Inc., a
private company, won the nod four
months after Republicans in Congress
blasted the FDA for acting like a na-
tional “nanny” by threatening prosecu-
tion of a Georgia housewife who sold a
similar urine-testing kit without seek-
ing agency clearance.

“They submitted an application with
the supporting data in February 1996,
and we approved it” said Jim O’Hara,
an FDA spokesman.

The test, Dr. Brown's Home Drug
Testing System, passed the FDA's

medical devices screening process.
The kit will detect the presence of
marijuana, PCP, amphetamines, co-
caine, heroin, codeine and morphine.

“The approval of this test gives par-
ents another option to consider to help
ensure that their children remain
drug-free,” said Donna E. Shalala, the
secretary of health and human ser-
vices.

Two others began selling similar
products based on kits made available
to employers and police agencies,
prompting warnings from the FDA in
1995 that mass marketing required
separate approval.

The FDA dropped its threatened ac-
tion against Psychemedics Corp. when
the Cambridge, Mass., company peti-
tioned a federal court for relief. House-
wife Sunny Cloud prevailed in October
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when the agency adopted an interim
policy allowing such kits a week after
her case became a nationa) election
issue during congressional hearings.

The policy says home drug tests may
be marketed without FDA approval if
they meet three conditions: The lab-
oratory conducting the testing uses
FDA-cleared tests; the laboratory is
certified by the Substance Abuse and
Mental Health Services Administra-
tion; and the product has accurate la-
beling.

The Dr. Brown kit meets those stan-
dards. It has a tube for urine collection,
Storage and mail packaging, a lab-
oratory testing service and results,
and referral services. To obtain re.
sults, users call a toll-free number and
identify themselves by kit identifica-
tion numbers.
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HFDA approves home drug abuse test

WASHINGTON (AP) An over-the-counter test that lets parents
check their children for drug use won Food and Drug Administration
approval Tuesday, the first in the controversial field to do so.

Dr. Brown's Home Drug Testing System can detect cocaine, heroin,
marijuana, PCP, amphetamines and other drugs in a mail-in urine
sample.

The approval comes four months after the Clinton administration
battled congressional charges that, in the face of escalating
teen-age drug use, the FDA was blocking parents' efforts to test
their children.

""The approval of this test gives parents another option to
consider to help ensure that their children remain drug-free, ''
said Health and Human Services Secretary Donna Shalala.

But use of the test is not restricted to parents, leaving it
open for anyone to use. Test creator J. Theodore Brown Jr., a
Silver Spring, Md., psychologist, expects it to be widely used by
relatives of people fresh out of drug treatment, who are ripe for
relapse without the deterrent of daily testing.

"TIt's therapeutic, nonpunitive and comparatively inexpensive,''
Brown said. ~"This system would be something to empower the
individual citizen.'!' '

Last September, critics attacked the FDA for cracking down on an
Atlanta woman who sold 1,000 home drug test kits without the
agency's knowledge. The FDA said it had no way to know if her test
was accurate, but congressional critics argued the agency merely
was keeping from parents the same tests employers can use and
charged that it has no clear policy to say when home tests for any
disease are ready for laymen.

The FDA relented, letting home drug tests be sold temporarily
while it re-evaluates how strictly such kits should be regulated.

Before the fray erupted, Brown in January 1996 asked the FDA to
approve his home drug test. On Tuesday the FDA wrote Brown that his
kit was the first to win government approval, giving him a
marketing advantage over unapproved competitors sold during the
agency's temporary amnesty.

""Although parents can breathe a sigh of relief today, the FDA
has neglected to lay out a strategy for approving any other home
testing kits,'' said critic Rep. Richard Burr, R-N.C., who called
on the FDA Tuesday to settle the issue for the growing home-testing
industry.

Brown said his kits will reach drugstores within six weeks and
will cost less than $30.

Consumers will mail a urine sample in a protective, tamper-proof
package to a government-certified laboratory. The lab uses
FDA-approved drug tests, doing confirmatory retesting to minimize
false results. One to three days later, consumers using a code
number to preserve anonymity call an 800 number for the results.

Every drug test can miss abuse, when, for example, the urine is
sampled too late. It also can falsely signal abuse if, say, the
person ate certain foods that mimic the metabolites drug tests
measure.

Brown's Personal Health and Hygiene Inc. will explain those
limitations before giving callers their test results, and will
offer referrals for drug abuse counseling or medical care.
APNP-01-21-97 1733EST



THE WHITE HOUSE
WASHINGTON

October 3, 1996

David A. Kessler, M.D.
Commissioner

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,

Carol H. Rasco
Assistant to the President
for Domestic Policy
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Llinton, FDA Criticized for

Limiting Sale of Dru

» Health: Kits designed for home
use are marketed by a Georgia
woman, who refuses to submit
data for approval. She and GOP
cite parents’ rights.

By MELISSA HEALY

TIMES STAFF WRITER

ASHINGTON—The Clinton admin-

istration, already stung by Republi-
can charges of complacency in the face of
rising drug use, has. come under a fresh
round of fire for restricting sile of home
drug tests designed for parents to adminis-
ter to their children. :

Although GOP presidential candidate
Bob Dole has been responsible for most of
the drug policy criticism so far, the latest
salvos are coming from Republican law-
makers who accuse the Food and Drug
Administration of denying parents a potent
weapon for fighting drug abuse in the home.

Led by House Commerce Committee
Chairman Thomas J. Bliley Jr. (R-Va.),
Republicans cite the FDA's actions as a
prime example of what they characterize as
a heavy-handed approach to regulation in
an area where they believe parents’ rights
should be paramount.

At issue is whether “Parents’ Alert.” a
home drug test marketed by a one-woman
firm in Georgia, should be commercially
available without going through a lengthy
FDA approval process.

Priced at $40, the test kit consists of a
widely used, FDA-approved. urine-
collection cup. an envelope for mailing it to
a government-approved laboratory and a
pamphlet explaining the meaning of the lab
results, along with phone numbers of drug-
abuse hotlines in the event of a positive
result.

Since the mid-1980s, the FDA has treated

home drug test kit: as “Class 3 Medical
Devices.” The designation puts Parents’
Alert in the category of medical devices
presenting the most serious risks if misused
by the intended consumers. in this case,
parents.

Other Class 3 devices include X-rav
machines (which are intended for use
by trained medical clinicians), cardiac
pacemakers. extended - wear contact lenses
and anti-snoring devices placed in the
mouth during sleep.

So far, the FDA has not approved an
application for an over-the-counter test for
illegal drugs, although in one case it
approved the marketing of a home drug test
by a physician’s prescription.

In deliberations on past submissions and
in a recent Capitol Hill hearing, FDA regu-
lators have questioned whether parents,
acting without a physician's assistance, can
understand the results of a test and respond
appropriately. Of particular concern is the
possibility of a false-positive resull, -they
said.

In notes taken during a 1995 meeting with
FDA attorneyvs. one firm seeking the
agency's approval for a home test cited the
agency's concern that such tests could
cause “family discord" and subject children
to “coercion” from their parents.

Sunny Cloud, a Marietta, Ga., parent who
began marketing Parents' Alert after she
caught her son smoking marijuana three
years ago, never has applied for FDA
approval of the test. Defying the agency's
warnings that she could be held liable for
steep civil penalties if she continues to
market the tests for home use. Cloud said
that she has sold slightlv more than 1,000 of
the kits. Bliley's office, citing provisions in
criminal law, said that Cloud could be sub-
ject to a year in prison for every kit she has
sold.

Cloud, however, is adamant. Arguing that

a virtually identical drug-test package has
been used by major employers for years,
she has refused to subject her product to the
FDA approval process and is still selling the
Kits by mail order from her home.
Government regulators and their allies see
the case as a commercial dispute started by
a businesswoman who does not want to
submit her product to government scrutiny
intended to ensure its safety, reliability and
benefit to consumers.

Cloud savs that the dispute involves
government regulation that 1s arrogant,
bureaucratic and hostile to small business.
es. But she contends that it involves a
grander principle as well: the right of par-
e€nts to rear their children free of govern-
ment interference. Cloud is furious that the
FDA would deny parents a tool for
managing their children's affairs that cor-
porations routinelyv use in managing their
work forces.

"FDA was concerned about these tools
because they said it would cause divisive-
ness and friction within the familv.” Cloud

oS
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said in an interview. “Well, I didn't realize
that FDA had powers that could extend into
the living room. I thought parents could
make those choices. My personal opinion is
that [FDA's stated concern on the] efficacy
of the test is really a red herring. This is
about parents’ rights.”

he wrangle over Parents' Alert already
has caused the FDA to modify its initial
position and initiate a “review" of its policy
that most home drug tests should be regu-
lated as Class 3 devices. But in a recent
hearing before Bliley’s committee. agency
regulators defended their earlier state-
ments that parents might not have the
ability to respond appropriately to test
results.
For President Clinton, the issue presents
a potentially tricky political dilemma. It pits
the president’s popular advocacy of
“family-friendly” initiatives against the

arguments of a regulatory agency charged
with protecting consumers from the mar-
keting of drugs and devices whose safety or
effectiveness have not been proved.

In recent months. Clinton has champi-
oned a number of initiatives—{rom the V-
chip to school uniforms—designed to help
parents cope with society’s negative influ-
ences on their children. Many would
consider support for a home drug test con-
sistent with the president’s past actions.
The FDA's decision to maintain regulatory
obstacles to sale of the test kits—all with
the administration’s implicit assent—
strikes some as a bad political move in the
crucial final weeks of his reelection
campaign.

Iready, cracks in the administration’s

unity have appeared: In an interview
last week, Gen. Barry McCaffrey, director
of the White House Office of National Drug
Control Policy, said that he believes fami-
lies “ought to make up their own minds”
about whether the test is right for them.

“We have home pregnancy tests, home
AIDS tests,” McCaffrey told the Christian
Science Monitor. “Maybe we need a home
drug test.”

McCaffrey’s comments prompted Bliley
to fire yet another shot across the Clinton
administration’s bow.

“Parents might disagree whether to test
their own children, but that's a decision that
ought to be made by them—not by Wash-
ington bureaucrats.” Bliley said. "Maybe
Gen. McCaffrey can get on the phone with
the Food and Drug Administration and give

them the same message.”
crd?
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Rep. Waters Releases Data She
Says Links CIA to Drug Trade

By RALPH FRAMMOLINO
and VICTOR MERINA
TIMES STAFF WRITERS

Hoping to bolster allegations of CIA
complicity in South-Central Los
Angeles” crack epidemic, U.S. Rep.
Maxine Waters (D-Los Angeles)
released documents Monday that she
says provide further evidence of links
between the spy agency and city's drug
trade during the mid-1980s.

Waters said the documents—
including a Los Angeles County
_sheriff's report—show that one sus-
pected player in the South-Central
cocaine network told authorities during
a 1986 drug raid that he “worked with

the C1A.” The documents also state that
evidence seized from his Mission Viejo
home included military films and train-
ing manuals—material Waters said
proves the ring had ties to the Contra
army in Nicaragua.

Waters said, moreover, that the doc-
uments discovered during the raid have
disappeared from the Sheriff's Depart-
ment or are being hidden by the
department, a contention disputed by
Sheriff Sherman Block on Monday.

For the most part, the information
released by Waters surfaced in 1990
during the trial of seven Los Angeles
County sheriff's narcotics officers
accused of skimming money and drugs

during undercover operations. At
that time, The Times and other
news media recounted the state-
ments of the man who claimed to
work for the CIA ard an allegation
that documents were taken from
the Sheriff's Department by federal
authorities. Those statements were
contained in a motion by one of the
deputies’ attorneys.

But with the controversy sur-
rounding a series of articles by the
San Jose Mercury News suggesting
that the CIA was behind Los
Angeles’ crack explosion. even
previously disclosed information
has been given new life.

he Mercury News attributed

the crack’s spread in Los
Angeles to a fund-raising effort by
the Nicaraguan Contras. who
allegedly used drug riches to arm
their CTA-backed rebel armies. At
the center of the effort. according
to the newspaper. was & Nlcara-

guan expatriate named Oscar
Danilo Blandon and a South-
Central dealer named “Freeway”
Ricky Ross, who is awaiting sen-
tencing on drug charges in San
Diego federal court.

Although the CIA has denied
involvement with the cocaine
sales—and the series has been crit -
icized for failing to offer evidence of
a CIA link to the traffickers’
efforts—the stories have generated
immense interest and outrage,
fueled by Waters.

During her news conference,
Waters responded to skepticism of
the series by releasing documents
aimed at supporting the notion of
CIA involvement.

“I think this is further evidence

of the fact that this ring existed, and
they have said in more than one
way and more than one time that
they were connected to the CIA"
Waters told the crowded gathering
of reporters.

Standing at Central Avenue and
Adams Boulevard, Waters pointed
to a check-cashing outlet that she
said was once a bar where Blandon
sold 10 kilograms of cocaine a week
during the 1980s. part of a far- flung
operation that targeted the black
community by employing 200 peo-
ple and 14 locations to distribute
the drugs.

“It is important to understand
that law enforcement officials
knew that Blandon and his opera-
tion sold cocaine mainly to blacks in
the South-Central Los Angeles
area,” she said.

Waters also distributed copies of
a search warrant affidavit and
sheriff's reports about an Oct. 27,
1986, police raid on the Blandon
operation. which led to no charges
being filed.

Waters said she obtained the

reports by showing up unan-
nounced last week at the Sheriff's
Department and demanding copies.

One report shows that a location
police raided was the home of
former Laguna Beach Police
Officer Ronald Lister. then a pri-
vate security consultant. Waters
said that in a jailhouse interview.
Ross identified Lister as a member
of the Danilo ring who not only sold
drigs but also provided Uzis. AK-
telephone scramblers and
cotinters for street gangs

:ng crack.

According to a report by one
deputy involved in the raid, Lister
warned that “he had dealings in -
South America and worked with
the CIA and added that his friends
in Washington weren't going to
like what was going on.”

Waters also questioned Monday
why materials taken from Lister’s
home—including the military
training films and manuals—were
not returned to him.

“These were the training films of
the [Nicaraguan Democratic
Force], this is the army of the Con-
tras,” she said, adding that the
“evidence is somehow being held
on to by the L.A. County sheriff's.”

Reacting to Waters’ suggestion
of a cover-up in the Sheriff's
Department, Block told reporters
during a news conference that evi-

" dence taken from Lister's home,

such as television monitors and
ammunition, was used by the
department. Other materials,
including the training films and
miscellaneous papers, were
destroyed pursuant to department
policy and state law because no
charges were filed.

“Theré has been no effort to
conceal anything,” Block said.

sked whether the CIA took
A,any of the evidence seized in
the raid, Block responded: “I'm
saying it categorically, absolutely”
that no one in the CIA removed the
materials.

Block also said that when names
of those with suspected links to the
CIA surfaced during the investiga-
tion, a list was sent to the intelli-
gence agency. According to Block,
only one name was recognized and
“all they said was they knew he
was a cocaine dealer.” The sheriff
said he waswot aware of the man's
identity.

Waters. who made a surprise
appearance at Block's news con-
ference. insisted that charges
should have been filed against
Blandon, Lister and others targeted
in the raids and that the documents
should have been preserved. Block
countered that prosecutors con-
cluded there were not enough
drugs to file trafficking charges.
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According to FDA spokesman Jim
O’Hara, such a call would be unnecessary.

“The administration wants parents to
have the tools they need to fight drug
abuse,” O'Hara said. “The only question is
how to make certain in this case that drug
tests provide reliable and accurate infor-
mation and that people know how to use it.”

13
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U.S. Dealings With Mexican Government

Sidestep Usual Rules

a Diplomacy: Intimacy of the two
countries’ ties allows officials to avoid
red tape. It also permits them to stray
from policy stands.

By STANLEY MEISLER
TIMES STAFF WRITER

"A 7’ASHINGTON—When Secretary of State
Warren Christopher flew to Mexico City
for an annual conference with Mexican

leaders earlier this year, he took no fewer than eight

other members of President Clinton's Cabinet with
him—more than travel together anywhere elsein the
world.

The huge U.S. delegation was testimony to the
importance the Clinton administration attaches 10 a
good working relationship with its neighbor—and
trading partner—to the south.

Christopher and his colleagues believed the U.S.-
Mexican relationship had grown strong enough to
weather troubling incidents, including the beating of
suspected illegal immigrants by Riverside County
sheriff's deputies and some tough remarks by a U.S.
official about money laundering in Mexico.

But when thev landed. they quickly found that
their Mexican counterparts regarded the incidents as
painful reminders of U.S. highhandedness. Mexican
Foreign Minister Jose Angel Gurria Trevino lectured
Christopher publicly about “trends that could jeop-
ardize our relations and lead us down the road to
confrontation and complaint.”

When Jesus Silva Herzog. Mexico's ambassador in
Washington. heard about Christopher’s premature
optimism, he groaned. "Oh. my God.” the urbane
ambassador exclaimed. "No one has listened.”

No foreign country commands the attenton of as
many chfferent partz of the U.S. government as
Mexico—and vel. no other country seems o engen-
der so much misunderstanding. Part of the problem.
paradoxically. may be the intimacy and complexity of
the relationship. Other countries have complicated
political. economic and military ties with the Umted
States; Mexico has all these plus shared environmen-
tal problems. a flood of illegal drugs and the constant
irritant of illegal immigration.

Asaresult, the U.S. government deals with Mexico
differently from the way it does most other countries.
The usual diplomatic rules do not apply.

When Atty. Gen. Janet Reno wants to communi-
cate with her counterparts in most foreign countries,
she generally must set up her contact through the
State Department. which manages U.S. foreign
affairs. But when Reno wants 1o speak with Mexican
Auty. Gen. Antonio Lozano Gracia. according to her
aldes. she just picks= up the telephone and callz him.

™
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Lozano and Reno speak with each other two or
three times a month, partly in Spanish, mostly in
English. Several significant U.S.-Mexican issues—
such as drug enforcement and immigration—come up
every day at the Justice Department. “A lot of our
|domestic] problems don't stop at the border,” says

. former Undersecretary of State Robert B. Zoellick.

“and you just can't leave it to the guys in striped pants
to deliver messages to each other.”

Still, this intimacy, repeated in many other parts of
the U.S. and Mexican governments, also makes it
easier for officials on both sides to stray from official
policy.

In April, for example, Thomas A. Constantine, head
of the U.S. Drug Enforcement Administration, com-
plained publicly that drug mafias were moving mil-
lions of dollars in cash from drug sales across the
border into Mexico and depositing the funds in Mexi-
can banks. "We've seen a trend of bringing the
money across the southwest border in bulk cash,
several millions of dollars at a time," he said, implying
that Mexican authorities were not doing their part to
stem the flow.

The Mexican Foreign Ministry went ballistic.
“Constantine suggested that the Mexican banking
system has been converted into a massive mechanism

of money laundering when there is no concrete
accusation or proof that confirms this,” a ministry
statement Said.

The U.S. State Department wasn't happy either.
Diplomats noted that the Mexican Congress was
about to pass a bill instituting tough new measures
against money laundering, and they worried that the
DEA chief's blast might derail it. (The bill passed.)

“Managing U.S.-Mexican relations is like managing
a three-ring circus,” said the genial, Yale-educated
Silva Herzog. “You have to juggle lots of balls in the
air.”

On the U.S. side, there are lots of jugglers. Asked
where Mexico policy is managed in Washington, a
State Department official replied almost wistfully,
“We like to think that thiss the place.”

A deputy assistant secretary of state for Latin
American affairs. aided by nine foreign service offic-
ers who study Mexico full time, chairs a group with
representatives from a dozen or so agencies who meet
once a month at the State Department to talk about
Mexico policy. If the issues seem more important than
usual, the group may be chaired by the assistant sec-
retary of state.

These meetings. which serve as a clearinghouse for
information about the government's varied Mexico
activities, give the State Department a chance to
monitor what 1s going on. “"We don’t want to take on
Treasury's financial assistance program,” the State
Department official said. “But we want to help them.
One of our jobs is to keep tabs. I think we do a rea-
sonable job.”
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Drug Testing in the Home Is a Family Matter

To the Editor:

Contrary to your editorial “Drug
Tests in the Home’ (some editions,
Oct. 10), Democrats and Republicans
alike on the House Commerce Com-

Columbus’s Roots

To the Editor:

An Oct. 14 news article 'quotes_

Elias Illescas, an organizer of the
Hispanic Columbus Day Parade, as
calling the discovery of America
‘‘a thoroughly Spanish event”’ and
saying ‘‘Italy had nothmg to do with
lt ”

The Iberian-American historian
German Arciniegas clearly states,
" “The discovery of America was in
part an Italian enterprise’ (‘‘Ameri-
go and the New World''). The author
notes that Christopher Columbus
was born in Genoa, Italy, and that
the inspirations of his life were
the ancient Roman scholar Seneca,
.an Italian born in Roman Spain,
who foretold a new world, and Marco
Polo, the Venetian traveler to
China. *

To de- Itahamze the discovery of
America not only insults the Italian
people but it is a gross distortion of
history. JOHN L. MANCINI

Floral Park, L.1., Oct. 15, 1996
The writer is secretary of programs
at the Italic Studies Institute.

Yiddish and Toast

To.the Editor:

Re the physics of tumbling toast
(letter, Oct. 9): The landing of the
falling slice — butter side up or down

— has long figured in Yiddish folk- -

lore, marking the subtle distinction
between two classic types: the schle-
miel and the schlemazel.
~ Anyone unable to keep from
dropping his toast at all is a schle-
miel, someone who can’t do any-
thing right. But if the particular
schlemiel’s toast lands butter
‘side down, then he is also luckless:
bereft of mazel. He is, alas, a schie-
mazel. MiLL ROSEMAN
Eastport, L.I., Oct. 11, 1996

mittee share the view that the Food
and Drug Administration is acting
capriciously in its reluctance to al-
low home drug-testing kits to be sold
to parents. In fact, some of the most
vocal opponents of the agency’s posi-
tion on home drug testing are Demo-
crats like Representatives Ron Klink
of Pennsylvania and Anna G Eshoo
of California.

I believe that American famlhes
are responsible enough to test their
children for drugs. For thousands of
parents, these tests would be a god-
send — a way to monitor a child's
behavior, help restore a trusting re-
lationship with a child in recovery, or
at least give teen-agers a good ex-
cuse to ‘‘just say no.”

Moreover, the agency’s contention
that allowing parents to test teen-
agers for drugs would cause coercion
of teen-agers and create family dis-
cord is troubling to both Democrats
and Republicans.

Drug use by teen-agers has never
been a partisan issue and neither
should be parents' accessibility to
home drug-testing kits. Americans
may disagree over whether they
would ever test their own childten
for drugs, but that is a decision best
left to families, not the Government.

" (Rep.) THOMAS J. BLILEY JR.

Chairman, Commerce Committee

Washington, Oct. 16, 1996
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A Cable Monopol'y

To the Editor:

Providing an outlet in New York
City for a diversity of television news
channels and live cable coverage of
the City Council, as proposed by
Gene Russianoff (Op-Ed, Oct. 16),
would strengthen the life and and the
economy of the city.

New Yorkers would not allow a
main thoroughfare like Madison
Avenue to be controlled by a single
retailer. Yet, the allocation of cable
channels raises concerns when we
allow one company, Time Warner,
to control the system and many
of the sources of cable program-
ming.

This city is the nation’s center for
production of news and nonfiction
entertainment. We should consider
how its cable television systems can
serve'the interests of the city as a
whole. . MITCHELL L. Moss

New York, Oct. 16, 1996
The writer is director, Taub Urban
Research Center, New York Univ.

Expand Javits Center

To the Editor:

The Jacob K. Javits Convention
Center has indeed been turned
around under the administration of
Gov. George E. Pataki (*'Progress of

. the Javits Center,” editorial, Oct.

12). Crime has been virtually elimi-
nated, and the work force is being
motivated by the most powerful in-
centive to provide customer satisfac-
tion — keeping their jobs.

. There is a problem, however: a
severe and growing lack of available
dates. The center is in the middle of
the pack in terms of square footage
and is falling behind every day as our
major convention city competitors —
Las Vegas, Chicago and Los Angeles
— all continue to expand. Shows that
wish to come here are being turned
away.

By the end of the decade, New.

York will become the equivalent of a
third world city, convention wise.

A trade show producer myself, 1
have three fashion industry trade
shows at the center this month that
will contribute 10,000 hotel night

-stays to the city’s economy, as well
as innumerable taxi rides, restau-

rant meals and theater tickets. My

_shows are typical.

Much coverage of the center focus-
es on whether it makes a profit. The
$600 million or so that the state spent
building the center would be a poor
investment indeed if its .goal was
simply to make $1 million or $2 mil-
lion.

We need to plan an expansion of
the center, so that two of the city’s
brightest industries, tourism and
conventions, can continue to power
our economy into the next millenni-
um. DAVID LARKIN

Nev: York, Oct. 15, 1996
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Defense Department Condemns Torture Manual

To the Editor:

In an Oct. 4 letter, Robert Richter
says he is filming a documentary
and had spoken to three people from
Latin American countries ‘“who all
link torture training to the United
States Army's School of the Ameri-
cas.” Yet, during an interview with
me in July, he presented none of this
evidence.

In his letter, Mr. Richter attests
correctly that I told him in July that I
did not condone the use of any im-
proper instruction material.

His question at the time stemmed
from a single passage in a late June
report referring to the past use of
such material at the School of the
Americas. I have since learned of a
1991-92 Defense Department investi-
gation that determined that three

manuals, out of some 300 manuals
issued annually, at the school from
1989 to 1991 contained isolated objec-
tionable material.

The Defense Department and the

* Army condemned the language and

ordered the manuals destroyed,
sending a clear message about hu-
man rights policy and standards, and
to prevent any recurrence. The De-
fense Department and Army leader-
ship today strongly endorse that past
judgment and corrective action. At
this time, the safeguards on the cur-
riculum are being reviewed yet
again.

In the July interview, I emphati-
cally urged Mr. Richter to present to
me or any other official any evidence
he had, credible or otherwise, con-
cerning any allegation of improper

teaching. I made a specific commit-
ment to him that any evidence would
be fully investigated, and 1 repeated
that commitment in a recent letter to
him.

He has offered no evidence to me
to date, nor to my knowledge has he
presented evidence to any other offi-
cial. Instead, he has chosen to make
allegations in the press, citing un-
named sources. We continue to urge
Mr. Richter to provide substance for
his allegations, instead of maligning
the many outstanding graduates of

- this school, whose curriculum, all

in Spanish, is regarded as the best
of any military institution in the
world in its coverage of human
rights. JOE R. REEDER
Under Secretary of the Army
Washington, Oct. 15, 1996

! Love Your City, Love Its Weird Statues

. To the Editor:

Joyce Purnick’s argument that

" neglect is ““a most fitting demise” for

the Queens statue “Civic- Virtue"
(Metro Matters column, Oct. 14) is
misguided. If New York City neglect-
ed all statues whose imagery and
connotations -various interest groups
considered offensive, the city would
be filled with decaying monuments.
Such distasteful works might in-

" clude the Theodore Roosevelt statue

in front of the American Museum of
Natural History, with its stereotypi-
cal rendering of an African and a
Native American flanking the heroic

- equestrian President; the *“primi-

tive” Indian hunter in Central Park,
and, at the southeast corner of the
park, the Gen. William Tecumseh
Sherman statue, which is an insult to
Southerners for its celebration of the
rape of Atlanta.

The distasteful bare-breasted fig-
ures at the base of $he Heinrich Hei-
ne Fountain near Yankee Stadium
pose less of a threat — the disinte-
gration of this fountain is already
well under way. And then, of course,
there is that nude prepubescent
youth, Victory, on the front of the
Maine Memorial in Columbus Circle.
The list could continue.

In these times of shrinking cultur-

' Phil Marden

al budgets, the city must uphold
its commitment to maintaining its

historical monuments. Fortunately,

the Parks Department and other
guardians of the city’s material cul-
tural heritage have generally not re-

" sorted to what Ms. Purnick cele-

brates as ‘‘public censure through
neglect.” MICHELE H. BOGART
Stony Brook, L.1., Oct. 15, 1996
The writer is professor and director
of graduate studies, department of
art, State University of New York.

Child Care Should Be Educational, Not Informal

To the Editor:

As an Oct. 14 news article reports,
more New York children will need
publicly financed day care as their
mothers move from welfare to work.
You suggest that I disagree with

‘Gov. George E. Pataki's estimates

on Federal funds for day care. That
is not the case. Instead of providing
custodial “‘informal"” care, New
York should invest funds in educa-
tional day care.

The policy initiative I introduced
six weeks ago calls on the state
to expand pre-kindergarten day care
for 4-year-olds. Research proves
that children who attend pre-kinder-
garten are 50 percent less likely
to need special education and 26
percent less likely to fail in the
early grades. Educational day care
is the state’s opportunity to prepare
at-risk children to succeed in
school. BETSY MCCAUGHEY RoOSS

Lieut. Gov. of New York
New York, Oct. 14, 1996

‘Difficult Subsidies

To the Editor:

"~ New York City’s policy covering
children’s day care is clearly short-
sighted. A point not addressed in
your Oct. 14 news article is the reluc-
tance of the private licensed child-
care center to enroll children eligible
for the city subsidies because of the
difficulty in obtaining payment.

As the director of a licensed child
care center in the South Bronx that
relies on these subsidies, I find that
the city’s government offices dis-

- courage parents from using licensed

care and, instead, encourage them to
use ‘“‘informal” care, which saves

New York City money. .
My center, designed to serve chil-
dren of parents in welfare-to-work
academic and vocational training,
has two virtually empty classrooms
licensed for 3- to 5-year-olds as evi-
dence. ALISON PEPPER
Bronx, Oct. 15, 1996

Facts and Myths
In New York Housing

" To the Editor:

The professions of architecture
and planning must share the blame
for the tragic condition of housing for

. the poorest residents of our city as

illustrated in your series “Housing’s
Hidden Crisis” (Oct. 6-11).

The gigantic designs of high-rise
housing done from 1946 to 1966 failed
to meet the needs of the occupants,
and as that occupancy became more
needy, these projects failed. In 1966 we
in the design professions realized our
error and returned to more human-
scale urban housing. But we were too
late. Public perception had been fixed.
The news media and the politicians
seized on the fears of people.to create
myths that would destroy support for
affordable housing and drive our pro-
fession from this area of work.

. Here are three of these myths: .
¢ Public housing does not work. In
fact, public housing, when properly
managed, works well. In New York
City"and Jersey City there is a 10-
year waiting list to get into the
projects. _

® Federal assistance to high-in-
come and low-income housing is
about equal. In fact, it was equal
when Ronald Reagan became Presi-
dent, but aid to high-income housing
is now 10 times greater.

® Architects and planners are not

_interested in designing affordable

housing. In fact, we are interested
and continue to work on such
projects. .

We must dispel these myths. Only
a change of attitude will permit us to
develop an equitable housing pro-
gram. HERBERT OPPENHEIMER

New York, Oct. 15, 1996 *

The writer is an architect.

Che Nmﬁ&tk Times |
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October 4, 1996

Note to HHS, White House press offices

From: Jim O‘Hara, FDA public affair A

House Commerce Committee chairman Thomas Bliley (R-VA) wrote the
President, Secretary Shalala and Dr. Kessler last Friday over the
issue of home drug test kits. As agreed to by Committee staff and
HHS legislative staff on Monday, the White House, the Secretary and
the Commissioner responded to that letter yesterday.

O

The White House letter signed by OMB general counsel stated
that FDA’'s draft testimony on home drug test kits received
normal review under procedures dating back to the
Administration of Franklin Roosevelt and that the review did
not constitute any White House involvement in the formulation
of policy.

The Department’s letter stated that the draft testimony
received normal review and again that the review did not
constitute formulation of policy or approval of policy. It
also noted that the Agency had committed during the September
26 hearing to re-evaluate its policy and thought that was
appropriate.

The Agency’s letter confirmed:

- Agency officials’ statements last week to members of the
Commerce Committee that Ms. Sunny Cloud will not be subject to
any regulatory action for the marketing of her kit in the past
or while the policy is under review. Once a final policy is
in place, Ms. Cloud would be expected to comply with it.

- That while the Agency is reviewing its policy, the Agency

intends to exercise its enforcement discretion and not take
any regulatory action against any home test collection system
that meets specified criteria. Any company doing so would
likewise be expected to comply with a final policy. This
exercise of enforcement discretion is not a reversal of
policy; the policy is being re-evaluated.

- The Agency will re-evaluate its policy with regard to these
products expeditiocusly.

- Agency decisions on how to regulate home test collection
systems for drugs of abuse date back to the mid-1980s. Public
discussions of how the Agency treats these products include a
public advisory committee in 1985, a Federal Register notice
of the avaialability of guidance to industry in 1988 and the
Congressional testimony of then FDA Commissioner Frank Young
in 1989. There is no Agency prohibition against the approval
of these products.
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Talking Points:

We want parents to have all the tools they need to protect their
children and fight drug abuse.

Home test kits should be safe and effective and adequately labeled
for their intended use, providing parents and children accurate and
reliable information.
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September 25, 1996
Note to White House Press Office
From: Jim O‘Hara, FDA Public Affairs

The House Commerce Committee’s Subcommittee on Oversight and
Investigations is holding hearing tomorrow (Thursday, 9/26) on
FDA's regulation of in_ vitro diagnostics, that is, tests to
determine whether a person has a disease or what levels of illegal
drugs are in a person’s body. The subcommittee will focus in
particular on home test kits to determine if a person uses drugs.
Republicans have charged in a press release issued Saturday that
FDA is keeping home test kits off the market and that the agency is
basing its decision on a fear that these kits will cause "family
discord." :

Talking Points

o FDA does not have a policy against home test kits. Ths law
requires that home test kits -- or any diagnostic -- be safe

and effective and adequately labeled for its intended use. In
the case of home test kits, the FDA wants a company to show
that samples can be collected and maintained without
contamination, that reliable and accurate results can be
obtained in the analysis, and that there is a way to ensure
that the results are interpreted correctly. FDA has approved
a home test kit for HIV, the virus that causes AIDS, and home
test kits for the early detection of pregnancy, to measure
cholesterol and glucose levels, etc.

o} FDA is prepared to accept and review appropriate applications
for home test kits for drugs of abuse, using the same criteria
as for these other products.

Questions about specific products that the Republicans are using as
examples should be referred to FDA’'s Cffice of Public Affairs: 301-
443-1130.
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S/@ DEPARTMENT OF HEALTH & HUMAN SERVICES Publie Heatth Sarvice
o]

Food and Drug Administryden
9200 Corparane Boulevard
Rockvile MD 20850

MR 26 B6

. Mr. Raymond C. Kubacki
President and CEO |
Psyebemedics Corporation
1280 Massachusetts Avenue
Cambridge, Massachusetts 02138

Dear Mr. Kuback:

This letter will confirm FDA's current decision not to actively regulate
Psychemedics Corporation's "PDT-90 Personal Drug Testing Service.”
Consequently, there is currently no need for Psychemedics to have made a
510(k) submission, and therefore FDA will cloge its file on your recent 510(k)
submission. In addition, FDA hereby formally withdraws its correspondence of
November 20, 1995, addressed to Richard S. Morey, in response to the recent
510(k) submission FDA also hereby formally withdraws the Warning Letter of

August 30, 1995. The withdrawal of the Werning Letter includes withdrawal of
all language concerning alleged adulteration and misbranding for the reasons

stated therein.

This will also confirm that FDA does pot intend to pursue enforcement
~ action on any of the grounds contemplated in the Warning Letter dated August
30, 1995. FDA's decisions and the additional representations stated below are
based on information currently available to it and are premised on the "PDT-90
Personal Drug Testing Service” remaining unchanged from the version
submitted with your zecent 310(k) submission.

Furthermore, although no further enforcement action is anticipated, FDA
promises that unless and until it has firat given you 30-days advance notice, in
writing, it will not institute enforcement action alloging that the "PDT.S0
Personal Drug Testing Service” is or contains an unapproved Class ITI medieal
device or is being marketed in violation of saetian 510(k). Furthermore, if FDA
dacides to trigger a 80-day warning period, and if during that period you make
another 510(k) submission asserting that the "PDT-90 Personal Drug Testing
Service™ or any component thereof is substantially equivalent to a lawfully
marketed. Class II or Class I predicate device, or alternatively, if during thae
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The Houorable David A. Kessler, M.D. .
Commissiooss : ﬂ ﬁ /ﬂﬂ'ﬁ ot

Rocm 1471

Parklawn Building ' ' M
5800 Fishere Lane .

Rockville, MD 20887

Dear De. Kessler:

It bas been broughi o v saenrion that FDA or high-level FDA ofiicuus aay tave
alopwu 2 policy against bome drug wsung because it could reailt m “coercion and family
discord." According to 3 memarandum received by (be Subcommitiee, FDA officials of the
Center of Device and Radiological Health met on December 8, 1995 with represcatatives of
Psychemedics regarding FDA's November 20, 1995 decision thas Psychemedics” PDT-50
Personal Testing Service i Not Substanrially Equivalent ("NSE”) w any predicate device. It
has been repored that during this mesting, an FDA officlal siaed du aliough PDA has made
& policy decision to exercise its enforcement discredon not to regulats drug wsis markered
exclusively for forensic purposss (€.g., law caforczment, cruploymsns), the FDA has decided
that over-the-counter ("OTC®) drug exts indicated for teenagers do not fall within this category
and thus require premarket approval (or rigorous S10 (k) revicw). According to the sama
official, this is a deliberazz policy decision that bas been made 8¢ 8 high lovel within the Agency
and is based upan perceived risks associated with the possibility of misuse of the results of such
wests (both correcr and incorrect results). In particular, the official dated that FDA is concemned
about issucs such as anonymity, confidenniality, coereion. and family discord. This policy was
developed as a result of the marketing of Iwo similar OTT ¢est kits: home HIV test kits and

home urine drug test ldts. ! :

i
In view of the public interas! in bome drug testing and the integriy of the FDA approval
process, please provide the following by May 22, 1956:

(1) Meimorunda of the Decemnber 8, 1995 meeting berween FDA officials and Psychemedics.
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The Bonorable David A. Kessler, M.D.
May 8, 1996
" Page 2

2) What is FDA’s social policy position (as epposed (6 safsty and efficacy concerns) on
home drug testing? Please provide all FDA policy statemenss on hame drug and HIV
tegting as well as home pregmancy testing. Please list al] individuals at FDA who have
been involved in developing this position. Please ¢iw the legal authority for FDA 1o

copsider social policy issues in the approval process.

(3)  Listof a'! individuals from federal agencies and depastments (inchuding the White House)
who havc been in contact with FDA officials about horne drup-testing issues.

(4)  Please provide five examples of product eategarics where FDA has taken a policy
position based i any way oa social policy considerations raised by information genstated

by the prodoct.

If you have any questions about this request, please contact AJas Slehdin of the
Commiaes staff af (202) 225.2927. 1 appreciate your cooperation in this maser.

Sincerely,

,
7 .

. —~
Q. Cuk oxN
, Joe Bartop
Chairman
Subcommittee on Oversighe
and Investigations

< The Honarahle Thomas 1. Bliley, Jr., Chairman
The Rooorable Joha D. Dingell, Ranking Minority Member

The Honorable Peter Deutsch, Ranking Minoriry Membe:
Subcammiuee on Oversight and Lavestigations
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Ms. Donna E. Shalala

Secretary of Health and Fluman Services
Deparmment of Health and Human Services
200 Independence Avenue, S.W.
Washington, DC 20201

Re: Teen-age Drug Abuse

Dear Secretary Shalala:

Thank you for stating $o succinctly in your comments to the recently released National
Household Survey of Drug Abuse the position that we, as parents, have taken all along, "youth
substance abuse 1s an American problem -- not a government problem . . . it's going to take the
lcadership of citizens and communitics all across the country . . . and ¢specially from parents, to save
our children.” '

As concemed parents. the personnel in our firm agree with your statements. Qur firm also
represents a small company, Parent's Alert, Inc. ("Parent's Alert"), that is trying to do something about
the problem of substance abuse among youngsters. Parent's Alert markets the "AT HOME DRUG
TESTS" to assist concerned parents in learning whether their child is abusing alcohol or drug
substances. While the effort is not taken for a device use subject to regulation by the Food and Drug
Administration ("FDA"), the FDA has issued a Waming Letter to Parent's Alert alleging the product to
be a device and Parent's Alert 10 be 2 manufacturer. This position is at odds with FDA's position with
Tespect to similar products when used for screening or detection purposes in law enforcement,
employment. and school scttings. Frankly, we do not understand the agency's regulatory position in
light of prasent and past admimstration's efforts to reduce substance abuse, especially among children,
and FDA's recent initiative to regulate nicotine-containing cigarettes and smokeless tobacco products.
Clearly smoking is harmful to children, but this harm surely pales when compared to the serious public
health and societal problems caused by substance abuse.
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MCKENNA & CUNEO, L.LP.

Ms. Donna E. Shalala
August 22, 1996
Page 2

Yesterday, we sent the enclosed letter to FDA Commissioner Kessler seeking a response to a
June 26, 1996 letter to the FDA. Begause this matter ultimately has significant impact on the
American public and has remained unresolved for over a year, we respectfully request your leadership
in supporting Parent’s Alert's efforts to reduce substance abusc among youngsters. Clearly, the
availability of products such as the Parent's Alert drug testing kit could make a difference where it
counts most, in the home.

Cordially,

Suzan 03

SO/

Enclosure(s)

cc: S. Cloud
W. Bennett
B. Burlington
D. Kessler

L. Pilot
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LaRRY R. PiLot
DIRECT DIAL {202) 488-7901
By Facsimile/Confirm Bv U.S. Mail
David A. Kessler, M.D., Commissioner
Food and Drug Administration
5600 Fishers Lane
Room 14-71

Rockville, MD 20857
RE: Parent's Alert "AT HOME DRUG TESTS"

Dear Commissioner Kessler:

On June 26, 1996, I wrote the enclosed letter to Bruce Burlington, Director of the Center for
Devices and Radiological Health. To date, I have received no response; and, the inability of the Food
and Drug Adminiswation (FDA) to provide responsible assistance on this maner exacerbates a majot
health and social problem in the United States.

Since yesterday the news has been replete with stories about a federal drug study that shows
drug abuse by U.S. teen-agers skyrocketing 105 percent between 1992 and 1995. Recognizing the
importance you place on pediatric disease prevention, it is disturbing that the FDA has done essentially
nothing to implement initiatives to reduce drug abuse among youngsters. Clearly the FDA has a
statutory mandate associated with the manufacturing, distribution and use of drugs. Yet, my
experience on behalf of Parent's Alert, Inc. ("Parent's Alert") suggests that the FDA is functioning as an
impediment to the responsible efforts of parents to deal with and raise their children to avoid the harras

associated with substance abuse.

The August 18, 1996 issue of the Washington Post Parade magazine describes the results of a
recent survey of American teen-agers. This survey indicates that 21% of respondents aged 13 to 17
consider drugs to be the worst influence on today's youth. This was identified as the single worst
influence facing teens today. Smoking, in contrast, was not listed as a | concemn and, of those polled.
only one teen in ten, or 9%, smokes cigarettes or drinks.
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’ LAW OFFICES )
McKeNnA & Cuneo, LLP.

David A. Kessler, M_.D., Commissioner
August 21, 1996
Page 2

The plea that [ make on behalf of Parent's Alert is that you recognize the importance of their
cfforts to reduce drug abuse among youngsters and support the effort that they have initiated. This is
the very least the FDA can do. As [ have indicated in prior correspondence, the effort by Parent's Alert

is not undertakcen for a device usc subjest to regulation by the FDA.

I implore you to respond affirmatively to my letter of June 26 and 0 apply FDA resources 0 a
pediatric disease of epidemic proportions that directly results in death and long term, often irreversible,

injury to American youngsters.

Larry R. Pilot

LRP/koc

Enclosure

¢c: S. Cloud
W, Bennertt
B. Burlington
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AS.A M, CEAT. ADBICTION MEDIGINE

September 4, 1996

Mrs. Dianne Cohen
Clinton-Gore Campaign
1100 Spring Street
Atlanta, Georgia 30309

Dear Dianne:

I presume you were in Chicago for the Democratic convention. I hope
you enjoyed it.

I am writing in follow up to our telephone conversation of Tuesgday,
August 20, the day after I had maet with Richard Green.

For the past two years I have been involved with Parent's Alert as a
medical consultant. Parent's Alert is a company that makes urine
drug screens available to parents in the same way that the Cobb
County Medical Society (CCMS) Adoleccent Urine Drug Screen Program
has been doing since 1985. Parents served by Parent’'s Alert and the
CCMS Program has been very pleased at having this service available.

The concern of Parent's Alert is that the Federal Drug Administration
(FDA) sent a warning letter to us over a year ago, inaccuyrately
calling our product a "medical device," which stymies possibilities
of Parent‘s Alert serving parents and teenagers. This may deprive
parents of a major prevention tool, available to employers, schools,
courts, end the military. All these groups use urine drug screening
as a behavioral too)l to influence people away from illieit drug use.
Parent's Alerts strongly feels that this should also be available to
parents in influencing teenagers who show behaviers of concern.

Tha FDA has refused to rédspond to ingquiries from Parent's Alert
attorneys and concerned elected officials. Nevertheless, the PDA on
March 26, 1996 withdrew a similar warning letter sent earlier to
Psychemetics Corporation in regards to their “PDT-90 Personal Drug
Testing Service,’” a test which allows parents to check for drug abuse
via testing hair samples. This letter of withdrawal followed court
action by Psychemetics Corporation. Copies of relevant

correspondence are enclosed.

Mrs. Sunny Cloud, President Parent's Alert, and myself met with
Richard Green on Monday, August 19. He could barely believe what we
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told him. Richard advised us to contact our @lected reproesentatives,
mere forcibly. Congressman Barr so far has been the most rapidly
supportive. Richard also strongly advised us to contact you.

Mrs. Cloud also is ready to raise the issue with the media.

Senator Robert Dole is now calling for a "Zero Toelerance Policy” on
drug abuse while accusing President Clinton of being soft on drugs.
Senator Dole wants the military to take a more active role to combat
drug abuse. It makes little sense to us to mobilizo the military
while keeping parents from mobilizing to 3 greater extent. Parent’'a
Alert exists to provide parents with more effective tools to address
adolescent drug abuse at home, in the privacy of the home.

We would prefer that this issue not become a political football.
Former Congressman Buddy Darden, Mr. Barr's predecessor, had been
very supportive of adolescent drug screening. He was an original
endorser of the CCMS Program. We would hope that Democrats as well
as Republicans would want to do everything reasonably poesible to
prevent adolescent drug abuse.

We are eager to discuss this matter with the Clinton Administration.
We hope that the FDA will reconsider its position of classifying our
product as a "medical device" when all we are selling is a cardboard
box with a plastic container with instructions. The contents of our
hox are already widely available elsewhere. Mrs. Sunny Cloud and I
would be happy to meet with you to provide further details so Yyou
can more effectively present these concerns to the Clinton

Administration.

We commend President Clinton for addressing the issue of nicotine
addiction and cigarette smoking. Vice President Gore is willing to
"fight till his last breath"” to prevent adolegscent smoking. We hope
that Mr. Clinton and Mr. Gore foel likewige about other drugs of

abuse.

We are very concerned about adolescent drug use and feel that
prohibiting parents from protecting their own children makes little
sense. We would like for the Clinton Administration to be aware that
the FDA's stance has been counterproductive to the point of posaibly
leaving President Clinton appropriately open to criticism on the drug
abuse prevention 1issue.

FDA inaction is inhibiting the ability of Parent's Alert to develop
its business of providing an important service to parents.
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I look forward to hearing from you and whether you might be of help
in this matter.

Sincerely yours,

s

Dirk BR. Huttenbach, M.D.
DEH:adw

enclosures

cc: Mre. Sunny Cloud
Mr. Richard Green



SEP-24-1996 11:50 TO:E DRYE FROM: DADE, . P. 1/122

; EXECUTIVE OFFICE OF THE PRESIDENT LRI NO: 5680
OFFICE OF MANAGEMENT AND BUDGET

g \ Washington, D.C. 20503-0001 FILE NO: 1746
SPECIAL
LEGISLATIVE REFERRAL MEMORANDUM Total Page(s): 2 2

TO: Legislative Liaison Officer - See Distribution below:

FROM: Janel FORSGREN W for) Assistant Director for Legislative Reference
95-4871

OMB CONTACT: Robert PELLICCI Legjslative Assistant’s Line;  395-7362
C=US, A=TELEMAIL, P=GOV+EOP, O=OMB, OU1=LRD, S=PELLICCI, G=ROBERT, I=J
pellicci_r@a1.eop.gov

SUBJECT: HHS Proposed Teslimony on consumer access to home drug tesling services and
devices.

DEADLINE: Noon Wednesday, September 25,1996

In accordance with OMB Circular A-19, OMB requests the views of your agency on {he above subjccl before
advising on its relationship fo the program of the President.

Please advise us if this item will affect direct spending or receipts for purposes of the
"Pay-As-You-Go" provisions of Titie XIIi of the Omnibus Budget Reconciliation Act of 1990.

COMMENTS: Hearing is before the House Commerce Subcommittee on Oversight and Investigations on
Thursday, Seplember 26th. Dr. Bruce Burlington, Director of the Center for Devices and
Radiological Health at FDA is the witness,

DISTRIBUTION LIST: _
AGENCIES: 61-JUSTICE - Andrew Fois - 2025142141
76-National Economic Council - Sonyia Matthews - 2024562174
89-Office of National Drug Controf Policy - John Carnevale - 2023956736
- 95-Office of Science and Technology Policy - Sam Seidel - 2024566020
EOP: Nancy-Ann Min j
Sally Katzen
Mike Fitzpalrick
Chris Jennings
Elizabeth Drye
Diana Fortuna
Jeremy Ben-ami
Elena Kagan
Barry Clendenin
Richard Turman
Jim Esquea
Jonathan Winer
Ken Schwartz
Jim Murr
Janet Forsgren

%r:{;& LA )




SEP-24-1996 11:50 TO:E DRYE FROM:DADE, J. P.2/21

RESPONSE TO LRM NO: 5680
LEGISLATIVE REFERRAL ,
MEMORANDUM FILE NO: 1746

If your response 10 this request for views is short (e.g., concur/no comment), we prefer that you respond by e-mall or
by faxing us this response sheet.
If the response Is short and you prefer to call, please call the branch-wide line shown below (NOT the analyst's line)
to leave a message with a legislative assistant.
You may also respond by:
(1) calling the analysl/attorney's direct line (you will he connected to voice mail if the analyst does not answer); or
(2) sending us a memo or letter
Piease include the LRM number shown above, and the subject shown below.,

TO: Roberd PELLICCI  395-4871
Office of Management and Budget
Fax Number: 395-6148
Branch-Wide Line (o reach legisiative assistant): 395-7362

FROM: {Date)

(Name)

(Agency)

(Telephone)

SUBJECT: HHS Proposed Testimony on consumer access 1o home drug lesting services and
devices.
The following is the response of our agency to your request for views on the above-captioned subject:
Concur
No Objection
No Comment
See proposed edits on pages

Other:

FAX RETURN of pages, attached to this response sheet



SEP-24-1996 11:50 TO:E DRYE FROM:DADE, J. P. 3/22

08/24/96 TUE UW:BV FAX 4430807 vLa e

DRAFT -- DRAFT <« DRAFT v« SEPTEMBER 23, 1906

STATEMENT
BY
D. BRUCE BURLINGTON, M.D,
DIRRCTOR
CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
FOOD AND DRUG ADMINISTRATION

DEPARTMENT OF REALTH AND HUMAN SERVICES

BEFORE THE
BUBCOMMITTEE ON OVEREIGHT AND INVEBTIGATIONS
COMMITTEE ON COMMERCE

U.S. HOUSE OF REPREBIRNTATIVES

SEPTEMBER 36, 1990

KRELEASE ONLY UBON DELIVERY |



SEP-24-1996 11:50 TO:E DRYE FROM:DADE, J.
09/24/88 TUE 08:30 FAX 4438647 nla

My. Chairman and Mambe¥s of the Subcommittee.

t am Bruce Burlington, Dizector of the Centexr for Devices and
Radiologic Hemlth (CDRN), Food and Drug Rdministration (FDA or
the Agency). and am hera today to discusa how FDA roeviewa
medical dingnou:ic.teuL- and evaluates whether they should be
marketad for their intended use. Ny testimony will cover the
means by which FDA assures theds products ean perform safely,
effectively and in accordance with ula;ml made by those who
davelop and manufactuzre them. As you requested, I will
specifically sddreas the review of tast systems for drugs of
abuse and provide an update on the Diaganser 1000 glucometer

device made by Bioocontrol Teechnology.: Inc.

Appearing with me today ars two senisr membarg of my staff. Ms.
141limn Gill and Nr. Steve Gutman. Ms. Gill is the Director of

the Office of Compliance, CDRH, which overseess all regulatory

compliance and enforecement. aptivities. Ms. Gill's background ie

in elinical labsratory and regulatory laboratory scisnce.

Dr. Gutman, a olinical pathelogiast, is the Director of the
Division of Clinical Laberatory Davices, CDRH, which 1»

P. 4/22
good
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responaible for svaluating diagnestic medical devices. Prior to
jodning FDA, Dr. GQutwman wvas directer of the clinical laboratory

at the Veterans Administration Hospital in Buffalc, New York.
FDA REGULATIQN OF DIAGNOSTIC TEST SYSTEMS

CDRH evaluates approximately 1000 new and uvpgraded diagnostic
madical devices péoauocd each year. These include products ussd -
in laborataries, in medical offices and clinics, and in home
settings to test for various types of cancer, diabetes, genetic

defects, cholestercl and blood sugay levels, pregnancy, and many

other conditieas.

Disgnoatic test kits or systems, such as those used te maasgura
the level of glucoss in & person‘'s blood or to detect the
pragence of alcohnl or drugs of abuse, balong to & eategery of
devices referred ﬁo as in virys diagnostics. An in YAnXg
diagnostic is a liborutory test which analyzes spacimens takan
from the body, wuch as blood, saliva or hair, and measures one
spacific chemical to saa Lf it ip present or measuras how much is
present. PDA :ogﬁlaten in vitre diagnostic test kits oz eystems

as medical devices under tha Federal ¥ood, Drug and Cosmetic Aotn.

3
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Our statutory authority broadly oncompl;oot the teat asystems;
inoluding the diagnoatic test itself, as well as ancillary
squipment and collection devices, regardless of the Various asites
at which there products are used to collect and/ar process
epecimens. This includes teste used in point-of-care facilities,
such as doctora' offices and emergency ouvws; hospital-based
laboratories; Zrsestanding laboratories; and in the home. It
8lso insludes taats providad throngh intermediary ssrvice

providers. {

As a practical matter, we foous our regulatory resources on the
produats tnemselvés and on thosa productp that are manufactured
as self-contained kits or cest systemg for commercial
distribution. 2n certain venues where specimen collection or
peint.of.onre testing occurs, such as the workplace or hespitals,
and free-standing ladorateries, we defer to other authoritias,
such as the National Institute of Drug Abuse (NIDA). NIDA
certifies drug testing laborstories and has provided specialixed
training for roughly 18,000 physicians on hew properly to
interpret drug testing results. We also rely upon agencies
within thae Dopirtm.nt of Kealth and Human Servicas that are

responeible Zoy o@cruighc of lateratoriass whose testing rmarvioes

4
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are subject to the reQuiremsnts of the Clinical Laboratory

Improvamant Amendments of 1988 (CLIX),

For all medical devices, our rcle is to aseesg whether a produét
proposed [or markating.il safe and sffective tor its intended |
use. The detazmination of whathn; a product is safs and
effective is based On a varisty of considerations which provide
the Agancy the haiil for amsaszing the risks and bhanefitas of the -
device. The intendsd uses of tue device i» always a key element
in such an assessment, bécause the risks associated with a device

may vary depending on how and by whom it is going to ba used. As

T dipcuas in more detail below, thiam is partieularly the case

with in vitrg diegnostic tests.

What is the guiding principle that underlies our evaluation of
disgriostic testing devices? Very simply. it is te eansure that
diagnestic test ayestems produce test results that are reliasdble,
clindically meaningful, and provids sufficient informaticn to
assure the repulte can interpreted accurately by the intended
users. Each test system has 8 numbar of componments, including
the spaniman test itself, criteria £or ume of test, specimen
collection and handling, nﬁd TepoOITing and interpretation of
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results. The analysis cf theee various compznents and their
relationship to sash othe; sll contribute t¢ the assessment of

whether the system ig safe and effective for its intended use.

The first step in asseasing whether a test systam will be safse
and affective €for its intended use is Qaving data that desoribes
tha sacuracy of the specimen test itsslf. Mo {p _yitxg diagnostic
test yields perfest zesults. BSometimes the test 18 going to miss
the prasence of what it is supposed to be detecting. When this
happens it ie called a tilue negative. Sometimas it registors
the presenca of tha substanca avan though it is not present.

This zesult is called a falue positive. Knowing the probability
of £falma negstiveas and false peositives, net just in abstract
cezrms but.whv they ocour and whather and how the rate varizss
among different populations, is absolutely essential in order to

propesly interpret the results and treat patients.

For axample, let us look at the prostatic spedific antigen test,
which is designed to scraen for prostute cencer. If thip test
detecte the precenca of cancor 95 percent of the time.
{sensitivity) when the diseass is actually pragant, and detects
the absance of the disease with the same high ﬁagroe ©f accuracy
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(specificity), what then does a posiﬁivo result really mean? On
its facse, this sounds ralarivaly straightforward to interpret.
But in reality, Lhe result doss not necessarily mean that any one
individunl with a positive regult has a high probability of
having cancer. If you were to'test & healthy éréup of télatively
young men, in which tha axpactmd cancer prevalsnce is B8 in
18,000, you would end up with ¢90 false positives for every cna
tzue positive rcsult. 8come men who reoceived false pomitive
results probably had prostatic infections; others would be
unexplained but mest would be disease free. 7This example
illustzates twe points: that tesle are fully lulLerpretable only
in the context of the prevalance of the diccasc or conditien for
vhich you are teating and confounding conditiona: and that

interpreting them correstly presente cumplex issues.

Companiea make di;gnoatic tests for use 1: a variety of essttinga:
sophisticatad rcniarch and clinical laboeratoriss; labe located inm
community hospitals and nursing homes; at the point of caze by
health professionals; and at home by ecensumers. These tests can
be available on a prescription basis from neaith prafassionala ar
sold directly teo consumers. Testing proceeses can entail

patients undsrgoing tests on-site st 8 laboratory or having a

7
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specimen collected alsewhere, including #: home, and shipped to a
lab for tssting., Test rasults can be stated ag raw data or as
conclusions drawn f£rom the data, and they can be provided with or
without profesainal intarprstation or counseling. Whan we move
ocut of the sophlisticated laboratory to point-of-care facilities
and home latnings,'whor. tasting i8 sither psrformed on-site ox
test specimens are collected, thsre are a host of issues that are
inextricably linkad to the Zundamental gqueatien of whather a

product wurks or net.

Afler we estublish the acouzacy of a particular test, we mugt
evaluste data thntvindian:ol vhether a test will perform
acceptably in the particular setting and under the conditions
contemplated by the intendad uee. Will the test be performed by
individuals wich appropriate levels of training, knowledga and
.Drctici-ncy? will the system provide sufficient information on
how to usec the results to support its intenced use, or ite use in
a particular setting? Hhﬁn collection is performed in onm place
and testing in another, ie there a chain of custody to preasrcve
the identity of test sample? Does the test sample deteriorate
aver time? Is the collelotion method eaplily underetood? Can the
useT proficiently conduct the collection? If a test yields a
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pogitive value, iz confirmasory testing required? @& there a
mechanism te provide access to comfirmatory teste? Will the
recapient ©f the test results know how to interpret them? 1If

not, what assistance 4s svailable for such interpretation?

The full gamut of thase guestione doee not apply to every tast
system or kit., The Questions to which we seak answers depend
heavily on how thi product is to be used, for what purpose, and
by whom. There are specific ipaues, for examplg, that pertain to
all eypas of cver-the-countar (O0TC) diagnostic praducte. OTC
products need adeguate directions for use without the help or
guithen of 8 health professional: diraections that allev the lay
public to understand the conditions under which use of the
product is appropriate; diractions an haw to use the product
properly; and diréctions that, for a diagnostic tool, enable the
user to underataﬂa and ast upen the information correctly. When
we look at whonhczf these principles have besh met we need to
consider the gen‘étl state of knowledge in the community about
the conditicm for which the test is being used, the likelihood of
adverse avents if someons umes the product without reading the
directions or undérltnndiag the complexity involved in

interpreting the results in variocus population groups.,

R i T R
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Whether it is & new, breakthrough device like the Diasensor none
invasive glucome moniter or a test system to ascewtain the
presence of illegal drugs in humans, theee are critical isaues
that must be resclved to ensure these test systems are safe and
effctive for their Lntendqd uss. The reason for this is simple.
Puvple will act upon the results °f theme testa. Such actions
can have significant, if not catastrophic consequences. Morsover,
falee positive and false nagative results can have dire
consequences that include delayﬁ in patiente receiving naaeded
medical trwatment and patients receiving wrong, ineffective oy

unneeded treatments.

THE DIASENGOR GLUCRER MONITQR

A product that 111u.trngcl the importance of agsuring

that a device works is the Diasencor glucose mOnitor. I Xnew,
Mr. Chairman, that you and other members of the Subecommittee will
remember from your hearing last ysar that this io a novel, but
atilld unpraven; device which its inventors claim ean ba ugad ta
messure bloecd glﬁcone levels in diabetics through intact ekin

of the forsarm. FDA shares your interest and the intersst of the

10
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14 million Americans whe suffer with diabetes in sesing a non-
invasive gluccss monitoring system evailable uw soon aB posgsible

88 an alternative to conventicnal finger astick testing.

I2 this product w&rko a® intended, it will be an incredible
sdvance in the elinical manngemcné of diabetics. It could, for
the first time, offer real vision-saving and even life-saving
henafita through tigh: glucose contrel to millions of Americane
who Zind the finger stick method of monitoring glucose
unaccaptable. Tight gluﬁo.t sontrol ueually meana one has %o
meaBure blpod sug#: 4 to 6 times a day and take 3 to 5 adiusted
doses of inaulin.- The goal is to have average gluccse levels

cliose to that of nondiaketics.

Let me explain brie!ly & bit about the Diesensor system. The
Diasengor machine is ibout the sige of a typewritar. Ropefully,
it can evolve in éhc future into & truly portadble product. When
patients use the éurrnnt medel, {r muast be Lndividually
calibrated and does not always give a reading. While this system
would reduce the ﬁumber of conventional finger sticks regquivred on
a daily basis, it would by né maans eliminate them. PalLiunis
would need dozens of tfinger sticke during initial calibration of

11
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the machine and more as part of monthly recalibrations. There
alse would be the need for confirmatery tasting'it the machine's
readings were unexpectedly high oz low or it could not give a

reading on any given try.

The ability to schieve tight gluccse c;n:rol is dependsnt upon
cazeful calibration of multiple daily insulin doses to the exact
blood sugar lnvel;. 4 glucéne levele are not accuratsly
measured, the results can ba catastzophlic. Incorrect insulin
dosea can cause iﬁaulin thck, wicth the potential fer coma and
peizures, or if one underdoses you can miss the whole intent and
Benefit of tight contyol -- close to normal blood sugar lavals
over the long term. Sao it should be cbvious that the stakes of

our making ehe right decision are very high indeed,

As with any medieil devica, wa have to be sure that produots
work as :hay.lhouid and produce elinicaliy dapandable and useful
renmultr hafora thay move into the clinizal area and patisnce
wome to rely on tﬁnm. vhen the manufagturer of the Diasensor
girst came to us in 1894, vary limitad clinioal testing had haen
porformed. In fact, only 6 patientw =- all adults -+ had been

studiad. The testing 4id not include spisodes of very high or

12
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very low blood sugar readings, roadénqu vhich signal a dangerous
situation for the patiant. Pactors such as age, and variabilicy
in ekin color, thickness and condition, wege not adequately

exploresd, nor was the potential for a differencc between patients
being treated with insulin versus oral madicatlon fully'aasossid.
Finally, th; testing was conducted using a prototype machine that

collected but d4id not analyze patient data or produce actual

readings. This aﬁalysia wae done only at the ocompany.

In mid-1995, after several maatings wich thea firm, wo wars told
that the original study hiad been expanded to three olinical sites
and a total of Bs‘pati.ntl. w.lear-fully examined the data, but
in tha fingl analYlin, the rasults wera not encouraging. The
company cited machine break-downs, calibratien difficulties and a

nuvber of other problems that surfaced when the product was

tanted on & wider naalam.

In the end, the company was able to provide data on only 8

of the 83 pcticnt§ whu had results tha firm vonsidezred
succesaful. And in these casas, the machine produced socurate
readings lezs than half of the time. In those cases when
readings were obtained, multiple differences were observed in

13
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glucose lavals when compared to ressults from back-up conventional

ranting.

Daepite thase very limited resulte, we agreed to present the
study £indings to an Agency advisory panel, as the company itself
had bean a-oking.'.Tha company opted first for a meating with
staff Zrom ocur Center whish ccocurred in mld-November. A sacond
meeting occurred this past January with me and senler agenoy
officials. At that meeting, we informed the company that an cpen
discuseion of the taesting results with our advisory panel was the
best means for expediantly veaching a"dacisiou vn nwzhel

approvability and the posaible need for further data.

During revisw of the product by our advisory pansl on February 36
of thies year, there wap strong agreement among representatives
frem the dimbstic community and pénel mambors on the neaed for a
non-invasive method for monitoring glucose levels. With respact
to the Diasansor'product, however, the panel wes ¢oncerned ahout
the limited numbear of otudy caecs. Although the company felt

the results wera acceptable, tha panal cancluded that ths
dsvice's performance was totally unacceptable in at least one
cane and, aven in the best cases, waf toc unraliable and

14



SEP-24-1996 11:50 TO:E DRYE FROM:DADE, . P.17/122
09724798 TUE 09:30 FAX 4430387 oLa @ois

unpradictakle. Panel members aleso felt that the Diasensor
product shculd be tested in patients with low bloed sugar levels

to detormine Lf the machine could provide accurate detaction.

The panel raviaw élso produced an agreas upon course of action
that entailed & breader study with a statistically valid semples.
The need for suoh a study was perhaps best axpressed by one of
the advisory plnoi members. Dr. James Cooper, a physician and
regsearchar with the Agency for Health Cars Policy and Research
and National Navni Medical Center, whe has a daughter with

diabetes, said:

“I do remain concerned ’bout safety [of the device} and
I don't think that the data that has bean pressnted has
established gagety in tha low blood sugar ranges, and ]
lock forward Eo improvemantr and further data before the

machine i{s marketed."

.?0110Wing the advisory panel meeting, members of my staff
reiteratad their =cmﬁitmant to working cooperatively with the
€irm to design a mutually accaptable study protocel in an effort
to tacilitate thc]clinical inveastigation. This intermediate step

15
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would allow the company to gat the dsvica into broader, but etill
limited, circulation in order to gain clinical expsrience, tast

public acoeptance and recover the coste of development and

production.

Rogroctablf, the company did not avail itself of this optiocn. We
have had no further substantive response fxom with the firm in

the intervening months and hava not rece’ived any new data or

applications.

DRUGS OF ARUSR TRSTING PRODUCTS

Let me say ar both a father of thiev teenage children, and as

a4 prastiding emergensy room physicisn who has seen £irst hand the
ravages of illegal drug use, I understand very well tha need to
combat this public menmce. The physical and psyeholegical traums
it inflicte on casual users, addicts and their families vau b
davamtaring. Coneequently, FDA lg very sencitive vo the need for
readlly available tests that can delivar asecurate, meaningful

’

rasults.

A critical first step to diagnosing and treating & person with a

16
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known or suspected drug problem is detection. FDA has granted
market clearance for litezally hundrgdl of scrasning produats
capablé of datecting marijuana, cecalne, amphatamines, opiatad
(nevoin, morphine and codeine) and phencycladina (PCP). Of
thess, #0 are apptcvod for use in point~of—care facilivies. A
more detailed inventory and dn-eription of these products is
attached. The broad availability of these products and the
convomitant lrrsf of teating pervices afford parenta, law
enforcament authorities, and employers, amenyg others, a broad
range ol bptionauas they attampt to agsure that home, sohanl and

workplace are drug free.

The Agency has some experience in aspessing and applying the
questions identified above to the data on a npacific product
intended for uaa’in the homa, the "Aware" home collection system.
In raviewing this product we nleo sensidarad the applicability of
gquestiona thet had been vaised in the review of home collactien
gystems for HIV tests to a proponad system for druqgs of abuse
test. On the Aware product, we concluded that home specimen
collection mads sense in the context of pfo!eseional uge
labeling: that is, when thers wes & drug abuse counssler,
psychologist or physician 1) involved in the decision to use home

17
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collactien with direct raporting of reamults :o.tht home, and 2)
advising on 1nt¢rprotatiog of the resulta. We 4id not find
sufficiant svidencs, however, Eo support dirset to oconsumer OTC
marketing of the test ayatem. It was the Agency's view that the
test accuracy and intezprutnbility‘of the results required, at

least initially, the invelvemsnt of appropriate professionala.

As is the case £o; any in.yitro diagnostic, ia considoring
whether & preduef is safe and effectiva for use as an OTC test
for drugs of abuse, the Agency considers the rieks associated
with such use. fhe impact of errors related to tasts tor drugs
of sbuge -- what can happen if somecne relies on an inacsurate
veSult or does not accurately intsrpret & result -- extends
beyend purely phyeical medical consequencas. Errors cidn mean
eithey that a parent falsely believes that a child is using
druge, or that a parent faleely believes that a child is not
uging drugs. Such errors COould Cause UNhEORPENIY and haruful
distress to the parents and child. Regardleas of whather one
characteriges such impacts on people's livas and well-being as
gomial and ethieal imsues or as mental health issues. they are
vieazly Eoronceaﬁle advarse consequences. Drug abuse is £a£ too
gerious a mntterﬁto allow either situation to be commonplacs,

18
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In the final analysis, our market approval decisicns are based on

the safety and effectivencss of the device and its impact en

public health.

SUMMARY

Mr. Chairman, we share the same goals ot getting valuable nsw

medical products into the handes af American conaumers and haalth -

profespicnals as ;lpidly a3 possible, When tha information is
svsilable on how properly to interpret medical test results,
thers are adequate dizrections for lay use, and we are satisiied
chat ths tests can preduce consistently accurate results, we
believe the products should be made availsble for use directly by
experiance. Unfo}tunately. to date such systems for drugs of
abuse have aot boﬁn shown to meet acceptable levels of

pezformancs.

Our statutory and public health responsibilities compel us to
make market nppzaval decigions on the basis of svidence produced
with high'qunliti ecience. To settle for less would undermine
the public trust and cause harm to scores of pecple througheut
our nation.

is
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This completes my prepared statemant, Mr. Chairman.

colleagues snd I would be plonsed to respond to your yuestions.

Dragted by:
Reviewed by:

Revised by:
Comments by:

Revined by:
Ravieed by:
comments by:

RCEcclaston:9/19/96
SGutmani9/19/96
DRBurlingcen:9/20/9¢
ACBoolaston:9/20/9¢6
DABurlington:9/20/96
Jknight:19/20/%6

Cloxeio:9/20

SGucman:9/30/56

COdrikn:9/30/96
WPellerite:9/20/96

RCBocleveten: 9/20/96
Dbuzrliagton/DThompacn:iemm: 9/23/96
Mpendergast/DRurlington/Dényder:9/23/9¢

Reviged by: DThompson/MPlaisier/KMulry:9/23/96
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“W's ah' ét-hémé 'poiygraph. Now we can ask Junior if he’s faking the
at-home drug tests we’re giving htm.”
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Home Drug Test Triggers Séufﬂe With FDA

P

SUN 10:12 FAX 456 6704

: " ByJohn Schwartz
» - - Washinglon Post Staff Wrier

. Suany Cloud never expected to be
af the' center of a political firestorm.
But when the Georgia woman’s at-
tempts to market a simple -home
drug test brought a waming from
thie Food and Drug Administration,
she found that she had supporters in

gh laces. .

Cloud said that after she rzught
her own son smoking marijuana, she
wanted to make the same kinds of
. dfug screeming tools used by busi-
nésses and athletic teams available
t§ parents at home. Her $40 “Par-
epts Alert” kit included a plastic
- sample cup, a shipping box ad-
dessed to a federally licensed test-
ing laboratory and other mateials,

- In 1995, the FDA warned her that
she was selling what the agency con-
sidered to-be a “Class III" medical
" device and that her company would
have to go through the agency's ap-

'Kt directly to pareats.

*Cloud who still has not applied for
approval from the agency, said the
FDA'sictions mystify her—and re-
cflled¥elling officials, “All the mate-
rials in this box have been commer-
cially available for years. I just put it
nia white box. You're trying to mon-
itor a white box.”

*Now- lawmakers and commenta-
14rs are accusing the FDA of hinder-
chnﬁgabxhry of parénts to test their

for drugs—and claim it is
because the agency % *4fraid the
tests will cause “family discord.”
+Republican lawmakers were quick
1o capitalize on the dispute, which
dovetails with attempts to character-
ize the Clinton administration as soft
oh drugs and to highlight results of a
- recent survey that show rising dnig

26 congressional hearings on the kit,
Gommerce Committee Chairman
Thomas J. Bliley Jr. (R-Va.) said he
was outraged by the FDA's actions,
Committee Republican staff mem-
bers faxed talking points to radio
talk show hosts urging them to take
on the issue; the memo read. in part,
that the kit provided “the best ex-
cuse for kids to ‘Just Say No.' But

to have it.”

The seemmg absurdity of the
. FDA's position. also drew attacks
fiom-Democratic Reps. Anna G.
" Eshoo af California and Ron Klink of

Peansyivania,

Agency s Eﬁ‘ort fo Regulate K it Draws Atftd(:ks Frbm Lawmakers and Commeht'ato'rs

Comymentator George Will ridi -

. culed 'the “tentacle of the nanny
state%and the “overreachine. over-

CABINEL AFFALKD

proval process before marketing the_

abuse among young people. At Sept. "

the Clinton FDA doesn't want them

"Under the laws goi'é'ffﬁﬁ_g'"'t'fie

agency, Kessler wrote, all new medi- |

cal devices must go through Class III

‘review if they are not “substantially
equivalent” to another device al-

ready approved for the same func-

. tion to be sold directly to consumers.

Its palicies also require the agency
to consider the broad public health -
issues raised by a new device, such.
as ensuring that the patient will be’

-able to accurately interpret the re-

sylts and act on them.

The interpretation of rules on de- -

terinining the status of diagnostic
kits that Kessler followed go back to

-the mid-1980s, predating the -Clin-

ton administration and even the ap<

pointment of _Ke&sler by then-Presi-

dent Bush.

One former FDA official who now
warks with industry said he thinks
the FDA should not be involved with
internal family decisions—but. add-
&d, “If, in fact, the legal definition
calls for makmg this a Class III de-
vice, then it's not the FDA’s fault.
Congress needs to change the law.”

 And although it plays a prominent

agency, The FDA did not bring up
issues of “family discord” in Cloud's
case. That phrase is drawn from a
metmo prepared by an attorney for a,
manufacturer of a different home
drug test during. negotiations with

the FDA. That company took the

FDA to court; the company and the
agency reached a settlement and the
product, which samples hair clip-
pings, is now commercially available.
Makers of a third product, a urine
test called Aware, chose to go
through the approval process and
currently sell ‘the ‘test by prescrip-
tion. Agency officials and the compa-
ny have discussed going through a
second advisory committee to air
braader public health issues in order
to allow direct-to-consumer sales,
FDA officials said.

Rep. Richard Burr (R-N.C)) said
drug tests deserve a light standard
of review because they are different
from AIDS tests: “The person who is
tested in the case of a drug kit
“knows that they've taken drugs. On
the- AIDS kit, they take it, quite
frankly, because they don't know if
they have AIDS or not.”

Cloud's attorney, Larry Pilot, said
the djstinction is crucial. The compa-
ny’s product is not intended to diag-
-nose a medical condition, and so “is

not subiect to the definition nf the
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. role in the Republican critique of the
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g busybogies” at the Kock-

é-based agency.

But the FDA says the case lS not .

o sxmple. In a letter last week to
BLIe rFDA Commissioner David A.

t'said, “[ share your concems

abdut hielping parents fight 1llegal
drug use and protect their children,”
and pledged to allow the kits to re-
main on the. market until it com:
pletes a review of the issues and de-
velops a broad policy for dealing
with consumer dmg tests.

T .

term “device,” and therefore not sub-
ject to FDA regulation.”

Pilot said the “political spin” on his

client’s case was “predictable . . . in
particular after the release of the
survey of teenage drug abuse.”
. Pilot, a former FDA official who is
now counsel to a trade group for
medical device manufacturers, said
the Cloud case shows the agency has
its priorities confused: “For the Food
and Drug Administration to spend all
this money to reg'ulate tobacco as
drugs and then to ignore d.mgs as
drugs is inexcusable.”



Date: 03/04/98 Time: 15:28
U.S HHS: FDA proposes new policy for home drug abuse test kits

MAR 4, 1998, M2 Communications - The Food and Drug Administration
today proposed an approach that will make it easier for manufacturers
to market home drug abuse specimen collection kits, while still
ensuring that test results are accurate and reliable. The proposal
would implement existing FDA policy.

The Agency will now allow all test kits to be marketed without prior
approval as long as they meet certain criteria. In the past, the Agency
has required that it approve such products prior to marketing unless
they were used in workplace, insurance or other controlled settings.
Because of the new, more flexible policy, the Agency will apply it
virtually across the board, including to tests used in workplace,
insurance, and other controlled settings. It would not apply, however,
to tests used in connection with law enforcement purposes.

"The proposal balances the need to assure the accuracy of tests for

drugs of abuse and the goal of simplifying the regulatory requirements
so that these tests are made available to parents and others as soon as
feasible," said William B. Schultz, FDA Deputy Commissioner for Policy.

Drug abuse specimen collection kits are sold directly to parents,
employers, and insurance companies. The testing procedures require that
a specimen from the body, such as urine, be collected and mailed to a
designated laboratory for testing for drugs of abuse such as marijuana,
PCP, or cocaine. The results are then communicated back to the parent
(or other person who sent in the test specimen) by phone by the
product's manufacturer.

FDA is proposing that these specimen collection kits be allowed to be
marketed without prior agency approval as long as they meet the
following criteria: '

1. The test used by the laboratory to identify the existence of
illegal drugs must be approved or otherwise recognized by FDA as
accurate and reliable for laboratory use. FDA has already cleared more
than 200 laboratory urine tests to detect drugs of abuse. Thisg will
ensure the accuracy of the test.

2. The laboratory performing the test must be certified to do the
necessary screening and confirmatory test. Some 70 laboratories
certified by the Substance Abuse and Mental Health Services
Administration would meet this requirement, as well as numerous
laboratories certified by other agencies and organizations. This will
ensure the qualifications of the laboratory to perform the test.

3. The collection kits must be accurately labeled so consumers can
easily use them, and samples must be clearly identified to avoid
mix-ups. Accurate labeling will enable the lay person to understand
what drugs the test can and cannot identify, the time frame within
which drugs can be detected, how to properly collect the test specimen
and mail it to the laboratory, how to interpret test results, and how
to obtain professional counseling, if needed.

The proposal provides 90 days for public comment. During the comment
period, FDA will hold a public hearing on the proposal. To give the
marketplace time to adjust to any changes, the new regulatory scheme



would become effective one year after the final regulation is
published.
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Home Drug Abuse Test Kits
up-date February 25, 1998

Scope: This proposed rule applies 1o OTC test sample collection systems for drugs of abuse
testing. Such testing requires that a sample be collected and mailed to a certified lab for testing.
The results are then communicated back to the sender. (This rule does not affect “point-of-
cover” tests - i.e. where the testing is performed in the horme setting and the results are read and
interpreted by the consumer.)

General Points

* The bottom line of the proposal is that consumers should have access to test kits that provide
accurate and reliable results as well as information on how to use the kits and how to interpret
test results properly.

* These tests MUST meet the following criteria:

1. To ensure the accuracy of a test, the test itself must be approved or otherwise
recognized by FDA as accurate and reliable for laboratory use. (FDA has already cleared more
than 200 laboratory urine tests to detect drugs of abuse.)

2. To ensure the qualifications of the laboratory to perform the test, the laboratory
performing the test must be certified (o do the necessary screening and confirmatory test. (Some
70 laboratories certified by the Substance Abuse and Mental Health Services Administration
would meet this requirement, as well as numerous laboratories certified by other organizations.)

3. To ensure that consumers have the information they need to usc and interpret the tests,
the collection kits must be accurately labeled and samples must be clearly identified to avoid
mix-ups.

* The Clinton Administration has zero tolerance for illicit drugs. It is crucial for parents to talk
openly with their children about the dangers of drug abuse. This test gives parents another
option to consider to help ensure that their children remain drug-free.

Q. Why is the £ DA not including OTC drugs of abuse tests that use hair as the test specimen?

* The proposed rule is generic and does not include or exclude any type of test specimen.
All the rule does require is that whatever test specimen is uscd, the test be demonstrated to FDA
that it is accurate and reliable.

2a'd ct:68  B8661-42-H34



* Regarding hair tests, FDA has not been presented with convincing scientific data
demonstrating that such tests are accurate and reliable. Accordingly, FDA has legitimate
concerns about the validity of these tests. To datc, SAMHSA has not certified these tests for
workplace testing. Therefore, the hair tests would not meet the criteria that the Agency has
outlined to allow a test to be markcted.

* Under the proposal, there is ample time before the final rule is put into effect for
companies to submit their test results to FDA for clearance. The hair testing companies can
collect their test results and submit them to FDA to go through the premarket process.

Q. Under a court settlement, Psychomedics can market its hair test. What effect does this have
on thal result?

* The company is permitted to continue to market its test while this proposed rule is out
for public comment and a final regulation is put into effect.

* In the interim, the company could collect its test results and submit them to FDA and
go through the premarket process.

Q. By making these tests available for home use, is FDA making it more difficult for schoo!l
districts and other entities seeking to test young people for drug use?

* No. In fact, FDA’s proposed rule would increase the availability of such test collection
kits for schools or parents or anyone else to use. That was one of the reasons for this proposal.

* All the FDA is doing is saying what types of tests can be used. The Agency’s statutory
obligation is to assure that a test kit provides accurate and reliable results and that it provides
information on how to properly use the kits and interpret the results.

Q. By making the tests available for home use, is the FDA encouraging parents to test their
children for drug use?

* FDA’s proposal would simply provide parents with that option. If parents want to use
one of these kits, that’s their personal decision. The Agency’s statutory obligation is to assure
that consumers have access to a test kit that provides accurate and reljable results and provides
information on how to properly use these kits and interpret their results.

Q. The Agency announced this policy last February. Why did it take so long to release the
proposal?

* A year to develop a significant proposed regulation is not unusual. Moreover, FDA
proceeded cautiously given the importance of the issue. Some rules, including this proposal, are
also reviewed by HHS and the Office of Management and Budget, and that review takes time.

Q. This new proposal puts in place a consistent policy on drug testing in the home, workplace

£8°d cE:68 B8661-42-d3d



and other settings. Why was there in the past a different policy for home versus workplace
settings?

* In the past, FDA focussed its attention on tests sold over the counter that would be used
in the home setting. However, given that the same concerns about getting an accurate and
reliable answer apply in the home and workplace settings, under FDA’s proposed rule, workplace
testing will be regulated in the same manner as home testing. In both cases, it is important that
the test kit provides accurate and reliable results.

Q. Why doesn't the Agency'’s proposal include tests used in connection with law enforcement?

* There are other protections o ensure sample integrity and test accuracy - the use of
rules of cvidence in judicial proceedings and the representation of the accused (i.e. the person
being tested) through the judicial process.

Q. How will FDA collect comments on its proposal?

* The proposal provides 90 days for public comment. In addition, FDA has pledged to
hold a public hearing during the comment period to solicit additional comments on its proposal.

Q. When will this rule go into effect?

* FDA believes it is important to give the marketplace time to adjust to any changes in
regulatory approach.

* Therefore, FDA is proposing that the final rule become effective one year after its

publication in the Federal Register, but not earlier than two years from the date of this proposed
rule.
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P98~ , FOOD AND DRUG ADMINISTRATION
FOR IMMEDIATE RELEASE Print Media: 301-827~-6242
March , 1998 Broadcast Media: 301-827-3434

Consumer Inguirxies: B800-532-4440

FDA PROPOSES NEW POLICY FOR HOME DRUG ABUSE TEST KITS

The Food and Drug Administration today proposed an approach
that will make it easier for manufacturers to market home drug
abuse specimen collection kits, while still ensuring that test
results are accurate and reliable. The proposal'would implement
existing FDA policy. |

The Agency will now allow all test kits to be marketed
without prior approval as long as they meet certain criteria. 1In
the past, the Agency has required that it approve such products
prior to marketing unless they were used in workplace, insurance
or other controlled settings. Because of the new, more flexible
policy, the Agency will apply it virtually across the board,
including to tests used in workplace, insurance, and other
controlled settings. It would not apply, however, to tests used
in connection with law enforcement purposes.

“The proposal balances the need to assure the accuracy of
tests for drugs of abuse and the goal of simplifying the
regulatory requirements so that these tests are made available to
parents and others as soon as feasible,” said William B. Schultz,
FDA Deputy Commissioner for Policy.

-More-
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; Page 2, P98- , Home Abuse Test Kits

Drug abuse specimen collection kits are sold directly to
parents, employers, and insurance companies. The testing
procedures require that a specimen from the body, such as urine,
be collected and mailed to a designated laboratory for testing
for drugs of abuse such as marijuana, PCP, or cocaine. The
results are then communicated back to the parent (or other person
who sent in the test specimen) by phone by the product's
manufacturer.

FDA is proposing that these specimen collection kits be
allowed to be marketed without prior agency approval as long as
they meet the following criteria:

1. The test used by the laboratory to identify the
existence of illegal drugs must be approved or otherwise
recognized by FDA as accurate and reliable for laboratory use.
FDA has already cleared more than 200 laboratory urine tests to
detect drugs of abuse. This will ensure the accuracy of the
test.

2. The laboratory performing the test must be certified to
do the necessary screening and confirmatory test. Some 70
laboratories certified by the Substance Abuse and Mental Health
Services Administration would meet this requirement, as well as
numerous laboratories certified by other agencies and
organizations. This will ensure the gualifications of the

laboratory to perform the test.

~More-
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Page 3, P98~ , Home Abuse Test Kits

3. The collection kits must be accurately labeled so
consumers can easily use them, and samples must be clearly
identified to avoid mix-ups. Accurate labeling will enable the
lay person to understand what drugs the test can and cannot
identify, the time frame within which drugs can be detected, how
to properly collect the test specimen and mail it to the
laboratory, how to interpret test results, and how to ocbtain
professional counseling, if needed.

FDA's proposal, which would require the same criteria for
drug abuse specimen collection systems regardless of whether they
are used in the insurance, sports, or workplace settings,
provides a more consistent approach to regulating these products.

The proposal provides 90 days for public comment. During
the comment period, FDA will hold a public hearing on the
proposal. To give the marketplace time to adjust to any changes,
the new regulatory scheme would become effective one year after

the final regulation is published.
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