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January 10, 1994

3333 University Boulevard, West, #1211
Kensington, Maryland 20895

Kristine M. Gebbie, RN, MN
National AIDS Policy Coordinator
Office of National AIDS Policy
Executive Office of the President
Washington, D.C. 20500

Dear Ms. Gebbie:

Thank you so much for taking time out of your busy schedule to
meet with me on January 4. It was very beneficial to learn the
first-hand perspectives from a student just finishing the PEW
Memorial Trust Program at the University of Michigan. The
information you provided has encouraged me to continue with my
inquiry into the program. I was also pleased (and relieved!) to
know that I have started the process early - or at least in time
to prepare to enter the September, 1993 class should I be
accepted.

Your suggestion that I contact Rich Weston, Larry Patton, Cheryl
Gelman and Charlie Huntington to secure additional perspectives
on the program is greatly appreciated. I will arrange
conversations with them in the order that you suggested.

Your candid discussion of your perspectives on the purpose and
expected outcomes of pursuing a doctoral program has helped to
crystalize my thinking in this regard. I was pleased to learn
that our thinking along these lines is pretty well matched.

Finally, it was exciting to learn more about your work as
National AIDS Policy Coordinator. I am grateful for your
wiliingness to receive a copy of my SF-171 - and to keep me in
mind as opportunities in your office for which I qualify become
available. Let me also reemphasize my interest in working in a
collaborative way with your office on projects and committees,
while I am still in my current role as Deputy Director, Office of
Policy Coordination, Center for Substance Abuse Treatment.

Again, many thanks for the courtesies extended. Please accept my
ongoing best wishes for the challenging role you are in. I look

forward to our next contact.
Edwiﬁdzf7é%%;1 ?ﬁ/



THE WHITE HOUSE
WASHINGTON

January 10, 1994

Lynn W. Kitchen, M.D.
CSIS

1800 K Street N.W.
Washington, D.C. 20006

Dear Dr. Kitchen:

Thank you for sharing information on DEC research. It is very
interesting.

As the National AIDS Policy Coordinator, I strongly support HIV-
related research and the fastest possible evaluation of promising

agents.

I appreciate hearing from you, and would be interested in hearing
how this is resolved.

Sincerely,
/

Kristine M. Gebbie, RN, MN
National AIDS Policy Coordinator



December 26, 1993

Sandra H. Bridges, Ph.D.

Senior Scientist

Targeted Drug Discovery Section

Developmental Therapeutics Branch

Division of AIDS

National Institute of Allergy and Infectious Diseases
Solar Building, Room 2C12

Bethesda, MD 20892

Telefax: (301) 402-3211
Telephone: (301) 496-8197

Dear Dr. Bridges:

I am writing in follow-up to my October 5 letter to you because I
have not yet received a reply. Given that multiple researchers
currently involved in filariasis-oriented DEC research have
expressed an interest in seeing the data generated in the NIAID-
sponsored study examining the effect of DEC treatment in FeLV-
infected cats, an update regarding the status of the manuscript
of Dr. Tompkins and his associates would be helpful.

Slncerely i<?rs,

!éﬁ\f. Kitchen, M.D.
Mailina address (I will be going to London in early January 1994

f;fJﬁ period of study at the London School of Hygiene and
Tropical Medicine, but my mail will be forwarded):

CSIs

1800 K Street N.W.

Washington, D.C. 20006

Telephone: (202) 966-1293 (residence)
(202) 775-3219 (CSIS)

Fax: (202) 775-3199

cc: Anthony Fauci, M.D.

bee o



December 9, 1993

Dr. C.P. Ramachandran

Chief, Filariasis Control

Division of Control of Tropical Diseases
World Health Organization

CH-1211 Geneva 27

Switzerland

Fax: 011-41-22-788-08-39

Dear Dr. Ramachandran:

I appreciated very much your faxed reply to my November 30
letter, and the suggestion re possible ways of obtaining DEC for
additional trials in humans. A fresh supply of clinical-grade
DEC would be very helpful in enabling me and the Guatemalan
researchers with whom I have been collaborating to move forward
with our follow-up trial that focuses on compassionate use of DEC
treatment in clinically challenging cases caused by a variety of
infectious pathogens -- such as multiple-drug-resistant
tuberculosis in HIV-infected persons.

There may, however, be a problem with using Indian-manufactured
DEC for a U.S. trial. My "pre-investigational new drug"
discussions with FDA officials regarding conducting a clinical
trial with a non-U.S./British/European-manufactured drug
(particularly when conducted by the same person who has done
nearly all the studies in preparation for the proposed large
clinical trial) have not been encouraging. And without FDA
approval, neither funding nor approval by a hospital
institutional review committee for such a study is likely. And
even if I could somehow get the study done despite all of these
obstacles, the editors of a reputable journal would probably not
publish the results without FDA record of an approved IND
application. Other researchers in the AIDS field must be
encountering similar gridlock, because at present no new drug
applications for antiretroviral drugs are being considered by the

FDA (Nature, December 2, 1993 p. 395).

I agree that the data regarding the usefulness of DEC treatment
in relation to prevention/treatment of HIV infection is not .
conclusive at this point in time. However, I am sending you via
airmail a confidential copy of another manuscript currently
undergoing peer review (Kitchen L.W., Ross J.A., Turner G.J.,
Hernandez J.E., Mather F.J., "Diethylcarbamazine enhances blood
microbicidal activity") which may be of interest in considering a
potential impact of DEC on HIV-related infections. Also, a copy
of the as yet unpublished NIAID-sponsored trial of DEC in an
animal model mentioned in my previous letter may be available to
you through Dr. Fauci (address below).



Certainly it is clear that DEC is not a cure for established HIV
infection. At best, DEC therapy has a modest antiretroviral
effect and mitigates opportunistic infections in HIV-infected
patients. But the more important question -- which cannot be
answered by U.S. hospital-based studies -- is whether low-dose
DEC (e.g., incorporated into table salt) can prevent horizontal
and vertical transmission of HIV and associated infections (such
as M. tuberculosis) in large populations in which HIV prevalence
is growing despite efforts to limit HIV spread via education.
This may be a particularly pertinent issue given the fact that
DEC is orally bioavailable, relatively nontoxic and requires no
blood parameter monitoring, concentrates in lymph node, brain and
pulmonary tissue, and all available evidence indicates that the
drug can be given safely during pregnancy.

As indicated in my November 30 letter, I believe that valuable
data concerning HIV-related outcomes can be extracted from WHO-
sponsored filarial-related studies (hopefully with relatively
minor additional expense) and would be honored to assist in this
process. These WHO-sponsored trials may be the only vehicle by
which confirmatory evidence of DEC's non-nematodal anti-infective
effects can be documented. In my opinion, expeditious research
is warranted given the rise in HIV and tuberculosis cases
worldwide.

Sincerely yours,

1800 K Street, N.W.
Washington, D.C. 20006
U'S.A.

Telephone: (202) 966-1293 (residence)
(202) 775-3219 (office)

Fax: (202) 775-3199

cc: Eric oOttesen, M.D.
Chief, Clinical Parasitology Section
National Institutes of Health
Building 4, Room 126
9000 Rockville Pike
Bethesda, MD 20892



Michael Merson, M.D.

Director, Global Programme for AIDS
World Health Organization

20 Avenue Appia

1211 Geneva 27

Switzerland

Kenneth W. Bernard, M.D.

Associate Director

Office of International Health

U.S. Public Health Service

Department of Health and Human Services
18-90 Parklawn Building

5600 Fishers Lane

Rockville, MD 20857

Anthony Fauci, M.D.

Director, NIAID

National Institutes of Health
Building 31, Room 7A-03

9000 Rockville Pike

Bethesda, MD 20896

Telephone: (301) 496-2263
Fax: (301) 496-4409

David A. Kessler, M.D., J.D.

Commissioner, Food and Drug Administration
Room 1495

5600 Fishers Lane

Rockville, MD 20857

Paul E. Simonsen, Ph.D.

Danish Bilharziasis Laboratory
Jaegersborg Alle 1 D

DK-2920 Charlottenlund
Denmark

Fax 011 45 31 62 61 21
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THE WHITE HOUSE

WASHINGTON

January 11, 1994

MEMORANDUM FOR JOHN PODESTA
ASSISTANT TO THE PRESIDENT AND STAFF SECRETARY

5
FROM JOHN PAUL GURROLA
OFFICE OF THE NATIONAL AIDS POLICY COORDINATOR

SUBJECT Getting us in the loop

On December 22, 1993 you distributed a memo to Cabinet Secretaries and Senior White
House Staff conceming "State of the Union Address.” Kristine Gebbie did not receive a
copy of that memorandum.

I just wanted to double check that we are on your lists that are relevant to our office.

Thanks for your time and please call me at 202/632-1090 fax 202/632-1096 if you have any
questions,



THE WHITE HOUSE
WASHINGTON

January 11, 1993

Rev. Elder Don Eastman

Second Vice-Moderator

UFMCC

5300 Santa Monica, Suite 304
Los Angeles, California 90029

Dear Rev. Eastman:

Thank you for your comments on the recently-released CDC
Prevention Marketing Initiative. As you know, this campaign is
intended to stop HIV infection among young adults 18-25 by
encouraging the delay 'of sexual activity and by encouraging
consistent and correct latex condom usage among those who are
sexually active.

I am very encouraged to hear your positive comments about this
Initiative, especially since we understand that community level
organizations, in particular religious organizations, will play a
pivotal role in encouraging behavior change among young people at
risk. Because the Metropolitan Community Churches are an
integral part of the Gay/Lesbian community, your participation in
prevention efforts at the local level will be instrumental in
impacting behavior among young gay men and lesbians.

Again, thank you for your comments.
Sincerely,

Kristine M. Gebbie, RN, MN
National AIDS Policy Coordinator

cc: Rev. Steve Pieters
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Ms. Kristine Gebbie

National AIDS Policy Coordinator
750 17th St., N.W., Suite 1060
Washington, D.C. 20500

January 5, 1994
Dear Ms. Gebbie:

We applaud the leadership of the Clinton Administration in the recently
introduced HIV/AIDS prevention marketing program of the Centers for Disease

UFMCC Control. We support the approach of the program, which honors both the ideal
5300 Santa Monica of personal responsibility and the reality that the majority of young people in
b TR0 America are sexually active.
0s Angeles
CA 90029 USA

fel (212) 464:5100 We support the recommendation that young people remain abstinent until

Fax (213) 464-2123 entering into responsible relationships; we support equally the dissemination of
life-saving information on the correct and consistent use of latex condoms to
young people who are sexually active.

We are greatly encouraged by your leadership and initiative in this vital
prevention campaign.

Rev—FIder’Don Eastman Rev. Steve Pieters
econd Vice-Moderator, UFMCC Field Director, UFMCC AIDS
Ministry

cc: Rev. Ken South, AIDS National Interfaith Network

Universal Fellowship of Metropolitan Community Churches
The Reverend Troy D. Perry, Founder



THE WHITE HOUSE

WASHINGTON

January 11, 1994

Mr. Luke Adams
2130~-B 13th 8Street, NW
Washington, DC 20009

Dear Luke,

Thank you for your memorandum regarding the status of our office.
As we near the end of my first five months here, you will be
happy to see that there have been some significant
accomplishments and we are moving forward.

our office has been playing a key role in many projects and
programs nationally. We have played a major role in the
aggressive CDC prevention marking initiative; looking at new and
innovative research models; and the HH8 Task Force on AIDS8 Drug
Development to name a few.

our public affairs staff have been working at getting the message
out to people about our role in coordinating national

AIDS8 policy. In the last several weeks, we have had positive
exposure on many national television news shows and newspapers
including CNN Crossfire and the Miami Herald.

We currently have more than thirty staff working in our office
covering research, services, prevention, global issues, liaison
and Health Care Reform. At the present time, we are only
interviewing for the Deputy position which is currently in the
resume evaluation stage. 8hould other competitive positions
open, which allow us to consider non-governmental employees, we
shall let you know.

Your enthusiasm and desire to be a part of this office is
appreciated. I wish you the best of luck in securing the type of
position that would best suit your goals. However, at this time,
wve do not have anything here for you.

I appreciate hearing from you. Thank you for writing.
sincerely,

Kristine M. Gebbie, R.N., M.N.
National AIDS Policy Coordinator
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10 February 1994

Dear Kristine:

I have en told by a couple of people in your office that

When I faxed you the interview with Luke Sissyfag at the
beginning of last week, I let you know I had still received no
reply from you. As of today, I have still received no reply to the
geries of questions I raised. This causes me some serious unease.

If indeed this reply exists, could it please be faxed to ne
today at (202) 331-8166?

Let me also put in writing what I discussed briefly with Steve
Lee. John Palenicek from Senator Kennedy's Committee on Health and
Labor told me last week that he had discussed with you the creaticn
of a standing list of resource people who are living with HIV that
your office could put forth for hearings and the like in future.
He asked that I call you and ask to be placed on such a list (if it
is created). Last week I called to do eo, and herewith I repeat
that request.

Thank you for your attention to these matters.

With concern,

Luke Adams







December 27, 1993

ACTION MEMORANDUM

i

TO: Terry Beswick PUW poss .uNb/ JAN < i

Jo Messore
FROM: W. Steve Lee
SUBJECT: Action items

DATE REQUIRED: January 5,

1,99

4

items need your attention:

Letter from A.A. Avilicino (December 15, 1993) on getting

research information to the drug development task force. Draft a

Information from Sherikon,

response for KG’s signature.

Inc.

project/research management.

Forward to Paul Tran as wel

105

(from 12/21 meeting with KG) on
Act as appropriate -- discussion.






THE WHITE HOUSE

WASHINGTON

January 12, 1994

MEMORANDUM
TO: Araceli Ruano, Office of Mrs. Gore
FROM: W. Steve Lee, Executive Assistant to nﬂsafl“

National AIDS Policy Coordinator

SUBJECT: AIDS prevention

Thank you for your call requesting information on the Centers for
Disease and Prevention (CDC) Prevention Marketing Initiative and
on Country AIDS Awareness. I hope the information is helpful.
Please call me at 632-1090 if you have any questiomns.

Enclosures



THE WHITE HOUSE

WASHINGTON

January 12, 1994

Mr. James Joseph Treacy, Jr.
117 Roosevelt Place
Palisades Park, New Jersey 07650

Dear Mr. Treacy:

Thank you for sharing with me information on Epitope’s Orasure
HIV test kit. As you know, the Office of the National AIDS
Policy was created out of the commitment of the President to take
positive steps to stop the HIV/AIDS epidemic. Tests to detect
HIV are critical in this effort.

I want to assure you that I am in close contact with the
Department of Health and Human Services and the FDA on this issue
and recognize the importance of a non-blood based test for HIV.

I do not agree with the statement that the FDA is "sitting" on
this test. As you know, in recent years there have been many
claims about products that involve HIV/AIDS. It is FDA’s mission
to protect the public health with regard to medical devices and
to assure the safety, effectiveness, and proper labeling of

these medical devices.

Thank you again for writing.

Sincerely,

)

Kristine M. Gebbie, RN, MN
National AIDS Policy Coordinator




January 6, 1994

ACTION MEMORANDUM

TO: Alice Litwinowicz
FROM: W. Steve Lee

DATE REQUIRED: January 13, 1994

The following items need your attention:

Letter from James Treacy (January 4, 1994) on AIDS prevention.
Draft response for KG’s signature.

Attachment



JAMES JOSEPH TREACY, JR.
117 ROOSEVELT PLACE
PALISADES PARK NJ 07650

HOME: (201) 585-1844
OFFICE: (212) 210-8033

January 4, 1993 AP“‘*W

Ms. Kristine Gebbie

AIDS Policy Coordinator
200 Independence Avenue SW
Room #725H

Washington, DC 20201

Dear Ms. Gebbie:

My hometown paper (Bergen Record) carried a very interesting
Knight-Ridder piece about you in their January 3rd edition (copy
attached.)

I think the focus you wish to put on AIDS prevention is
proper. Perhaps you can get to the bottom of why the FDA seems to
be sitting on a very cheap, easily distributable and effective
prevention test called OraSure by Epitope. With your Pacific
Northwest background you may be somewhat aware of this Beaverton,
Oregon company’s breakthrough product and the FDA politics they
have faced trying to get a green light for distribution.

For your information, I have enclosed various correspondence
concerning this very important product.

Good luck in all you do.

Very truly yours,

J).

4

Jgfhes J. eacy

JJT: jf
attachments
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“I would never have been here in the
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By PATRICIA ANSTETT
' Knight-Ridder News Service
{ . They still haven't put out the wel-
1°" come mat for Kristine Gebbie — they
| . may never.
H154Tg the very active AIDS advocacy
| . groups, particularly those on the East
" Coast, I'm an uninfected, straight white
| woman from the Northwest,” says Geb-
bie, the first federal AIDS coordinator.
; “How could I possibly be their hero in
this epidemic?”
" Gebbie, a nurse and former chief of
the state health departments in Oregon
and Washington, knows she wasn't
{ - President Clinton’s first choice, .
{" ++ Still, she’s excited about the possibil-
| ity of changing the course of the govern-"". " ||
| : ment response to AIDS, which she says -~ -~ ||
was often poorly navigated dyring.12
| ..years of Republican leadership. i "

KRISTINE GEBBIE, AIDS POLICY COOF
' BOM: June 26, 1943, in Sioux City, lowa. -

Education: B.S., furs
M.S., pursing, UCLA, 1

Professional career: Project director, U.S. Public Health
Service training grant, St. Loui
nursing, St. Louis University, 1
nursing, 1972-78, clinical professor, 1977-78;
on-Health Division, 1978-89; secretary,

on Statg%egartment of Health, 1989 to present;

rofessor; Oregon Health Sciences, University
1980 to present; member, Presidential
“Commission on HIV, 1987-88. ;
ts: Distinguished scholar, American
Fellow of the American Academy
blic Health Association board
ht:Award for Excellence in

ta Tau nursing society.

roes: Washington Department of Health, Who's Who in America

administrator, Or
Washin

A ‘pf Portlandp.

§ YR s ? .
gt Other accomplishmen
* Nurses Foundation, 1989;
of Nurses; American Pu
" ‘member; Mary Tolle Wri
 Leadership from Sigma

COORDINATOR
'3388'" Olaf College, 1965; :

s.1972-77; coordinator of
974-76, assistant director of

Bush or Reagan administration. They
weren't interested in AIDS,” she says
flatly.

Gebbie’s evidence that the Clinton
administration is interes! includes
the creation of a position for AIDS re-
gsearch coordinator; a requirement that
federal employees receive AIDS preven-
tion and awareness training; and an ini-
tiative to get federal agencies to do
more about AIDS, for example, by en-
couraging children to pursue research
careers.

She also cites substantial increases in
funding for AIDS research and treat-
ment, and the first federally funded
public service ads to mention condoms.
The campaign is scheduled to kick off
this week.

“The ads will be very different than

See AIDS Page B-2

KRT

e

_ He was also disappointed by her
comments in a recent New York
Times Magazine interview that
“pa“i of lzxer mitsﬁign ... 18 to help
people keep their expectations
within reality.” S

%. ” I
‘AIDS

- 'Fr mopPage 1

: g&t&n& you've ever seen before,”
-'Gebbie promises. “They reflect
- thie changes we're going through
--here,”
| Gebbie heads an office of 30
people, five of whom, including
herself, have White House office
space. She sits in on cabinet meet-
ings and eays she has the presi-
dent’s ear frequently.
{ - Ask AIDS activists how Gebbie
is toing, and answers vary widely.
* .“She’s a very wise, seasoned bu-
reducrat,” says Randy Pope, who
directs AIDS programs for Michi-
'gan’s’ Health Department. He
ashs ‘others to give her time and
not blame her for “all the things
not done in the last 10 years.” !
. But Jeff Levi, director of public |
policy for the AIDS Action Foun- "' |
dation in Washington, D.C., faults
Gebbie for not developing a na-
tional strategic AIDS plan or set-
ting un a nromised AIDS advisorv

waiting 8o long for an appropriate
and compassionate response to
the epidemic, it’s disappointing to
hear the point person in the ad-
ministration talk about lowering
expectations, rather than rolling
up our sleeves and doing as much
as we can, as quickly as we can.”

Gebbie takes the heat in stride.

She says she’s making progress-
on setting up an advisory commit-
tee, noting that federal bureau-

{
/
1

Levi says, “For a commﬁnity'

crats consider starting such a com-
mittee in less than a year
“gomething just less than a mir-
acle.”

She plans to issue a strategic
plan, though ‘she adds: “I don’t
want my office to turn into some
place that just prints plans . .. the
kind that take a year to write and
then they sit there.”

Most recently, Gebbie, 50, head-
ed an AIDS advisory panel for the
federal Centers for Disease Con-
trol and Prevention. She seems
steely enough for her present chal-
lenge, apparently unconcerned
that one AIDS activist described

he{r as “Snow White,” or that peo-

BT ol o e

ple have remarked on her “air of a
head nurse.”

Back in the Northwest, Gebbie
earned a reputation as feisty and
hardheaded, not the consensus
builder she now must be.

Once she followed Oregon Gov.
Neil Goldschmidt to the men’s
room and waited outside to give
him a framed AIDS poster she had

“I don’t7think Kristine is th
problem,”’hé'adds, “I think ther
still is a lot/of“denial in the cabi
net” that/keeps /the Clinton ad
ministration'from more forcefull
addressing such'issues as condon
distribution'at.schools and gays i
the military.#To a certain extent
she’s playing a-difficult balancin;
act that’s not-well understood by

the activists.” ™%

Gebbie,  meanwhile, has higl
hopes for a new federal task force
to coordinate AIDS research, anc
an inter-company pharmaceutica

‘share yinformation on

printed without his permission,
though she'd been told to get his
approval for all promotions.
“Good boys always wear their rub-
bers,” the caption read.

Says Pope, “You have to sepa-
rate the personal attacks from the
professional attacks.
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

Rockville MD 20857
December 23, 1993

Mr. James J. Treacy, Jr.
117 Roosevelt Place
Palisades Park, NJ 07650

Dear Mr. Treacy:

This is in response to your December 2, 1993, letters to
Secretary Shalala and to Surgeon General Elders concerning the
approval of Epitope’s Orasure HIV test kit. We share your
concerns for making new products available as soon as possible to
those people who may benefit from their use.

As I am sure you know, the Food and Drug Administration (FDA) is
committed to approving safe and efficacious products. Aalthough
our regulations concerning the confidentiality of information in
a product license application restrict the amount of information
that we can provide concerning the status of an unlicensed
product, I can assure you that there are specific, product-
related issues that are affecting the current application. Many
of these issues were discussed at the December 1992 meeting of
FDA’s Blood Products Advisory Committee. These issues are being
addressed by an ongoing effort on the part of the company and
FDA. i

FDA staff recognize the potential public health benefit of non-
blood based HIV-screening technologies and are committed to
working with product sponsors to expedite the review of such
applications. Our evaluation of Epitope’s Orasure product, as
with all marketing applications, must by law be based on the
strength of the scientific data. Therefore, while we very much
want to know the opinion of any affected community, our ultimate
decision must be based on scientific data submitted by the
product’s sponsor.

I hope that this information is helpful.
Sincerely yours,
oy ’ /
/)f///g/:f // ////
Bonnie M. Lee

Senior Policy Analyst
"Office of the Executive Secretariat



JAMES JOSEPH TREACY, JR.
117 ROOSEVELT PLACE
PALISADES PARK NJ 07650

HOME : (201) 585-1844
OFFICE:  (212) 210-8033

December 2, 1993

Ms. Donna E. Shalala
Secretary of Health

and Human Services

200 Independence Avenue, SW
Suite 615F
Washington, DC 20201

Dear Ms. Shalala:

I read about and was impressed by your news conference of
yesterday concerning AIDS work. It is a plague that needs a cure
and as many early prevention methods as possible.

Although there is. not a drug application for an anti-
retroviral AIDS drug in front of the FDA now, there is one (for at
least a year) on a simple early detection device which would be a
tremendous help with prevention work in the schools, mllltary, etc.
It‘s called OraSure by Epitope. (details attached)

This cheap, easy-to-use and effective product plain and simple
works. However, it appears for some political reasons the product
cannot get out of the FDA. If President Clinton’s team is serious
in the AIDS fight the FDA would approve OraSure tomorrow.

Very truly yours,

James J. Treac

JJT:jf
attachments



JAMES JOSEPH TREACY, JR.
117 ROOSEVELT PLACE
PALISADES PARK NJ 07650

HOME: (201) 585-1844
OFFICE: (212) 210-8033

December 2, 1993

Ms. Joycelyn Elders
Surgeon General

5600 Fishers Lane

Suite 18-66

Rockville, Maryland 20857

Dear Ms. Elders:

I have been closely following the events this week with regard to
World AIDS Day and I was particularly taken by the statements made
by Secretary Shalala during her November 30th news conference and

President Clinton’s December 1lst address at Georgetown Medical
Center.

In view of the statements made, it is somewhat puzzling that the
Food and Drug Administration has been sitting on an effettive,
cheap, easily distributable, private, early detection device known
as OraSure. Please refer to the attachments for some background.

Anything you can do to get the FDA on the move for immediate
approval would appear sensible to me.

Thank you for your time and efforts.

Very/ﬁig)y yours,
o
tges J. Treacy

i

JIT g L
attachment



THE WHITE HOUSE

WASHINGTON

December 9, 1993

Mr. James J. Treacy
3117 Roosevelt Place

Palisades Park, New Jersey 07650
Dear James:
I appreciate your taking the time to write.

It's important for me to hear the thoughts and experiences
of people who care about the future of America and the world. We
face many challenges ahead, and in order for us to come together
and build consensus, we all must share our ideas and concerns.

I look forward to your support as we tackle the issues
facing us in the coming months.

Sincerely,

L]

MM/\



JAMES JOSEPH TREACY, JR.
117 ROOSEVELT PLACE
PALISADES PARK NJ 07650

HOME : (201) 585-1844
OFFICE: (212) 210-8033

December 2, 1993

President Bill Clinton
White House

1600 Pennsylvania NW
Washington, DC 20202

Dear President Clinton:

I viewed your World AIDS Day address at Georgetown Medical Center
with great interest. Your speech very effectively stressed the
needs for early prevention of the HIV virus. Also, your speech
ended with a challenge that we the American people should continue
to feel free to voice our concerns to you and to do everything we
can do to fight HIV.

For my part, I am making you aware that the FDA has been sitting on
a very effective, cheap, easily distributable, private, early
detection device for over 2 1/2 years now. The device to which I
refer is called OraSure and the attachments to this letter will
give you a flavor for the red tape and foot dragging that goes on
at the FDA. Plain and simple - politics is costing lives.

I have now done my part. I hope that you can do yours and get the
FDA to approve this life saving product immediately.

Thank you for your time and efforts.

JJT:jf
attachments
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EPITOPE REPO?TS RESULTS OF STATUS CONFERENCE WITH FOA STAFF
; REGARDING PENDING APPLICATION "

! :
WASHINGTON, Npov. 10 /PRNewswire/ ~~ Epitope Inc. (AMEX: EPT) 1
announced that it!had a useful and constructive meeting today with FDA’s
. Center for Biologfcs Evaluation and Research regarding the c ang'a
pending premarket; approval application for use of its OraSure(R) aral
specimen collection device. i
“Certain limited issues remain under active discussion none of ‘which
would appear to pfevent approval,” said Adolph J. Ferro, president and
chief executive officer. Buring the meeting, the company also learned
that the applicstion review process is considered to be compete enough .
so that a facility inspection is now appropriate, he added.
Epitope is a biotechnology company that develops and markets medical
diagnostic products and, through its agricultural units, superior new
plants -and related products. ;

-0- . : 11710/93 :
8 /Eom'ncr: Maiy Hagen of Epitope, 503-641-6115/ '
(EPT) |
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JAMES JOSEPH TREACY, JR.
117 ROOSEVELT PLACE
PALISADES PARK NJ 07650

HOME : (201) 585-1844
OFFICE: (212) 210-8033

December 2, 1993

Mr. David Kessler

Food and Drug Administration
5600 Fishers Lane

Suite 14-17

Rockville, Maryland 20857

Ne of l/eth

unnnw.«atf(

Dear Mr. Kessler:

I have been closely following the events this week with regard to
World AIDS Day and I was particularly taken by the statements made
by Secretary Shalala during her November 30th news conference and

President Clinton’s December 1lst address at Georgetown Medical
Center.

President Clinton stressed early preventative measures and has
asked the American Public what could be done to improve
preventative work with regard to HIV. It appears to me that if you
would take a personal interest in getting your Administration to

approve OraSure immediately, it would be a great help for this
cause.

It is hard to imagine why such an effective, cheap, easily
distributable, private, early detection device would languish at
the FDA for over 2 1/2 years. Could you please look into the
circumstances covered by these attachments.

Thank you for you interest.

ry uly yours,

, James J. Treac;\
JaT:iHE

attachments
























EXECUTIVE SUMMARY

With the increase in documented evidence being released regarding
the spread of AIDS and the considerable attention being given to
the skyrocketing cost of health care in the US, it’s prophetic that
Bio-Analytic Laboratories, Inc., a 22 year old diagnostic company
stands ready to attack both problems.

Bio-Analytics a wholly owned subsidiary of Eutro Group Holding,
Inc. has a license to manufacture a miniaturized in-vitro diagnostic
test system incorporating a patented device. The system gives rise
to a new branch of laboratory technology, Slide Immuno-Assay or
SIA. SIA is based on the widely accepted principle of Enzyme-
Linked Immunosorbent Assay (ELISA) as 1is Enzvme Immuno-Assay oOr
EIA. The new process incorporates reagents that need no
refrigeration or expensive electronic instruments to detect the
presence of Human Immunodeficiency Virus (HIV) antibodies.

This test kit uses smaller volumes of reagents, has fewer assaying
steps and shorter incubation periods than conventional methods.
With its easy storage, lack of dependence on electrical energy to
power support instrumentation and short assaying time requirement
this product provides the company with the technology and pricing
capability to supply a cost effective HIV test to the world. The
second benefit comes from merely changing antibodies and antigens
within the SIA test kits to create a variety of other rapid cost-
effective tests e.g., hepatitis, sexually transmitted diseases and
allergy testing, etc. thereby expanding SIA’s potential for
numerous additional mass testing but cost effective purposes.

Bio-Analytics has a long history of innovation in diagnostics. The
company was formed in 1971 as a business for developing,
manufacturing and selling, high quality and highly reliable,
clinical diagnostic reagents, reagent test kits and supporting
instrumentation for the clinical chemistry laboratory segment of
the diagnostics market. Bio-Analytic is a well respected company
with an established domestic and international base of business.
Their facilities are adequate to develop and support the SIA
program. Bio-Analytic was acquired in a reverse merger by Eutro
Group Holding, Inc. in September, 1991.

Federal statisticians estimate that almost 19 percent of all HIV
cases go unreported. Almost 50,000 Americans develop AIDS each
year and soon 50,000 will be dying from AIDS annually. In Africa
and Asia where people die from the disease even more quickly, (N.Y.
times, June 28, 1992, p. E5) the infection is gaining momentum.
The fact is that people who are tested and get good counseling are
less likely to infect others. The only "vaccine" that is currently
available 1is education, therefore identification is a critical
element in order to deter the spread of this epidemic. For these
reasons there is a need for a rapid, cost effective, screening test
that can be offered worldwide.




Executive Summary
Page 2

If you look at appendix A it shows a typical microtiter plate
currently in use in most laboratories. Relatively large reagent
volumes are required for these tests. Also in appendix A is the
SIA Technology Slide which requires reagent volumes of less than
one-tenth the amount. This results in a significant reduction in
the cost of expensive reagents.

The technology incorporates an enzyme-linked:Gimmunosorbent assay
(ELISA) that is performed on the slide. The chemistry is similar
to other commercially available ELISA tests and as such only a
letter of "substantial equivalency" issued by the FDA after the 510
(k) submission is required. This should keep the approval cycle to
a 90 day period. The slide technology patent is an innovation
attributed to Dr. E. Conway de Macario on the staff of a prominent

health research facility.

In order to complete the development and obtain the 1letter of
substantial equivalency Bio-Analytics needs capital. We are
seeking a grant that will allow us to complete the process and have
this effective, easy, low cost and much needed test available for
use. This is an investment that cannot be overlooked. The
availability of this test will be a quantum leap toward controlling
this dreaded virus. As stated earlier the only "vaccine" for this
epidemic is education. The first step toward education is
knowledge and this is the first step toward increasing knowledge of

this disease.
For more information please contact:

EUTRO GROUP HOLDING, INC.

140 Intracoastal Pointe Drive
Suite 306

Jupiter, FL 33477

Tele: (407) 575-3520
Fax: (407) 575-0953
ATTN: EDWARD J. KUNUTY

OR
BIO-ANALITIC LABS, INC.
P.O. Box 388
Schoolhouse Road
Palm City, FL 34990

Tele: (407) 287-3340
Fax: (407) 287-3551
ATTN: DR. WILLIAM BARRY
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. DEPARTN\)F HEALTH & HUMAN SERVICES Publ ic Hel tiService

Food and Drug Administration
1401 Rockville Pike

Rockville MD 20852-1448
AUG ,2 '993 ockville

Our Reference: BB-IND 1711

A. Arthur Gottlieb, M.D. [‘D_[ﬁ (o= [g [1\V/ L

IMREG

Suite 1400
144 Elk Place
New Orleans, LA 70112

Presitient
A { 8191

Dear Dr. Gottlieb:

The purpose of this letter is to summarize the status of the proposed clinical trials entitled
“Effectiveness and Safety of IMREG-1 in the Treatment of Subjects Asymptomatic with
Infection with the Human Immunodeficiency Virus,"” and “Effectiveness and Safety of IMREG-1
in the Treatment of Subjects Symptomatic with Infection with the Human Immunodeficiency
Virus.” These trials will follow up the recommendations of the FDA's Vaccines and Related
Biological Products Advisory Committee, which, in April 1989, found that IMREG-1 may have
an effect on the disease. The committee at that time recommended that a second controlled
trial of IMREG-1 be carried out.

We have received protocols for the clinical trial which have been ravised, in accordance with
FDA/CBER's prior recommendations and comments. These revisions have resulted in
acceptable clinical protocols without the need for further revision.

Accordingly, the Company may plan to proceed with the clinical trial of IMREG-1 pursuant to
the aforementioned revised protocols. In accordance with applicable regulations, FDA/CBER
must receive acceptable documentation of the following: (1) validation of the potency assay
which CBER has approved for this purpose and which has been constructed by the Company
and CBER on the basis of earlier studies of biological activity of this agent, and (2) the
potency of the lots to be tested for efficacy in this clinical trial.

Sincerely yours,

L L

Janet Woodcock, M.D.

Director

Office of Therapeutics
Research and Review

Center for Biologics
Evaluation and Research



-

Suggested Draft

I was pleased to have the opportunity to review the status of the
biopharmaceutical IMREG®-1 with you, during our meeting on August 11, 1993, I
understand that the FDA's Vaccines and Related Biological Products Advisory
Committee has previously determined that IMREG®-1 may have an effect in HIV
disease and that this Advisory Committee recommended that a second controlled

trial of IMREG®-1 be carried out in patients with HIV disease.

It does seem to me that this is a very important therapeutic initiative in
HIV disease/AIDS, particularly in light of the urgent need to find therapeutic
agents that focus on treating the state of immune dysfunction which is seen in
this disease. I understand that FDA has informed you that the protocols for this
important clinical trial have been deemed acceptable by FDA. I think it is quite
important that this major clinical trial of IMREG®-1 in a broad population of

patients with HIV disease get underway in the near future.

Your Company is certainly to be commended for having brought this
therapeutic initiative to this point. As you know, the Administration is
committed to enabling small business and technology development. These policy
objectives are particularly relevant in the instance of a small company, such as

yours, where the technology addresses a disease of major public health concern.

I hope you will call on me, if I can further assist you in the achievement

of your objectives.

Yours sincerely,






























THE WHITE HOUSE

WASHINGTON

January 13, 1994

Ben Merrill, Esquire
1020 S.W. Taylor Street

Suite 330
Portland, OR 97205-2588

Dear Ben:

You are now back in Portland, resuming life as an attormey, and
the National AIDS Policy Office is ending its first "Week without
Ben" in over four months. I want to take this opportunity to
thank you formally for your contributions and your efforts.

As I have said several times, not many would take the leap you
did, to join this office in a loosely-defined role, assisting in
the process of making the new approach to national AIDS policy a
reality. Your energy and enthusiasm for the process carried us
through many a day! I am particularly appreciative of the work
you did to put me and others in the office in contact with a
number of people in Washington and elsewhere who are interested
in our mission and with whom we need to be in regular contact.
As you know, some of those contacts have resulted in resources

and people to further the cause.

Whatever our formal relationships in months and years to come, I

know that our paths will cross as we continue to pursue our
common goal of stopping the HIV epidemic and responding
compassionately to all of those infected by the virus or affected
by its presence in their families and communities. I wish you

the very best in all that you do.

Sincerely,

Kristine M. Gebbie, R.N., M.N.
National AIDS Policy Coordimator



THE WHITE HOUSE

WASHINGTON

January 13, 1994

Ben Merrill, Esquire
1020 S.W. Taylor Street
Suite 330

Portland, OR 97205-2588

Dear Ben:

You are now back in Portland, resuming life as an attormey, and
the National AIDS Policy Office is ending its first "Week without
Ben" in over four months. I want to take this opportunity to
thank you formally for your contributions and your efforts.

As I have said several times, not many would take the leap you
did, to join this office in a loosely-defined role, assisting in
the process of making the new approach to natiomal AIDS policy a
reality. Your energy and enthusiasm for the process carried us
through many a day! I am particularly appreciative of the work
you did to put me and others in the office in contact with a
number of people in Washington and elsewhere who are interested
in our mission and with whom we need to be in regular contact.
As you know, some of those contacts have resulted in resources
and people to further the cause.

Whatever our formal relationships in months and years to come, I
know that our paths will cross as we continue to pursue our
common goal of stopping the HIV epidemic and responding
compassionately to all of those infected by the virus or affected
by its presence in their families and communities. I wish you
the very best in all that you do.

Sincerely,

Kristine M. Gebbie, R.N., M.N.
National AIDS Policy Coordinator


















January 17, 1994

Mr. Thomas (Mack) F. McLarty

Assistant to the President and
Chief of Staff

The White House

Washington, D.C. 20500

Dear Mr. McLlarty:

On September 30, 1993 the President directed that the entire
federal workforce participate in HIV/AIDS education and
prevention training prior to World AIDS Day, December 1, 1994.

To set an example, he asked that White House and Executive Office
of the President (EOP) staff receive training first. Senior
staff briefings for White House and EOP personnel were held in
November. My records indicate you did not attend.

The President has instructed me to ensure that all White House
and EOP senior staff recieve HIV/AIDS education and prevention
training. The White House and EOP personnel office are
implementing plans for training sessions of 2-3 hours. Because
your time is valuable, I will personally conduct two shorter
make-up briefings in room 180 of the OEOB at 9:00 a.m. on January
26 and February 8. The briefings will focus on national and
international HIV/AIDS issues and the Administration response to
this crisis.

Those of you unable to attend a make-up briefing will be assigned
to one of the training sessions scheduled for all other staff.
You will be able to reschedule the assigned date on a space
available basis. Please make every effort to attend some
session. My final report to the President on White House and EOP
HIV/AIDS training will include an attendance report. It is
important that this Administration set an example for the rest of
the nation by dealing with HIV/AIDS issues in a progressive
fashion.

I appreciate your time and look forward to seeing you at the
briefing. If you have any questions please call me at 632-1090
or Lance Alworth at 690-5560.

Sincerely,

Kristine M. Gebbie, R.N. M.N.
National AIDS Policy Coordinator



January 17, 1994

Mr. Roy M. Neel

Assistant to the President and
Deputy Chief of Staff

The White House

Washington, D.C. 20500

Dear Mr. Neel:

On September 30, 1993 the President directed that the entire
federal workforce participate in HIV/AIDS education and
prevention training prior to World AIDS Day, December 1, 1994.

To set an example, he asked that White House and Executive Office
of the President (EOP) staff receive training first. Senior
staff briefings for White House and EOP personnel were held in
November. My records indicate you did not attend.

The President has instructed me to ensure that all White House
and EOP senior staff recieve HIV/AIDS education and prevention
training. The White House and EOP personnel office are
implementing plans for training sessions of 2-3 hours. Because
your time is wvaluable, I will personally conduct two shorter
make-up briefings in room 180 of the OEOB at 9:00 a.m. on January
26 and February 8. The briefings will focus on national and
international HIV/AIDS issues and the Administration response to
this crisis.

Those of you unable to attend a make-up briefing will be assigned
to one of the training sessions scheduled for all other staff.
You will be able to reschedule the assigned date on a space
available basis. Please make every effort to attend some
session. My final report to the President on White House and EOP
HIV/AIDS training will include an attendance report. It is
important that this Administration set an example for the rest of
the nation by dealing with HIV/AIDS issues in a progressive
fashion.

I appreciate your time and look forward to seeing you at the
briefing. If you have any questions please call me at 632-1090
or Lance Alworth at 690-5560.

Sincerely,

Kristine M. Gebbie, R.N. M.N.
National AIDS Policy Coordinator



January 17, 1994

Mr. Bernard W. Nussabaum

Assistant to the President and Counsel
The White House

Washington, D.C. 20500

Dear Mr. Nussabaum:

On September 30, 1993 the President directed that the entire
federal workforce participate in HIV/AIDS education and
prevention training prior to World AIDS Day, December 1, 1994.

To set an example, he asked that White House and Executive Office
of the President (EOP) staff receive training first. Senior
staff briefings for White House and EOP personnel were held in
November. My records indicate you did not attend.

The President has instructed me to ensure that all White House
and EOP senior staff recieve HIV/AIDS education and prevention
training. The White House and EOP personnel office are
implementing plans for training sessions of 2-3 hours. Because
your time is valuable, I will personally conduct two shorter
make-up briefings in room 180 of the OEOB at 9:00 a.m. on January
26 and February 8. The briefings will focus on national and
international HIV/AIDS issues and the Administration response to
this crisis.

Those of you unable to attend a make-up briefing will be assigned
to one of the training sessions scheduled for all other staff.
You will be able to reschedule the assigned date on a space
available basis. Please make every effort to attend some
session. My final report to the President on White House and EOP
HIV/AIDS training will include an attendance report. It is
important that this Administration set an example for the rest of
the nation by dealing with HIV/AIDS issues in a progressive
fashion.

I appreciate your time and look forward to seeing you at the
briefing. If you have any questions please call me at 632-1090
or Lance Alworth at 690-5560.

Sincerely,

Kristine M. Gebbie, R.N. M.N.
National AIDS Policy Coordinator












































































































