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THE SECRETARY OF HEALTH AND HUMAN SERVICES 


WASHINGTON, D. C. 20201 


To: Carol Rasco 

From: Donna E. Shalala 

Re: AIDS Advisor 

I would like to recom1l).end the following individuals (in 
alphabetical order). for consideration as AIDS Advisor. Each is 
acceptable to the Department and I know or have interviewed each. 
(Resumes are attached.) 

1. Ruby Hetlrn: Vice President, The Robert Wood Johnson 
Foundation; a skilled manager of health initiatives on a national 
scale; most 6f her experience is in areas other than AIDS, such as 
children I s hE~al th and drug abuse treatment. 

2. Jeff Levi: Policy Director, AIDS Action Council (DC) and 
founder of 1:he National Gay and Lesbian Task Force; extremely 
knowledgeabll; about AIDS policies and politics; very high 
credibility with the AIDS and gay communities; though we have 
confidence in his abi'lities, he has never had responsibilities on 
this scal~; in discussions with him he displayed a clear vision of 
the leadership and coordinating functions that we have envisioned 
for the role. 

3. Lee Smi.th: Corporate Vice President, Levi Strauss and 
Chai~man, National Leadership Coalition on AIDS (business/labor 
group which 'Ilorks with employers to assist them in developing more 
humane policies toward employees who are HIV+); a good public 
spokesperson on the issue as well as a strong bureaucratic actor 
(his business background would be an asset); with less visibility 
on the issuE~ so AIDS groups may not be as positive initially as 
they would bl; about the other candidates i not particularly familiar 
with AIDS policies/politics in Washington. ' 

·If one of these three is chosen, I would strongly recommend a 
pairing with a deputy with medical training and a background in 
this issue. Three possiblities we have discussed include: Dr. 
Sandra Hernandez (Assistant Clinical Professor, University of 
California at San Francisco and the former Director, AIDS Office 
San Francisc:o' Department of Health), Dr. Harvey Makadon (Division 
of Gene+,al Medicine at Beth Israel Hospital in Boston) and Dr. 
Gabriel.Torr:es (Director of ~liIDS Services at st. Vincent ~ s Hospital 
in New .Y,brk,::City). There are, of course, other candidates for this 
po~ition .. ,<~\ 
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Yale Uni,rersity Director 
AIDS Program 
pepartn;ent of In'lerna/,Medicine .. 
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New Haven, COIInecticut 06510-8056 

July 7, 1993 

Carol ,Rasko 
Director Domestic Policy council 
The White House 
Washington, .D.C. 20500 

Dear Ms. Ras]{o: 

Thank you very much for your time and interest in discussing the 
position of .AIDS Policy Coordinator with me. As I mentioned in 
our last phone conversation, it was a great honor to be 
considered f·or this position. 

I wish the newly appointed coordinator and you good luck in the 
next several years in working to combat the HIV/AIDS epidemic. 
If I could be of any help in furthering an HIV/AIDS agenda as 
we've discussed, I would be most willing. 

Sincerely, 

J~:r;,~{~ 
Gerald H. Friedland, M.D. 
Director I .AIDS Program 
Professor of Medicine and 

Epidemiology and Public Health 

GHF:kl 
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THE WHITE HOUSE 


WASHINGTON 


September 14, 1993 

MEMORANDUM FOR NORMAN CANTER~~~ P.D. 

FROM: Carol H. Rasc~~ssistant to the President for 
Domestic Policy 

SUBJECT: HIV/AIDS Education Partnership Date 

Thanks so much, Norman, for the information on the program for 
HIV/AIDS education utilizing pharmacists. I have asked Kris 
Gebbie, AIDS Policy Coordinator, to contact you directly to set 
up the requested meeting as her office is the appropriate one to 
work with you on this project. 

Thanks again for sharing this exciting concept! 

cc: 	Kristine Gebbie 
AIDS Policy Coordinator 
1750 17th Street, NW - Suite 1060 
Washington, DC 20503 
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.MICHAEL MONTANI 

.

PRESIDENT WILLIAM CLINTON 

THI; WHITE HOUSE 


.JULY 12,.1993 

DEAR MR. PRESIDENT, 

~~··w.' AClJRE FOR AIDS! 

if:YES.IT ISTRUE MR., PF~ESII)ENT' THERE IS ACURETHAT IS CURRENTLY BEING STALLED BYTHE 
7\:'iFDA. .IT IS.CALLED OZONE! OXYGEN GAS. OZONE HAS BEEN USEDIN:EUROPEFOR DECADES, IT 
;C:",ISNONTOXIC AND OF'EERS HELP TO THESICK INDIVIDUAL FOR MANYDIFFERENT DISEASES. 

-·.-,:OZONE HAS BEEN PflJ'ENTED IN THE US BYMEDIZONE INTERNATIONALlNC.,(MZEI). MZEI'HAS 
:;~:BEEN WORKING FOR SEVEN YEARS TO GET INTO HUMAN TRIALSBlJT THEY ARE STALLED. AT 

.. EVERY JUNCTURE! - , 

:;I'i'''MR. -PRESIDENT,! PRAY THAT YOUWILLHAVETIME TO READ THIS LETTER,ANDTHE 
;'~"£NCLOSURES. FOR THE SAKE OF ALLTHEAIDS PATIENTS WITH NO HOPE,dBEGYOUTO 
\"~'INTERCEDE WITH THE: FDA. Wl"Pt:f. YOUR INTERCESSION. HUMAN TRIALS,COULD BE BROUGHT TO 
S,'iFRUlrION. 

;:':i/T IS CURRENTLY BEING USED SUCCESSFULLY IN MIAMI AND 

;:',;;1 HAVE FURTHER. DOC:UMENTAT,ION,IFYOU REQUIRE IT I WOULD BElMOST HAPPY TO FORWARD IT 
;~.;rOYOU.,MR. PRESIDENT, IFI CAN BEOF ANY FURTHER ASSISTANCE"'ORIFtCAN ANSWER ANY 
:;:"'OUESTIONS PLEASE DO NOT HESITATE TO CALL OR WRITE . 

. . .." -- i:;;yiMICHAELMONTANI 
...... ,':' 

"'·-)':.CC: 
,- HILLARY CLINTON, HEALTH CARE TASK FORCECHAIRMAN .' 
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, SUNDAY, SEPTEr-mER 12, 1993 202-307-0784 

50 PERCENT C)F PRISON INMATE DEATHS IN NORTHEAST CAUSED BY AIDS 
28 PE:RCENT CAUSED BY AIDS NATIONWIDE DURING 1991 

More than half of the prison inmate deaths in the nation's 

Northeastern states during 1991 were caused by the Acquired 

Immune Deficiency Syndrome (AIDS), according to a Bureau of 

Justice statistics (BJS) report released today. Nationwide, 28 

percent of thE~ 1,863 state prisoners who died in custody died 

from AIDS--513 men and 15 women. 

In New JE~rsey 69 percent of, the inmate deaths .were . 

AIDS-related deaths, as were 66 percent in New York, 44 percent 

in Florida, 33 percent in Maryland and 30 percent in North 

Carolina and Massachusetts, BJS said. 

In 1991, the latest year for which the data are available, 

2.2 percent of the 792,000 men and women in federal and state 

prisons were infected with the. human immunodeficiency virus (HIV) 

that causes AIDS. Of these, 0.6 percent exhibited HIV symptoms, 

and 0.2 percent had confirmed AIDS. 

Lawrence A. Greenfeld, Acting Director of BJS, the 

Department of Justice's stati~tical agency, said the findings 

came from the annual reports of local, state and federal 

-MORE
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• 'tcorrectional authorities and from in-depth interviews w~th:! a 

nationally representative sample of almost 14,000 state pr~soners 
.i 
"nationwide. ,I 

i 
,I 

"The states reporting the highest percentage of HIV p6sitive
'I 

inmates were New York (13.8 percent), Connecticut (5.4 per6ent),
" " 

Massachusetts (5.3 percent), New Jersey (4 percent), Rhode'! Island 
i 

(3.5 percent) and Georgia (3.4 percent)," Greenfeld said. ~ 
" 

'I

In a nationally representative survey of state prison~rs 
" 

about half the inmates reported that they had been tested "for HIV, 

infection and were willing to share the results with the J. 

'I 
interviewers. Among tested prisoners who said they had never 

I 
• . ,I

used drugs, 0.8 percent were HIV pos~t~ve, as were 2.5 percent
:i 

who said they had used drugs at least once, 4.9 percent wh9 said 

'ithey had used needles to inject drugs and 7.1 percent who said 

they had shared needles. 
, 

About 25 percent of all state prison inmates reported~they 
'I 
.1 

had used a needle to inject illegal drugs, and about half ~f them 

had previously shared a needle with others. 

An estimated 6.8 percent of Hispanic women were HIV 
" 

positive, as were 3.5 percent of Hispanic men. Among black 

inmates, 3.5 percent of the women and 2.5 percent of the men,. were 
1j 

;1
HIV positive. Among white inmates, 1. 9 percent of the women and 

.1 

-MORE
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1 percent of the men were HIV positive. 

Inmates 35 to 44 years old had an infection rate of 3.7 

percent and were more likely than those in other age groups to be 

HIV positive. 

Prisoners sentenced for drug, property or public order 

offenses (such as gambling or weapons violations) were more 

likely to be HIV positive than were violent offenders. 

All the states as well as the District of Columbia and the 

federal Bureau of Prisons test inmates for the HIV virus either 

routinely or for specific reasons. seventeen jurisdictions test 

all prisoners, at admission,upon release or during custody. 

'Thirty-nine tE~St if asked to do so by the inmate, -and 40 test if 

an inmate exhibits symptoms' of HIV infection. 

Single copies of the special'report "HIV in u.S. Prisons and 

Jails" (NCJ-143292) as well as' other BJS statistical bulletins 

and reports may be obtained from'the National 'criminal Justice 

Reference Service, Box 6000, Rockville, Maryiand 20850. The 

telephone number is 1-800-732-3277. 

Data from the tables and graphs used in many BJS reports.can 

be made available to news organiza~ions in spreadsheet files on 

5%" and 3~" diskettes by calling (202) 307-0784. 

# # #. 

93-65 

After hours contact: stu Smith 301-983-9354 




U.S. De'partment or Justice 
Office of Justice Programs 

.Bureau of Justice Statistics 

This report uses data from three Bureau of 
Justice Statistics (BJS) data series;. Some 
information on prisoners with HIV c~omes 
from the annual reports made by State and 
Federal correctional authorities (National 
Prisoner Statistics or NPS). Other data on 
prisoner characteristics and drug lise 
resulted from interviews with inmates 
(1991 Survey of Inmates in State 
Correctional Facilities). Jail data were 
provided by the Nation's 503 largest jail 
jurisdictions (1992 Annual Survey of Jails). 

Additional findings about HIV in U.S. 
prisons and jails include the following: 

• State prisons reported 2.3% of inmates 
were HIV positive, and Federal Prisons 
reported 1.0%. 

• Of HIV-positive inmates in State or 
Federal prison, 9.6% had confirmEld AIDS. 
In State prisons in the West, 21.1% of HIV 
cases had AIDS. 

September 1993 

Because of their comparatively high rates Nationwide. prison authorities in 1991 
of drug abuse, jail and prison inmates are . reported that 2.2% of those confined in 
at greater risk of contracting AIDS. In State and Federal facilities had tested 
1991 an estimated 1 in 4 State prisoners positive for HIV. That same year. in a 
had been using cocaine or crack in the nationally representative sample survey 
month before their imprisonment offense of State prisoners, 2.2% were estimated 
and about 1 in 10 reported use of heroin to be HIV positive. based upon interviews 
or other opiates. During their lives. with prisoners. These comparable rates 
nearly 1 in 4 State prisoners had used a suggest that important and useful infor
needle to inject illegal drugs. mation about HIV exposure can be 

reliably obtained from prisoners. 
This report provides the most recent 
information from BJS statistical programs ' On behalf of the Bureau. I express appre
covering State prisons and the largest ciation to authorities at the Centers for 
jails nationwide on AI DS testing and the Disease Control for guidance in develop
prevalence of AIDS and HIV seropositi ing questions in our collection instru
vity. It also provides information from ments and to State and local correctional 
State prisoners reporting on their per authorities who supplied data. I also 
sonal characteristics and how these thank the nearly 14,000 inmates 
relate to HIV test results. participating in our survey in 1991. 

Lawrence A. Greenfeld 
Acting Director 

HIVin U.S. 
Prisons and Jails 

Caroline Wolf Harlow. Ph.D. • All prison jurisdictions tested at least 
BJS Statistician some inmates for HIV; 17 tested all 

prisoners. 
In 1991.2.2% of Federal and Stato prison 
inmates -17,479 of 792,176 inmates held • In 1991. 28% of all deaths in State and 
in U.S: prisons were infected with the Federal prisons were attributable to AIDS. 
human immunodeficiency virus (HIV) that Between July 1.1991, and June 30,1992, 
causes AIDS. Of the total prison popu 24% of deaths in jails were AIDS related. 
lation 0.6% exhibited symptoms of HIV 
infection, including 0.2% with confirmed • In 1991. about 51 % of State prison 
AIDS. inmates reported having been tested for 

HIV and knowing the results. 

• In 1991, among those prison inmates 
tested, an estimated 3.3% of women, 3.7% 
of Hispanics, and 3.7% of those between 
age 35 and 44 tested positive to HIV. 

.In 1991, an estimated 0.8% of tested 
prison inmates who said they never used 
drugs were HIV positive. as were 2.5% 
who ever used drugs, 4.9% who used 
needles to inject drugs. and 7.1 % who 
shared needles. 



Data sources 

The NPS-1 program includes midyear and 
yearend numbers and movements of 
prison inmates. provided to BJS by the 
departments of corrections in the 50 

Table 1. Inmates In custody of State or Federal correctional authorities 
known to be positive for the human Immunodeficiency virus, yearend 1991 

HIVIAIDS cases 
T:iee of HIVInfection/AIDS cases as a percent of total 

Jurisdiction Total AS:imQtomatic S}!mQtomatic Confirmed AIDS custodi', !12Qulation 

U.S. total 17.479 12.765 3.032 1.682 2.2% 

Federal 630 422 91 117 1.0 
State 16.849 12.343 2.941 1.565 2.3 

Northeast 10.247 7.420 1.922 905 8.1% 

Connecticut 574 229 264 81 5.4 
Maine 1 1 0 0 .1 
Massachusetts 464 100 362 22 5.3 
New Hampshire 18 8 6 4 1.2 
New Jersey 756 0 694 62 4.0 
New York 8,000 6.833 474 693 13.8 
Pennsylvania 313 247 34 32 1.3 
Rhode Island 98 0 88 10 3.5 
Vermont 3 2 0 1 .3 

Midwest 1.128 733 268 127 .7% 

Illinois 299 216 66 17 1.0 
Indiana 62 60 0 2 .5 
Iowa 19 17 0 2 .5 
Kansas 13 1 6 6 .2 
Michigan 390 124 194 72 1.1 
Minnesota 14 13 1, 0 .4 
Missouri 127 125 0, 2 .8 
Nebraska 11 10 1 0 .4 
North Dakota 1 1 0 0 .2 
Ohio 152 129 0 23 .4 
South Dakota - - - - -
Wisconsin 40 37 0 3 .5 

South 4.314 3.513 513 288 1.5% 

Alabama 178 178 0 0 1.1 
Arkansas 68 59 5 4 .9 
Delaware 85 78 0 7 2.6 
District Of,Columbia - - - - -
Florida', 1.105 1.015 0 90 2.4 
Georgia 807 774 10 23 3.4 
Kentucky 27 25 0 2 .3 
Louisiana 100 100 0 0 .7 
Maryland 478 324 135 19 2.5 
Mississippi 106 106 0 0 1.3 
North Carolina 170 116 35 19 0.9 
Oklahoma 74 64 0 10 .7 
South CarOlina 316 298 0 18 2.0 
Tennessee 28 0 20 8 .3 
Texas 615 251 307 57 1.2 
Virginia 152 121 0 31 .9 
West Virginia 5 4 1 0 .3 

West 1.160 677 238 245 .7% 

Alaska 9 7 0 2 .4 
Arizona 84 74 ' 0 10 .5 
California • 714 407 138 171 .7 
Colorado 82 37 41 4 1.0 
Hawaii 19 17 1 1 .8 
Idaho 10. 3 3 4 .5 
Montana 7 7 0 0 .5 
Nevada 117 72 39 6 2.0 
New Mexico 10 10 0 0 .3 
Oregon 24 11 12 1 .4 
Utah 35 0 5 30 1.3 
Washington 42 32 0 10 .5 
Wyoming 7 0 1 6 .6 

-Not reported. 
Source: National Prisoner Statistics-I. 

2 

States and the District of Columbia and by 
the U.S. Bureau of Prisons. In 1991 
questions were added to the yearend 
report to determine the numbers of HIV
positive prisoners and the department 
pOlicies on testing for the virus. 

.'. 

The 1991 Survey of Inmates in State I)
Correctional Facilities questioned a 
nationally representative sample of almost 
14,000 State prisoners about current 

• ·f
offenses, prior drug use and treatment, 
personal characteristics, and other aspects 
of their life. Questions o~: whether prison
ers had ever been tested,for HIV and the 
results of the test were Included in the 
interviews. 

The Annual Survey of Jails obtains data 
on populations and move'ments of jail 
inmates. The sample inc(udes all jail 
jurisdictions with 100 or more inmates and 
a sample of smaller jurisdictions. The 503 
large jail jurisdictions pro~ide figures on 
deaths in jails. In 1992,t~e jurisdictions 
that were the largest in 1991 were asked 
to indicate their policies for testing for HIV 
and numbers of HIV prisoners they were 
holding on June 30, 1992'] (For further 
description of data sources, see 

,I

Methodology.) ': 
:,,1 

Prevalence of HIV Infection 
In U.S. prisons i . 

I 

In 1991,2.2% of Federal,land State prison 
inmates were reported tq1have the human 
immunodeficiency virus that causes AIDS 
(table 1). In State prison~, 2.3% of in
mates were reported testing HIV-positive; 
in ,Federal prisons, 1.0%;: Of the total 
prison population, 0.6% showed symptoms 
of HIV infection, including 0.2% with 
confirmed AIDS. :\ 

, ~;, 

States reporting the highest percentage of 
prisoners infected with H,V were New York 
(13.8%), Connecticut (5.~%), Massachu
setts (5.3%), New Jersex (4.0%), Rhode 
Island (3.5%), and Georgia (3.4%). 
Twenty-nine States repoited less than 
1.0%. The percentage ot inmates in prison 
on December 31, 1991, and known to be 
HIV positive is related in part to the testing 
policies of the individual prisons or 
departments of correctiors. 

'I 

States in the Northeast led the country in 
the percentage of inmates known to be 
infected with the HIV (8.1%). Five of the 
six States with the highest rates of HIV
positive prisoners were i~ the Northeast. 
By contrast, States in th~ Midwest and 
West had less than 1% of prisoners with 
HIV. :1 



·. 


-

Table 2. Testing policies for the antibody to the human Immunodeficiency virus 
that causes AIDS, by Jurisdiction, 1!J91 

All incoming 
inmates 

Alabama 
Colorado 
Georgia 
Idaho 
Iowa 
Michigan 
Mississippi 
Missouri 
NebraSka 
Nel/ada 
New Hampshire 
North Dakota 
Oklahoma 
Rhode Island 
Utah 
Wyoming 

All inmates 
currently 
in custody 

Rhode Island 
Utah 
Wyoming 

All inmates 
at tiri,eof 
releeise 

Alabama 
FedElral 
Missouri 
Nevada 
Wyoining 

High risk 1, 

groups 

Arkansas 
Connecticut 
Dist.ofCol. 
Illinois 
Indiana 
Kentucky 
Minnesota 
New York 
North Carolina 
Ohio 
South Carolina 
South Dakota 
Tennessee" 
Texas 
West Virginia 

Uponclinical 
Upon inmate indication 
request of need 

Alaska Alaska 
Arizona Arizona 
Arkansas California 
California Colorado 
Colorado Connecticut 
Connecticut Delaware 
Delaware Dist. of Col. 
Dist. of Col. Federal 
Federal Florida 
Florida Georgia 
Georgia Hawaiib 

Hawaii Illinois 
Indiana Indiana 
Kansas Kansas 
Kentucky Kentucky 
Louisiana Louisiana 
Maine Maryland 
Maryland Massachusetts 
Massachusetts Michigan 
Michigan Minnesota 
Minnasota Mississippi 
Missouri Missouri 
New Hampshire Montana 
New York New Hampshire 
North Carolina New Jersey 
Ohio New Mexic:o 
Oregon North York 
Pennsylvania North CarOlina 
Rhode Island Ohio 
South Carolina Oregon 
South Dakota Pennsylvania 
Tennessee" Rhode Island 
Texas South Carolina 
Vermont Tennessee8 

Virginia Texas 
Washington Virginia 
Wast Virginia Washington 
Wisconsin West Virginia 
Wyoming Wisconsin 

Wyoming 

Upon In
volvement 
in Incident 

California 
Florida 
Hawaiib 

Kentucky 
louisiana 
Maryland 
Massachusetts 
Michigan 
Minnesota 
Missouri 
New Hampshire 
New Jersey 
New Mexic:o 
New York 
Ohio 
South Carolina 
Tennessee8 

Texas 
Virginia 
Wyoming 

Random 
sample 

Arkansas 
Dlst.ofCol. 
Federal 
Maryland 
Massachusetts 
New York 
Wyoming 

Other 

Hawaii" 
Illinois 
MissisSippi 
New Jersey , 
New Mexicoc 

North Carolina 
Oregon 
South Carolina 
Tennessee" 
Washington 
Wisconsin" 

Note: States could report more than one policy. 
Source: National Prisoner Statistics-l. 

"Following CDC guidelines. counseling and inmate consenl 
bUpon inmate consent. 
"Incoming inmates upon consent. 

Of the inmates who tested HIV-po:.itive, 
73.0% of them were asymptomatic and 
17.3% had symptoms but had not 
developed AIDS. The remaining 9.7% 
had AIDS. The West had the highest 
percentage of HIV-positive inmates with 
confirmed AIDS (21.1%), compare1d to the 
Northeast (8.8%). Midwest (11.3%), and 
South (6.7%). 

Prison policies for testing for HliV 

All the States. the District of Columbia, and 
the U.S. Bureau of Prisons tested inmates 
for HIV on some basis (table 2). 
Seventeen jurisdictions tested all 
prisoners, either at admission, reloase, 
or during custody. The remaining :35 
jurisdictions tested at least some inmates. 

Thirty-nine of the 52 jurisdictions tested if 
asked by an inmate and 40 if an inmate 
exhibited symptoms suggestive of HIV 
infection. 

Number 01 
Testing policy jurisdictions 

All incoming inmates 16 
All inmates currently in custody 3 
All Inmates at time of release 5 
High risk groups 15 
Upon inmate request 39 
Upon clinical Indication of need 40 
Upon involvement In Incident 20 
Random sample 7 
Other 10 

Note: Detall adds to more than total because a 
Jurisdiction may have more than one policy. 

Deaths In prison 

During 1991. for every 1,000 inmates, 2.5 
deaths occurred in State correctional 
facilities (table 3). Among the 10 States 
with the largest prison populations, New 
York had the highest rate of death, about 
5.6 deaths per 1,000 inmates. 

3 

Table 3. Number of prison deaths per 1,000 
Inmates for all States and the 10 States 
with the largest prison populations, 1991 

Rate of deaths 
Total per 1,000 
prison Totat inmates in 
population deaths, 1991 midyear 

Jurisdiction 6130/91 1991 ~opulation' 

All States 735.198 1,863 2.5 

California 101,995 135 1.3 
New York 56,530 318 5.6 
Texas 50,611 111 2.2 
Florld8 46.233 133 2.9 
Michigan 35.324 56 1.6 
Ohio 33.715 41 1.2 
Illinois 28.941 55 1.9 
Georgia 23.300 62 2.7 
Pemsylvania 22.710 83 3.7 
New Jersey 22.346 96 4.3 

"To calculate a rate of inmate deaths per 1 ,000 
inmates, the midyear population is used as an 
approximation to the average population 'exposed 
to risk' 01 death during the year. 
Source: National Prisoner Statistics-l. 
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AIDS-related deaths 

Of the 1,863 deaths of prison inmates in 
1991, 528 - or 28% - died of AI DS 
(table 4). In New York and New Jersey 
two-thirds of the reported deaths were 
caused by AIDS. These 2 States also had 
the largest number of AIDS related deaths, 
210 In New York and 66 in New Jersey. 
Twenty-one States had no AIDS-related 
deaths. 

Of inmates who died of AIDS in prison, 3% 
were women. Eleven of the 15 women 
who died of AI DS were imprisoned in the 
Northeast. 

Extent of HIV testing of State prison 
Inmates 

Based on interviews with State prison 
inmates for the 1991 Survey of Inmates in 
State Correctional Facilities, about half of 
State prison inmates knew they had been 
tested for the HIV and reported the result 
of the test. 

Percent of 
State prison 

HIV testing inmates 

Reported HIV-test results 51.2% 
Had never been tested 32.2 
Did not know if they had been tested 9.0 
Had been tested but 

did not know the results 7.5 
Refused to report whether they had 

been tested or refused to 
report the test results .1 

Total number of inmates 711,643 

Source: Survey of Inmates in State 
Correctional Facilities, 1991 

" 

Table 4. AIDS-related deaths reported for State prisons, 1991 ! 
"Total AIDS-related deaths AIDS-related'deaths as 

Jurisdiction deaths Total Male Female a eercent of all deaths 

U.s. total' 1.863 528 513 15 28.~% 
I 

I. 

Northeast 612 315 304 11 51.5% 

Connecticut 75 11 11 0 14.i 
Maine 4 0 0 0 (j 
Massachusetts 27 8 8 0 29.S 
New Hampshire 6 0 0 0 0 
NewJersey 96 66 66 0 68.8 
New York 318 210 199 11 66.0 
Pennsylvania 83 19 19 0 22.9 
Rhode Island 3 1 1 0 

., 
Vermont 0 0 0 0 0 

'!, 
Midwest 236 20 20 0 8.5% 

'i 
Illinois 55 10 10 0 18.2 
Indiana 27 5 5 0 18.5 
Iowa 3 0 0 0 0 
Kansas 10 2 2 0 20.0 
Michigan 56 - - - 6 
Minnesota 10 0 0 0 6 
Missouri 20 0 0 0 () 
Nebraska 2 0 0 0 il 
North Dakota 0 0 0 0 0 
Ohio 41 2 2 0 4.9 
South Dakota 7 0 0 0 0 
Wisconsin 5 1 1 0 ,. 

".,'
South 775 148 145 3 19.1% 

'i 

Alabama 52 0 0 0 0 
Arkansas 22 1 1 0 4~! 
Delaware 6 2 2 0 , 
DistrictofColumbia' - .. - -
Florida, 133 59 57 2 44.4 
Georgia 62 13 13 0 21.0 
Kentucky 22 2 2 0 9.1 
louisiana 35 0 0 0 6 
Maryland 42 14 13 1 33.3 
Mississippi 16 r 1 0 6.3 
North Carolina 46 14 14 0 30:4 
Oklahoma 32 3 3 0 9.4 
South carolina 49 12 12 0 24:5 
Tennessee 37 1 1 0 2.7 
Texas 111 18 18 0 16.2 
Virginia 106 8 8 0 7:5 
West Virginia 4 0 0 0 9 

'I 
West 240 45 44 1 18.8% 

" 
Alaska :' 1 0 0 0 ,0 
Arizona 34 4 4 0 11.8 
California 135 38 37 1 28.1 
Colorado 10 1 1 0 10:0 
Hawaii 2 1 1 0 

•.. 
Idaho 7 1 1 0 ~. 

Montana 8 0 0 0 /) 
Nevada 9 0 0 0 .0 
New Mexico 5 0 0 0 0 
Oregon 15 0 0 0 0 
Utah 4 0 0 0 0 
Washington 9 0 0 0 0 
Wyoming 1 0 0 0 /) 

i 

'I 

"Not calculated on fewer than 10 deaths. '\ 

-Not reported. ) 
"The Federal Bureau of Prisons and the departments of corrections lor the District of Columbia 
and Michigan did not report whether inmates died from AIDS-related causes. 
Source: National Prisoner Statistics-l. :1 

II 
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·4 Table 5. State prison Inmates ever tftsted for the human Immunodeficiency virus 
and results, by selected characteristics, 1991 

Characteristic 

Percent (If all 
inmates vlho 
were eller tested 

Tested inmates who rel22rted results 
Percent who 

Number were HIV positille 

All inmates 5U:% 

Sex 
Male 50.~1% 
female 66.EI 

Race/Hispanic ortgln 
White non-Hispanic 52.Ei% 
Black non-Hispanic 52.1 
Hispanic 46.0 
Other 50.~i 

SexandraceJHlspanlcortgln 
Male 

White non-Hispanic 51.;"% 
Black non-Hispanic 5U! 
Hispanic 45.:: 

female 
White non.Hispanic 68.:1% 
Black non-Hispanic 67.a 
Hispanic 62.i' 

Age 
24 or younger 50~!% 
25-34 53:/ 
35-44 51 .• 
45-54 47.0 
55orotder 41.0 

Offense 
Violenl 47.U% 
Property 56.11 
Drug 52.'1 
Public-order 52:1 

Criminal history 
No previous sentence 47.0% 
Violent recidivists 50~1 
Nonviolent recidivists 55.0 

364.515 2.2% 

338.608 
25.907 

2.1% 
3.3 

132.594 
168.873 
54.563 

8.485 

1.1% 
2.6 
3.7 

.9 

123.020 
156.866 
51.103 

1.0% 
2.5 
3.5 

9.574 
12.007 
3,460 

1.9% 
3.5 
6.8 

78.242 
172.772 
82.614 
21.832 
9.105 

.8% 
2.1 
3.7 

. 1.9 
.7 

157.224 
99.103 
78.729 
25.266 

1.4% 
2.7 
3.2 
2.1 

63.879 
171.302 
124.044 

1.3% 
2.0 
2.8 

Source: Survey of Inmates in Slate Correcti~nal Facilities. 1991. 

Table 6. State prison Inmates testlnu positive for the human Immunodeficiency 
virus, by drug and needle use, sex, race/Hispanic origin, age, and offense 

Percent of Slate ~rison inmates who tested ~sitive to HIV and who 

Never 
CharacteristiC used drugs 

All inmates .80/. 

Sex 
Male .7% 
Female .9 

RaceJHispanic origin 
White non·Hispanic .3% 
Black non-Hispanic 1.1 
Hispanic .6 

Age 
24 or younger 0 
25-34 1.3 
35-44 .9 
45·54 .8 
55 or older .2 

Offense 
Violent .9% 
Property .9 
Drug 2 
Public order 1.0 

Ever 
l!sed drugs 

2.5% 

2.4% 
3.8 

12% 
2.9 
4.3 

1.0% 
2.3 
4.3 
2.5 
2.1 

1.5% 
3.0 
3.6 
2.3 

Used drugs 
in the month 
belore offense 

2.8% 

2.7% 
4.6 

1.5% 
3.2 
5.2 

.8% 
2.7 
5.2 
2.7 
0 

1.4% 
3.4 
4.5 
2.9 

Used a 
needle to 
Inlect drugs 

4.9% 

4.7% 
6.7 

2.4% 
7.2 
8.2 

.8% 
4.6 
7.0 
4.4 

0 


2.7% 
5.2 
8.5 
4.5 

Shared a 
needle to 
Inject drugs 

7.10/. 

·6.7% 
10.0 

3.7% 
11.1 
11.3 

2.0% 
5.8 

10.3 
5.4 

0 


3.8% 
5.7 

15.4 
9.0 

Women were more likely than men to know 
if they had been tested and whether the 
results were positive or negative - as 
were non-Hispanics compared to 
Hispanics, those under age 45 compared 
to older prisoners, offenders Imprisoned 
for property, drug, or public-order offenses 
compared to those In prison for violent 
offenses, and recidivists compared to first 
timers (table 5). 

. HIV test results, by Inmate 
characteristics . 

For inmates reporting test results, a higher 
percentage of women than men tested HIV 
positive (3.3% to 2.1 %). Hispanics were 
more likely than blacks and blacks were 
more likely than whites to have antibodies 
.to HIV (3.7%. 2.6%, and 1.1%). 

An estimated 6.8% of Hispanic women 
were HIV positive, as were 3.5% of black 
women and 3.5% of Hispanic men. 
. Among white inmates, 1.9% of the women 
and 1 % of the men were positive. 

Inmates 35 to 44 years of age were more 
likely than those in other age groups to be 
HIV positive; 3.7% were positive. 

Inmates in prison for drug, property, and 
public-order offenses were more Iik~ly than 
violent offenders to be HIV positive. . 

Recidivists were more likely to be HIV 
positive than inmates who had not 
previously served a sentence to either 
probation or a term in a correctional facility. 

HIV results, by drug and needle use 

About a fourth of all State prison inmates 
had used a needle to inject illegal drugs. * 
About 4 in 10 inmates who had used drugs 
In the month before the offense for which 
they were sentenced had injected drugs at 
some time; about 2 in 10 had ever shared 
a needle. 

For inmates reporting test results, drug 
users had higher positive HIV rates than 
inmates who never used drugs (2.5% 
versus 0.8%) (table 6). Needle use further 
increased the likelihood of being HIV 
positive; 4.9% of inmates who had used 
needles to inject drugs and 7.1 % who had 
shared needles were HIV positive. 

'See Survey of Stale Prison Inmates. 1991. BJS report.Note: See appendix table 1. page 8. lor sample sizes upon which percentages are based. 
NCJ-136949. MarcM 993. p. 25.Source: Survey 01 Inmates in Slate Correctional Facilities. 1991. 
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Although women and men who never used 
drugs had the same HIV rates (less than 
1%), those women who used drugs and 
who used needles had higher infection 
rates than men with the same drug 
prac~ices. Ten percent of women and 

Table 7. State prison Inmates testing 
positive for human Immunodeficiency 
virus, by security level and size 
offaclllty, 1991 

State prison Number of inmates Percent 
characteristic reporting test results positive 

Security level 
Maximum 89.440 2,0% 
Medium 183.172 2.0% 
Minimum 
Unclassified" 

85,804
a.o99 

2.1% 
11.6% 

Prison Size 
Fewer than 500 72.097 1.1% 
500-999 121,166 2.2% 
1.000-2.499 117,094 2.5% 

,2.500 or more 54,159 2,8% 

-Pre-release. work release. or medical facilities. 
Source: Survey of Inmates in Stale Correctional 
Facilities. 1991. ' 

6.7% of men who had ever shared needles 
when using drugs were HIV positive. 

Of those who reported sharing needles to 
inject illegal drugs. nn 10 black inmates, 
Hispanic inmates, and inmates between 
ages 35 and 44 were HIV positive. Over 
15% of those sentenced for drugs and who 
had shared needles were HIV positive. 

HIV test results, by type of prison 

Maximum, medium. and minimum security 
level prisons had essentially the same 
rates of HIV infection (table 7). Inmates 
held in prisons with unclassified security 
levels, such as facilities for classification 
or reception. reported a positive rate 
of 11.6%. 

Percentages of HIV-positive prisoners 
increased with the size of the prison. The 
HIV-positive rate in facilities holding fewer 
than 500 was 1.1 %, compared to 2.8% in 
prisons with 2,500 or more. 

HIV testing policies '; 
in the largest jail Jurisdictions 

The jail jurisdictions that were among the 
25 largest in 1991 were a,$ked what testing 
poliCies they were following. Sixteen 
jurisdictions tested when ,ordered by a 
court, and 12 checked high ,risk groups. 
Two jurisdictions tested all inmates at 
admission in at least onei,facility: 
Philadelphia, Pennsylvania, and Fulton 
County (Atlanta), Georgi~. 

Deaths In 503 large jail 'jurisdictions 
; 

AIDS-related deaths 'I 
In local Jails, 1991-92 i 

iCause 
of death 

Total 
Numbel 
445i 

AIDS 
Other 

107 ;' 

338 

:i 
Of the 445 deaths during;the year ending 
June 3D, 1992, in jail jurisdictions with 
average daily inmate pop,ulations of 100 
or more, 24% were repo~ted to be AIDS 
related. 

Table 8. POlicies determining testing for the antibody to the human Immunodeficiency 
virus In the 25 largest jail jurisdictions, 1992 

All inmates 
at admission 

Random samples 
of inmates 
while in custody 

Oneor more facilities in the 25 largest laillurisdictiontestlng 

High risk 'groups Upon inmate request Upon court ortler 

" 

Uponinvolv&
ment in incident 

FultonCIy.,GA Riverside CIy.. CA Alameda Cty.. CA MaricopaCIy.. AZ. 
Philadelphia, PA Sacramento CIy., CA Riverside CIy.. CA Alameda CIy., CA 

SanDiegoCIy.,CA Sacramento CIy.,CA KernCIy.,CA 
Broward CIy.. FL San Bernardino CIy., CA Los Angeles CIy., CA' 
Fulton CIy•• GA Santa Clara CIy•• CA OrangeCIy., CA 
New York City, NY DadeCIy.,FL Riverside CIy., CA 

Fulton CIy•• GA. Sacramento Cty" CA 
Orleans Parish, LA San Bernardino CIy" CA 
NewYork,NY San Diego CIy., CA 
Shelby CIy•• TN Santa Clara Cty., CA 
Bexar CIy.. TX' Washington, DC' 
DallasCIy., TX' Broward ely" FL' 

DatleCIy" FL 
Orangt'CIy., FL' 
F..lltonCIy.• GA 
Orleans Parish, LA' 
Baltimore City, MD 
New York City, NY 
Philadelphia, P A 
Shelby CIy" TN 
BexarCIy.,TX· 
DaliasCIy., TX' 
Harris CIy., TX' 
Tarrant CIy., TX 

Alameda CIy.. CA 
Kern CIy.. CA 
Los Angeles CIy.• CA' 
OrangeCIy•• CA 
Riverside CIy" CA 
SacramentoCIy., CA 
San Bernardino CIy., CA 
SanDiegoCIy.,CA 
Santa Clara CIy., CA 
Washington, DC' 
Broward CIy., FL' 
DadeCIy.,FL 
Orange Cly " FL' 
New York, NY 
Bexar CIy., TX' 
Harris Cty., TX' 

:! 
Alameda Cty:, CA 
Los Angeles CIy., CA' 
Orange Cly .i,CA 
RiversideCt}i.,CA 
Sacramento Cty., CA 
San Bernardino CIy., CA 
SanDiegoCty.,CA 
Broward CIy.. FL' 
DadeCIy.. FL 
Orleans Parish, LA' 

'Jurisdictions in which all facilities reported following the same policy to test for the HIV 
or in which authorities reported jurisdiction-wide policies. All other jurisdictions had one 
or more facilities with different testing policies. In some Jurisdictions, facilities that differed 
were following policies not presented in the table, Cook County, Illinois. provided no information, 
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• Methodology 

Data sources 

The data collection series National 
Prisoner Statistics has counted prisoners 
since 1926. The series provides annual 
summary measures of the movement of 
persons Into and out of prison syste,ms. 
At midyear and yearend, departments of 
corrections in the 50 States, the Dis:trict of 
Columbia, and the Federal prison system 
are asked to provide basic numberfi 
describing their prison population. 

The Annual Survey of Jails was be~lun in 
1982. For this survey complete enumera
tions of the Nation's jails are conducted 
every 5 years. The most recent census 
was in 1988. The sample for the HI92 
survey was based on that census. 

A local jail is a facility that holds inmates 
beyond arraignment, usually for more than 
48 hours, and is administered by 101~al 
officials. Specifically excluded from the 
counts of the Annual Survey of Jaib~ are 
temporary lockups that house pers()ns for 
less than 48 hours. physically separate 
drunk tanks, and other holding facilities 
that did not hold persons after they had 
been formally charged. Excluded from the 
Annual Survey of Jails and instead 
included in the National Prisoner Statistics 
series are Federal- or State-administered 
facilities, and the combined jail-prison 
systems of Alaska, Connecticut, D!~laware. 
Hawaii, Rhode Island, and Vermont 
Included in the Annual Survey of J,lils are 
five locally operated jails in Alaska ,and 
eight jails that were privately operated 
under contract for local governments. 

The 1992 Annual Survey of Jails included 
1,113 jails in 795 jurisdictions. A juris
diction is a county, municipality, township, 
or regional authority that administers one 
or more local jailS. The jails In 503 large 
jurisdictions were automatically Included in 
the survey because the average daily 
inmate population in these jurisdictions was 
100 or more in the 1988 census. The juris
dictions with large jail populations ,lccount
ed for 814 jails and 362,217 inmatos, or 
81% of the estimated inmate population on 
June 30, 1992. 

In 1992. the 25 jail jurisdictions that were 
the largest in 1991 were asked if any 
inmates were tested for HIV, and, if so, on 
what basis were inmates tested. They 

Appendix table 1. Denominators for percents presented In table 6 

State !!!:ison inmates 
Useddrugs Useda Shared a 

Never Ever in the month needle to needle to 
used drugs used drugs before offense inject drugs inlect drugs 

All inmates 66.048 298.373 191.422 105.082 50.509 

Sex 
Male 61.668 276.884 176.639 95.219 45.254 
Female 4.380 21.489 14.784 9.883 5.255 

Race/Hispanic origin 
WMe non-Hispanic 22,492 110.102 70.639 50.737 24.996 
Black non-Hispanic 33.244 135.535 84.228 31,400 13.374 
Hispanic 8.849 45.714 32.026 19.928 10.331 

Age 
24 or younger 13.651 64,592 42.818 12,729 4.499 
25-34 23.494 . 149,190 96,677 49.532 23,143 
35-44 14,027 68,531 43.409 36.255 18,807 
45-54 8,323 13.509 7.671 5.941 3.583 
55 or older 6.554 2.551 ·847 625 .476 

Orrense 
Violent 35,846 121.379 76.276 38.498 19.293 
Property 13,762 85.281 55.908 37.120 17.912 
Drug 9.723 69.006 47.846 21.841 10.136 
Public-order 5.095 20.157 9.811 6.874 2.854 

were also asked the number of males and 
females who were asymptomatic, sympto
matic, and full-blown AIDS victims. 

The 1991 Survey of Inmates in State 
Correctional Facilities uses personal 
interviews of a representative sample of 
prison inmates to gather detailed 
Information on prison inmates. Data are 
collected on personal and criminal justice 
characteristics of prison inmates. 

The sample for the Survey of Inmates in 
State Correctional Facilities was a two
stage selection. In the first stage 277 
prisons were selected from a universe of 
1,239 State prisons. In the second stage 
interviewers visited each selected facility 
and systematically selected a sample of 
male and female inmat9s using prede
termined procedures. As a result, approxi
mately 1 in every 52 male inmates and 1 in 
every 11 female inmates were selected. A 
total of 13,986 interviews were completed, 
yielding an overall response rate of 93.7%. 

The data reported from the BJS surveys 
supplement those collected in a survey 
series sponsored by the National Institute 
of Justice and the Centers for Disease 
Control and Prevention. A forthcoming 
report 1992 Update: HIVIAIDS in 
Correctional Facilities, will present findings 
from the seventh in the series, which did 
not cover 1991. The 1992 update contains 
reporting about prevalence, testing, 

correctional systems. A subsequent report 
will summarize collected information on 
testing, treatment, and education for 
tuberculosis in correctional settings. 

Accuracy of the estimates 

,All data collection series are subject to 
•nonsampling error. Nonsampling error 
. can be attributed to many sources, such 
as nonresponse, differences in the inter
pretation of questions, recall difficulties, 
and processing errors. The full extent 
of nonsampling error is never known. 
Surveys, such as the Survey of Inmates 
in State Correctional Facilities, are also 
subject to sampling error. Sampling error 
is the variation that may occur by chance 
because a sample rather than a complete 
enumeration of the population was 
conducted. 

The sampling error, as measured by an 
estimated standard error, varies by the 
size of the estimate and the size of the 
base population. Estimates of the 
standard errors have been calculated for 
the 1991 survey of inmates (see appendix 
table and Survey of State Prison Inmates, 
1991). These estimates may be used to 
construct confidence intervals around 
percentages in this report. For example, 
the 95-percent confidence Interval around 

. the percentage of inmates who tested 
positive for HIV is approximately 2.2% 
plus or minus 1.96 times 0.05% (or 1.7% 

treatment, and education for HIV and AIDS; to 2.7%) .. 
in Federal, State, and 31 large city/county 
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These standard errors may also be used 
to test the significance of the difference 
between two sample statistics by pooling 
the standard errors of the two sample 
estimates. For example, the standard 
error of the difference between black 
and white inmates In the percent testing 
positive for HIV would be .547% (or the 
square root of the sum of the squared 
standard errors for each group). The 95
percent confidence interval around the 
difference would be 1.96 times .547% (or 
1.1 %). Since the difference of 1.5% (2.6% 
minus 1.1%) is greater than 1.1 %, the 
difference would be considered statistically 
significant. 

All comparisons using data from the 
Survey of Inmates in State Correctional 
Facilities were statistically significant at the 
95-percent confidence level. To test the 
significance of comparisons not mentioned 
in the report, use percentages in text or 
tables. The standard errors reported 
below should be used only for tests on all 
inmates. Comparisons of male and female 
inmates require different standard errors. 

Appendix table 2. Standard errors of the estimated percentages, 
State prison Inmates. 1991 

Baseolthe Estimated e!i!rcentages 
estimate 98or2 950r5 90orl0 80or20 70or30 50 

1,000 4.9 7.7 10.6 14.1 16.2 17.7 
5,000 2.2 3.4 4.7 6.3 7.2 7.9 
10,000 1.6 2.4 3.4 4.5 5.1 5.6 
25,000 1.0 1.5 2.1 2.8 3.2 3.5 
50,000 0.7 1.1 1.5 2.0 2.3 2.5 
100,000 0.5 0.8 1.1 1.4 1.6 1.8 
200,000 0.4 0.5 0.8 1.0 1.1 1.2 
400.000 0.2 0.4 0.5 0.7 0.8 0.9 
600.000 0.2 0.3 0.4 0.6 0.7 0.7 
711.643 0.2 0.3 0.4 0.5 0.6 0.7 

Bureau of Justice Statistics Special 
Reports are written principally by BJS 
staff. Caroline Wolf Harlow wrote this 
report, under the supervision of A"en 
Beck. Virginia Baldau and Cheryl 
Crawford of the National Institute of 
Justice, Theodore Hammett of Abt 
Associates Inc. and William Darrow, 
Steven Jones, and Sandra Kerr of the 
Centers for Disease Control and 
Prevention gave expert advice on 
measurement and presentation of the 
HIV-related data collected. Louis 
Jankowski provided statistical 
assistance. Corrections reports are 
produced under the general guidance 
of Lawrence A. Greenfeld. Tom Hester 
edited the report. Marilyn Marbrook. 
assisted by Betty Sherman and Jayne 
Pugh, produced the report. 
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From: " 


Re,: 
 status of 

Attached for your information is. ali of 'the relevant infornation 
and corresp()ndencepertaining to thegp-169 issue. 
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'DEPARTMENT OF HEALTH &. HUMAN SERVICES Office of the Secretary 

The General Counsel 
Washington, D.C. 20201 

August 20, 1993 

BY MESSENGER 

Honorable Jamie S. Gorelick 

General Counsel 

u. S. Department 'of Defense 
Office of the Secretary of Defense 
Washington, D.C. 20301 

Dear Jamie: 

I have seen tOday's public announcement that the Department of 
Defense (000) i~ preparing to start a large scale single vaccine 
trial of ~icroGEmeSys gp 160 AIDS vaccine. It seems appropriate, 
nonetheless, th~t I write to make clear the continuing readiness 
of the Department of Health and Human Services (HHS) to direct a 
multi-vaccine, Inulti-yearclinical trial of potential AIDS 
vaccines (including MicroGeneSys gp 160). Let me review the 
events that und,erpin that proposal • 

. The October, 1992, appropriation to the Department of Defense 
contemplated a test of gp160 to be carried out by 000 unless, 
within six months of the appropriation, 000, the National 
Institutes of Health (NIH) and the Food and Drug Administration 
(FDA) certified in writing that the clinical investigation should 
not proceed. [Attachment 1]. You will recall that the NIH 
[Attachment 2] and the- FDA [Attachment 3] both so certified. I 
call your attention to the fact that the NIH certification was 
based on delibE~rations of a panel of experts comprised of NIH and 
FDA scientists and officials, 000 representatives and others. 
[Attachment 2 at page 1] The NIH submission specifically 
recommended that It ••• the large-scale clinical trial of a 
therapeutic vaccine for HIV should be designed to study several 
products, including the MicroGeneSys gp 160 candidate vaccine and 
other vaccine candidates from among those now being 
developed ••. ". [Attachment 2 at page 2] 

In Late March and early April, 1993, the 000 engaged in 
discussions with HHS regarding a mutual agreement to conduct a 
large-scale, mUlti-vaccine (including gp 160) test under the 
direction of HHS. HHS was to receive, by formal agreement, 
$20 million appropriated to 000 for the purpose of carrying out 
the test. During those discussions, HHS made clear its intention 
to continue its longstanding practice of requiring that 
manufacturers donate the vaccine to be tested. It was further 
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understood that $20 million was adequate to cover the costs of a 
mUlti-vaccine trial if, but only if, the vaccine was donated. 
Though the discussions between 000 and HHS reached an 
understanding on these points, no memorandum was finalized once 
it became evident that MicroGeneSys was demanding $10 million as 
the purchase price of its vaccine. 

I called you soon after you became 000 General Counsel to discuss 
the foregoing. You asked for some time to discuss with your 
c'olleagues the then-current state of events since much of the 
above-described history pre-dated your arrival at 000. You then 
sent me a letter on June 14, 1993 [Attachment 4] which stated in 
pertinent part, 

NIH now does not wish to proceed unless the vaccine to 
be tested is donated by the manufacturer, which it has 
resisted. As you may be aware, this is a condition 
that was not part of the original agreement and we have 
all been advised that the manufacturer would likely 
find it unacceptable. 

Because the facts about NIH's interest in proceeding with the 
multi-vaccine trial were not as your letter represented them, I 
responded on June 21, 1993, [Attachment 5] correcting that mis
impression and reporting that HHS had been making efforts to 
persuade MicroGeneSys to alter its.donation decision. I received 
no response to my letter. Unfortunately, the manufacturer 
continued to ins,ist on payment. 

On July 13, 1993, [Attachment 6], I again wrote to you continuing 
the HHS offer should the vaccine become available through 
donation, to commence the multi-vaccine trial. I was prompted to 
write on July 13, by a news article suggesting that if 
MicroGeneSys donated its vaccine~ 000 would undertake the test. 
[Attachment 7]. 

I then received your letter of July 26, 1993 [Attachment 8] 
stating that HHS had decided not to proceed with the agreement to 
do a mUlti-vaccine test. That was precisely the opposite of the 
point of both my June 21 and July 13 letters. 

On August 17, 1993, [Attachment 9], my Deputy General Counsel had 
·a conversation with your colleague, John Casciotti, who informed 
him that your Department had decided to commence a three year, 
single vaccine trial of gp 160. Mr. casciotti stated that the 
manufacturer will donate the vaccine for the first year of the 
trial and then will assess whether to continue providing the 
vaccine at no cost for the remaining two years of the trial. 
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Finally, this morning I received a fax from John McNeill, your 
Acting General Counsel, in which he stated that, 

the Army was also unsuccessful in obtaining agreement from 
MicroGeneSys to donate the amount of vaccine needed for the 
trial. HoweVer, MicroGeneSys did obtain inv~stment 
sponsorship for one-third of the vaccine needed. 
Accordingly, the Walter Reed Army Institute of Research 
(WRAIR) has reluctantly agreed to begin the proposed 
three-year trial without a commitment from the company for 
donation of all, of the vaccine needed for the trial. 
continuation of the project beyond the first year remains 
contingent upon a subsequent agreement of the parties; WRAIR 
and MicroGeneSys have signed an agreement to this effect. 

Let me reiterate the position of HHS now and from the outset. 
This Department is ready and willing to undertake a multi-vaccine 
(including MicroGeneSys gp 160), multi-year clinical trial of 
potential AIDS vclccines. One requirement precedent to going 
forward with that: test now and always has been that the 
manufacturer donate the vaccine to be tested. If and when gp 160 
is available through donation to undertake and complete the full 
clinical trial, HHS is ready to enter into the agreement that 
would make $20 million available from the Department of Defense 
for this purpose and to commence the trials forthwith. 

I apologize for·the length of this letter, but I wanted to be 
certain that you understand the matter from my perspective and 
see the full documentary history on which my understanding of 
these events rests. Should you have any questions about the 
foregoing, please do not hesitate to contact me. 

sincerely , r-'~'" 
"J"".-....--. ~ -i) xi. . #_-... .... ,r'otl.t(. 
L-~. ~.i'-....,-... " 

Harriet S. Rabb 

Attachments 1-9 







L890 PUBLIC LAW l02-396-0CT. 6, 1992 

replacement only; and ",""...........v. 

Government-owned equipmel'ltt 
plants, erection of structures, 
going purposes, and such la.nds 
ac:quired, and construction n'''''IRllf 

of title; reserve plant and 
ment layaway; $7,686,524,000, 
until September 30, 1995. 

public and private plants, 
installation thereof in such 

..u .....·,o.tion of land, for the fore
interests therein, may be . 
thereon, prior to approval

and contractor-owned equip
available for obligation 

For procurement of aircnlft, . 

ammunition, other weapons, ilDd 

components of the Armed FOlrtes; 

able for obligation until Septetnber 


PRocuREMEN'r, 

.. For, e~nses of activitieJJ LKelrlCU:8 of the Department of 
Defense (other than the .. , .................. departments) necessary for 
p~ment, production, , C8t:lon of equipment, supplies. 
materials, and spare parts l~elreI not otherwise provided for; 
the purch8se of not to eXceed 1 re9.uired for phpical security
of personneL no1~ltbBtarlld.1l~ limitations a'pplicable to j)&8

.~r vehicles but not to exCI!eCl Pf!r vehicle; the purchase
of not to exceed 665 pUlSen,ger vehicles, of which 554 aha1l 

. be for replacement omy; UI:IaJlSIOl of public and private plants,
equipment, and installation I'..nA1N11ftT suCh plants, erection ofstrue
tures, and acquisition of for foregoing j)~ses, and such 
lands and interests therein, may a~uired. and construction 
~rosecuted thereon prior to of title; reserve plant and 
Govemment and collltnLCtcllr-o ~uipment Ia"'y&way;
$1,962,068,000, to remain _·......1 ... , ... for obligation until Septem.. 
ber 80, 1995. 

~rITLE IV 

,RESEARCH, DEVELOP!,mNT. TEST AND EVALUATION 

REsEARCH, DEVELOPMElft. TEsT AND EVALUATION, ARMY 

For expenses necess~ fhr basic and applied scientific research, 
development, test and t!valuation, mcluding maintenanee, 
rehabilitation, lease. and opC!ration of facilities and equipment, 88 
authorized by laW; $6,032,860,000, to remain available for obligation 
until September 30, 1994: Provided, That the general redueUon 
of $~80,583,OOO take~ against the appropriation level provided 
herem, shall be appbed, eli:cept for the $210,000,000 for breast 
cancer research, on a pro u'ata basis by subproject within each 
B-1 program element as m,odified by this Act: Provided further, 
That $210,000 000 of the ~LIllds appropriated in this parqT8.ph 
shall be available for a peer' reviewed lireast cancer researcli pro
gram with the Department of the Army as executive agent: Provided 
further, That the Army shall coordinate with the Armed ServiceS 
Biomedical Research and Evaluation Management (ASBREM) 
Committee to involve facilitil~s and medical and research personnel 
of the Department of the t'iavy and the Department of the Air 
Force, or other entities, iu addition to facilities, medical and 

http:parqT8.ph
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research personnel, and resourc:es of the Department of the Army
in the breast cancer research program: Provided further, That the Reports. 
Department of the Army. as eXE!cutive agent, shall provide a report 
to the congressional defense c,ommittees not later than June 1, 
1998, setting forth the de~ils ofthe breast cancer research program, 
n,oting inter alia the benefits which may be achieved through such 
research in the reduction of fiLlture costs of the Civilian Health 
and Medical Pro~ of the Uniformed Services (CHAMPUS): Pro
vided fjJ.rtlu!r That $7,500,000 clf the funds in this paragraph shall 
be made av;Jiable only for establishment of a flexible manufacturing 
center at the Scranton Army Alnmunition Plant and may be trans
ferred to another appropriation in title III of this Act: Provided 
f!.u1J1er, That $2,000,000 shall hi! made available only for the Center 
for Prostate Disease Research at the Walter Reed Army Institute 
of Research: Provided further, '1'hat $3,000,000 shall ,be made avail-
s.ble only for SYJl!lptic transmisSion research: Provided further, That 
~~d.0OO,OOO of the funds appn)priated in this paragraph may be 

e available in the Acquired Immune Deficien':;Y SynCirome pro
gram. e1ementQnly for a lilrge-ElC8.1e Phase III clinIcal investigation 
of the GP-I60 vaccine: Provid.'!d further, That the funds referred 
to iii the p~ proviso may be obligated unless, within six 
months after the date of the eillactment 01 this Act, the Secretar.y 
of Defense.. the Director of the National Institutes of Health, and 
the CommllJAioner of Food and Drup submit to the Commlttees 
on .f\ppropriations of the Senate and" House of Representatives 
a written .certification containil~ a, determination of such officials 
that the large-acale Phase m ~linical investigation should not pro
ceed, the reasons for that de1:erminatio!c and an assessment of 
the GP-lSO vaccine: Provided further, "J:nat if such certification 
is. presented the Secretary of nefense may use these funds only 
for other Aibs research needs of the Department of Defense: Pr0
vided ~r, That of the futlds approj)riated in this paragraph 
for meGical technology, $4,000,1,)00 may be used for Assistive Tech
nology Center at the'National Rehabilitation Hospital. 

REsEA:acH, DEVELOPMENT', EVALUATION, NAVY 

For expenses necessary for applied scientific research, 
deve1~pment, test· and Including maintenance, 
rehabilitation, and olWlln.tion &G"",."""w.o;g and equipment, as 
authorized by law; ~."'''''\I.''~I''' available for obligation ..........1IiI>&&& 


lmtil September 30, t'1'CI,vUJec for continued reSearch 
and development programs the CII"I.\j'UCIII Center for Physical 
Acoustics, centering on ocean as it applies to advanced 
antisubmarine warfare acoustic:B with focus on ocean bottom 
aco'Q8tics, seismic coupling, Se8I,"SUn and bottom scattering, Gee
anic ambient noise, underwa~r propagation, bubble related 
ambient noise, acoustically acti.ve noise, propa&.LICI._&ILIo&g'&:1 

gation physics, solid state acoustics, ~ctr'Orh,eol()gical fluids, trans· 
ducer development, ultrasonic and other such projects as 
may be agreed upon, $1,000,000 be made available, as a 
gI'ant, to the Mississippi el01pmlent Corporation, of 
which not to exceed $250,000 I)f may be used to provide 
such.s~l ~uipment as may be for particular projects:
,Provided (urtMr, That none of the appropriated in tms para
graph or in Title IV of Publlic 102-172 may be obligated 
or expended to develop or equipment for an Aegis 

http:lilrge-ElC8.1e
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..• ~~ --------------------

Natlonl' 1"II,t\.l'I' QI .....It", 
8el"'eI01. Maryland 2Ca92 

MAR 31 1993 

The Honorable William H. Natcher 
Chairman 
Committee on Al~propri&tion. 
H 218 - The Ca~itol 
U.S. House of JR.epresentatives
Washington, D.C. 20515 

Dear Mr. Natcher: 

The 1993 Department of Defense Appropriations Act provided $20 
million "for a large scale Phase III clinical investigation of 
the gp160 vaccine .••.. " The appropriation language specified
that the funds be obligated ·unle•• , within mix months after the 
date of the en.actment of this ~ct, the Secretary of Defense, the 
Director of the National Institutes of Health, and the 
Commissioner clf Food and Drug ••ubmit to the Committees on 
Appropriations, of the senate and the House of Representatives a 
written certification containing a d.termination of such 
officials that~ the large scale Phase III clinical investigation
should not prc:)ceed, the reasons for that determination, and an' 
a.sessment of the gp 160 vaccin•...•. " 

In responRe tf) that directive, the National Institutes of Health 
convened a panel of experts to a.siat in providing the scientific 
advice requested concerning the merit of proceeding witn the 
proposed large scale clinical investigation. The gp160 Panel was 
comprised of NtH and rOA scientists an~ officials, 000 
representativea, univeraity acientists, representative. from the 
pharmaceutical industry, members of health advocacy
organization8, and experts from nuraing, medical ethics, and law. 
(Attachment 1.) 

The full Panell met on November 5 and November 23, 1992 to address 
the followinsr essential questions: (Attachment 2) 

• What im the current scientific assessment of the 
Micro04!neSys gp160 vaccine candidate all 
agent? 

a therapeutic 

• Based on gp160'a scientific merits, should a large-scale
efficacy trial be initiated in HIV-seropositive
indivi,duals? 

• What l'ole should NIH play in reviewing proposals for such 
large-scale clinical trial? 

a 
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• 	 Should other promising vaccine candidate producta be 

included for comparative purposes in a large-scale

clinical efficacy trial? 

In addition, a gp160Triai Oesign Team was established to develop 
a proposal for the design of an efficacy trial of gp160 and other 
therapeutic vaccine candidates. The design team developed a 
protocol to seJ~ve as an experimental framework for the proposed
study and prep.red a paper that addresses the key isaues and options
concerning the design and conduct of the study. (Attachment 3) 
These document,. were reviewed at a January 28, 1993 meeting of a 
Subcommittee Oi~ the gp160 Panel and revised to incorporate
several change.1 recommended by the Subcommittee to delineate 
priorities within the plan and to keep the clinical trial within 
the $20 millioll budget designated by Congress. (Attachments 4 & 5) 

On the basis o:f the deliberations of the Panel and its· 
8ubcommittees-·ane! relying on non-traditional acientific criteria 
ane! other considerations that ariae from the unique nature of the 
HIV epidemic- -'the gp160 Panelrecommendec! that the funds 
de8ignated in the Oepartment of Oefen8e appropriation shoule! be 
u8ed to begin a large-scale clinical efficacy trial of 
therapeutic HIV vaccines. However, the Panel recommended that: 

• The large-Icale clinical trial of a therapeutic vaccine for 
HIV should be designed to study several products, including
the MicroGeneSys gp160 candidate vaccine and other vaccine 
candidates from among thOi. now being developed by
GenenteCih, Chiron-Siocine, ImmunoAO, and Immunization 
Product~ Limited. 

• 	 The lar~re-scale clinical trial should not be limited to 
militarl' personnel and veterans, and should includ. a 
broad-bnsed civilian population group, extending to 
underrel)reaented minorities, injecting drug users, and 
others .among whom the incidence of HIV infection is high. 

• 	 The clil:'dcal trial should focus on StV-infected individuals 
whos. ei04. T cell COUlltS Z'lI..Dge between 200/_' aDd 500/_'.
Expansion of the trial to include individuals with le8s 
than aoo/mIn' should be contingent on r,eoults from current 
Phase I studies of the vaccine candidates indicating
whether the products are appropriately immunogenic. 

• 	 The primary objective of the trial--determining the 
clinical .fficacy of theZ'apeutic vaccines in HIV-infected 
indivicluala- -should be assesaed by mealluring progression to 
marker diseases and mortality. A secondary objective of 
the tr~.al, evaluating the correlation between CD4. T cell 
counts and clinical outcomes, should a180 be met (with a 
focus c:m participant. with CDol. T cell counts between 
200/mmn and SOO/mm'). 
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• 	 Appropriate samples also should be collected and stored for 
future analysis of other potential surrogate markers of 
efficacy, particularly quantitative HIV microculture 
determinations. 

It is against this backdrop that I endorse and forward to you the 
above recommendations of the gp160 Panel and the protocol and 
issue paper developed by the gp160 Trial Design Team. 

~ncere 

r .\?~~~:L.... 
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Publtc Health Service ..,/··4"'· DEPARTMENT OF Hl~ALTH .. HUMAN SERVICES 
. .. , 

. .....,..... Food and O'ug Admlnlstrifton 
Rockville MD 208$7 

April 1, 1993 

Th. Honorabl. W~lllia1l H. Natch.r 
Chairman 
Co_itt•• on Apilropriation.
Hou.. of R.pres.ntatives
Wa.hington, D.C.. 20515 

D.ar Mr. Chairm'ln: 

Th. 1993 D.partllent of Def.n•• Appropriation. Act provided $20 
1Iillion ·for a large 8cal. Pha•• III clinicalinv••tigation of 
the G'-1.0 vaccln••••• • Furth.naor., the appropriation language
.p.cifi.d that it.h. fund. be obligated "unles., within .ix .onth. 
aft.r the date of the enact••nt of this Act, the Secretary of 
D.f.n•• , the Dilrector of the National In.titut•• of H.alth, and 
the couieeion.:r of rood and Drug ••ub.it to the Co..itt••• on 
Appropriation. t~f the Senate and the Hou•• of R.pr•••ntativ•• a 
written c.rtifilcation containing a determination of .uch 
official. that the large .cal. Pha•• III clinical inve.tigation
ehould not proc,••d, the rea.on. for that determination, and an 
a•••••••nt ot t:he C'-1.0 vaccin•• • 

To addre•• this appropriation, the National In.titutee of Health 
(NIH) convened a pan.l of expert. to provide advic. and 
reco.endation. concerning thea propo••d ther'ap.utic HIV vaccine 
.fficacy triGl. Th. panel propo.ed a de.ign for an .fficacy
trial that could evaluat. the clinical benefit of the candidat. 
vaccin•• to trial participant.. Th. rood and Drug Ad.ini.tration 
(rDA) particip",t.d in all of the•• panel •••ting. and contribut.d 
to the work prOduct. of the•••eating., including the i ••u. paper
froa the CP-i.ell Trial De.ign T.a.. In addition, the Depart••nt 
of Defen.. (Dor.) h.ld ••eparat. DoD CP-l.0 Panel .eeting with 

. it. own group c~f expert. that rDA att.nded ae a nonvoting
ob.erver and c(~..entator. At this DoD ••eting, i ••u•••uch a. 
the .ini.u. cr1lteria for vaccine candidate ••lcaction w.r. 
productiv.ly djl.cu•••d. ,. 

Th. r.co...nda1:1on. of the NIH GP-160 Panel, the i ••u. paper
develop.d by the NIH G'-160 Trial D••ign Teaa, and the li.t of 
participating caxpert. have been forwarded to you under a .eparate
letter fro. th(a NIH. 

The FDA concur. with the concept of conducting an efficacy trial 
with .ev.ral therapeutic HIV vaccine.. Specifically, FDA 
con.ider. the trial de.ign proposal di.cu••ed at the NIH C'-l'O 

" 
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Pan.l Subco_it1~ee Me.tine) of January 28, 1993' to be a 
r.asonable apprQach for this clinical trial. However, the plan 
to conduct thia trial .hould be conaidered in the context of the 
atatutory regulatory revi.v and licensure proc.... rDA vill 
revi.v the prodll.lct infonation and the re.ult. of animal and 
hUllan atudi•• o:n a case-by-caae baai. to detenine if each 
propoaed produc't i. auitable for u.e in an efficacy trial for the 
intended patient population. To facilitat. the proce.a, the FDA 

viii continue to asai.t the 000 and the NIH with the furth.r 

develop.ent of the clinical protocol and related is.ues, and 
provide other aupport aa reque.t.d, auch .a a.aiatance with 
candidate vaccine selection. The final trial design ahoulc1 be 
reviewed by FDA and the trial must be conducted in accordance 
,vith rDA regulationa. 

It ahould be elll,ph.sized that conducting an -efficacy trial does 
not 9Uarante. l,icensure. rDA viii review the trial resulta for 
each product al"lld, in consultation with rDA adviaory committee 
••abera and oth~.r experta, detenine whether or not the data 
aupport licens\llre for specific patient populations. 

We hope that this appropri~tion will advance the d.velop••nt of 
effective AIDS therapeutics. 

(~.L,p 
Sincerely youra, 

eel 	 The Honor,able 30aeph ,. McDade 
Rankin; M'inority
Committee on Appropriations
Houao of Representativee 

The Honorable Robert Byrd
Chainan 
Committ.e., on Appropriationa
United Statoa senate 

The Honol~able Mark 0 .. Hatfield 
Ranking )Unority
committe•• on Appropriation.
United S1:atea Senate 

, D.scrU,.d in the'ebruary 16, 1993 Summary Report of the 
NIH gp160 'anel Subcouitte••Geting of January 28, 1993. 



GENERAL. COUNSEL OF THE DEPARTMENT OF DEFENSE 

WASHINGTON, D.C. 20301·1600 

June 14, 1993 

Honorable Harriet Rabb 
General Counsel 
Department of Health and Human Services 
Washington D.C. 20201 

Dear 	Harriet: 

This is to follow up on our recent telephone conversations 
concerning implernentation of the gp160 vaccine clinical trial 
mandated by the Department of Defense Appropriations Act, 1993, 
Pub. L. 102-396 (Oct. 6, 1992). 

As you know,r on April 7, the Department of Health and Human 
Services and the Department of Defense agreed that the $20 
million appropriation for this project should be transferred, 
under the authority of the Economy Act, from the Department of 
the Army to the National Institutes of Health in order for the 
trial to be conducted through established NIH clinical research 
structures. To consummate the agreement, the Army provided to 
NIH the necessary funding document, a "Military Interdepartmental 
Purchase Request" (MIPR), on April 9, with a request that it be 
signed and returned by April 23. As agreed by HHS and DoD, the 
MIPR contained only the stipulation that NIH assure compliance 
with the statute. The funding transfer document has not yet been 
signed by NIH. In our conversations, you have suggested that NIH 
now does not wish to proceed unless the vaccine to be tested is 
donated by the manufacturer, which it has resisted. As you may 
be aware, this is a condition that was not part of the original 
agreement and we have all been advised that the manufacturer 
would likely find it unacceptable. 

We are very concerned about the delay in bringing this 
matter to closure. Without an NIH signature on the MIPR, the 
project remains DoD's legal responsibility, but relying on the 
HHS-DoD agreement, the Army stopped all implementation 
activities. As long as this circumstance persists, the project 
remains in limbo, with no clear basis to assure interested 
parties of the J~dministration' s commitment to carrying out the 
statutory direction. 

As we see it, there are three main options at this juncture: 

1. 	 NIH could sign the MIPR, as per the HHS-DoD April 7 
agreement. 

2. 	 If it is the HHS conclusion that there is a legal ~r 



other problem in NIH's planned execution, HHS could 
propose a legislative solution. Assuming endorsement 
as Administration policy, DoD would certainly support 
any such legislative proposal. Under this option, NIH 
could sign the MIPR, and note the intention to seek a 
legislative amendment. 

3. NIH could return the MIPR unsigned~ The Army would 
then 	proceed with its original implementation plan 
(including the invitation to NIH to support expansion 
of the project to include other vaccines) . 

DoD will support lNnichever of these options HfiS selects. 

However, it is necessary that a decision be made promptly. 

Because DoD continues to be legally responsible for this project, 

we request a decision within ten days of this 'date. 


If we can do anything to assist you, please advise. Thank 
you for your attention. 

.-
S. Gorelick 
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DE.PARTMENT OF HE/~LTH .. HUMAN SEIVICES 

TN GIn ..... COUMII 
W ..... lnoron DC 20201 

June 21, 1993 

Honorable Jamie S. Gorelick 
General Counsel of the Department of Defense 
Office of the Secretary of Defense 
Washington, D.C. 20301 

Dear Jamie, 

I just today lot your letter of lune 14 discussing next steps in the matter of a 
gpl60 clinical trial. The I:>epartment of Health and Human Services (ItHHSIt) made clear 
from'the outset that the only way that a multi-vaccine trial could be undertaken for $20 
million was on the expecta.tion that the manufacturer of IP160 (and makers of the other 
vaccines to be tested simuJraneously) would donate the vaccine to be used in the trial. 
The vaccine donation requirement is long-standing HHS practice and was explicitly 
referenced in meetings with the Defense Department during the negotiation and 
discussions of the prospective trial. I know you were not yet at the Department when 
these events occurred, occasioning, I expect, your not realizing that the discussion of 
vaccine donation was quite: explicit from the outset. 

When we spoke on the telephone about this matter during the third week of April, 
I mentioned that a high-level member of HHS' staff was making one more effort to 
persuade the manufacturer of gpl60, through the intervention of others, to donate the 
vaccine so that the trial could proceed. That effort has not produced positive results. 
This Department is not in :a position to go forward with the multi-vaccine test unless and 
until that situation changes and the vaccine is made available, without cost, so that the 
trial can proceed. 

Your letter suggest!j next steps. We agree that we should not go forward with the 
Military Interdepartmental Purchase Request and, instead, the Army could proceed with 
its original plan regardinl a gpl60 trial. 

Please let me know what your decision is. 

Sincerely, 

Harriet S. Rabb 
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, ~ol·tt4to The General Counsel 
Waehlngton. D.C. 20201 

July 13, 1993 

Honorable Jamie S. Gorelick 
General Counsel of the Department of Defense 
Office of the Secretary of Defense 
Washington, D.C. 20301 

Dear Jamie, 

A recent news story (copy attached) reported that if MicroGeneSys donates its gp 160 
vaccine, the Department (of Defense will proceed with the drug trials about which your 
Department and mine haYe been in discussion much of this Spring and early Suinmer. 

I am writing to reiterate the readiness of the Department of Health and Human Services 
to stand by its commitment to undertake a multi-vaccine test of gp 160 should the vaccine 
be donated for that purpose by its manufacturer. Indeed, the unaVailability of that 
donation was the sole obstacle to getting the NIHIFDA-recommended multiple vaccine 
testing underway. Prior 4~fforts to persuade MicroGeneSys to supply its vaccine without 
cost failed. If you reverse the manufacturer's decision, the Department of Health and 
Human Services would commence work on the multi-vaccine trials expeditiously. 

Please advise me should the Department of Defense succeed in securing gp 160 for a 
multi-vaccine trial that wc~ have committed to undertaking. ' 

Sincerely, 

Harriet S. Rabb 
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USA Today; 7-6~93 

U.N. report: HJ[V infections 
will triple by oentury's end 
By JIIIIIl J. Walle 
USA TODAY C\~ 

Wash. Post; 7-6~9l 

Army May Hold Up 

AIDS Vaccine Trial : 

Drug to Be Tested Only If Maker Donates It 

A 120 million planned lrill of In 
experimental AIDS vaccine his be· 
come a poIitlCll ping-ponS ballllince 
Conaress ordered the Sludy 111\ 
fall. Afler beinl bounced from the 
Department of Defense 10 lhe Na
tional Institutes of Health. it bas 
landed back at 000. where Army 
researchers said they Will now con· 
duct the study-maybe. 

The Army confirmed Friday that 
it will test the drug, VuSyn. pro
vided that itl manufaclurer. Micro
GeneSys. of Meriden. Conn.. d0
nates enouRb vaccine for the study. 
which would involve about 6.000 
HIV-infected people,

·Riallt now the only thing thaI 
IlInds between III and proc:.eedina
with the trill is the avai1ability of 
the vaccine for free from the com
pany,· said Col. Donald S. Burke. di
rector of the Division of Re· 
trovirololY II the Walter Reed 
Army Institute of Research. 

But Ihll WII the stumbling block 
that thii spring prevented a lIIIIiIar 
trial of VaxS)"II by NIH. Sources 
uid it may kill the Army study 15 
weD unless a compromise CIII be 
reached. 

It is ltandard policy for drua 
manufacturers to donate experi· 
mental productl for testina by fed· 
eral researchers It NIH or other 
aaenc~'· 

NIH hIl conliderable illlluenc:e in 
decidilla whieh AIDS dru will be 
lated. But after Micr~Srt'S 
~ tlec:utive offieer. FranIc.Iin Vol
vo¥ilJ, ran into problel!la JeltiIIg 
VuSyn tested by NIH. he hired for
mer senator Rlllliell 8. Lona (1).1..t.) 
last f&II .. a lobbyist. In October. in 
an UIIl1lual move. Congress mandaled 
th.1t the Defense Department con· 
dllct this particular sludy .nd all0
cated 120 million to pay for it. includ
inl purchase of the vaccine. The 
money WlS added to an amendment 
to the defense .ppropriations bill. 

Because of ih larae system of 
i medital facilities, the Defense De

pa.rtment plays D RlljOl' role in AIDS 
drul research. including t.rials on ej
vilians. Army researchers were 
amona the (1I'1t to test therapeulil: 
AIDS vaccine•. 

The bill apecified tfitilll onJy one 
product: a therapeutic Ylccine 
made from a tilly piece of ouler err 

velOpt of the AIDS virus. Tbera· 
pelitic vaccine, are not desitrned to 
prevent infection but to slow di~· 
eaK' progrHSion for people in· 
fected with HIV. 

Several compa~,. lIIc:ludinll 
Genentech and Chiron·Biotine, also 
are developina therapeutIC AIDS 
VICcineI. But MicroGeneSYI hid 
the only product far enoullh aleml: In 
cleve!opment to enter the clwQJ 
trial. IIIId It WII the sole beneficliry 
of the ie_lion. 

The COII8TeSlional mandate drew 
Iharp critiCllm from man)' AIDS reo 
searchers and Ictivistl. NIH con· 
vened an npen panel that met IIsl 
fall to review the trial IIId VOted 
IIIIInimoualy to 10 ahead. But,1ie 
panelldded the condition thlt Vu· 
Syn Ihou\d be lested laainat olIier 
related productl and that partici· 
pants in the Itudy ahoukt incluc:wi a 
broad repreaentation of HIV·in
fected individuali. not juIt miliWy 
penonnel or paucats in the Veter' 
IU Afflira Intern. . . 

But the oriIIIIaI legislation did 
not apec:ify mu!tM1rua trilil. III~
ter much debate. the project was 
rellll"Aed to the Army. . 

In a meeting Frida)'.•ctina aec:. 
retary of the Army John W. Shan· 
DOlI empl\asiJed the trial would not 
proceed III\Ie:u MicroGeneS)'S do
lilted the vlccine. Burke said. .' 

"We have done 101M very CI'ltftII 
COIl IIlIIpes of whal it wiD like 10 
do a Kieatifically (PRlin IIId iii' 
niflWlt trial: Burke said. __a 
that "we ~ not have eoeu&h 
flUId. to both purchase the VICQM 

ad do a JOOCI trill.· .. 
III a letter faxed July 1 to Burke. 

Roben Vi. Sc:llmer. vice pre....' 
of M.icroGeneSy.. noted that !.be 
company Ploneeled the use·of I!IC'h 
vaccines to treat HIV·inlecled pa
tients ancI hid spent more than $20 
million in the development and ,",. 
inl of Vu:Srn. "which illcludeit the 
COlt of providing approximllely 
18,000 doIe& of the vaCCIM fret e( 
c:harae to the Army and to other trill 
litH.' 

8ec:auae Mlc:nIGeneSY$ baa lim
ited auetl. Sc:hener noted. "we are 
not able to donate Ithe vacanel for 
a Lvae-1CIIe Itudy. Also. our a~ 
to finanaaI relOllfce. ha.. been ad
versely affecled by the nesative 
publicily which arose from the lea
ution c:anceminl thi'ltudy.~ , 



GENERAL COUNSEL OF THE DEPARTMENT OF DEFENSE 

WASHINGTON. D.C. ZOlOI·1600 

July 26, 1993 

Honorable Harriet S. Rabb 
General Counsel 
Department of Health and. Human Services 
Washington, D.C. 20201 

Dear Harriet: 

ThanK you tor your recent letter regarding the gp160 
clinical trial called for in the Department of Defense 
Appropriations Act, 1993. 

I certainly understand the position of the Department of 
Health and Human Services not to proceed with the Economy Act 
transfer of funds to carry out this project. In view of this, 
the Department of the Army will proceed with development of plans 
consistent with the statutory provision. 

Thank you for your help in bringing this matter to closure. 

Sincerely, 

;2:~ -G::eliCk 



August 17, 1993 

NOTB TO THE FILES 

Re: qp 160 

This morninq I spoRe with "John Casciotti (703-697-9341) from the 
Department of DeferLse 1s Office of the General Counsel regardinq 
the status of gp 1EiO. He informed me that the Department of the 
Army had decided tel conduct a three year, sinqle vaccine trial of 
gp 160. The Army bas gotten MicroGeneSys1 parent company to 
agree to purchase c;;rp 160 from its subsidiary and to donate it to 
the Army for the first year of the trial. The parent company 
will then assess wr.lether it will continue to provide vaccine to 
the Army' at no cost: for the remaining two years of the trial. 

\J;J~ (~~~~ 
Beverly Dennis, III 
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MEMORANDUM ~I 

TO: CAROL Rl\SCO, ~~cial Assistant to the President 
~or Domestic poli~y . 

HOWARD PASTER,) Legislative Affairs -----.eFROM: K INE-~M. GEBBIE, National AIDS Policy Coordinator fr· ~~f-t" 
RE: DRAFT LETTER TO SENATOR KENNEDY 

There is some expectation that Senator Helms will introduce an 
amenclinent to the pending crime bill restricting further federal 
funding for needle exchange programs. 

I and others have indicated that this Administration endorses the 
current law, which is to leave a determination of the public 
health effectiv'eness of needle exchange with the Surgeon General. 

Attached is a draft letter to Senator Kennedy from me supporting 
the current la~T while we await CDC's further study of recent 
reports on needle exchange. I would send the letter if problem 
amendments werE~ presented. 

Please let me know if you have any comments or. changes to the 
letter. I'll keep you posted if there is any legislative action. 

Thank you. 



THE WHITE HOUSE 


WASHINGTON 


Senator Edward M. Kennedy 
315 Senate Russell Office Building 
Constitution & Dt3laware Avenues NE 
Washington, D.C. 20510 

Dear Senator Kennedy: 

Public Law 102-321 currently provides that ~no funds appropriated 
under this Act shall be used to carry out any program of 
distribution of sterile needles for hypodermic inje,ction of any 
illegal drug, unless the Surgeon General of the United States 
determines that s:uch programs are effective in preventing the 
spread of HIV and do not encourage the use of illegal drugs, 
except that such funds may be used for such purposes in 
furtherance of demonstrations or studies authorized in the ADAMHA 
Reorganization Act (Public Law 102-321)." That language for FY 
1993 was substantially re-enacted.for FY 1994. 

As you are aware, a,number of studies evaluating needle exchange 
programs in the United States and abroad have been' recently 
concluded and are currently under evaluation by the Center for 
Disease Control and other agencies within the Department of 
Health and Human Services. . 

Until such evaluations are concluded and recommendations made, I 
strongly recommend that current law not be altered and would 
oppose any amendmEmtsto alter current law in either house of 
Congress. 

Sincerely yours, 

Kristine M. Gebbie, RN MN FAAN 
National AIDS Policy Coordinator 
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TO: CAROL RASCO, 	 Special A istant to the .President 

for Dom tic Policy 
 ~M . 

HOWARD PASTER, islative Affairs I"f. ~ /..L.. r p,? ->-1 ~ 
FROM: KRISTINE M. GEBBIE, National AIDS Policy Coordinator ~J\",JJ.;~~('Itu{), 

.)lIJo.; JIJJ 1Al'l:"~ '\ 
RE: DRAFT LET~rER 	TO SENATOR KENNEDY oW-(lvr 9UII~ ~j.; 

There is some expE;:ctation that Senator Helms will introduce an ~ 
amendment to the pending crime bill restricting further federal -1, c);.~~Jr 
funding for needl;:: exchange programs. J'\.. 

I and others have indicated that this Administration endorses the 
current law, which is to leave a determination of the public 
health effectiveness 	of needle exchange with the Sur~eon General. 

Attached is a draft letter to Senator Kennedy from me supporting 
the current law while we await CDC's further study of recent . 
reports on needle exchange. I.would send the letter if problem 
amendments were presented. 

Please let me know if you have any comments or changes to the 

letter. I'll keep you posted if there is any legislative action. 


Thank you. 



THE WHITE HOUSE 


WASHINGTON 


Senator Edward M. Kennedy 
315 Senate Russell Office Building 
Constitution & Delaware Avenues NE 
Washington, D.C. 20510 

Dear Senator Kennedy: 

Public Law 102-321 currently provides that "no funds appropriated 
under this Act shall be used to carry out any program of 
distribution of sterile needles for hypodermic injeption of any 
illegal drug, unless the Surgeon General of the United States 
determines that such programs are effective in preventing the 
spre"ad of HIV and do not encourage the use of illegal drugs, 
except that such funds may be used for such purposes in 
furtherance of demonstrations or studies authorized in the ADAMHA 
Reorganization Act (Public Law 102-321)." That language for FY 
1993 was substantially re-enacted for FY 1994. 

As you are aware, ainumber of studies evaluating needle exchange 
programs in the United States and abroad have been recently 
concluded and are currently under evaluation by the Center for 
Disease Control and other agencies within the Department of 
Health and Human S·ervices. 

Until such evaluations are concluded and recommendations made, 
strongly recommend that current law not be altered and would 
oppose any amencime'nts to alter current law in either house of 
Congress. 

Sincerely yours, 

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