
THE WHITE HOUSE 

WASH INGTON 

f-k: {lIDS 

MEMORANDUM TO ALL STAFF OF THE AIDS POLICY COORDINATOR'S OFFICE 

FROM: Carol H. Rasco 

SUBJ: Int,erirrl Director 

DATE: August 2, 1994 

I am pleased to share with you that Patsy Fleming has been named 
this afternobn as the interim National AIDS Policy Coordinator. 

Patsy will bE! in the office tomorrow to set up interim measures 
as to office procedures, etc. before leaving for the conference 
in Japan. 

Thank you in advance for the courtesy and cooperation I know you 
will provide Patsy. 

cc: Patsy Fleming 

c 
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THE WHITE HOUSE 

WASHINGTON 

THE WHITE HOUSE 

Office of the :Press Secretary 

For Immediate Release August 2, 1994 

Statement by the Press Secretary 

President Clinton today appointed Patricia S. Fleming to serve as interim National AIDS 
Policy Coordinator. 

Fleming, currently special assistant to Health and Human Services Secretary" Donna E. 
Shalala, will serve until a permanent coordinator takes office. 

"This Administration has made significant strides in the fight against this terrible epidemic. 
We've increased our budgets for AIDS research, treatment and prevention, and have fought hard to 
provide health insurance for all Americans, regardless of pre-existing conditions. Patsy Fleming 
will make sure we don't lose our momentum," said the President. 

Flemitlg, who served as administrative assistant to the late Representative Ted Weiss 
(D-NY), specializing in AIDS and public health issues, said she will return to HHS once a 
permanent AIDS policy coordinator takes office. Fleming said she expects the interim 
appointment will last less than two months and that she is not a candidate for the permanent 
appointment. 

Next week Fleming will represent the Administration at the Tenth International Conference 
on AIDS in Yokohama, Japan. 

"Though we've made considerable progress in coming to grips with this epidemic, much 
more remains to be done," Fleming said. "I'm pleased to accept this appointment to help smooth 
the transition to a permanent AIDS policy coordinator. " 

Added Sec.retary Shalala, "Patsy Fleming has been an invaluable member of our HHS team. 
I know that she WIll be a tremendous asset to the AIDS office during this interim period." 
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THE WHITE HOUSE 

" 
OFFICE OF DOMESTIC POLICY 

CAROL H. RASCO 
Assistant to the President {or Domestic Policy 

TiJ: 

Draft response for POTUS 
and forward to CHR by: ____ 

Draft response for CHR by: ,----------------,- 

Please reply directly to the writer 
(copy to CHR) by: __~_~~______ 

PleJse advise by: _________~ 

Let's discuss: 

For your information: 

4=;Jl:y4llJ-t:.Mf-U1-------,-,----,--- 
R): ____________ 

Schedule? : o Accept o Pending o Regrel 


Designee to attend: ___________~ 


RemJrks: 


, ~ . 

. ,~ " ' -. , 



("1 DEPARTMENT Of HEALTH ill HUMAN SERVICES 

\,~~ Washington, D,C. 20201 

Office of the Secretary 

August 2, 1994 AUG - 5 REC'O 

Ms. Carol Raf';Co 
Assistant tO,the President for Domestic Policy 
The White House 
Washington, D.C. 

Dear Carol: 

It is with pleasure that I agree to serve as the Interim 
National AIDS Policy Coordinator. 

I undersltand that I am being asked to take this position in 
order to provide continuity. to the Administraton's AIDS policy. 
I will serve in this capacity between the resignation of Kristine 
Gebbie and tbe appointment of the new AIDS Policy Coordinator. I 
will be detai.led to the White House from the Department of Health 
and Human Services. 

There are several conditions for my taking this temporary 
assignment th.at you have agreed to. They are: 

1. I "iill occupy this position until September 15 at the 
latest, at which time I will return to HHS. 

2. The Presidential HIV/AIDS Advisory Council will not be 
appointed while I am serving as the Interim AIDS Coordinator. 

3. I will be able to spend approximately two days per week 
at HHS. 

4. I will'not be available to the media for interviews 
except for one press availability on the day of the announcement. 

5. I am not a .candidate for the permanent position of 
National AIDS policy Coordinator. 

Thank you for your confidence in my ability to fill this 
position. I 'will enjoy working with you. 

~~IY, 


pltsy FIe ing 
Special A istant to the Secretary 
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" .'t;, THE WHITE HOU.SE 

,'WASHINGTON, 

.August '4, 1994 
\ 

'. MEMORANDUM FOR 	 THE 'WHITE HOUSE MILITARY OFFICE 

BOBBY CHUNN (FAX 395 4076). 


, A" //\ 

FROM: ANDREA'S. RUTLEDGE '. F-~' . 


OFFICE OF MANAGEMENT AND ADMIN+STRATION 


SUBJECT: Interim AIDS Policy Coordinator 

'- . 

MS . PatsY Flernirig has been named. the Interim AIDS Pqlicy . 
Coordinator. Sl;te -should. be placed qn.thepriority, transportation 
list and receive full membership in the White House Staff Mess" 

,Ms. Fleming,can 	be reached at. ." . 
, 	 , 

piease delete Kristi~~ Gebb~e ,from the priority t;ansportatiqri 
list and the rolls of the, White House Staff Mess. Ms. Gebbie has 
left the White HQuseO:ffice."· , 

Thank you ·for y~)Ur assistance· :and support .. 

cc: Carol Rasco 

,,' 

P6/(b)(6)



( . 
THE WHITE HOUSE 

" WASHI.NGT?:N, ' 

" August 4, 1994 

MEMORANI)UM FOR 	 PATSY THOMASSON;' ,SPECIAL ,ASSISTANT TO THE' 
PRESIDENT. FOR MANAGEMENT AND BUDGET AND DIRECTOR 

FROM: 'carol H. Rasco, ~sistan:t to the President 'for ' 
Domestic policy, ' '.', ", . , ' " ' 

. . ',' ? , 

, SUBJECT.: Transpqrta~io~ Authorization for.Patsy Fleming 

I am attaching a copy 6t'the,President's announcement naming 
Patsy ,Flemi:ng' as ,interim National AIDS Policy. Coordinator and 
asking that, she be listed 'on the,' priority transportation list. 
As noted on the press release, Ms. Fleming will serve in7this ' 
interill:l position until anew Coc;>rdinator' is named. 

, ·Please feel free to call me or' myassistan1:, Rosalyn Miller,' if 
furtherinf~~rmation lis needed. , 'I 

~hank~ you. 

- 'I' 

.,' . 



THE WHITE HOUSE 

WASHINGTON 

January 20, 1994 

MEMORANDUM, TO SENIOR STAFF 

FROM: MACK McLAR1Y 

SUBJECT: HIV/ AIDS Education Briefmg 

The President mandated that all senior White House staff 
attend HIVj,.AIDS education briefmgs. Many of you failed to 
attend the sessions put on by Kristine M. Gebbie in November. 
The President wants all federal employees to to undergo such 
training; it if) essential that we here in the White House lead by 
example in this critically important area. 

,Kristine~has now schedt:lled·make-up b~efmg~ for seni0I:'. 
~. .staff on Jan.' 26 and. Feb. a:~Ifyou did 'not receive HIV / AIDS , 

~traininghif\'1ovember~'make everyeffOJ;tto attend one ofthese . 
two sessions, both of which will begin at 9 a.m. in Room 180 of 
the OEOB. If you have any questions, please contact Kristine 
at or Lance Alworth at .. .. P6/(b)(6) P6/(b)(6)
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JUI'I-2'1-199'103:313 FROM DEPSECHHS TO 9'1562878 P.02.' 

DIPAIlTaU.NT OF HEALTH a. HUMAN S!aVICIS crll.t Of Staff 

Washington. D.C. 20201 

!'Ill! 2a 1994 

JUN 24 REC'O 
MEMORANDUM TO 

FROM: 

SUHJ .t;C'J: : 

Att.ach~d fc)r your information is a press release announcing the 
approval o:e Cl new AIDS treatment drug. This vill be relea.secl on 
Homl.ay Jt\ori~in'J' 

It you· haVI! Clny yuestions plec.se call • 

..-~.----
..-.-.-_ ..._--_._

http:DIPAIlTaU.NT


FROM ._,DE_P~§s. ..t!~S___, TO . 94562878p.03
rUti. nu"')') IJ(""f I y:,~ ~u" DW DOUO;" i.f .:}, 

'-"" ',.,.." ..........._,.......-....."
-' ... ~",.- ..-.-.-DRAFI~,~~..,:......I('~8~rt--:--~ 

Pi4-??? Arthur Whi~morA (301) 443-3285 

_____DRAPT IlR.UT DllAr! DiUIl'T . 4A &1./. !/t..ril-S;i"j thW• .)'Z--" 
. -''flie'''''COd'"D:4Dr1Jq~Aalllinist'rati~~ Al\Jlounead the approval. ,_, ,.~._~._.. , 

or su-.ru4ino, or D4T -- the fourth druq approved for ~e treataent 

of AlDS and HIV infection. ' 

Stl1V\1dlne 1s an antiviral aejent ot'the nucleoside analo9 

clac!a. which includes ziaovuc)1ne (AZT).,didanosine (Cldl) and. 

z~J:P,~.~,~,l?1ne (gclC:). Nucleoside analogs are thouqht ~o sloW the. 

---'-·.. ··-·pz:Qgress:1on_,.ot.:JI~Jl~L~_ ..~~~~i?.!3 ,IUV replic81tio~. Data. indicate, 
. '. ..• ...~. 'T"",,;;')"'O ';9¥ 

that this olast; ot druqs riay delay 'the 'onset of AtOS SYJlptOJlS in 


HIV-infectecl incl1viduals, and may extend survival in ROllle. 


StaW(i1n~ j.s Bp8cifieally approved fat' the treat»ent of adults 


with advanced. H:tv intaction who no lonqor respond to other clruqa • 


. . ·Onfo~tuna·t:..ly, there is no cUre· tor this diseaso, u said PDA 


COlllJD.1.ei.onci:' Da'i7id A. KOAslu. M.D. , . -but: stawdine is an ilaportant 


drug because 11; qivss people with AIDS -- and 'their doctors 

another treatmeint option, when currantly avallil.bl. c1n1g& become . 


leu:!&: effective. It 

.. 

Data supporting the approval were obtained in an ongoing trial 

ot ataw(u.~ VE.raus continued AZT 1n IllV-infected .dults with eD. 
----------~~---.- .. ...--.---cell oountA bet:ween SO and SO~ and at. least 24 weeks at prior AZT 

treatment. CDlt oell counta reflect the stre.nqth of the blll1une .. ·.... _···· 

syatelll, and counts in healthy j,ndivl~als are nOz:1D.ally 1,000 or 

higher. Twelve weeks into the trial with lS9 patients, the mean 

CD4 cell couni; in patients race!ving stawdine increased by 22 

cell" por l;l.ll.ilit:.r nf blood.. While the lIean ;count 1n. patients· 

continuing on ,~T ~eclined by 22. 

. ( Nore) 

..- .. -- -. ---

http:avallil.bl
http:94562878p.03


, JUN-24-1994 03:31 FROM DEP 5EC HH5--410-_,....,'..~' . 94562878 P.04 
, O-~-~ ; 3:59PM ; 20~ ~~ ~U~;J ~I g •'. 

-,-_ ...._---' .._... , "~'..-.":: ._.. . ...,. 

stavucUne's major. s1de . ettect 1s perlpherel neuropathy - 


oharaoterised'by pain and tingling or numbness in the handa and 


~...z-'!-'!!'-·-fijE??:-Betw.en 1!. 'ana 11 percent. or patleH~ .tn, ata'fwSillet:c; lals, 

~e.po3:'tecS 'the. ooncU.tion, whJ.C!b appearB to be dose..related and call 

usually be reverse4 ~OU9h withdrawal from.troatment. 

st.vuaine WilS the first drUg granted parallel: track. status by 


FDA. The paralle',l·traclC J)Ollcyallows the agency to' make available 


promising new drugs to patiants b9fo:~2pproval. since October 

-, ......_.._--------- 

--_ ... _.__ .. _ ... w~_..:.: .. __:.. .:...:;.. ...... granted PAt:OJA§~._,.~;:~~,. !J~~~.!I . allOU:..='C;......:1.=1!1-'0::::..0=...;0:::..-______-..;.. 

patients have beten enrolled for' treatment with stawdlnee 

The appll~ltion for atawcUn.· wac Inlbilitted .under 'DA'e 


aoeelera'tecl apFoval mechanism. under this mecheni••, ctruq 


effectiveness ill usessed by sUJ:roqate rather'· tluln clinioal 


endpoints.. The Btajor surrogate anclpoint 1n t)la atavudin.e trials 18 


CD4 ,"ell. count.e. In apFov1W1 .tavucline, the ageney concl.u4e4 that 


the increas8 1n CD4 counts is a 11keiy indloatorot a.sanln;tul 


clinical benefit. 


!n. addit.ion, the rule. of acce.lerate.d approval require 

--_._ ..... ·appl.icants to ctontinue studies' to evaluate the true clinical 

.. :..._..:::::beneflti ._.ilf_... the drug. ... If the data fail to verify' a olinical' 

benefit, the accelerated approval Ilay be withdrawn. 
'" ..-.. . '.,', .. .. 

FDA's AntJvlral Drugs ~vlsorY COJD1Dl~tee reviewed the. 


stawc:Une application on. nay' 20, 1994. Based on the data 


presented, the c:ommitt.•• telt that the drug is likely to provide 


clinical benett:ts to a~ult AIDS patients with advanced. HIV 


infootion wbo are intolerant of othorapprovad thorapies. 


Stavudina ia manufact.lirltd by Brictol-Myers Squibb Co. of Rev 

( Mort.)· 

'-,--:":,"--,,,- , 



~ ., JUN-24-1994 03:32 FROM DEP SEC HHS TO: 94562878 P.05
rUft v., ....... .,
I~ 6~~ v~. ~~~r~ ~I ~.sllii lHrt'UA : tr2.2-~ ; t=UUMI ; , . 

---BRAFf·· ~ 11i3 . 

York, N. Y., und.ir tbe trade nfUlle Ze2:'it.. 

FDA is Qne of ei9ht pUblic Health Sarviea aqencias In HHS. 

--------.,""11',..##~If--'-----------:---:--------~~,!' 
:t.. 

-----------, ,... " 

----._--_. 
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THE WHITE I-lOUSEI 

OFFICE OF DOMESTIC POLICY 

CAROl H. RASCO 
Assistant to the Pre;;riel1t ior DOlllestic Policy 

To: 

Draft response for porus 
and forward to CHR by: ___ 

Dr,lli response for CHR by: .. ________________~ 

Please reply directly to the writer 
(copy 10 CHR) by: _________~ 

Ple,]se ,lcivise by: 

let's discuss: __________..~___ 

For your information: 

ode: ________________~ 

File: 

Send copy to (original to CHR): _____________ 

Scheclule? : [J Accept o Pending o Regret 

Designee to attend: ______ 

,. 
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JUN 8 fED 
,EXECUTIVE OFFICE OF THE 'PRESIDENT 

OFFICE OF MANAGEMENT AND BUDGET 
WASHINGTON, D,C, 20503 

JUN 3 1994 


MEMORANDUM FOR KRISTINE GEBBIE 

FROM: Nancy-Ann Min 

SUBJECT:~onal HIV Action Agen 

We have reviewed the ra t ational HIV Action Agenda prepared by your staff, 
and we are generally supportive of most of what is presented in it (see attached 
comments). However, we have several concerns about the final set of action items 
contained in the draft Agenda related to the establishment' of a national HIV / AIDS 
information dissemination system. ' . ' 

It is not clear what the overall resource and cost implications would be for such a 
system. From the description in the draft Agenda, it is unclear why this system 
would be needed, what purposes it would serve, and what would be its scope and 
outputs. Because the purposes of the system are not defined clearly, it is also not 
apparent what types of data would be needed, what the requirements would be for 
configuring the data, and what type of system would be required to process and 
disseminate the information. These factors would ultim'ately influence the overall 
cost of implementing and operating the system. 

In addition, although the draft Agenda states that the system would be developed 
with existing technologies and expertise, it is not clear whether the system would be 
financed solely by the Federal government, states, the private sector, or some 
combination of all three. Further, if the system is Federally financed either in full or 
in part, it is not apparent whether there are funds in the President's FY95 Budget to 
support such a system. 

We also note that the Vice President has launched a National Information 
Infrastructure (NIl) initiative, which defines the Federal government's role in" 
establishing information networks ,as one of setting goals :and promoting private 
sector competition in the development and operation of these networks. Based 
upon the descriptions in the draft Agenda, it is not clear whether the information 
dissemination action items would be consistent with the goals of the NIl. I expect 
that the Vice Pre'sident will be very interested in this because of his interest in 
information systems and health care reform. You may want to contact Greg Simon 
of the Vice President's staff to seek his assistance.' 



.' 


Therefore we recommend that the final section of the draft Agenda be deleted or 
revised significantly to address these concerns. We would be willing to help you 
and your staff revise the final section of the draft Agenda. ; 

Attachment 

cc: 	 C,at:ol Rasc() 
Gregory C. Simon 
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4/4/94DRAFT---";I)RAFT THE WHITE HOUSE 

WASHINGTON 
, . 

Please send 1a:..U.tJm comments by April 29, 1994 'to: 

Andrew Barrer, Pltl. D. 

Office of the National AIDS Policy Coordinator 

FAX: (202) 632-1096 . 

Questions: (202) '632-1090 . 


National mv Action Agenda 
April 1••4 

INTRODUCTION' 

From the National AIDS Policy Coordinator 


The National HIV Action Agenda is a leadership statement~ 

It has been developed, by the Office National AIDS Policy to give 
direction to our overall national effort to end theHIV/AIDS
epidemic; the eI)idemic some have called the health crisis of our 
times. The action steps described within provide quidance and . 
markers for the nation. The action steps are activities the 
nation can begin within a six-month horizon. Many are long-term 
or continuous, while others are short-term or :immediate. 

In the next iteration of the NationalHIV Action Agenda many of 
the action item::; will have been accomplished. New goals will be 
sUbstituted for goals attained or goals no longer appropriate as 
the epidemic and our abil~ty to respond to it continually change. 

The com.mi tment'to provide the continuing natiqnal leadership 
necessary to end the epidemic is something this Administration 
takes very seriously. wpen President Clinton appointed me, he 
said "AIDS is terrifying. It inflicts tragedy on too many
families. But ultimately, it is a disease; one we can 
defeat ••• with commitment and courage and constancy, and with 
vocal and responsible leadership from our nat~on's government." 

The National HIV Action Agenda is organized into three areas for 
action: researeh, service, and prevention. I~ the day-to-day
work of add~essing the epidemic, however, the distinction between 
these areas is often blurred. It is only by coordinating effQrts ' 
in all the areas and by focusing on common goals that we optimize 
our chances of ending this epidemic., It is incumbent upon 
everyone to understand that this epidemic is a national problem
and it will take a national and unified effort to end it. 

In 1993, 104,4'58 new cases of AIDS were reported nationally. In 
the United States, the virus has flourished in disenfranchised, 
disadvantaged, and marginalized popUlations. It is associated 
with some behaviors that are illegal and others which are 



, 
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considered to be inappropriate by many. By doing' so, the virus 
itself has managed to dilute the nation's ability to coalesce in 
common purpose. This document attempts to bring the nation's ' 
attention to the real issues: What should we do?' -What can we 
do? Where do we go from here? ' 

Also~ as a :aielnber o'ftheworld community, the united states has' a 
responsibility to join other countries in the international 
effort. Therefo-re, in the Action Agenda, international HIVIAIOS 
issues are an important part of the three primary areas of 
research, service, and prevention. 

The arrangement of three primary areas is not meant to give
special emphasis~ to one over· another. Research findings are the 
foundation for l!hction•. The National HIV Action Agenda attempts ' 
to drive the nation to resolve questions of cure and prevention,
of drugs and behavior, by suggesting steps ,to enhance the , 
organization of the effort and to improve communications among
researchers engclged in the effort, between researchers and care 

.givers, and bebreen researchers and the prevention effort. 

Service action !.teps aspire to better ensure that people and 
families affected by HIV can receive the care and support they 
need, that effective therapies are available, ~nd that the length
of life after infection is as long and healthy as possible. 

In the preventi(:>n area the Action Agenda seeks to better focus 
efforts to interrupt transmission of the virus by improving the 
educational effc)rt, improving the focus and enhancing efforts to 
reduce the risky behaviors associated with transmission, an4 by 
increasing the application of the science base in planning and 
program implementation. 

The President and I are committed to the requirement that 
everyone affect,ed be given "a seat at the table. II Throughout the 
document, specific action steps to facilitate 'cooperation and 
leadership are stated. . , 

With everyone's help, we can stop A.IDS.. G~FT 

.'DR~,:, 

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

, 	 " 

Goal A: lIational BIV/AIDS' research strangthened through coordina
tion, planning, and evaluation. 

commenta",:" 13illio,ns of dollars are , inves~~d, annually, in the 
United states and abroad in an effort to further development of , 
safe, effective therapeutics, prophylactic vaccines, and improved 
methodologies tCl reduce risky behaviors. Nevertheless, the 
challenges still to be faced by research into:the Human 
Immunodeficiency Virus (HIV) disease and the Acquired Immune, 
Deficiency syndrome (AIDS) are profound. ' While progress has been 
made in many art!as, there ,has been a recent lack ofsiqnificant 
clinical advanct!S in the treatment and prevention of the , 
underlying disease. Given the scope of the scientific questions 
still unanswered, and the dimensions of the growing pandemi~, 
there is aqrea1t need to search for creative ways to maximize 
public and privclte resources. 

Action (A.1): 	 :[mplement, as necessary, new formal 

J~lanDing linkages between federal 

llgencies 'and departments engaged in 

]!IV /AIDS biomedical' or behavioral 

research, based on agencies'

f::omple.mentary ,research agenda' and 

l?Ortfolios. 


commentary: lPederal AIDS research programs'have undergone

continual evaluation and evolution since the beginning of the, 

epidemic. The lpace of evaluation and reform has accelerated 


. significantly in the last year. Very likely,: the next year will 
bring even closter scrutiny and intense public debate of the 
complex scienti:fic, administrative, regulatory, leqal, and 
ethical challent;es and opportunities facing HIV/AIDS research 
today. Within 'the federal government, many agencies plan and 
budget HIV/AIDS research programs independently of one another, 
and current communications systems between researchers in the 
public and priv.ate sectors may not allow for sufficient· timely 
coordination. lMechanisms for communications and planning must be 
fully evalua~ed and improved to maximize efficiency. 

Action (A.2): 	 Beek expeditious and full imple.men
'tation of the National Institutes of 

Bealth CHIB) AIDS research program 

:reforms provided in the HIB Revital 
ization Act of 1993. . 


commentary: The Office of AIDS Research (OAR) of the NIH has 
been strengthened with centralized evaluation,' planning, and' 
budgeting authorities across all institutes of the NIH. r-While 
the~nterrt~na legislation is clea-r ;::it-':Mt'-lmportant that the
interpretat-ron7':of:-::the-~f the A.et---:ba---eareftil'ly 
monitored .. 

HIV Action Agenda Page, 1 	 April 1994 

.. 
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... 	 . 
Action (A.3): 	 E,evelop stroDg liDl'tag.s ·bet.een :f.d

Ilrally. chartered advisory committ.es 
t;o coordinate development of 'comple- . DRAFT 
Ilentary national KIV/AIDS res.arch 
~olici~s_ ' ' , 

, 	 ' 

.Commentary:... .'l~he,Office, "of,,, AIDS ,:Research ,(,OAR),;Ad.visory 
council, the Nat.ional Task Force on AIDS DruqDevelopment, the 
Presid.ential HIV/AIDS Ad.visory council and. other ad.visory bod.ies 
will be critical for provid.inq recommendations: and input into the 
evolving national AIDS agenda; their independent policy 
deliberations must be coordinated.. 

Action (A. 4) : 	 Ensure strong lIupport for the role 

of behavioral.net '.ocial .cience 

research related to biomedical ; re

.earch, treatment regimens (e.;_, 

.ubstance abuse treatment) ~ '&Ilet' as 

the scientific basis tor .ound pre
venti~n proqrams. .ii 


, Commentary: Findings ,from behavioral and. social science 
research ,are critical to the control of the epidemic through the 
successful ad~inistration of prevention,. res~arch and treatment 
programs. This research, which has often been overlooked, must' 
receive strong support, and findings from this research must be 
fully integrated into programs. ' 

. 	 .'.. 

Action (A. 5): 'Wiorlt 'with HIVIAIDs~affectedcommtmi

tiiesand federal agencies to assure 

tjo.at the unique social &Ild physio

l~qical characteristics of all HIV~ 

affected populations are taken into 

cc,nsideration in the desigD of cli 

'.n:lcal trials and other research pro- ' 
gl:'ams. 

Commentary: Wc)men, chi ldren ,adolescents,' e~hnic and racial 

minority groups, injecting drug users, gay and bisexual men, 


'; lesbians and bisE~xual women and others have unique needs that 
, should be accomm~)dated both through appropriate inclusion in 
clinical trials .nd the 60nduct of tiials specifically d.esigned 
to address their needs. ' I 

I 
I 

Goal B:' 	 Govermilent, industry, academia, and community attention 
focus e~'l,on promisinq, iJlDovative proposalsthat could 
expedi ,.e the discovery of new therapeutics for HIV /AIDS ' 
and build consenBustoward potential.olutions. ., 

, 	 ' 

. 	 . . . 

Commentary: 	 The National Task Force on AIDS ;Druq Development, 
recently charterE!d by ,the Secretary of Health ~nd Human Services 
has been formed to identify obstacles .andopportunities in 
HIV/ AIDS drug dis;covery and development. The work of this task.. 


:~-- ... " 
:; , -' - " HIV Action Agenda ,Page 2 	 April 1994 
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·.. 	 force must best.rongly supported, with prompt response. to its 
requests for information'and recommendations for action. 
Additionally, other federal and private agencies should continue 
to evaluate programs and policies affecting HIV/AIDS drug . 
development. 

Action (B.l): 	 Identifv requlatopva.nd l.egal obsta- . 
c'le. to ~reB.archc~o'lfliboratioJi Doriq " , . O"rr: ~\\fT' 
fadaral agencies and non-governmen
t'a.l entities. 

commentary: Technology transfer, the Cooperative Research and 
Development Agreements (CRAOA), liability, patent issues, and 
drug pricing have been identified as potential obstacles or 
disincentives to AIDS research collaboration and .investment. 
Working with the National Task Force on AIDS Drug Development,
appropriate governmental and private sector groups must develop
reforms to addre!;s these and related issues. 

Goal c: 	 Obstacl.es to the development of an HIVIAIDS prophy
lactic vaccine identified and removed. 

Action (C.l): 	 trt,ilizing existing reports and ongo

ing discussions, develop CODsensus 

all.d, when appropriate, desiqnand 

implement legislative or administra

tive solutions to address ~he obsta

cles to vaccine development~ 


Commentary:' ,A number of governmental and non:-governmental
committees have published recommendations concerning scientific, 
legal, ethical, cultural, and administrative issues facing 
vaccine developIile:l'lt~ This is a continuing process with ongoing
fora within NIH and the Departm~nt of Defense among others. 
Consensus among the recommendations must be formed and the 
recommendations must expeditiously become policy to pave the way 
for widespread development, clinical testing, and use of 
prophylactic vaccines in the United States and other countries. ' 

Goal 0: 	 Domestic: research planning and priority-,setting integrat
ed with international efforts. " 

Action (0.1): 	 Exl)lore mechanisms for increased 

int;ernational collaboration. 


commentary: " Res:earch activities cannot be viewed from a 
strict:y national perspective. Working with U.S. and 
internationally-cc1nvened fora, public and private HIV/AIDS
research programs should be evaluated to improve mechanisms f'or 
communication and collaboration to increase efficiency and 
producti,vity. 

. " 
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. , 	
SERVICE 

, 	 . 
... Goal B: 	 contillued and expanded access to quality .entaland phys

icalb,ealth .ervice. for people livin; with BIVIAIDS. 
". .. 

Action (B.l): Devolop and impl..ent an affordable 

. "'Un'iversal, " health' insurance' " ,plan 


Whicb vill provi4. coverage ,for BIV

./AIDS related physical and .ental 
bealtb .ervices, including' substance 
abuse treatment. 

commentary: Populations who may traditionally have had little 

or no access to'bealth care have been disproportionately impacted

by the epidemic. ' This lack of access may be due to reasons of' 

f il!,~.~,ce or, to ac'tual and p.erceived discrimination. ~.ay providing - ,

a?-un'l-versa-i=beal:-t-h--eare"=p:1:a, the nation will be be ter able to . 

address the need:s of people living with HIVI AIDS. ' 


. . . 	 1't~L. 1}." 1/(" ms("( ... ;.~ g.-.,f 
Action (E. 2) : 	 E,llcourage individuals to ascertain 


tltleir HIV status and ensure appro

p;r:iate linkages to treatment ,and 

slsrvices are available for those: vho 

tl!st positive. 


commentary: Mc~ny individuals living with HIV are not aware of 

their serostatus.. Counseling and testing programs must include 

outreach to individuals who may engage in high 'risk behavior to 

encourage themt6 ascertain. their HIV, status. :Counseling and 

testing activiti.s must encourage indi~iduals to obtain their 

test results, ~einforce safer behavioral practices, and provide

adequate referral mechanisms including treatment providers. 


Action (E.3):Work,vith Congress, .agencies ot:the 

P(l.blic Health Service, constituent 

9i~oups, and members ot affected com

JI1'Lmi ties to ensure continuation ot 

ttle Ryan Wbite ComprehensiV8 AIDS 

RElsources Emergency Act and other 

felderal programs which provide BI;V1
AIDS services ,to ensure that .they 

cc,ntinueto meet the care needs of 

tll,e BIV/AIDS community. 


Action (E. 4) :bpand the availability ot qual'~ty 
mental and physical health .ervi,ces 
tor people living with HIV/AIDS. 

Commentary: People living with HIV/AIDSare often unable to 
obtain services in many communities, particularly in some rural 
areas where they may be required to travel many, miles. Much of 
the care needed by people living with HIV/AIDS infection is basic 
care which cou1d be provided by family physiciaps, home health 
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Cpmmentary: Because of limited access to care~many individuals 
only obtain acute care services in emergency situations. It is 
critical that HIVI AIDS-related services provide outr'each to 
individuals and ;populations that may be diffic1:11t to reach, such 
as the homeless, through the traditio~al public health model. It 
is critical that in the creation of'· service delivery models, 
people living with HIV parti~ipate in program design and 
implementation. 

Action (E.I): 	 S;:i.mulate development and implemen

tiltion of effective evaluation ••th


.o~iologies for :service 4elivery pro
gl:a.mS and for comprehensive networks 
oj~ aer,vice delivery. 

commentary: In developing service delivery models, the planners 

must include evaluation methodologies that are capable of 

determining whether the programs are providing:adequate access 

and care. Federcll agencies coordinating service delivery

nationally must .ncourage system-wide evaluation of service 

delivery network~ and individual programs. 


Action (E.7): 	 DElvelop appropriate information dis
sElJIlination mechanisms which facili 
t~te rapi4 transfer of researchfi
nd:ings, .new clinical information, 
aD,dappropriate educational material 
tOI public an4- private providers: of 
ca,re services. 

Action (E.8): 	 Ellsure that care quidelinea and o:th
er such materials are kept current 
and incorporate, at the earlie,st 
possible time, changes in th.a state 
of the art. 

Action (E.9):Encourage all appropriate agenci~s, 
organizations, and institutions .'to 
provide BIVIAIDS' training to provi4
ers both public and private. 

HIV Action Agenda Page 5 	 April 1994 



· .. 
commentary: l~ecause people living with HIV/AIDS and their 
families' experitance"the disease and its effects in an almost 
infinite varietJr of ways, service needs are multiple and diverse. 
In many communities, dramatic and innovative ideas have emerged 
which, if disselainated and supported, could make an enormous 
difference. 

Goal F: 	 Early intervention" information i. provided to all those 
livin~l vith BIV. 

Action (P.l): 	 J~ncouraqe coordination and collabo

l~ation amonq feeSeral aqencies, state 

nneS local governments, non-govern

silental orqanizations,· and .ervice 

provieSers to provide people living 

"ith BIV accurate and timely infor-

IUltion about early intervention and 

J)reventing opportunistic infections. 


commentary: J~equires increasing linkaqes from the counselinq 
and testing facilities to service providers as well as greater 
coerdinatien between prevention and other s~rvices at the local 
level .. 

Action (F. 2): 	 f)evelop and implement proqrams to 

~~nform BIV service provieSera on ,vays 

t;o prevent opportunistic infections 

ILneS coordinate efforts with tuber

c:ulosis elimination proqrams at all 

llevels. 


commentary: l)rimary ameng the eppertunistic infection concerns 
is the preventicm of tuberculesis, which is pesing greater 
threats te the HIV-affected community. 

Mere than a third of the current cases of AIDS are a'product of the 
ongeing, cempanion epidemic .of drug dependency and abuse. There is 
a shortage .of effective treatment services and many barriers keep 
substance abusers from accessing the services which do exist. Of 
great cencern are injecting drug users. Whil~ there is universal 
agreement an ideal solution lies in finding, ways to interrupt 
injection--and 1~hat remains the long term commitment. However, 
minimizing tran!.mission is the immediate problem. 

Goal G: 	 peoplE' livingvith BIV/AIDS a8 vell ,all people and fami
lies .ffecteeS by BI:V hava access to a vieSe array of com
munity aneS supportive (or enablinq) .ervices. 

Action (G.l): 	 At national, state,' and locallev

I,ls, promote coordination of commu

zkity-groups, acute care facilities, 

I,tate aneS local governments, private 

1~uneSers, aneS others that are provieS-


I' , 
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i.ng BIVIAIDS-relateeS sarvicelJ,' to 
ensure that & comprehensive contiDu

·, 	 \ltlD of care aneS service. 'are avail 
able aneS acce••ible. 

Action (0.2): 	 IltirD.ulate aneS ,encourage appropriate 
~I.gencie.' to 'eSevelop 'helpful' ..teri 
I,.ls eSescribing available service. so 
iamilies aneS indivi4uals affecteeS by 
ItIV/AIDS will be apowereeS to acce.s 
t;hem. 

Action (0.3): 	 !:ncourage enforcement' .. of prohib

~.tions against eSiscrainatioD iD 

tlealth care settings and encourage 

the creation of new protectioD. to 

.Insure access to care for people 

l.iving with BIV/AIDS. 


Action (G.4): 	 I:ncourage appropriate agencies aneS 

crovernments to cooreSinate &DeS link 

tleal th care aneS supportive serVices 

(e.g., primary care, substance 

ILbuse, clinical trials, &DeS BIV-re

l.ated care). 


Goal B: 	 Tha t -toreatment protocols and supportive .ervice needs 
unique. to minorities, women, adolescents, aneS children 
receive appropriate consideration iD the planning, eSevel
opment, and implementation of 1L11 service-relateeS activi
ties. ' 

Action (B .1) : 	 l:dentity the components of programs 

to address the unique health care 

ILnd supportive service needs of .i 

~orities, women, adolescents" aneS 

c:hildren living with or affected by 

nIV/AIDS, and vork with appropriate 

ILgencies to incorporate these ele

ments into relevant programs. 


commentary: 	 ·]:.ack of access, common to all popUlations 
disproportionately 	impacted by HIV/AIDS, is more critical among 

. populations tha.t have either lacked resources 'or been subjected 
to discriminaticm ... In developing and implementing service 
delivery prograI!1S, the needs of these populations must be 
addressed, and, whe~e necessary, additional resources must be 
appl~ed. 

Ooal I: 	 Upda tttd intormation on BIV IAIDS m.anagement is communicat
ed internationally. 
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, commentary: In many countries, current treatments are unfamil
iarto local providers. Using information'dissemination 

, ~.' techniques, information on diagnosis, treatment, and prevention 
can be communicated around the globe rapidly and in a cost 
effective manner. ' 

·.I;ctloD·U>.'l)': ".'orking' -in' 'coordiuti'oD' :'with,,:the 

1JniteeS )lations-sponsore4 BIV/lUDS 
 DRAFT program, ieSentify ••echani.. to 
provieSe ongoing updated training iD 
BIV management. ' 

Action (1.2): 	 I:stablish an advisory qroup ot u.s. 

entities involved in internatioJUll 

B:IV activities for the purpose of 
9'10bal alvissuss aDd polic:ry devel
cpment. 

commentary: Many U.S. organizations represent ongoing projects

relating to all aspects of HIV/AIDS throughout the world. Their 

insights into the practical aspects of the epidemic can provide

crucial information for policy development. 


PREVENTION 

Goal J: 	 Ec2ucational programs, activities,· and campaiqns that 

provic2e accurate aneS timely information to all Americans. 

on how to prevent aIV transmission. 


Commentary:' National prevention campaigns and local community 

programs must deliver a consistent prevention message overall if 

they are to be effective. The prevention program design model 

shall includeac:tive participation of the target populations in 

all components c,fthe program design and implementation. 

Wherever possible, members of the target population must 

participate in accessing people at high risk, ~specially for 


'hard-to-reach 	populations. . 
F,. ,.,J -+-., /.If<- ('• .>::- c-,,;J., !- ,J f n~h ~ ..,., t., h~. /;.., ;'~~'!'; ,,~ It 

Action (J.l): ' 	 Develop and implemeDt'aa attorda:bJ..e 

h;.....1-th 'Dsuranc- .plaD that ..,01.1.14 

p,rovieSe coverage for aIV prevention 

".neS wouleS. support a health slst.. 

which promotes public he .. lth in

f'rastructure re-buileSing. 


Action (J.2): 	 Develop 'a continuum of aIV preven

tion servic.s that are aulturally 

~.iver8e aneS linquistically specific

.neS contain input from the eSivers. 

populations ettectec2 by AIDS. ' 
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commentary: F'revention programs must provide both individual 

and community-level interventions. Although more individuals are 

being testedtodlay than were a few years ago, counseling and . 

testing programs: alone are not reaching those most at risk and 

are not bringingr about the behavior changes necessary to stop 


.	transmission. 'J~o this. .e1'ld,... pr.9.grams and me.ssages must be aim~,d 

at. the iridividuals athiqh risk 'for' infection•. ' counseling ahd 

testing activitles can continue to be used as c:l diagnostic tool 

with continued c:ounseling on prevention intervention and any 

necessary treatDlent. ' 


Action (J. 3) : 	 E,ev.lop consistent prevention educa
tion messages to be used in KIV pre DRAFT 
vention programs at tbe natio~al, 
z~egional, state, and local levels. 

commentary: "There re.search findings are available regarding

risky behavior, they should be used in the development of 

linguistically specific, developmentally appropriate, and 

culturally-based prevention messages that speak of abstinence or 

f1iexual activity within a long term mutually monogamous, committed 


. relationship as the surest way of pteventing transmission, but 
also encourage safer sexual and substance-use ptactices for 
individuals. . 

Action (J.4): 	 sustain the federal agencies ongoing 

I;)revention campaigns to sponsor tar

geted national media campaigns tbat 

~ill specifically address KIV pre

'''ention. 


commentary: . National media campaigns demonstrate the 

leadership of the federal government in delivering targeted

prevention messages to persons at risk for HIV infection. 


Action (J.S): 	 J~ncourage communities throughout the 

c:ountry to follow th. federal 

~Jovernment • s lead aneS carry tbe mes

sage of prevention to local popula
tions at risk. . 


Action (J.6): 	 Increase technical assistance ~rom 

~ederal agencie~ to assist state· and 

~Local governments and non-governmen

tal organization. to develop target

"td campaigns througb community' in
terventions and the .edia. ' 


Commentary: To increase effectiveness,preventionmessages 

must be population-specific. Therefore, they should be delivered 

through appropriate media and use language and'imagery that most 

effectively conuDunicates the message. Federal agencies engaging

in HIV prevention activities should encourage state and local 
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• ,f 9~vernments ,and private agencies to provide targeted media 
campaigns and ilnplement well-chosen community interventions~ 

.,. 
ActioD (.1.'): "lfDcourage businessea and.edia ,to 

'I~articipate in national and local 
'.fforta for BIV prevention by, apoD DRAFT 
~.orillg c~p~i~a an4 .ctiviti~a in 
:Loca1 m.dia and in ·plac.. of busi
21ess. 

Goal E: 	 Commwlity,consultation routinely .ought in the deve1op
Ilent ILnd implementation of educational programs and cam
paign!'. ' 

Action (E. 1)' : 	 I)evelop and deliver prevention '.es

Isages in an effective and appropri

Ilte manner for the intended aud

:Lence. ' 


Action (1.2): 	 Target efforts to the needs of popu

:Lations that may be particularly 

susceptible to BIV transmission: gay 

Ilnd bisexual men (including gay meD 

c)f color), substance users, .exua1 


,I~nd needle-sharing partnerll of .ub
Istance users, and youth in, high":'riak 

'Isituations (especially out-of-schoo1 
',ind gay youth). 

commentary: l?rimary in this effort is prevention education for 
youth, both in lind out of school. Messages stres's building self
esteem and self·-sufficiency. To obtain the most effective 
community consultation, collaboration between governmental and 
non-governmental organizations ,will be encouraged at all levels. 
Federal ,funding agencies should increase technical assistance to 
encourage partnerships. 

Action (1.3): 	 c'ontinue the implementation of the 
I:ommunity planning process and en
i::ourage state and local governments 
1~0 expand the use ot this represen~ 
tative process to set priorities ~t 
the state and local 1evela.' ' 

Goal L: 	 AD array of BIV preventive service. available and acce.
sible to substance abusers in treatment on the streets. 

Action (L.l): 	 Coordinate activities and policies 
within the federalqovernment:auch 
1~hat' the elements of the Public 
l!lealth Service, the Office of, lIa
'~ionalDrug Control Policy, and: o,th
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.r involved entitie•. work toget.her 
toward a cOJDlllon ·90al of a drU;

.1._.. abuse-free ud u AIDS-free 1I0aiety• 

, .. Action (L. 2): 	 Identify ud develop .ethod. to 0
courage the entr.J' of ~ll:.psychoac
·ti"'e'dZ1lg ·'dependent people, with 
particular attention to injectin; 
drug users, into public or private 
treatment programs. 

Action (L.3): 	 E:llcourage utilizatioD of Dew:, or 

.terile needles ud .yrin;es lUIlon; 

i:lljecting drug' users who are ewill 

ing or eable to utili.e treatment 

0:1." abstain fro. inj ecting practice... 


Action (L.4): 	 Il!1itiate policy discussions ud eD

ci)urage study of the conaept of 

"]:larm reduction" to· broaden the pol

it:::y alternatives available as the 

nil tion oonfronts the double ud· in

t ••rrelated epidemics of 4rug' depen

d.!ncy and HIVIAIDS. 


Goal H: 	 A safe blood supply worldwide. 

commentary: This issue cuts across international boundaries· 
and is amenable to increased blood screening, the use of deferral 
criteria for bloc)d donors, and other efforts. 

Action (H.l): 	 III cooperation with the World Health 

ol:'ganization, Global 'roqraa on AIDS 

pt'omot. the "B~ood ,af.ty Initia

ti,v.... 


Action (M. 2) : 	 Illiclude blood safety stedards' in 

all o.s. sponsored international 

service programs. 


Goal N: 	 Comprehensive, continuing HIV prevention programs for 
international use through existing host country infra
structure. 

Action ClI.l): 	 Develop a comprehensive aIVIAIDS 

ed:ucational exchange among national 

AIDS coordinators world-vide using'

electronic aedia. . ; 


Action (N.2): 	 Work with foreiqn .90vernments . to 

develop a training proqr&ll. to edu

cate members of their ailitary orga
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.J
,-

niaationa .•0 that they caD ,teach 
civi~iaD cOIlUllWlitie. BIV prevention. DRAFT .:. .. 

commentary: After developing and successfully implementing 
HIV/AIDS training for u.s. military personnel, the concept can be 
translated to j:oreign militaries world-wide, some of which have 
extremely, .high""infection crates. 

";V':;.1,fr i<',..".. .. ( e,' ...... A~·YI~ 1 

,." tr (.:l.imd ~,;.r~\J,'... ~,,~CROSS-CUTI'ING 

Goal 0: 

commentary: 	 All possible users of HIV/AIDS inform on should 
have access to 	the information they need and ,obtai . 9 it should 

, be easy. ImplE!mentation of an all-inclusive, eas access system 
can be, developE!d with existing technologies and ertise. All 
AIDS informatiC:m should be available to the p via a single 
telephone access number. Transfer amongdat ases to the 
appropriate information system should be t~ nsparent to the user. 

. ./ ' 
/' 

Action (0.1): 	 Develop a technologic. /, inter

departmental portal t;.' ough 'which 

AIDS information can/' disseminat
ed. /'


,/
/. , 

Action (0.2): 	 Establish a inte 'epartmental qroup 

to identify an discuss the issues
f 

and to estab· h a coordinated na
tional BIV i .' ormation dissemination 
policy. 

Action (0.3): 	 information plaD to 

by all relevant 


Action (0."): 	 p' vide a forum for commWlity~based 
, IV organizations &Dd people affect 
by BIV/AIDS to express their infor
mational needs and the problems they 
encoWlter in obtaininq the ne.ded 
information. ' 

Develop a traininq &Dd technical 
assistaDce proqram for user. of the 
national BIV information aystem. 
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THE WHITE HOUSE 

WASHINGTON 

July 13, 1994 

FROM: Kristine M 
National A 

SUBJECT: . g summary - June 30, 1994 

On June 30, 1994 the Office of National AIDS Policy (ONAP) hosted a meeting of "HIV 
Prevention, Lookiilg Back, Looking Ahead," a project of the Harvard AIDS Institute and the 
University of Calilfornia at San Francisco. This project is being made possible through a 
generous contribution of the Kaiser Family Foundation. 

The project is aimed at increasing the nature of primary HIV IAIDS prevention activities 
conducted by phy~,icians and other health care professionals engaging in primary care. 
Recent surveys indicate that health care professionals have not been discussiilg the issues of 
HIVIAIDS prevention with their patients who may be at risk. This is perceived to be caused 
by the fact that primary care professionals have the same inhibitions aboUt discussing 
behavior, especial:ly sexual behavior. 

At the meeting on June 30, which was coordinated with the assistance of ONAP staff, 32 
representatives of associations of health care professionals and Federal government agencies 
came together to discuss what types of activities could be used to prompt health care 
professionals to iIidude HIV IAIDS prevention in their interviews with patients. Among the 
associations represented were: American Medical Association, National Medical 
Association, American Nurses Association, American Association of Physicians for Human 
Rights, Association of Nurses in AIDS Care and several others. 

During the luncheon, Steve Morin, Ph.D., Le.g~slative Aide for Congresswoman"Nancy' 
Pelosi, discussed health care reform,·C.ongressionaLactionon health care·reform and .~ 
HIVIAIDS prevention provisions within ..the Health ~security.Act,;> The'participants were able 
to have a frank discussion on the implications of health care reform for their organizations 
and practices. 

The meeting concluded with discussion of what would be the next steps to be followed, 
including increased training, exploration of reimbursement mechanisms, centralized 
mechanisms for dissemination of information to clinicians and several others. 

A list of participants is attached. 
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THE WHITE HOU.SE 

WASHINGTON 

JUN - 7 1994 

May 25, 1994 

MEMORANDUM TO KRISTINE GEBBIE 

FROM: 	 Carl'os Velez, lD{N0.G).. 

Subject: 	 Strategy for GovernmentallNon-Governmental Collaboration on Needle 
Exchange 

On April 29, 1994, Andrew Barrer and I met with Camille Barry and Sarah Vogelsberg of the 
Office of the Secretary; HHS, and Lorraine Fishback, OASH/OHPE, to discuss what strategy 
we could .follow to gather consensus within the administration and the HIV IAIDS and 
substance abuse ccmmunities on the issues related to needle exchange programs. Although 
Fran Page is the lead person on substance abuse issues, she was not able to participate in this 
meeting. The prirrmry focus of the meeting was the need to arrive at a common theme that 
could be the admil'tistration's position on the need to address needle exchange from a public 
health perspective. 

We narrowed down the basic requirements for framing the discussion. Although we are 
aware of the congressional restriction which must be fulfilled (i.e., reduction in HIV 
transmission without an increase in injecting drug use in the community), we also recognized 
that demonstrating these two issues by themselves may not be sufficient to gain popular 
support for needle exchange programs. This process must include the assessing of the public 
health impact of needle exchange and the implementation of programs were the prohibition to 
be lifted (i.e., what shape should needle exchange programs take and what restrictions will be 
imposed on their implementation). 

, 

We all agreed that following a more global strategy would be beneficial. To that end, we 
agreed that a high-level meeting within HHS will be necessary to arrive at consensus on what 
will be the department's position, especially in relation to the ht1alth impact and programmatic 
implementation, prior to approaching other governmental and non-governmental entities. 
Andrew and I agreed to work with OS and OHPE to arrive at this HHS position. Once the 
HHS position is arrived at, an interdepartmental agency including Justice and ONDCP would 
be necessary to arrive at a common administration position. 

In order to attain this more global perspective on needle exchange as part of substance abuse 
issues, and following subsequent conversations, it will be expeditious to conduct at least one 
focus session with community representatives, researchers and members of interested groups 
in the areas of HIV/AIDS prevention, services and research and the substance abuse 

\ 
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prevention and treatment advocacy community. These meetings will assist in the 
development of pr:inciples in the area of HIV/AIDS and substance abuse policy coordination, 
and will not be lifl1itedto discussions in the area of needle exchange. Once the various 
alternatives and issues are discussed, the administration will be better prepared to make a 
determination on substance abuse issues globaly and needle exchange specifically to satisfy 
the congressional and public health requirements. It was apparent from the discussion on 
April 29 and other discussions, that the process will- take several months to be completed. 

The participants in the April 29 meeting agreed to go back to their office to seek input from 
other staff on how the process will be framed and what type of public health issues must be 
addressed as part of the discussion. A follow-up meeting will be arranged with the same 
participants from OS and OHPE within 3 weeks to discuss the logistics for the HHS/PHS 
senior staff meeting. 

cc: 	 Fran Page 
Andrew BaiTer 
Tini Fox 
Camille Barry 
Sarah VogeJsberg 
Lorraine Fishback 

\ . 



'rHE WHITE HOUSE 

WASHINGTON 

February 23, 1994 

MEMORANDUM: FOR ALEXIS HERMAN 

KEITH BOYKIN 

BEN JOHNSON . 

FLO McAFEE 


FROM 	 W. STEVE LEE 
EXECIDTIVE ASSISTANT 
OFFICE OF THE NATIONAL AIDS POLICY COORDINATOR 

THROUGH: 	 KRISTINE M. GEBBIE 
NATIONAL AIDS POLICY COORDINATOR 

SUBJECT' 	 African-American Religious Leaders White House Summit on 
HIV1AIDS on 02128/94 and the Black Church National Day of Prayer 
for the Healing of AIDS 

On Monday, Febmary 28, the Office of National AIDS Policy (ONAP) in conjunction with 
Black religious leaders across the nation will host a summit in the White House complex. 
We are anticipating around 50 guests. A rough agenda is attached. 

The purpose of the summit is educate the African- American religious community and 
encourage them to make a commitment to work closely with the federal government in 
response to the HIV 1AIDS epidemic. The summit will encounige the religious leaders to 
take a pro-active role in preventive education programs for their denominationsl 
congregations/comrnunities; and to provide support for those already infected with HIV. 

This summit is also a "kick-off" for the Black Church National Day of Prayer for the 
Healing of AIDS. The National Day of Prayer will be on March 6, 1994 and will be a 
nation-wide unified day of prayer across hundreds of African-American churches. 

In addition to the support lent to this process by hosting the summit, we are recommending 
that the President join in the day of prayer by attending services at one of the churches 
participating in the National Day of Prayer. A specific schedule proposal is attached. 
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DAY OF PRAYER CHURCH ATTENDANCE 
FEBRUARY 23., 1994 
PAGE TWO 

PARTICIPANTS: TBD 

OUTLINE OF EVENTS: Church attendance 

REMARKS REQUIRED: NONE 

MEDIA COVERAGE: TBD 

FIRST LADY'S 
A'ITENDANCE: Yes, if she was already scheduled to be with the President that 

day. 

RECOMMENDED BY: Carol Rasco, Assistant to the President for Domestic Policy 

CONTACT: Steve Lee and Iohn Paul Gurrola, Office of National AIDS 
Policy, 202/632-1090. 



SCHEDULE PROPOSAL 


TO: 


FROM: 


REQUEST: 


PURPOSE: 


BACKGROUND: 


PREVIOUS 
PARTICIPATION: 

DATE AND TIME: 

DURATION: 

LOCATION: 

THE WHITE HOUSE 

WASHINGTON 

February 23, 1994 

Ricld Seidman, Assistant to the President for 
Appointments and Scheduling 

Kristine M. Gebbie 
National AIDS Policy Coordinator. 

For the President to attend services at a church participating in 
the Black Church Nat'l Day of Prayer for the Healing of AIDS 

To demonstrate support for community and religious 
partnerships with the government in education and prevention 
efforts regarding HIV and AIDS. 

The African-American faith community has expanded what was 
a New York event into a National Day of Prayer. This effort 
has been lead by Pernessa Seele of Balm in Gilead, one of the 
clergy who joined the President for' breakfast in November to 
discuss mv issues. 

The African-American community has been disproportionally 
affected by the AIDS epidemic; their communities and churches 
must have greater involvement in mv and AIDS service and 
prevention. Support for this day would be a very effective 
statement from the President. 

NONE 

Sunday, March 6, 1994 Time: TBD 

one and one half hour 

TBD [Depending on where the President is that day, a 
, church participating in almost any major city could be 
selected.] 
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T1HE BALM IN GILEAD, INC. 
·AnOrgani:ation Dedictlted to Healing the 4/Ttcan A11i2rlcan Community 

1hrough Prayer, Health Education a17d Advocacy If 

African American Religious Leaders Summit on HIV/AIDS 

and 


Press Conference for 

The Black Church National Day of Prayer for the Healing of AIDS 


Preliminary Scl1edule 

. Monday, Febru,ary 28, 1994 


8:00 a.m. Assemble 

Lobb~' of The Old Executive Office of the White House Complex 

17 Pennsyvania Avenue NW 


8:15a.m. ContInenal Breakfast 

4th Floor 


Greeting~;: 

Blessing of the Food: 

. $:00 a.m. White House Complex Tour &. Photo Opportunity 

9:30 B.m. White House Conference Center 

Intlroductlon &. Welcome 

Kristine Grebbie 

Pernessa Seele 


Introduction of Moderator 
Thl~ Rev. Canon Frederick Williams 

. The National Chairperson, The Biack Church National Day of Prayer for the Healing of 

. AIDS & Rector, The Church of the rntercession 
. . ,". .". .

I\lew York. NY ,', 

O'pening Prayer: 
The Rev. eecUy Broderick 

~;t. John EpIscopal Church 

tiempstead, LI 




i 
I 
I 
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Solo: Claude Jay Jones, II 
There Is A Balm In Gilead 

10:008.m AliOS In The African American Community

1??11 Or. Satcher? 


10:308.m. The PoHties of AIDS In the African American Community 

-n??? Congressman Charles Rangel? 


10:458.m. The Faces of HIV/AIDS 

Phil Wilson, AIDS Project Los Angeles, Los Angeles, CA 

Denise Stokes 

~haron Flavors, Community Family Planning Council, New. York City 

11:15 a.m. Thec)logical Perspectives & Responses 

Rev. Dr. James A. Forbes, Jr., Senior Pastor, The Riverside Church. New York City 
uHard Talk: Breaking the Silence" 

Rev. Dr. Jeremislh Wright, Pastor, Trinity United Church of Christ. Chicago, 1111 
~The truth about Health Care &HIV flom the African American Perspective" 

: Rev. Patricia Ree!berg, Executive Director, Council of Churches of the City of NY 
"ldeals & Pract~~al SO~'!tjons: Healing R.e~f!l!I'.c.~J!r!-'!(LQ.!~(J!L~lIurch Tr~dition.______ . 
. . 
Rev. Dr. John Hurst Adams, Founder & Chairman Emertius, The Congress of National 
Black Churches; Presiding Bishop, African Methodist Episcopal Church 
~The Black Church Paniclpatlon In the Political Process of the HIV/AIDS CrislsM 

; 12:30 p.m. LUNCH - (Roundtable Discussion) 

i :30 p.m. PRESS CONFERENCE 
The Black Church National Day of Prayer for the Healing of AIDS 
(signing of an ecumenical statement during the press conference) 

TOTAL P.03 



EXECUTIVE OFFICE OF mE PRESIDENT 
. OFFICE OF ADMINISTRATION 

Washington, D.C. 20503 
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MEMORANDUM FOR KATHLEEN A. MCGINTY, DEPUTY ASSISTANT TO THE 

" 

PRESIDENT FOR ENVIRONMENTAL POLLCY
./ 

~AROL RASCO, ASSISTANT ,TO ~~RESIDENT FOR 
DOMESTIC POLICY "~ 

ROBERT RUBIN, ASSIS~~ TO THE PRESIDENT FOR 
ECONOMIC POLICY ~/ 

FROM: PATSY L. T SSON 
SPECIAL SISTAN ' ,. 

AND RECTOR 0 THE· FFICE OF ADMINISTRATION 

SUBJECT: Pro ram 

T E PRESIDENT 

In support of President Clinton's memorandum on HIV/AIDS 
education, the Office of Administration (OA) has been working 
closely with the Office of the National AIDS Policy Coordinator 
to develop and implement an education program mandated for all 
staff of the Executive Office of the President (EOP). 
Specifically, we are providing technical as!?istance in the area 
of program t=ilanning, proposal" development, overall coordination, 
contract negotiation, scheduling and training delivery. 

The purpose of this memorandum is to inform you of the American 
Red Cross training program proposal approved by Kristine Gebbie,; 
National AIDS Policy Coordinator, and to request your support and 
assistance for the success of this education program. 

We are negot:iating with the American Red Cross, Office of 
HIV/AIDS Education, to provide instruction to the entire EOP 
workforce. There will be separate education sessions for 
managers and supervisors, as well as for non-supervisory 
employees. Instruction for managers and supervisors will focus 
on certain 'rlorkplace issues which require management action. 

Since the President's memorandum mandated full participation by 
EOP staff, -the most equitable method of funding the cost of 
training is for each EOP agency to cover the cost for its 
employees. We have negotiated a training agreement which 
incluqes._ th,e cost of instruction and mater,ials." Each agency will 
be charged a percentage of the total training program cost. The 
cost will be calculated based on the percentage of the agency 
authorized Full Time Equivalent (FTE) level. For the Office of 
Policy Development the approximate cost is $600.00. 
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The Personnel Management Division (PHD) has been assigned 
responsibility for managing this EOP initiative. Mary Beck, 
Division Direc·tor, and members of her staff are eager to share 
detailed information on this education program, as well as 
address any is:sues or concerns. You will receive scheduling 
information as soon as it is finalized. Current plans include 
presenting the program to managers and supervisors first, 
followed by the rest of the staff. 

We are excited about leading the charge on HIV/AIDS education and 
look forward to your support and involvement. 

Attachment 

cc: Andrea Rutledge ,- ~~ 

~ CLtt 



THE WHITE HOUSE 

WASHINGTON 
- . 	 . 

September 30, 1993 

HEMORANDUH FOlt· THE HEADS OF EXECUTIVE DEPARTMENTS AND AGENCIES 

SUBJECT: AIDS at Work 

Halting the sI,readot HIV/ AIDS and caring tor those already
touched by the disease is our common responsibility. Sadly,
it you do not know someone with HIV/AIDS, you soon will. Every 
11 minutes an American dies of AIDS; one ot every five Americans 
knows someone who bas died ot AIDS; over o~e million Americans 
are already illtected .with HIV. ' 

HIV/AIDS attec::ts everyone in this Nation. Preventing the 
spread ot HIV/AIDS and its associated human and economIc-costs 

. 	 is crucial to the success ot health care reform. Likewise, 
enlightened, Jlondiscriminatory workplace policies are· essential 
to both our ejttorts at reinventing government and at lowering
health costs. This Administration and this Nation must do all 
within our pO'ller to prevent discrimination against those 
infected with HIV. I am committed to facing the difficult 
issues raised by HIV/AIDS. 

This is an Administration of action and leadership by example.
Today's Cabinet meeting discussion of HIV/AIDS is the beginning_
Allot you ar,e asked to develop and fully implement comprehen
sive HIV/AIDS workplace policies and employee education and 
prevention programs by World AIDS Day, 1994, beginning with 
your Senior Staff. 

To begin this process: 

* 	 Each Cabinet Secretary shall designate a member ot his/her
Senior Staff to implement ongoing HIV/AIDS education and 
prevention programs and to develop nondiscriminatory
workplace policies for employees with HIV/AIDS. 

• 	 These designees, with the Office of the National AIDS 
Policy Coordinator (ONAPe), shall form a working group to 
impl~ment this directive. 
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* 	 The Offi.ce of Personnel Hanagement (On) .hall review ita 
current HIV/AIDS workplace guideline. and aasist in the 
developDient of workplace policie. in the departments and 
agenciel', as directed -by ORAPe. OPK .hould pay particular
attention to ensuring that the aclministrative burden ~n the 
departments and agencies i. minimized. 

* 	 The Natlonal AIDS Policy Coordinator .hall report to .e 
quarterl.y on' the progress of each department- and agency,
beginnirlg January 1, 1994. . 

* 	 The WIli1:e House Staff and the staff of the Executiva . 
Office of the President (BOP) will participate in HIV/AIDS
educatic)n and prevention training prior to World AIDS ·Day, 
Decembel~ 1, 1993. . 

. 
HIV/AIDS is 1:he health crisis of this century; it cannot be 
allowed to e~ctend into the next. Only through education and 
prevention C~ln we stop its spread. 'Only through agqressive
and coordina1eed efforts at medical research can we find a cure. 
Join me on Wc)rld AIDS' Day, 1993, 'to rememJ)er the hundreds of 
thousands of American dead and the millions of Americana . 
infected or j;ufferinq because of this disease; help me to 
vividly demolC'lstrate this Administration fS commitment to end 
the HIV/AIDS epidemic. 
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THE WHITE HOUSE 


WASHINGTON 

June 22., 1994 

NOTE TO: 	 Phil Lader 
George Stephanopolous 
Alexis Herman 

FROM: 	 Jeremy Ben-Ami 

cc: 	 Carol Rasco /' 

Attached is the press statement from 
AIDS Action Council which I mentioned 
in my note yesterday. It was released 
to the. press last night. 

i ' , 

! ' 
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NEWS 

from 

1875 

ConnecHCutAve~ 

Suite 700 

~{rtgtonDC 

20009 

Faz 2029861345 

TlII202 986 J300 

1121: 14 FROM AIDS ACTION DC TO 	 456712128' P. 1212 

For irrimediate release: 	 ~ontact: Lynora Williams 
June 22, 1994 	 tel.: 202-986-1300. exL 33 

WHI1;E HOUSE AIDS POLICY OFFICE FALLS SHORT 

One year after the appointment of· the first White House AIDS policy 

. coordinator. AIDS Action Council and AIDS advocates across dle country view the 

coordin~tor's office' as yet another bureaucratic roaqblock standing in the way of a 
, . 

coordinated federal response to the AIDS epidemic., 

"The AIDS' epidemic is growing more complex and intransigent. W ~ need 

a White House coordinator that keeps AIDS in the:center of the president's radar 

screen. not a public relations spokes~n who spendS time giving speeches and· . 
makin,g public appearances," says Daniel T. Bross, AIDS Action executive director. 

"The Office of National AIDS Policy. headed by Kristine Gebbie. is not meeting the 

mission hoped for by thousands of AIDS advocates. Although we continue to share 

our concerns with members of the Clinton administration, no action bas been taken 

to datf~~'Unfol1una:tely, AIDS is still an issue that the White House prefers to dance 

around instead of embracing as a top domestic prio~ty." 

Among other things. the office has failed to: . 

• 	 effectively advocate within the administration and on Capitol Hill for 

increased federal funding for HIVIAIDS programs; 

• 	 collaborate with federal departments and agencies to develop a . 

comprehensive federal AIDS plan; and 

• 	 work with the president to promote public leadership in fighting the AIDS 

epidemic. 

more 
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lune 22, 1994 Page TWo 

"We would like to see the Office of the National AIDS Policy function simultaneously 

as a SWAT team alrld as a shuttle diplomacy group·-responding swiftly to AIDS, policy crises as 

well as building wider consensus ~thin the federal bureaucracy on steps to be taken. Serious 

\uation and reol'ganization of this office is badly needed." 

Gebbie was formally appointed by President, Bill' Clinto~ on lune 25, 1993. and began' 

work inWashingtcm on August 1. 1993. 1beappoinanent of a White House AIDS policy 

coordinator was see,n by the AIDS communities as the fulfillment 'ofa Clinton campaign promise 

and one of many steps needed to bring urgent attention to the AIDS crisis. Over 20 feder:aJ. 

agencies and depan.m~ts maintain AIDS progDU'l1s. but there is little coordination among them • . 
In assessing the contribution of the AIDS, policy office,:: AIDS ~ction re<:alled the 

recommendations of two coalitions--National Organizations Responding to AIDS alDd Federal, 

HIVIAIDS Agenda '93. Both coalitions made specific recommendations during the presidential 

transition about hOlV the office might work (see enclosed). 

AIDS Actiolrl welcomed th~ appointmen~ of an experienced public health official' with 

expertise in HIV/AJDS prevention. But the organization's disappointment and disaffection with 
, 

the office are growiing. Gebbie·s office has been plagued by miscues and an ill-defllled sense of 

mission~ AIDS Actiion and many fellow advocates now feel that ihe office has actually become 

a stumbling block b) the development and implementation of be~r policies., 

AIDS Acti9f1 Council. founded in 1984, is the only national organization devoted solely 

to lobbying the fed.eral,government on AIDS policy, legislation and "funding. 'AIDS Action 

Council represents more than 1000 community-based AIDS service organizations throughout the 

,United States. ., 

### 
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THE WHITE HOUSE 
OFFICE OF DOMESTIC POLICY 

CAROL H. RASCO 
Assistant to the President for Domeslic Po/icy 

To: 

Drat'! response for POTUS 
and forw,)rci to CHR by: _________________ 

Draft response ior CHR by: _________________ 

Please reply directly to the writer 
(copy to CHR) by: _____~______________ 

Ple,)se ildvise by: _-,-___________________ 

let's discuss: _______________________ 

For your inforn1Cltion: __________________ 

Sencl copy 10 (original to CHR): _____ 

Schedule? : o Accept o Regret 

Designee to attend: ____________________ 

Remarks: ________________________ 
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FAX COVER' SHEET 

NAME: CAROL RASCO FAX: 456·2878 

FROM: ANNE WEXLER 


PAGES: 3 


DATE: MAY 12, 1994 


THE WEXLER GROUP 

1317 F SCf~et, N.W. 

Suiee600 

Wa~hington, D.C. 20004 

202-638-2121 

202·638- 7045 Telecopy 

Anne Wexler 

Chairman 

ANY PROBLEMS WITH tHIS TRANSMISSION PLEASE CAll 202-662-3725 

MESSAGE: . . 
AS WE DISCUSSED YESTERDAY, THE FOLKS OF AIDS ACTION AND I TRIED 
TO STOP THIS. WE THOUGHT WE HAD BEEN SUCCESSFUL. CLEARLY, WE 
WERE WRONG.. WE'LL CONTINUE TO TRY TO KEEP TIIIS FROM 
SNOWBALLING. All THE BEST. 

CONFIDENT'IAUTY' NOTE:; . 

The infOrmation contilined in this facsimile message islegaUy privileged and confidential information 
intended only for the use of the individual or entity.named below. If the reader of this message is not the 
intended recipient, you are hereby notified that any.dissemination. distribution or copy of this' telecopy is 
strictly prohibited. If you have received this telec:opy in error, please immediately notify us by telephone and 

. return the original mf:s6age to us at the address above via the United Stat~ Postal Service. Thank you. 
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A CALL FOR THl! RESIGNATION OF ~ST1NE GEBel1 

AS THE NATIONAL AIDS POLICY COORDINATOR 


''Nilliam J. F~man 
Executive C I rector 

Washington, :O.C. 

May 11,1994 


The National AssociatIon of PeoplGwith AIOS (NAPWA) calls for the 
reslignatton of Kristine Gebbie as the. NatIonal AIDS Policy Coordinator; 

At the request of NAPWAc Ms. Gebbie met today with the NAPWA s~ff 
ancj the Policy Committee Chair 0' NAP.WA's Board of Directors. The 
me!eting was called to discuss the Office of National AleS Policy and ,Its 
roll! in the Implementation of a natlonal.trategy to end the HIVepidemic. 

Regretfully, we do not believe that Ms: Gebbie can provide the strong 
leadership that is necessary In this challenging position. Nearly one y~Qr 

, afb:r being appointed, Ms. G~bbie hae proven incapable of creating a 
sisnlficant role for the Office of National AIDS Policy. A concrete strategy 
to address the multiple challenges of the HIV epidemio has not been 
forthcoming. More than one mUllon Amedcane are currently living with fnV 
disease, and already hundreds of thousands of Americans have died of 
AIOS. In the face of this devastating epidemrc, the lack of urgency that 
Ms. Gebbie brings to this offl,ce is unaoceptabJe., ' 

The challenge of HIV in the United States demands that we wage a war on 
thi~l disease. VVhile our nation has made. progress in its attempts, to 
address the HIV epIdemiC, piecemeal solutions exist where comprehen~ive 
and decisive action is required. An act~on plan must be imJ'.'lemente~ to 
address not only the medIcal and scientifio aspects of HIV dl,sease, but 
81s,0 the social and economic circumstances that contribute, 10 the 
d~)tructlveness of this epidemic. Without addressing poverty. raoism, and 
homophobia - root causes of the epidemic - any "NatIonal HIV A~ion 
Agienda" is assured of failure. ' ' , 

PrE~sidentClinton must take the lead In bufldfng both a national consensus 
and a political framework that will enable us to end~he HIV epldemio. We 

- more-
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believe that the President must move quickly to invl90ra~e the Office of National AI~S 
Policy and provide the following: .' 

o 	 Visionary leadership. We can, end the HN epidemic. We must cle~rly 
demonstrate a commitment to this goal through prevention and research tbat 
focuses oln a cure. Action must follow words. President Clinton mUlt articulate 
a v's}on for ending the HIV epidemIc and he, must work with the Congr~I' 
and all of our national leaders to implement an ,action plan for the natron 
with clearly Identified goals, objective8, and respo'nalbllltlas. 

o 	 Coordination and Strategy. ThIrteen years [nto the epIdemic, precious time 
continues to be squandered. ,All branches and departments of the federal 
governmEmt, key representative.s of non-governmental organizations, the private 
sector, arid indivIdual Americans must be brougot togeth~r to create a framework 
that will produce immediate results. We call upon President Clinton ,to. 
convene a dynamic and for;eful working group wrthln the White House: to 
direct thea Implementation of a comprehensive action plan. 

o 	 Reaoure.,s. 'In order to defeat the HIV epIdemic, the Cnnton Administration miJst 
estabflsh clear priorities for the targeted alloeation of scarce resources. The 
Clinton A,dri1inistratlon mU$t set priorities that Include targeted research ~n 
promfsln!a therapies, a national preventIon campaign and Increased funding 
for emelial medical and support aaNtc ••• , In addition to setting these 
priorities, tho Office of National A1DS Policy mus' take re.ponalbllity for 
securing the resources needed to addreu all aapecta of the HIV epidemlc. 

. , 	 : 

NAPWA continu,!s to view the Office of the National AIDS Policy Coordinator as ,an 
essential leaderlship center for the natlonls response to: the devastation of' .the HIV 
epidemic. HOWE!Ver, President Clinton must reexamine the structure and role of this 
office with the urgency that this epidemic demands, . 

NAPWA supports :all Americans affected by the HIV epfdemlc: with InfOnnatlon and educati~n81 
resources, national advocacy for people living with 'I-Itv dllouae atid tB<lhnreal assistance programs 
for community-bsaed organizations. In an effort to prevlntthe spread of HIV disease and fadUt.ate 
a richer quality of nfe for ,,,nV·lnfeeted IndMduals, NAP'NA builds meaningful "artnerehlpa among 
people with HIV. service provide~8, business, government and' phRanthropy. 
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THE WHITt HOUSE 

WASHINGTON 

May 19, 1994 

MEMORANDUM '1'0 CAROL RASCO ¥!E . 
FROM: 	 KRISTINE M. GEBBIE ",in- ~ 

NATIONAL AIDS POLICY' OORDINATOR~ 
SUBJECT: 	 Publication of May' 19 MMWR article on two new 


instances of household KIV transmission 


The pUrpOSE! of this memo is to alert the President's staff of the 
upcoming plllblication of two new cases of HJV transmission which 
may cause rleqative feedback from conservative circles. 

On May 19, CDC 	 will publish in the Morbidity and Mortality Weekly 
Report (mom) two new instances of HIV infection in situations 

.when a famjLly member has become infected while having interaction 
with anothEer family member living with HIV. The transmission 
modes have not 	been clearly identified, which may be grounds for 
public conc:ern 	and renewed calls for mandatory testing and 
isolation elf individuals· living with HIV/AIDS. 

Action 

We are confident that the two cases of infection do not reflect 
new or unknown means of transmission, in fact, both patient 
history summaries cite a lack of transmission pre-cautions taken 
by the infected individuals. The public health authorities are 
taking the steps necessary to inform persons at risk of HJV 
infection on how to prevent transmission in similar situations. 
The inform.ation on how to prevent infection is widely available, 
and can be obtained by calling toll-free the National AIDS 
Hotline (800-342-AIDS). . 
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Epidemiologic Notls land R(!ports 
'!,."' .' 

Hum:an Immunodeficiency Virus Transmission 

.'. in Household Settings - United States 


..., "." " Transmission ofhuman immWlodeficiency vi.rus (HIV) has been reported in homes in which 
lie~lth can! has been FIfO"ided and betwem children residing in the same household (1.6). CDC has 
rec~ived reports ofmro eases ofHIV infection 1hat apparently occutred following mucocutaneous 
eXposures to blood OJ' other body substances in persons who receh:ed care from or prmided care to 
!:iiY-infected f'amily liuembers residing in 1he same household. This report sununarizes the findings 
~fthe'epidemiologic and laboratory investigations, which underscQte the need to educate persons 
\Vpo care for or are in contact with HIV-infec1ed persons in household settings where such expo
s~s may occur. t 
" '/" . 

:':>:' PIItItm11 
.,';" A 5-year-old child whose parents W~ both HIV-infected t.!stecl negative for mv antibody 

m)990 and July 199'3 but tested posi1n'l! in December 1993. In February 1994. all o1her close 
1i~usehold contacts of1he child tested HIV-antibody nega1i\'e. ' 
;{.". From. Januaty bough December 1993, ~ilen 1be child was likely to have become iDfec~ 
1Jie.clJild's parents were the only known HI\!-infected persons with whom 1he child had any contact. 
~ ibis period, title child lived with both parents until1he father's death as the result of acquired 
~uDodeticiency syndrome (AIDS) in May 1993. The child continued to live wi1h the mother, 
~~ohad AIDS. unti;18 days before the child's last negative antibody !estill July 1993. The child 
1heillived in foster care.','" . 
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The child had several opportunities for contact wi1h HIV-infected blood an4 exudative skin 

lesions. Based on the ma1her's medical records and history, from March through August 1993 the 
mother had recurrent, punslem., eJQldative skin lesions (diagnosed as pnuigo nodularis) on her face, 
neck, torso, buttocks, and ex:t:remities. She frequently scratclled the lesions until they bled, left the 
lesions lUlCOV@l'ed. and discarded onto 'the furniture or thE! floor the S8uze and tissues used to wipe 
the exudate. Dorinil periods when the mother's skin lesions were uncovered and draining, the child 
frequently huSged nnd slept with the mother. lD addition. the child intermittently had scabs from 
impetigo aad abrasions that the mother sometimes picked olfand caused to bleed. When the mo1her 
had intermittent giIl,giva! bleedin& she periodically shared 8 toothbrush with the child. From January 
through May 1993, the child had no known contact wi1h the fa1her's blood or body fluids, although 
the child sometime:J used. his toothbrush. ' 

No other s:ituations were identified in ""hich the chilcl potentially may have been exposed to 
HIV.infected blood or had contact 'Vt"itb an HlY-infected person. There were no known 
mv-infected persCiIlS in either the foster home or '!he scl1oo~ and the c:hild ,had DO knoVvn con'tact 
wi1h blood in1hese settings. Based on interviews and medic.aJ record reviews, no household mem.
'ben at ei1her 1he PElrents t home or foster home engaged in injecting-dnlg use. Based on history arid 
physieal examinati,iXl, sexual abuse ofthe child was believed to be unlikely. During 1993, 1he child 
had DO injections, blood 1ransfUsions~ vaccinations, or in'l,'8sive dental or medical procedures. 

Proviral DNA ftom peripheral blood mononuclear cells obtained from the mo1her and 1he 
child was amplified by pol}merase chain reactiou. By ctirect seCluencing, the two DNA fr8smen~ 
encompassing 343 nucleotides oftile V3 and fJankinS regions oftbe gene encoding the HIV-l 
envelope glycoprotein (gp120) were genetically similar, d.iifering by only 2.6%. No specimen was 
available fi'om 1be clWd's father. 

Plltlmtl 
In August 1991, a 7S-year..old woman. was E!1t-aluated because off.a.tigue and malaise and 

tested positive for HIV antibody: her adult son died in August 1990 as the result of AIDS. Her 
CD4+ T.lymphocyte count was 837 ceU~uL. She had been married for approximately 50 years~ her 
husband tested ne~:ative for mv antibody. The patient reported no other sex partners and denied 811 
risk factors for Htv infection, ineluding injecting-.drug use and receipt ofblood or blood products 
since 1978; she had not been emplo'yed in a health-care setting. The woman had a cholecystectomy 
in Decem.ber 1990; in February 1992, all members of1he surgical team tes1ed negative for HIv, 
antibody, 

Her son h!.dlived in 1he household from Sept@mber 1989 until his death, He initially was 
able to care for himself. howe-..w, in luly 1990 (6 weeks before his death), his mother beg!l.fl to 
provide daily nursing care for him (e.g., bathing, feeding, changing diapers, and repositioning bls 
urinary catheter). Although she bad been informed of1he need to wear gloves while providing such 
care. she reported incousistent adherence to tis recommend.auon. She could DOt recall any direct 
exposures to her son's blood. Her SOIl did Dot require intravenous fluids or medication in 1he home 
nor did he have SIll imravascular de\"ice. No needles or oiher sharp instruments related to his care 
were in 1he home. Dermatologic conditions had not been noted. 

The son had hemorrhoids and diarrhea. but neither 'visible blood nor melena had been 
noticed at home, the mother reported skin contB.ct wi1h her son's feces on at least oue occasion.. 
While hospitalized in February 1990, he had upper gastrointestinal bleeding; endoscopy revealed 
c:bronic gas1ritis 8Jld duodenitis. During hospitalization in June 1990, he had an episode oflower 
gastrointestinal blaedUJg. No such bleeding episodes occWTed at home. 

http:contB.ct
http:beg!l.fl
http:medic.aJ
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The son had poor dentition and gingivitis around his upper molars, and his r.o.oiher fre

quently haDdledihe cotton-tipped svvabs her sOD. used for his oral hygiene care. al1hough she at
tempted to avoid touchingihe cotton tips with bare hmds. She reported having lnfi:equent small cuts 
on her hands but had no history of dermatitis or other skin lesions. There were no blood specimens 
available from '!he SOD fiJr HIV DNA sequencing. 

ReporMd by: Div ofHIVIAIDS andHospirall1tj'ecrio7lS Program, Natir.;mal Centerfor Infec
tious Di$flases, COC. 

EcIltorial Note: 11le findings olthe investigations described in 1his report indicate the trans
mission ofHIV as 'the r4!Sult ofcon1ad 'Y<'ith blood or other body secretions or excretions from an 
HIV-mcted person in 'the household. In bo1h instances, exposures occurred after the 
source-patien1S bad deYleloped AIDS; consequently, :relatively high mv titers ma.y have been 
present in their blood. 

For patient 1, who had ha.d direct exposure to purulent and bloody exudates from the 
mother's open skin lesions, transmission may have been facili:ta1ed by the child's broken skin and 
the mother's manipula1krn oftile ehild'g skiD lesions. Patient 2 most likely became infeded while 
providing nursing'care fOr her son. Although the precise mode of1ransmission is tmknown, she had 
direct C!.OD.1ac:t "Wi1h her son'3 urine and feces; because ofhis c:bronic gas1ritis and duodenitis, some 
blood eould have been Jftsent in his feces, even 1hough the blood WIS inapparent to his mother. In 
addition, she could haw. had o1her unrecognized or umeca1led exposures to her SOD.'S blood. 

Even 'lb.ough prt!vious .reports have docum~ HlV 1ra.nsmission as the result ofskin or 
mucous-membrane exposure to mV·infected blood: HIV is not easily 'transmitted by 'Ibis route. 
Based OI185sessment ofhealtb-.care worker5 @Xj)Osed 10 HIV-infectedblood, the risk for HIV 
1ransmission has been e~;timated to be less than 0.1% for a single mucous-membrane exposure (95% 
confidenee interval=O.O()6-050) (7). The risk is probably lower for skin exposures to HlV'-infeded 
blood and e'\."en lower, ifpreseat at all, for skin exposures to· body secretions and excretions \All1bout 
~'isible bJood (7,8). Alth·ough pnMous reports docmnent1hat HIV has been isolated ftom urine (9) 
and that HIV nucleiC!. aci.d-bu1 not infectious HIV-has been detected in feee! (10), transmission of 
HIV by urine or feces bas not been reported. 

Althou8h COlltll.l:t "",lth blood and other body substances can occur in.households, transmis
sion ofHIV is tare in this setting. In addition to the two patients in this repot'\ six previous reports 
have described househol.d tranmlission ofHIV not associated with sexual contact. injecting-drug 
use, or breast feeding ('lable 1). Of1hese eightrepohs, five were associated with documented or 
probable blood C!.OD.tact ([1,3-51 and patient 1 in this report).In1he sixth report, mv infection was 
diagnosed in a boy after his YOUllser bro1her had died as 1I1e result ofAIDS; however, a specific 
mechanisrp of1r'8mmissaon was not determined (6). '1'\\'0 reports 1n"'olved nursing care oftemUna1ly 
ill persons wi1h AIDS UJi which a blood exposure .might have occurred but was not documented ([2] 
and patient 2 in 1his 1'ep(G't); in 'bo1h reports. skin eon1act \\>'ith body secretiOl:l$ and excretions oc
curred. , 

Persons who pr(",;de nursing care for HIV·infected patients in home settings should einploy 
preetlutions to reduce e)(:posures to blood and other body fluids (11). In particular, needles and sharp 
objecis contamina1ed with blood should be handled wi1h care. Needles should Dot be recapped by 
hand or removed. from syrmg.s. Needles 8lld slw'p objects should be disposed ofin puncture-proof 
cODtliners, and "the cOJmlmers should be kept out ofreach ofc:hildren and visitors. Bandages should 
be used to cover cuts, seres., or breaks on exposed skin ofpersons 'Y<ith HIV infection and ofper
SODS providing care. In siddition, persons who provide such care should wear gloves when there is a 
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possibility ofdirect IContact wi1b mv-infected.blood ,or other body fluids, secretions, or excretions. 
Because urine and ~!Ces may contain a variety of pathogens, includina HIv: persons providing 
DW"Slng care to HIV.irlfeeted persons should ""ear gloves during contact \\;111 1hese substances. In 
addition. even \llfuea glaves are worn, bands should be washed after con1a~t with blood and other 
body fluids. SecretiODS, or excretions. 

- Because of·the social. ecQllomic. and medical benefits ofhome Care, the number ofpersODS 
with AIDS \Ioho recE~-e health care outside ofhospitals is increasing. Persons infected with my 
and penOliS providing home care for those who treBIV-wetted should.be tully educated and 

. ~ined regarding apjpropriate infec.rion-control1eclmiques. In addition, health-care providers should 
be aware ofthe potellfial for HIV tnmsmission in the home and should provide 1raining and educa
tion in infec:ti.on caalrol for HIV-io.fected persaas and those who live with or pro\o;de care to them in 
the home. Such training should be an integral and ongoing part of the hea11h-ca.re plan for e"W)' 
penon wi1h my infection. 

Additional ililfection-control recommendations are cOIItalned in a·recently updated brocllW'E! 
published by CDC, Caring for Someone with AIDS: fnf'onnation for Friends, Rela1ives, Household 
Members: and Others 'Who Care for a Person With AIDS at Home. This brochure is lI.V8.ilable free 
in English or Spanish from the CDC National AIDS Clearinghouse, P.O. Box 6003, Rockville, MD 
20849-6003; telephone (SOO) 458-5231 or (301) 217-0023. 
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THE WHITE HOUSE 

WASHINGTON 

May 5, 1994 

MEETING WITH MOTHERS' VOICES 

DATE: May 5, 1994 

LOCATION: Roosevelt Room 

TIME: '10:15 a.m. to 10:30'.a.~. 


From: Carol H. Rasco W~ 


I. PURPOSE 

You will drop by a meeting-carol Rasco is having with 
MOTHERS' VOICES 'which is a nationwide grassroots AIDS 
advocacy network working to change public attitudes and 
pOlicies locally and nationally. 

The group asked for a thirty minute.meeting with you and 
instead we offered them a meeting with. Carol with a visit 
by you. They will be tellingcarol:their family stories 
and \\rill probably, tell one story while you are" present·• 

. II. BACKGROUND 

Thh. is the, second year they 'have gathered signatures on 
Moth*rs' Day cards to publi6 officials •••• last. year you 
received hundreds of them.' They will be delivering them 
·on the Hill today. The cards' say there will be no' 

'MothEars' Day until .there is. a cure for AIDS.' 

You have met several of, these mothers and their children 
. at di~ferent times: 

Care)l . DiPaolo and her son, Joey 
Linda Mowrer and her son, Michael Hartranft 
Lil:i Rundbacki a founder of the group 

III. PARTICIPANTS' 

Appr,:;)ximately 36 members of Mothers' Voices and/or family 

members. 

Caro1 Ra~co.. 

John Garrola· of the .AIDS O'ffice 




; 

IV. 	 PRESSPLAN 

White House Photographer only. 

V. 	 SEQUENCE. OF EVENTS 

Carol will be listening to the family stories when you 

enter. She will transition you into the·meeting. For 

closing remarks you should: 


Thank ·them for thE!ir dedication. 

Thank 'them for being willing to share, their stories. 

state 'your commitment to research and. health care. 

Solicit their support for health care reform and ask them 

.. to t'3.lk it up as they visit the Hill. 

VI. 	 REMARKS 

.No prepared remarks necessa;.y. 



THE WHITE HOUSE 

WAS H'I N GTON 

May 5, 1994 

MEETING WITH MOTHERS', VOICES 

DATE: May 5, 1994 

LOCATION: Roosevelt' Room 

TIME: 10:15 a.m. to 10:30 a.m. 

From: Carol H. Rasco W~ 


I. PURPOSE 

You will drop by a meeting 'Carol Rasco is having 
MOTHERS' VOICES which is a nationwide grassroot 

,advoca.cy network working to change public attit-.-........-....."'" 
policies locally and nationally. 

I 

The group asked for a thirty minute meeting with you and 
insteiLd we offered them a meeting with carol with a visit 
by you. They will be telling Carol their family stories 
and will probably tell one story while you are present. 

II. BACKGROUND 

This is the second year they have gathered signatures on 
MotheJrs' Day cards to 'public officials •••• last year you 
received hundreds of them. They will be delivering them 
on thle Hill,' today. The cards say there, will be no' 
Mothe:rs' Day until there is a cure for AIDS. 

You have met several of these mothe,rs and their children 
at different times: 

Garol DiPaolo and her son, Joey 
Linda Mowrer and her son, Michael Hartranft 
Lili Rundback, a founder of the group 

III. PARTICIPANTS 

Approximately 36 members of Mothers' Voices and/or family 
members. 
Carol Rasco 
John Garrola of the AIDS Office 
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IV. PRESS PIAN 

White Hcmse Photograph~r only. 

V • SEQUENCl~ .OF EVENTS 

Carol' will be listening to the family stories when you 

enter.· Sh~ will transition you into the meeting. ·For 

closing remarks you should: 


Thank them for their dedication. 

Thank them for being willing to share their stories. 

State y,our commitment to research and health care. 

solic;it their support for health care reform and ask them 


to talk it up as they visit the Hill. 

VI. REMARKS 

No 'prepared remarks necessar~. 



THE WHITE HOUSE 

WASHINGTON 

February 22, 1994 

TO: Kristine Gebbie 

FROM: Carol H. Rasco~~ 
SUBJECT: Sanctuary Task Force 

I have been asked by White House staff if the administration has 
a position on this issue. I have enclosed a copy of materials 
forwarded to me on the issue. Do you have any guidance? 

Thank you. 
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LINDA GRINBERG TEL No.471-4565 	 SeP.2S.93 10:11 P.Ol 

Sanctuary'Tasl(1'orce 


, 
'. 

The FDA's mission Is to protect the public against harmful drug toxicities: Since the 
thaRdomlde !icare of the '60's, the FDA has developed stringent guldeRnes and regulation,s
for drug approval. It currently costs In excoss of $190 mUllon and takes four to ten 
years to brlrlg 8 single drug to the marketpl~ce. As a result of the high costs and the 
lengthy appr"oval process, many potentially beneficlal drugs ate being tested overseas or 
are never seeIng the Bght of day. In fact, some of the drugs befng tested In Europe werp 
developed at the National Institutes of Health at U.S. taxpayers'. expense. I 

We are 13 years Into the AIDS epidemIc:: and have only 'three FDA-approved H~ 
therapies, a.J1 of which have limIted benefit. Patients with late-stage, fife-threatenlnp 
diseases arc, often excluded from U.S. drug trials, and aro desperate tor treatment no,,",. 
Physicians tmd their patients have been frustrated In theIr attempts to gaIn access t~ 
promising theraples, and should have access to experlmenta' drugs. Protecting th~ 
general public against harmful s1de effects Is necessary, but we need to adopt a different 
standard for Iife-threatenlng diseases. There Is no side effect worse than death. • 

! 

The Sanctuary Drug Act offers a solution. By establlshlng a Sanctuary Board as :a 
separate Ilrm of the FDA, composed of prominent researchers and HIV-treatlng 
physicians, potentially beneflcfal, non-FDA approved drugs warranting Iclentln: 
Investlg'atlcln will be Identified and evaluated. Those agents deemed to be within the range 
of accsptllble risk win be selected for study Inclusion. Study participants will be 
limited to patfents with less than one year to live. Sanctuary wDl supply and closeI)' 
monitor the safety and efficacy of therapeutic agents In a struc:tured, uniform stud)", 
,wherein d~lta will be coneeted, Interpreted and dIsseminated to physiCians via electroN: 
data transmlssron. This structure will expedite our ability to recognize treatments wltn 
the poten'tlal for cure, allow alternative therapies to be sclentlflcatry evaluated, redude 
exploftatlc'm by charlatans who prey upon the desperately In with quack cures, ana 
greatly reduce drug development costs. The expanded national access to drugs an:ct 

\ Infonnatlon will also eliminate duplication of research ~n Ineffective agents. : 
; 
I 	

In dealing with the AIDS crists, and with all Incurable diseases, we must take bold an~ 
determlnl~d steps. In response to thIs, a group of HIV-treating phYSicians, AlD~ 
actIVIsts, and.HIV-lnfected and affected persons have recently formed the Sanctuary ta~K 
force. S:anctuary will offer hope to the termlnaUy III - an opportunity to )mpro~! 
their chances for s~rvlval and quality of lifo. and the opportunity to participate in t~! 
search for a cure. : 

I 
I 
I 
I 
I 
I . 
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OUTLINE FOR PROPOSED SANCTUARY DRUG ACT 

I. 	 PATIENT QUALIFICATIONS 
A. 	 Life-threatening. incurable disease 
B. 	 Expected to have less than six months to five 
C. 	 Informed consent waivers, lablUty waivers 
D. 	 Mnally competent 
E. 	 Physician's verif'lCatlon of A through D 

It 	 PHYSICIAN REQUIREMENTS 
A. 	 Agrees to report to Sanctuary board on regular basis on patient status 
B. 	 Pays nominal fee for S~drLIJS 
C. 	 Limited to 100 patients/Sanctuary drug/year
D. 	 Provide Sanctuary drugs to patients at cost 

III. 	 SANCTUARY DRUG/AGENT REQUIREMENTS 
A. 	 Meets Sanc1uary toxicity standards based on animal studies 
B. 	 Are not deemed dangerous or Ineffective by the Sanctuary board 
C. 	 Are st.pplied to the Sanctuary at no cost by manufadunn 
D. 	 Removal from Sanctuary 

1. 	 No marked inp-ovement In patients, as compared wkh the 
natural progression of the disease. has been reported by 
physicians 

2. . Shown to be dangerous 
3. 	 .More than 50,000 requests have been received by 

Sanctuary 

IV. 	 SANC)TUARY BOARD 
A. 	 Researchers. physicians. community activists ' 
B. 	 Mairtain an acceptable standard of toxicity 
C. 	 Add to and remove from the Sanctuary medications/devices
D. 	 Maintenance and dissemination of anecd<:xaf results from 


paniclpating physicians 

E. 	 Allowing/disallowing physician participation in prO{1am based on 

physicians' compliance with reporting requirements 
F. 	 Transmk toxicological Sl.lllmary data to physicians 
G. 	 Use funds collected from participating physicians to pcxsue the study of the 

toxicology of agents chosen by the committee for Inctusion In Sanctuary that do 
not have drug company sponsorshp or pria toxJcological data O.e., natural 
compounds or compounds showing promise In ce8 culttXe studies. but 
unattractive to drug companies for patent or ~oflt reasons) 

V. 	 DRUG MANUFACTURERS 
A. 	 May submit agents to Sanctuary without liabDitY or loss of rights to 

compounds 
B. 	 May simultaneously pursue phase one, two, or three protocols as 

recognized by the FDA 

VI. 	 BENEFITS 
A. 	 Speed In recognizIng agents wHh great potential for cure 
B. 	 Agents without great profit potential would be evaluated/utilized 
C. 	 AKernative therapies scientifICally evaluated 
D. 	 Drug development costs could be greatly reduced 
E. 	 Purity and dosageof agents would be staooardized. assuring: 

1 . 	 Patient safety , 
2. 	 A level playing field for comparison of agents 

F. 	 Charlatanism reduced 
G. 	 Tens of thousands of productive lives might be salvaged 
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EXPAtjDED SANCTUARY DRUG ACT OUTLINE 

I. 	 PATIENT QUALIFICAllONS 
A. 	 Ufe-threatening. incurable illness 
B. 	 Expected to have less than 6 months to live 

1. 	 As determined by actuarial tables 
2. 	 Certified by treating/requesting physIcian 

C. 	 Mentally competent .. see Section 11812 
D. 	 Informed consent, liability waivers 

1. 	 Discussion between patient and treating physician detailing 
all risks and unknowns, Sanctuary function. rules for both 
patient and physician 

2. 	 Patient agrees to hold harmless all parties involved In the 
production, administration, distribution. and Involvement In 
the Sanctuary 

3. 	 Discussion and patient's agreement are video taped. and 
consent and liability forms are signed by patient 

II. 	 SANCTUARY BOARD MEMBER QUAUFICATIONS 
A. 	 Has been a primary care physicIan for 500+ HIV patients or 


practice has been devoted to HIV primary care for two or more 

years 


B. 	 Agrees to report to Sanctuary board on a regular basis on patient 
status In a format designed by Sanctuary board 
1. 	 Monthly meetings of participating physicians via 

teleconference or ISDN video phone. Equipment will be 
provided by the Sanctuary and remain the property of the 
Sanctuary. 

2. 	 All meetings will be recorded and. made available to the 
public. 

C. 	 Physicians will not receive any compensation for serving on the 
Sanctuary. but will be Indemnified against tort actions by the State. 

D. 	 PhYSicians will be limited as to the number of patients allowed Into 
the Sanctuary annually. . 

E. 	 Will provide Sanctuary agents to Sanctuary patients at cost. 
F. 	 Physicians' charges to Sanctuary patients for other services wiU 


, be at the physician's discretion. 

G. 	 Term of membership to be two years 

1. 	 Year One of Sanctuary .. 10 member physicians 
2. 	 ! Year Two of Sanctuary .. 20 member physicians 

H. 	 Appointment to Sanctuary membership by Sanctuary 

board!governor/president. 


III. 	 SANCTUARY BOARD AND STAFF 
A Board appointed by governor/president 
B. 	 Staff (minimal) hired by Board to manage data 
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C. 	 Responsibilities of Board 
1. 	 Monitor Sanctuary physician compliance 
2. 	 Selection of agents for addition to Sanctuary 
3. 	 . Review Sanctuary physiCian reports of toxicology/efficacy 

of Sanctuary agents 
4. 	 Contract with a cell culture lab (NIH, university) for Initial 

toxicological studies on untested agents . 
5. 	 Act as liaison with pharmaceutical companies to Insure 

. cooperation with Sanctuary agenda 
6. 	 Manage funds generated by Sanctuary agent fees and 

government funding or donations 
7. 	 Prepare and make available to the public results of 

Sanctuary agents, good or bad. 
8. 	 Establish the parameters of SanCtuary dissolution 
9. 	 Choose physicians. patients. and agents for participation In 

Sanctuary 
D. 	 Will receive no compensation for serving on the board, but will be 

Indemnified against tort actions by the State 

IV. 	 .PHARMACEUTICAL COMPANIES 
A. 	 . May submit agents to Sanctuary without liability or loss of rights to 

compounds . 
B. 	 May simultaneously pursue phase one, two or three protocols as 

recognized by the FDA. 

V. 	 SANCTUARY AGENTS , 
A. 	 Agent becomes known to Sanctuary board through 

1. 	 Reading 
2. 	 Anecdotal experience 

B. 	 Agent under consideration Is subjected to the following qualifying 
questions: 
1. 	 Is the agent currently available to physicians via the 

compassionate use program? If so, exclude the agent from 
further consideration. 

2. 	 Is the agent available In another country? (The patient can 
obtain the agent through a prescription.) If so, exclude the 
agent from further consideration. 

3. 	 Is there evidence of effect against HIV in non-tumor human 
cell culture systems (e.g., PBMC'S)? If there Is no evidence 
of effect, the agent Is excluded until data showing effect 
become available. Developing such data may be a function 
of the Sanctuary. : 

4. 	 Is the therapeutic to toxic ratio In human non-tumor cell 
culture less than 21? If so, the agent Is excluded from 
further consideration. (Note: All 'agents are toxic if given fn 
large enough amounts. Digoxin, with a therapeutic to toxic 
ratio of approximately 21, Is the currently acceptedtreatment 
for congestive heart failure. which has an average survtval 
of around six months to one year. A therapeutic to toxic 
ratio of 21 means that twice the treatment dose can kDI you.) 
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C. 	 The agent is subjected to the· following ql,lestions in order to 
accelerate placement In the Sanctuary: . 
1. 	 Has the agent ever been or Is It currently being used In 

humans for another purpose? In either case, toxicity Is 
known and the agent may go directly to Sanctuary 
unless It has been exoluded in Section VIB. 

2. 	 Testing . 
a. 	 Assuming no animal toxicHy Is found, and the agent 

has never been used in humans for any purpose, the 
agent being considered for Sanctuary status must 
have at minimum the LD50 status (the dosage . 
necessary to kill 50% of the'test animals) in mice 
prior to being placed In Sanctuary. If no L050 exists 
(some medications are so:harmless. you can't really 
kill a test animal with any reasonable amount of the 
agent), then the agent must be shown to be tolerated 
at a dose at least 30 times greater than that expected 
to be used In humans as estimated on a mglkg 
dosing schedule. and as derived from cell culture 
caloulatlons using a volume of distribution of total 
body water (for example, let us say that 1 
microgram/ml of compound YIs shown to kill all HIV 
infected cells In cell oulture, has no cell culture 
toxicity on healthy cells up to 2 times this dose, and 
further, no L050 could be found In mice at doses 30 
times greater that estimated to be used In 
humans on a mg per Kg basis. Then the mice should 
tolerate .6 x the body mass. In Kg= total body water In 
liters. [total body water in ~Isl x [1 microgram/mil x 30 
= the dose needed to be tolerated by the mouse.). 

b. 	 Animals will be maintained for one month post
exposure to assess more.long-term pathological 
effects, and will be studied ,via necropsy to look for 
organ damage prior to placement of the agent Into 
Sanctuary. If organ damage Is found, the compound
is excluded. ' 

3. 	 Once the agent of Interest has cleared the prior hurdles, It 
will be placed In Sanctuary , ; 

a. 	 Initially. the drug will be released to ten physlolans 
; 

for use by ten patients, for one month. 
b. 	 The drug will be placed on provisional status for an 

additional month while data on original patients Is 
being reviewed. . . 

0. 	 At this point. the Board will either approve continued 
use, or remove the agent from Sanctuary if an 
obvious pattem of toxicity Is apparent. 

d. 	 If the Board approves continued use, the agent will 
be open to the next 100 requests. 

e. 	 When another 100 patients have received the drug 
for one month (or at any time prior If the Board so 
decides). the drug will again be placed on . 
", ..""i~;I"\"Ql ~ts:.h,~ fnr s:. m'nnth while the data a 
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f. 	 If no pattern of toxicity has emerged. the agent will be 
made available to the next 1000 candidates (total 
patients exposed· 1110). 

g. 	 At this point, the agent is closed to further use by 
anyone through the Sanctuary unless the Board 
votes to extend or enlarge the pool of patients . 
receiving the agent. 

h. 	 In any case, with each order of magnitude Increase 
In patients taking or having taken the drug, a one 
month time-out will be observed to allow for 
collection and analysis of data, provided by the 
treating physician. 

D. 	 Problems 
1. 	 Paying for aU this 

a. 	 AdminIstration 
b. 	 AnImal toxicology 
c. 	 Cell culture 
d. 	 Data base 
e. 	 Public access 

2. 	 Sources 
a. 	 Public funds 
b. 	 Donations . 
c. 	 Agents will be provided to any licensed physician In 

the U.S. for a monthly user fee of $100 per patIent 
3. . The one patient for whom the agent was a Godsend 

a. 	 Any patient/physician user of the Sanctuary who 
decides to continue to take the agent of study after 
having been on the agent for more than four months 
(this being the usual termination point If no effect or 
toxicity Is seen) will be allowed to continue to receive 
the agent at their discretion" provided they continue 
to report to the Sanctuary on the patient's condition 
monthly, and continue to pay the user fee. 

b. 	 This grace period will continue for up to six months 
after the agent has been removed from the 
Sanctuary for reasons of non-effICacy, but not for 
reasons of toxiCity. 

c. 	 If no drug company has decided to pursue the agent 
for commercial ~se, and If the Sanctuary has not 
continued to expand access, or the Sanctuary has 
dropped the agent from further consideration. the 
agent will no longer be provided through the 
Sanctuary. 

d. 	 If toxicity was the reason for removal from the 
Sanctuary,then that agent will not be made available 
to anyone from that point onward. 
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THE WHITE 	HOUSE 

WASHINGTON 

May 12, 1994 

MEMORANDID\I TO CAROL RASCO;,.-ASSISTANT TO THE PRESIDENT 

FROM: 	 XI,isdne ~.•,..-It~'~" M.N. 
~ltional\~~ Coordinator 

SUBJECT: Alladled N~A pross teIease 

You may or may DOt have seen the attached press release, put out last evening by Bill 
Fft!eman, Executive Director of the National Association of People with AIDS. {For your 
infonnalioo, desI)ite its name, NAPWA is not a "membership organization" of individuals 
living with this disease. It is a lobbying and public )X)liq organization with funding from a 
variety of corporate and foundation sources.} 

I spent morethatl an hour with the key NAPWA staff members, and a member of the 
NAPWA Board, late yesterday afternoon. The meeting was scheduled at their request, to 
discuss policy iuues, and the role of this office. During the course of the meeting, theY 
identified their diissatisfaction with the strucblre of this office, stating that they felt it should 
be entirely free (]{ any HHS involvement; ind their preference for the appointee to my 
position to be much more "politically" visible. There were also questions about my 
"authority" to ca;rry out )X)licy. In addition to that, we discussed their perception that the 
Administtaticn Deeded more passion in responding to the epidemic, that there should be an 
aggressive Congressional agenda for "action" to deal with homophobia and other social issues 
(with seveia1 refc~ to the history of Congressional action on civil rights). We also . 
reviewed the plans for the National mvIAIDS Advisory COWICU, including the role the 
Council will be e.xpected to play in turning the dJ'aft Action Agenda into real plans for both 
the fedelal government and the nation as a whole. . 

The meeting ended with a cordial round of handshakes, and commitments to continuing 
dialogue, includulg a couple of specifics regarding involvement with staff on specific issues. 
While it was cl~1J' that NAPWA and I did not see eye to eye on every issUe, there was no 
rancor in· the lTlCt,Qng, anel no indication that they were unwilling to continue working to find 
the common ground between their views and those of others, including me. 
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I have talked today with Valerie Sutlow, the NAPWA Board member who was present. 
(Valerie works aI the Institute of Medicine, and was a staff member of the old AIDS 
Program Offia~ at HHS prior to my appointment.) I repeated to her my openness to work 
with NAPWA :18 with all groups interested in the epidemic, and my sense that we had 
identified some things needing teSpOIlsc and would continue working together. I did express 
my frustration 1that the Association had not let me know that they had clearly decided 
differently aft.eI~ the meeting ended, a commuruc::ation .gap. which makes ongoing work 
difficult. 

If you have any questions, or would like to discuss this further, please give me a call. 
Thank you. . ." 
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THE WHITE HOUSE 

WASHINGTON 

June 30, 1994 

MEMORANDUM TO: 	 Carol Rasco 
Anthony Lake 

FROM: 	 Kristin 
National 

SUBJECT: Ini tiati,ve 

While there is an official State Department cable being prepared 
to cover the meeting of June 17-18, I am providing this 
additional comment on the meeting and the pz;ocess surrounding it. 

Background 

This meeting is the second called by the French government, with 
the stated in\tention of gathering heads of government together in 
1994, to incr,ease world-wide political support for the fight 
against HIV/~IDS. The early.work was flawed, from the US 
perspective, by the lack of inclusion of developing countries, by 
a lack of cla·rity on the relationship to the emerging UN joint 
and collabora·tive program on AIDS, and by a lack of clarity on 
the relationship to the upcoming scientific AIDS meeting in 
Yokohama. 

The April 17 meeting included only developed countries, with 
discussion fo'cusing on how to move toward a productive, higher 
level meeting. Agreement was reached on the involvement of 
developing countries, a commitment to the "highest appropriate 
level" of participation in a December 1 meeting, and a plan for 
work in the i,nterim, with the World Health Organization assisting 
in the mechanics. 

In preparation for the June 17-18 meeting, the French arranged 
for briefing the previously uninvolved countries during the World 
Health Assemb'ly and made arrangements for the attendance of non
governmental organizations including people living with HIV. 
Very little was done on developing the expected documents, or on 
keeping what was done consistent with the agreed-upon framework. 

June 17-18 Meeting 

Forty-one countries were participants, many of them. represented 
by the Minister of Health. With representation from State 
(Sharon Hemond-Hrynkow), USAID (Helene Gayle), HHS (Patsy 
Fleming) and the White House (Gebbie), the US had a delegation 
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broadly reprE!sentative of this government' s, interest in HIV/AIDS 
globally. The World Health Organization was an active partner in 
the meeting. MIne. Simone Veil. served as the chair of the 
meeting, and continued to express her strong personal interest in 
a more effectdve response to the HIV epidemic, . and her strong 
feeling that it is the world's political leaders who must become 
more involved and committed to the effort. 

, 
There was gelieral agreement that the UN joint and co-sponsored 
program, and the Global Program on AIDS (GPA), provided the 
framework fo:r:: action, and a structure for the technical work 
which needs to be done, additional political energy behind these 
efforts woulc[ be useful. While little was said directly, the 
question of ~rhether "addi tional political energy II translates to 
"additional dollars" was clearly in the air. 

The meeting Elnded with 5 areas of concern identified: safety of 
the blood supply, research including vaccine, care of those 
already infedted, prevention, and protection of vulnerable 
population gr·oups. A copy of the final communique from the 
meeting is at.tached. In each area some beginning work on the 
most signifidant issues was completed. A sixth issue, how to 
better coordi,nate activities within the framework of the GPA and 
the plans of host co~ntries, was presented as a cross-cutting 
concern which. should be addressed in any final action. 

The GPA staff are to coordinate staff work between now and 
December, in order that the December meeting be a success. In 
discussions \<>,d th MIne. Veil and Mike Merson of the GPA, the US 
emphasized th.at success at any high level meeting was dependent 
on good staff work done in time for appropriate review, comment 
and revision by participating governments. 

Ongoing Work 

In the time between now and December 1, a great deal of staff 
work must be done to prepare a statement or statements which 
could be agreed to by participating governments, which would make 
a difference in the global effort to stop the epidemic. The 
Yokohama International AIDS meeting in August, which is not a 
meeting of governments but a scientific gathering, will provide 
an opportunity for continued discussions or work on drafts, as 
many of the participants in the Paris meetings are planning in 
attending, including Fleming, Gayle and Gebbie. 

For the US, some of the areas which will probably be included 
(such as harm reduction programs for injecting drug users, 
including syringe exchange) will push us to clarify domestic 
policy issues still under discussion. More 'importantly, if we 
are not in a position to announce any major new funding 
initiatives to back global HIV efforts, we will have to carefully 
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consider what: it is we will do to demonstrate real backing for 
whatever is identified as the eventual policy direction. The 
team of agenc:ies which has participated so far will continue to 
work together: to develop possible approaches. 

A final area of decision-making for us 'will be the 'level- of ' 
participatioIL in the Paris meeting on December 1. MIne. Veil 
indicated thcLt formal invitations from the Prime Minister of 
France would be in the.mail to all involved governments within 
days. It is clearly the French expectation that Heads of 
Government will participate. The US has been clear that no 
advance decifdon has been made, and that our decision is 
dependent on the level and quality of the work done in 
preparation i:or the meeting. Secretary of HHS Shalala has 
indicated her interest in attending. Given the range of issues 
raised in thE! global HIV activity, it will be essential that 
USAID and StiLte remain very active in this work. In 
collaboratioIl with the State Department and HHS, I will convene 
an appropriate working group to respond to draft materials, and 
to develop a recommendation on composition of the US delegation 
to the Deceml>er meeting. 

Please let mE! know if you have any questions, or would like 
further infOl:mation on the meeting, the work to date, or the 
plans for act.ivity between now and December. 

Attachment 

cc: 	 Timothy Wirth 
Ed Malloy 
Sharon J"iemond - Hrynkow 
Patsy F:Leming 


