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INFORMATION 

DRAFT MEMORANDUM FOR THE PRESIDENT 

FROM: DONALD IAN MACDONALD, M.D. 

SUBJECT: September Progress Report: 10-Point A7Jit3'on Plan to 
Fight the Human Jmmunodeficiency Virug·'Epidemic 

;~r s~v . 
.-d:c. 7&arlt-,. /, t• :'!: t <Jur~ ,,., .L. @ r, '7 

I am pleased to report ~ ~progress~ r:rg the past 94ieweeks on 
your 10-point action plan to tight the lmrnan inanunoaeficiency vi I us 
(HIV) epidemic, aae seen ren,a.t:k~3:s,.~ v 
Background: On August 2, you approved a 10-point action plan to 
advance the battle against HIV infection and AIDS consistent with 
the recommendations of your Presidential Commission. As a result 
of your August 5 directive to selected Cabinet agencies a 
significant number of activities have been initiated or expanded. 

Discussion Details ot the progress on each of the ten 
attached (Tab A); highlights include: 

points are 

( A u.s. Health Summit on HIV infection will be held on November 
28-29. This will be the first in a series of consensus 
conferences to intensify public/private sector collaboration on 
public health measures to reduce the spread of AIDS. 

o A number of steps have bee undertaken to further ensure the 
safety of our blood sup y: an education program to encourage 
persons about to unde o elective surgery to pre-donate their 
own blood1 increased inspections and proficiency testing of 
laboratories, and, xpansion of current efforts to notify 
transtusion recip' nts at risk for HIV infection. 

J(J,/ ( ,<,v<-
0 In response tg ~our di ve .. to promote fairness and 

compassion, -zrof the st ·Federal agencies (,9-.0-4.6.-,.p...,e,..,1""'c'""eti~:-f''P' of 
th~deral_ WorkfoKe) ~-tn:1ttii:ng the OPM guidelines in place$ Jy 4s(;t; 

o over half of the Presidential HIV Commissio·....___._--ecommendations 
for the Federal Government have been or oo will be implemenlt.e~A 
(up from 42 percent in Julyh.. I),.. ~dc:!1 ~ --- . ""',.~ / /t;r1 -<-_ -

/'MT J .. l I 1 f ~ 
o Unresolved Issue We have yret t? receive/t a respoRse from the --- ~ 

Attorney General on -tin! discrimination lawf_r- tli1:e most ,,,__ ') 7 
sensitive and important issue gf yo'l:u;- aetion plal"l. A response j ., 
is expected by ________ • kL/ Yf-'1 

Al.theagh HIV infe'1tio~ remai~& a serio:i.i.s i3l:li)lie .health proh1:em, 
J)ever before in history has so much progress been made so guickl ¥•----.::~L-.. 
In December I will provide you with another progress report on 
implementation ot your 10-point plan. 

DRAFT 
/ 



. , DRAFT 
1. Develop a series of consensus conferences with representatives 

from all levels of govermnent and the private sector to 
intensify public health measures to reduce the spread of HIV 
infection. Increase the number of c0D1Dunity based education 
program& directed to those at increased risk of HIV infection. 

Status 

Consensus Conterences In response to your letter to Secretary 
Bowen, HHS will convene a series of ten conferences over the next 
year to intensify public/private sector collaboration on a variety 
ot HIV-related public health problems. A "U.S. Health Summit" will 
kick-otf the series in Washington, D.C., on November 28-29, 1989, 
with public and private state health officials. ISSUES: 
counseling, testing and partner notification, reporting of HIV 
infection, and health care worker safety. 

o Five regional mini-summits on the "Summit" issues will be held 
between January and May in New York City, Chicago, San 
Francisco, Dallas, and Atlanta. 

Four conferences will address specific issues you raised in your 
directive to HHS: 

o "AIDS: Frontline Health Care" (January 8-10, 1989). ISSUES: 
prevention, treatment, safety and liability. 

o "Federal-State Strategies" (February 1989) with the National 
Gov~rnor's Association meeting. ISSUES: neighborhood resistance 
to drug abuse treatment facilities, alternative drug abuse 
service facilities, integrating drug abuse care with primary 
care1 and, training alcohol, drug abuse, mental health workers. 

o "Legal Issues" (tentative) (May 1989). ISSUES: restrictive 
measures and criminal statues directed to HIV-infected persons 
who knowingly persist in maintaining behaviors that transmit the 
infection and other legal issues. 

o "Reporting HIV Infection" (tentative) -- Atlanta, June 1989. 

In addition, a number previously scheduled conferences for FY 1989 
have been reprogrammed to address issues identified by you and your 
HIV Commission, such as HIV inf·ection in racial/ethnic minority 
populations, workplace standards for bloodborne diseases, planning 
and management of health care services for HIV-infected patients, 
drug abuse and AIDS1 services for adolescents and youth at risk of 
HIV infection, and safety of health care workers. 

Community Based Education Programs Funding for local HIV 
prevention programs will be increased by 44 percent -- from $15 
million to $21.6 million in FY 1989. 

Competitive awards for HIV prevention activities will be made in 
October to 15 to 20 areas with high prevalence of HIV infection. 

DRAFT 
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2. Implement actions within ,s days t~t addresss (a) prompt 

notification of transfusion recipients who are at increased risk 
of HIV infection, (b) steps to improve HIV laboratory quality 
and HIV screening tests, and, (c) ways to encourage the use of 
autologoua transfusions in appropriate circums~~;~~ .... ,qv4) 

w,ll ~ Status (dr,.W ~ 

Notification ot Transfusion Reci ient~otification of transfusion 
recipients hrough "look-back" programs are underway. These 
programs been strengthened throu : (a) regulations making 
current voluntary programs mandatory; (b) requiring the blood 
industry and hospitals to notify physicians that potentially 
contaminated blood units may have been released and "look-back" rJ;. 
should be initiated1 and, (c) education programs for transfusion ~ J {1~ 
recipients including notification, testing and counselling. Within~~ . 
three months, special out-reach efforts will begin to notify, 
educate, test and counsel those who were transfusion recipients 
between 1977 and 1985 (before the HIV screening test was 
available) • 

Improving Laboratory Quality HHS is initiating an integrated I Ii~ -fer" 
strategy to improve laboratory testing accuracy, including: (a)~t5vi 
proticiency testing -reqttiremsnts and development of standards for 
laboratory qualit • (b) doubled inspections and surveillance of 
blood bank · ities; (c) enhanced training of FDA investigators 
wh!,,A.--;c-~•·"' ect blood banks1 and, (d) training prog_rams for blood 
establishment stat£. In addition, NIH is conducting research to 
develop_ ·and evaluate new tests to detect HIV infection. 

Self-Donated (Autologous) Transfusions HHS will be conducting a 
major educational etfort, "the National Blood Resources Education 
Program," to promote a safe supply of blood and the more effective 
use of blood and blood products. This program will include a 
public education campaign (radio, television and print PSAs) to 
promote autologous donation prior to elective surgery as ~means of ~ 
increasing the blood supply and assuring safety. The FDA,<e:::!7:::t7l2:#" 

IS" 'pzepazing an atticle for the FDA .fhag :Bulletin to present71ttw.._ f rfr.,.__,, . .,, . . . ~ 

Arn ._.,.__..._.......,.. increase research on techniques, such 
/@ as red bl cell sterilization, which show promise for eradicating 

HIV an other viruses in blood. 
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3. The President emphasizes his concern about drug abuse and its 

relation to HIV infection and continues his call for bipartisan 
efforts to enact his anti-drug proposals. 

~

at / 

Drug and HIV/AIDS Legislation: miH:ion r 
l,as eeen cut £rem :your PY 1989 ~. Most of your ~ 
recent proposals for both HIV/AIDS and anti-drug efforts exist in 
pending legislation, but their status is uncertain at this point. 
On September 23, 1988, the House passed anti-drug legislation which 
contains: evaluation of "what works" in treatment1 targeting block 
grants through HHS to States for specific population groups, i.e. 
pregnant women; and, programs aimed at high risk youth. The Senate 
has yet to take action but is expected to successfully negotiate an 
anti-drug and a HIV/AIDS bill before the October recess. 

several important HIV-related issues wrch "oemat u':[:"JlJ,;:;11,-;::,t J-.:y' 
o Increased Drug Treatment capacity !l'Q=:~;£a.,- not ee ),.. .. -,- . 

tmd1. ti0:t1al f u.aEis fo:r;: d.:r;:ug t:r;:gatmoat aae. ~, I J 1b ?' · :!.--==- ,.... ~~ 
..i.mpeEtaut, it:- is not the only constraint to increas~reatrnent ~. ~ 

\
\ _.a#"\,~ capacity -- availability of trained personnel and treatment ~ 
~ facilities will slow any expansion. NIDA has developed model ;.,r_";"':;_ 

demonstration projects for IV drug users at risk for HIV/AIDS, ~ 
however administration of these grants is dependent upon 
increased funding for treatment. 

o Evaluation of Effective Treatment Your legis;ative package 
emphasizes increased evaluation of\\what works ll"in drug treatment. 
Both the House and Senate bills contain provisions for increased 
evaluation. 

o High-Risk Populations HHS is developing demonstration projects 
which target populations at high-risk for HIV/AIDS, including 
women ot child-bearing age, infants born with HIV/AIDS, and 
high-risk youth. The Ottice ot Juvenile Justice Drug Prevention 
at Justice and the Office of Substance Abuse Prevention at HHS 
are providing technical assistance to major metropolitan areas 
working with high-risk youth. 

DRAFT 
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4. Begins action in and out of Government that will accelerate 

development, approval and distribution of vaccines and drugs. 

Status ~1 
Accelerate Approval Process (As directed by the Vice President and 
the Presidential Task Force on Regulatory Relief, FDA is expected 
to release on---,---- the details of a process to speed 
approval of therapies to treat life-threatening illnesses such as 
AIDS. J The key elements of the plan include: 

o Early consultation between FDA and drug sponsors to develop 
studies which provide detinitive data on safety and 
etfectiveness earlier in the approval process, thereby 
compressing two phases of the present process into one and 
shortening the approval time. 

o Focused FDA research when the sponsor is unable to conduct all 
necessary research or when FDA can contribute special research 
expertise (e.g. pharmacokinetics). 

o Appropriate drugs will be made available for patient use through 
Treatment Investigational New Drug status as a bridge between 
completion ot the expedited testing process and marketing 
approval. 

o Risk-benefit analysis to assess the risks of the disease against 
the identitied benefits and risks of the products. 

o Proactive involvement of the FDA Commissioner and other agency 
ofticials with sponsors to assure that product review is 
proceeding on schedule. 

Incentives for Drug Development HHS appointed a working group 
which held its tirst meeting on August 3 in response to your 
request for assessment of private initiatives for the development 
and marketing of HIV products. As you requested, they will include 
recommendations on such issues as granting of marketing rights, 
waivers of royalty or patent licensing rights, and examination of 
appropriate Federal role, if any, in encouragement of reasonable 
pricing for HIV-related products which are developed in part with 
Federal grants. The working group report is anticipated before the 
December deadline. 

Liability Issue HHS is investigating the parameters of liability 
risk and the perception of liability risk which may inhibit rapid 
research and development of some HIV-related products, particularly 
vaccines. HHS will consult with private groups, including the 
Keystone Group and the Institute of Medicine, and will collaborate 
with representatives from the Department of Justice and the 
Department ot Defense. Findings will be available by December 5. 
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DRAFT 
s. Reaffirms his commitment to provide adequate resources (dollars, 

staff, office and laboratory space) to combat the HIV epidemic 
and directs the Office of Management and Budget to make certain 
there are no impediments to efficient use of these resources. 

Status 

Space Needs 0MB will soon recommend to you that a budget amendment 
be sent to Congress seeking authority for the NIH to initiate 
construction of a consolidated ottice building on the NIH campus in 
Bethesda. Your HIV Commission recommended construction of a 
consolidated ottice building to remove "one of the most serious 
research administrative obstacles ••• encountered." In addition, 
Congress is expected to approve a lease-purchase acquisition for 
the Centers for Disease Control to provide additional laboratory 
and ottice space. ~ J 

Resource Needs Because of the<fil'gencyyneed, ___ additional 
FTEs have been approved for HHS for FY 1989. 0MB will continue to 
work with the Secretary to assure that adequate resources are 
available for HIV efforts. HHS Secretary Bowen has the authority 
to transfer FTEs and HIV funds among HHS agencies. 0MB will 
address dollar resources and FTEs for HIV infection:a& it prepari!a, 
your FY 1990 budget. ~ ~ 

Unresolved Issues The recruitment and retention of science 
personnel are being addressed by OPM and a more complete answer 
should be available for the December report. 

DRAFT 
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6. Asks Congresa to accelerate enactment of his FY 1989 HIV 

appropriations request and adopt the PY 1990 budget request for 
HIV activities as early as possible after the budget is 
submitted. The President will seek a special Hrv emergency fund 
for unanticipated problems and opportunities in the FY 1990 
budget request. 

~ Status 

Presidential Action]ch of the FY 1989 HIV appropriations request 
has been enacted ands gned. On August 5, you sent a letter to the 
Congress announcing · 10-point plan and asked Congress to 
expeditiously enact both the FY 1989 and FY 1990 appropriations 
request for HIV activities. The Labor, Health and Human Services 
and Education Bill was signed on September 20, and included $1.29 
billion -- a 1.2 percent decrease from your budget request. 

Status ot FY 1990 Request HHS submitted its FY 1990 budget request 
to 0MB on September 1, which includes an AIDS emergency fund 
J5i77?t to meet unanticipated problems or opportunities. 

FEDERAL AIDS SPENDING 
By Year and Department 

(in millions of dollars) 

1982 1983 198' 1985 1986 1987 1988 1989 

Health & Human Services 
Public Health Service 

NIH 3.4 21.7 44.1 63.7 134.7 260.9 467.8 607 .o 
CDC 2.1 6.2 13.8 33.3 62.1 136.0 304.9 382 .3 
ADAMHA o.o 0.5 2.8 2.6 12.2 47.5 112.3 175.5 
HRSA o.o o.o o.o o.o 15.3 41.9 37.0 45.4 
FDA 0.2 0.4 0.8 9.0 9.5 15.8 24.8 65.4 
CASH o.o o.o o.o o.o o.o 0.2 3.7 13.4 
IHS o.o o.o o.o o.o o.o 0.1 0.6 0.8 

SUB-TOTAL PHS 5.6 28. 7 61.5 108.6 233.8 502 .5 951.0 1289.8 

Hlth Care Fine. Admin. 
Medicaid (Fed Share) o.o 10.0 30.0 7 o.o 130.0 200.0 330.0 490.0 
Medicare o.o o.o o.o 5.0 5.0 10.0 15.0 30.0 

SUB-TOTAL HCPA o.o 10.0 30.0 75.0 135.0 210.0 3 45 .o 520.0 

Social Security Admin. I-
Disability Income o.o o.o 5.0 10.0 25.0 40.0 70.0 110.0 LL. Supp.Security Income o.o o.o 1.0 3.0 8.0 11.0 18.0 28.0 

<( SUB-TOTAL SSA o.o o.o 6.0 13.0 33.0 51. 0 88.0 138.0 

Human Development Serv. o.o o.o o.o o.o .. 0 .o o.o 5.7 5.2 ~ 
•••••••••z=•••••=•=••===•=•=••===•=•a•••••••••••a•••••=: C SUB-TOTAL HHS 5.6 38. 7 97.5 196.6 401.8 763 .5 13 89. 7 1947. 8 

Veterans Admin. 2.0 s.o 6.1 10.1 22.9 52.6 82.9 99.3 
Dept. of Defense o.o o.o o.o o.o 79.0 74.0 52.0 52.0 
Dept. of Justice o.o o.o o.o 0.0 1.0 3.0 6.0 6.0 
Dept. ot Labor o.o o.o o.o o.o o.o 1.0 1.0 1.0 
Dept. of State o.o o.o o.o o.o o.o 1.0 1.0 1.0 
Dept. of Education o.o o.o o.o o.o o.o o.o 1.2 o.o 
Dept. of Agriculture o.o o.o o.o o.o o.o o.o 0.2 0.3 

SUB-TOTAL NON HHS 2.0 5.0 6.1 10.1 102.9 131.6 144.3 159.6 

•**GRAND TOTAL 7.6 43.7 103.6 206.7 504.7 895.0 1534 .o 2107.4 

Detail may not add to total due to rounding. 

9/zc. 
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DRAFT 
7. Instructs the Secretary of HHS to evaluate the current system of 

heal.th care financing, and directs BBS to conduct specific 
studies of ways to promote out-of-hospital care, encourage 
states to establish insurance risk pools for medically 
uninsurable persons, and increase the public health response to 
HXV infected infants, children, adolescents and low income 
disabled individuals. 

Status 

Evaluation ot Health Care Financing In response to your directive, 
HHS, in consultation with outside experts, has begun an evaluation 
of access to ~th care with a focus on financing and insurance, 
~ fk)v~~~~ the underinsured and uninsured, experiences 
of low-income disabled individuals, and disability coverage through 
the Social Security Administration and/or Medicaid. 

Alternatives to Acute Care HHS is encouraging states and other 
organizations to stu~ the efficacy of care and to provide more 
cost etfective care(ior peLsOHa-wbo wou~d otherwise be at risk fo-~ 

._____,i-ft:e-t-:i:-e;t:te:i-elrta:r±'rcrt±1en=Jthrough: 

o the home and community based services waiver program1 

o solicitation ot research and demonstration projects to study the 
etfectiveness of out-of-hospital and case-managed care1 

o evaluation ot patterns of utilization and costs in AIDS Service 
demonstration grant projects, and 

o evaluation ot regional AIDS education and training centers. 

Risk Pools HHS has proposed to 0MB that the Administration support 
enactment ot S.1634 which would encourage states to establish risk 
pools, would establish very limited Federal requirements (needing 
modification), and would provide $30 million in "seed money" spread 
over 3 years. HHS plans to promote risk pools through the 
consensus conference approach and. through interaction with outside 
organizations such as the National Governors Association. 

Intants, Children and Adolescents The HHS Secretary's Task Force 
on Pediatric HIV Infection Report recommends specific studies 
regarding 1if»~s, chiJ_!#r~.!¼,._p.nd adolescents. This report is 
currently fin~er review;:wi.fl1"the Department and a more complete 
submission will be available for the December report. 

DRAFT 
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a. Directs the Secretary of State to develop a multi-focused 

international initiative to combat HIV, particularly in less
developed countries, increase u.s. cOlllllitment to international 
technical. assistance, and seek development of a three-year plan 
for international efforts against HIV infection. 

Status 

Draft Plan The outline for a 3-year plan has been drafted by the 
Department ot State, with the u.s. Agency for International 
Development (A. I.D.). The development of the plan f..i;:effl' t!he o\Hline 
will be coordinated with other Federal agencies through the HHS's 
Federal Coordinating Committee on AIDS, but focusses on four broad 
areas: 

o multilateral and bilateral activities for the prevention and 
- control of HIV infection; 

o development of new methods of treatment and a vaccine, 
o foreign policy implications of AIDS; and, 
o budgetary implications. 

The plan should be available for review by mid-October and the 
tinal report completed by mid-December. 

Financial Support A.I.D. will increase its financial support for 
international assistance for HIV prevention programs from $30 
million in FY 1988 to $35-40 million in FY 1989. 



DRAFT 
9. Requires the PRS to update the 1986 Public Health Service plan 

for combatting RIV infection. 

Status 

The Public Health Service will submit a HIV Implementation Plan in 
December which will identify the major goals to be carried out 
during FY 1989. This plan will be developed from the report of 
your HIV Commission and the October 1988 report of the second PHS 
AIDS Prevention and Control Conference, held by the Assistant 
Secretary tor Health in June 1988. A computerized tracking and 
monitoring system for HHS activities in combatting HIV infection, 
including implementation ot the Commission's recommendations will 
be established. 

Issues, goals and objectives will be divided into nine (9) broad 
categories: 

o epidemiology and surveillance1 
o clinical manifestations and pathogenesis1 
o prevention, information, education and behavior change; 
o patient care/health care needs; 
o blood and blood products; 
o intravenous drug abuse7 
o neuroscience and behavior1 
o therapeutics1 and 
o vaccines. 
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10. calls on all sectors of society to respond equitably and 

compassionately to those with HIV infection and to their 
families. In addition to directing all Federal agencies to 
adopt a policy based on OPM guidelines. the President requests 
that Aaerican businesses. unions and schools examine and 
consider adopting education and personnel policies based on 
the OPII and CDC Guidelines. 

Status 

Agencies Comply A telephone survey of the largest 22 Federal 
agencies (96 percent ot the Federal workforce), initiated in July, 
was followed in August with a supplemental survey. 

o All 22 agencies are putting AIDS policy guidelines in place and 
now otfer counseling and referral services for AIDS-related 
issues through their Employee Assistance Programs or medical 
services facilities. Seven agencies have issued AIDS policies. 
Fourteen others are presently drafting policies/guidelines to be 
issued by the end ot October. One agency will issue policy 
guidance no later than December. 

o Twenty-one agencies have initiated formal training/education 
programs on AIDS-related issues for employees, supervisors, and 
managers. The one remaining agency is currently developing a 
program. 

OPM held a Conterence September 14, 1988 in 
"AIDS in the Workplace." 

Washington, D.C. on 

OPM AIDS Clearinghouse Established OPM has established a 
clearinghouse to make AIDS information available to agencies 
seeking assistance. Items included in the clearinghouse are: the 
President's action plan1 copies of all agency policy statements1 
education and training materials, results of periodic surveys 
regarding extent of AIDS policies a_nd programs, and AIDS education 
programs. 

Private Sector Responding On August 17, 1988 the Director of OPM 
sent a letter to each of the Fortune 1000 companies telling them of 
the President's ten point action plan and enclosed a copy of "AIDS 
in the Federal Workplace Guidelines." 

Discrimination Laws We have~ t;I!t-receiv/a r~~ponse from the 
Attorney General on this mo~t sensitive and important issue, 
discrimination. A response is expected by ---------
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INFORMATION 

MEMORANDUM FOR THE PRESIDENT DRAFT 
FROM: 

SUBJECT: 

DONALD IAN MACDONALD, M.D. 

September Progress Report: 10-Point Action Plan to 
Fight the Human Immunodeficiency Virus Epidemic 

I am pleased to report that progress during the past six weeks on 
your 10-point action plan to tight the human immunodeficiency virus 
(HIV) epidemic has been remarkable. 

Background: On August 2, you approved a 10-point action plan to 
advance the battle against HIV infection and AIDS consistent with 
the recommendations of your Presidential Commission. As a result 
of your August 5 directive to selected Cabinet agencies a 
significant number of activities have been initiated or expanded. 

Discussion Details of the progress on each of the ten points are 
attached (Tab A); highlights include: -fe,,-

o A u.s. Health Summit on HIV infection will be 4 on November 
28-29. This will be the first in a series of/4;~;ensus 
conferences to intensify public/private sector collaboration on 
public health measures to reduce the spread of AIDS. 

o A number of steps have been undertaken to further ensure the 
safety of our blood supply: an education program to encourage 
persons about to undergo elective surgery to pre-donate their 
own blood; increased inspections and proficiency testing of 
laboratories; and, expansion of current efforts to notify 
transfusion recipients at risk for HIV infection. 

o In response to your directive to promote fairness and 
compassion, 22 of the largest Federal agencies (96 percent of 
the Federal workforce) are putting the OPM guidelines in place. 

o Over half of the Presidential HIV Commission's recommendations 
for the Federal Government have been or soon will be implemented 
(up from 42 percent in July). 

o Unresolved Issue We have yet to receive a response from the 
Attorney General on~ discrimination laws-- this most 
sensitive and important issue of your action plan. A response 
is expected by ---------

Although HIV infection remains a serious public health problem, 
never before in history has so much progress been made so quickly. 
In December I will provide you with another progress report on 
implementation ot your 10-point plan. 
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1. Develop a series of consensus conferences with representatives 

from all levels of government and the private sector to 
intensify public health measures to reduce the spread of HIV 
infection. Increase the number of conmunity based education 
programs directed to those at increased risk of HIV infection. 

Status 

Consensus Conterences In response to your letter to Secretary 
Bowen, HHS will convene a series of ten conferences over the next 
year to intensify public/private sector collaboration on a variety 
ot HIV-related public health problems. A "U.S. Health Summit" will 
kick-otf the series in Washington, D.C., on November 28-29, 1989, 
with public and private state health officials. ISSUES: 
counseling, testing and partner notification, reporting of HIV 
infection, and health care worker safety. 

o Five regional mini-summits on the "Summit" issues will be held 
between January and May in New York City, Chicago, San 
Francisco, Dallas, and Atlanta. 

Four conferences will address specific issues you raised in your 
directive to HHS: 

o "AIDS: Frontline Health Care" (January 8-10, 1989). ISSUES: 
prevention, treatment, safety and liability. 

o "Federal-State Strategies" (February 1989) with the National 
Governor's Association meeting. ISSUES: neighborhood resistance 
to drug abuse treatment facilities; alternative drug abuse 
service facilities; integrating drug abuse care with primary 
care; and, training alcohol, drug abuse, mental health workers. 

o "Legal Issues" (tentative) (May 1989). ISSUES: restrictive 
measures and criminal statues directed to HIV-infected persons 
who knowingly persist in maintaining behaviors that transmit the 
infection and other legal issues. 

o "Reporting HIV Infection" (tentative) -- Atlanta; June 1989. 

In addition, a number previously scheduled conferences for FY 1989 
have been reprogrammed to address issues identified by you and your 
HIV Commission, such as HIV infection in racial/ethnic minority 
populations; workplace standards for bloodborne diseases; planning 
and management of health care services for HIV-infected patients; 
drug abuse and AIDS: services for adolescents and youth at risk of 
HIV infection; and safety of health care workers. 

Community Based Education Programs Funding for local HIV 
prevention programs will be increased by 44 percent -- from $15 
million to $21.6 million in FY 1989. 

Competitive awards for HIV prevention activities will be made in 
October to 15 to 20 areas with high prevalence of HIV infection. 

DRAFT 
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2. Implement actions within 45 days that address: (a) prompt 

notification of transfusion recipients who are at increased risk 
of HIV infection, (b) steps to improve HIV laboratory quality 
and HIV screening tests, and, (c) ways to encourage the use of 
autologous transfusions in appropriate circumstances. 

Status 

Notification ot Transfusion Recipients Notification of transfusion 
recipients through "look-back" programs are unde:r:way. These 
programs have been strengthened through: (a) regulations making 
current voluntary programs mandatory; (b) requiring the blood 
industry and hospitals to notify physicians that potentially 
contaminated blood units may have been released and "look-back" 
should be initiated; and, (c) education programs for transfusion 
recipients including notification, testing and counselling. Within 
three months, special out-reach efforts will begin to notify, 
educate, test and counsel those who were transfusion recipients 
between 1977 and 1985 (before the HIV screening test was 
available). 

Improving Laboratory Quality HHS is initiating an integrated 
strategy to improve laboratory testing accuracy, including: (a) 
proticiency testing requirements and development of standards for 
laboratory quality; (b) doubled inspections and surveillance of 
blood bank facilities; (c) enhanced training of FDA investigators 
who inspect blood banks; and, (d) training programs for blood 
establishment stat£. In addition, NIH is conducting research to 
develop and evaluate new tests to detect HIV infection. 

Self-Donated (Autologous) Transfusions HHS will be conducting a 
major educational etfort, "the National Blood Resources Education 
Program," to promote a safe supply of blood and the more effective 
use of blood and blood products. This program will include a 
public education campaign (radio, television and print PSAs) to 
promote autologous donation prior to elective surgery as a means of 
increasing the blood supply and assuring safety. The FDA is 
preparing an article for the FDA Drug Bulletin to present 
information to health professionals on the appropriate use of 
autologous transfusions. 

In addition, HHS intends to increase research on techniques, such 
as red blood cell sterilization, which show promise for eradicating 
HIV and other viruses in blood. 

DRAFT 
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3. The President emphasizes his concern about drug abuse and its 

relation to HIV infection and continues his call for bipartisan 
efforts to enact his anti-drug proposals. 

Status 

Drug and HIV/AIDS Legislation: Unfortunately, almost $13 million 
has been cut from your FY 1989 budget request. Most of your more 
recent proposals for both HIV/AIDS and anti-drug efforts exist in 
pending legislation, but their status is uncertain at this point. 
On September 23, 1988, the House passed anti-drug legislation which 
contains: evaluation of "what works" in treatment; targeting block 
grants through HHS to States for specific population groups, i.e. 
pregnant women; and, programs aimed at high risk youth. The Senate 
has yet to take action but is expected to successfully negotiate an 
anti-drug and a HIV/AIDS bill before the October recess. 

Several important HIV-related issues which remain unresolved: 

o Increased Drug Treatment Capacity There may or may not be 
additional funds for drug treatment and although money is 
important, it is not the only constraint to increased treatment 
capacity -- availability of trained personnel and treatment 
facilities will slow any expansion. NIDA has developed model 
demonstration projects for IV drug users at risk for HIV/AIDS, 
however administration of these grants is dependent upon 
increased funding for treatment. 

o Evaluation of Effective Treatment Your legislative package 
emphasizes increased evaluation of what works in drug treatment. 
Both the House and Senate bills contain provisions for increased 
evaluation. 

o High-Risk Populations HHS is developing demonstration projects 
which target populations at high-risk for HIV/AIDS, including 
women ot child-bearing age, infants born with HIV/AIDS, and 
high-risk youth. The Ottice ot Juvenile Justice Drug Prevention 
at Justice and the Office of Substance Abuse Prevention at HHS 
are providing technical assistance to major metropolitan areas 
working with high-risk youth. 
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4. Begins action in and out of Government that will accelerate 

development, approval and distribution of vaccines and drugs. 

Status 

Accelerate Approval Process As directed by the Vice President and 
the Presidential Task Force on Regulatory Relief, FDA is expected 
to release on ______ the details of a process to speed 
approval of therapies to treat life-threatening illnesses such as 
AIDS. The key elements of the plan include: 

o Early consultation between FDA and drug sponsors to develop 
studies which provide detinitive data on safety and 
etfectiveness earlier in the approval process, thereby 
compressing two phases of the present process into one and 
shortening the approval time. 

o Focused FDA research when the sponsor is unable to conduct all 
necessary research or when FDA can contribute special research 
expertise (e.g. pharmacokinetics). 

o Appropriate drugs will be made available for patient use through 
Treatment Investigational New Drug status as a bridge between 
completion ot the expedited testing process and marketing 
approval. 

o Risk-benefit analysis to assess the risks of the disease against 
the identitied benefits and risks of the products. 

o Proactive involvement of the FDA Commissioner and other agency 
ofticials with sponsors to assure that product review is 
proceeding on schedule. 

Incentives for Drug Development HHS appointed a working group 
which held its tirst meeting on August 3 in response to your 
request for assessment of private initiatives for the development 
and marketing of HIV products. As you requested, they will include 
recommendations on such issues as granting of marketing rights, 
waivers of royalty or patent licensing rights, and examination of 
appropriate Federal role, if any, in encouragement of reasonable 
pricing for HIV-related products which are developed in part with 
Federal grants. The working group report is anticipated before the 
December deadline. 

Liability Issue HHS is investigating the parameters of liability 
risk and the perception of liability risk which may inhibit rapid 
research and development of some HIV-related products, particularly 
vaccines. HHS will consult with private groups, including the 
Keystone Group and the Institute of Medicine, and will collaborate 
with representatives from the Department of Justice and the 
Department of Defense. Findings will be available by December 5. 
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s. Reaffirms his commitment to provide adequate resources (dollars. 

staff, office and laboratory space) to combat the HIV epidemic 
and directs the Office of Management and Budget to make certain 
there are no impediments to efficient use of these resources. 

Status 

Space Needs 0MB will soon recommend to you that a budget amendment 
be sent to Congress seeking authority for the NIH to initiate 
construction of a consolidated ottice building on the NIH campus in 
Bethesda. Your HIV Commission recommended construction of a 
consolidated ottice building to remove "one of the most serious 
research administrative obstacles ••• encountered." In addition, 
Congress is expected to approve a lease-purchase acquisition for 
the Centers for Disease Control to provide additional laboratory 
and ottice space. 

Resource Needs Because of the urgency o need, ___ additional 
FTEs have been approved for HHS for FY 1989. 0MB will continue to 
work with the Secretary to assure that adequate resources are 
available for HIV efforts. HHS Secretary Bowen has the authority 
to transfer FTEs and HIV funds among HHS agencies. 0MB will 
address dollar resources and FTEs for HIV infection as it prepares 
your FY 1990 budget. 

Unresolved Issues The recruitment and retention of science 
personnel are being addressed by OPM and a more complete answer 
should be available for the December report. 
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6. Asks Congress to accelerate enactment of his FY 1989 HIV 

appropriations request and adopt the FY 1990 budget request for 
HIV activities as early as possible after the budget is 
submitted. The President will seek a special HIV emergency fund 
for unanticipated problems and opportunities in the FY 1990 
budget request. 

Status 

Presidential Action Much of the FY 1989 HIV appropriations request 
has been enacted and signed. On August 5, you sent a letter to the 
Congress announcing his 10-point plan and asked Congress to 
expeditiously enact both the FY 1989 and FY 1990 appropriations 
request for HIV activities. The Labor, Health and Human Services 
and Education Bill was signed on September 20, and included $1.29 
billion -- a 1.2 percent decrease from your budget request. 

Status ot FY 1990 Request HHS submitted its FY 1990 budget request 
to 0MB on September 1, which includes an AIDS emergency fund 
request to meet unanticipated problems or opportunities. The 
request will go to Congress with the President's budget in February 
1989. 

Health & Human Services 
Public Health Service 

NIH 
CDC 
ADAMHA 
HRSA 
FDA 
OASH 
IHS 

SUB-TOTAL PHS 

Hlth Care Fine. Admin. 
Medicaid (Fed Share) 
Medicare 

SUB-TOTAL HCFA 

Social Security Admin. 
Disability Income 
Supp.Security Income 

SUB-TOTAL SSA 

Human Development Serv. 

SUB-TOTAL HHS 

Veterans Admin. 
Dept. of Defense 
Dept. of Justice 
Dept. ot Labor 
Dept. of State 
Dept. of Education 
Dept. of Agriculture 

SUB-TOTAL NON HHS 

***GRAND TOTAL 

FEDERAL AIDS SPENDING 
By Year and Department 

(in millions of dollars) 

1982 1983 1984 1985 1986 1987 1988 1989 

3.4 
2.1 
0.0 
o.o 
0.2 
o.o 
o.o 

21. 7 
6.2 
0.5 
o.o 
0.4 
o.o 
0.0 

5.6 28.7 

44.1 
13.8 
2.8 
o.o 
0.8 
o.o 
o.o 

63.7 
33.3 

2.6 
o.o 
9.0 
o.o 
o.o 

134.7 
62.1 
12.2 
15.3 

9.5 
o.o 
o.o 

260.9 
136.0 

47. 5 
41.9 
15.8 

0.2 
0.1 

467 .0 
3 04. 9 
112.3 

37.0 
24.8 

3.7 
0.6 

607 .o 
382.3 
175.5 

45.4 
65.4 
13.4 

0.0 

61.5 108.6 233.8 502.5 951.0 1289.8 

o.o 10.0 30.0 70.0 130.0 200.0 330.0 490.0 
o.o o.o 0.0 5.0 5.0 10.0 15.0 30.0 

o.o 10.0 30.0 75.0 135.0 210.0 345.0 520.0 

o.o 
0.0 

o.o 

o.o 

o.o 
0.0 

o.o 

o.o 

5.0 10.0 25.0 40.0 70.0 110.0 
1.0 3.0 8.0 11.0 18.0 28.0 

6.0 13.0 33.0 51.0 88.0 138.0 

0.0 o.o o.o o.o 5.7 5.2 
=====================================================--· 

5.6 38.7 97.5 196.6 401.8 763.5 1389.7 1947.8 

2.0 
o.o 
o.o 
o.o 
o.o 
o.o 
0.0 

2.0 

5.0 
o.o 
o.o 
o.o 
o.o 
o.o 
0.0 

5.0 

6.1 
o.o 
o.o 
o.o 
o.o 
o.o 
o.o 

10.1 
o.o 
0.0 
o.o 
o.o 
o.o 
0.0 

22.9 
79.0 
1.0 
o.o 
o.o 
o.o 
o.o 

52.6 
7 4. 0 
3.0 
1.0 
1.0 
o.o 
o.o 

82.9 
52.0 
6.0 
1.0 
1.0 
1.2 
0.2 

99.3 
52.0 
6.0 
1.0 
1.0 
0.0 
0.3 

6.1 10.1 102.9 131.6 144.3 159.6 

7.6 43.7 103.6 206.7 504.7 895.0 1534.0 2107.4 

Detail may not add to total due to rounding. 
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7. Instructs the Secretary of HHS to evaluate the current system of 

health care financing, and directs HHS to conduct specific 
studies of ways to promote out-of-hospital care, encourage 
states to establish insurance risk pools for medically 
uninsurable persons, and increase the public health response to 
HIV infected infants, children, adolescents and low income 
disabled individuals. 

Status 

Evaluation ot Health Care Financing In response to your directive, 
HHS, in consultation with outside experts, has begun an evaluation 
of access to health care with a focus on financing and insurance 
issues, especially for the underinsured and uninsured, experiences 
of low-income disabled individuals, and disability coverage through 
the Social Security Administration and/or Medicaid. 

Alternatives to Acute Care HHS is encouraging states and other 
organizations to study the efficacy of care and to provide more 
cost etfective care for persons who would otherwise be at risk for 
institutionalization through: 

o the home and community based services waiver program: 

o solicitation ot research and demonstration projects to study the 
etfectiveness of out-of-hospital and case-managed care: 

o evaluation ot patterns of utilization and costs in AIDS Service 
demonstration grant projects: and 

o evaluation ot regional AIDS education and training centers. 

Risk Pools HHS has proposed to 0MB that the Administration support 
enactment ot S.1634 which would encourage states to establish risk 
pools, would establish very limited Federal requirements (needing 
modification), and would provide $30 million in "seed money" spread 
over 3 years. HHS plans to promote risk pools through the 
consensus conference approach and through interaction with outside 
organizations such as the National Governors Association. 

Intants, Children and Adolescents The HHS Secretary's Task Force 
on Pediatric HIV Infection Report recommends specific studies 
regarding infants, children and adolescents. This report is 
currently under review with the Department and a more complete 
submission will be available for the December report. 
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8. Directs the secretary of State to develop a multi-focused 

international initiative to combat HIV, particularly in less
developed countries, increase u.s. coDDnitment to international 
technical assistance, and seek development of a three-year plan 
for international efforts against HIV infection. 

Status 

Draft Plan The outline for a 3-year plan has been drafted by the 
Department ot State, with the U.S. Agency for International 
Development (A.I.D.). The development of the plan from the outline 
will be coordinated with other Federal agencies through the HHS's 
Federal Coordinating Committee on AIDS, but focusses on four broad 
areas: 

o multilateral and bilateral activities for the prevention and 
control of HIV infection; 

o development of new methods of treatment and a vaccine; 
o foreign policy implications of AIDS; and, 
o budgetary implications. 

The plan should be available for review by mid-October and the 
tinal report completed by mid-December. 

Financial Support A.I.D. will increase its financial support for 
international assistance for HIV prevention programs from $30 
million in FY 1988 to $35-40 million in FY 1989. 
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9. Requires the PHS to update the 1986 Public Health Service plan 

for combatting HIV infection. 

Status 

The Public Health Service will submit a HIV Implementation Plan in 
December which will identify the major goals to be carried out 
during FY 1989. This plan will be developed from the report of 
your HIV Commission and the October 1988 report of the second PHS 
AIDS Prevention and Control Conference, held by the Assistant 
Secretary tor Health in June 1988. A computerized tracking and 
monitoring system for HHS activities in combatting HIV infection, 
including implementation ot the Commission's recommendations will 
be established. 

Issues, goals and objectives will be divided into nine (9) broad 
categories: 

o epidemiology and surveillance; 
o clinical manifestations and pathogenesis; 
o prevention, information, education and behavior change; 
o patient care/health care needs; 
o blood and blood products; 
o intravenous drug abuse; 
o neuroscience and behavior; 
o therapeutics; and 
o vaccines. 
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10. Calls on all sectors of society to respond equitably and 

compassionately to those with HIV infection and to their 
families. In addition to directing all Federal agencies to 
adopt a policy based on OPM guidelines, the President requests 
that American businesses, unions and schools examine and 
consider adopting education and personnel policies based on 
the OPM and CDC Guidelines. 

Status 

Agencies Comply A telephone survey of the largest 22 Federal 
agencies (96 percent ot the Federal workforce), initiated in July, 
was followed in August with a supplemental survey. 

o All 22 agencies are putting AIDS policy guidelines in place and 
now otfer counseling and referral services for AIDS-related 
issues through their Employee Assistance Programs or medical 
services facilities. Seven agencies have issued AIDS policies. 
Fourteen others are presently drafting policies/guidelines to be 
issued by the end ot October. One agency will issue policy 
guidance no later than December. 

o Twenty-one agencies have initiated formal training/education 
programs on AIDS-related issues for employees, supervisors, and 
managers. The one remaining agency is currently developing a 
program. 

o All 22 agencies 

OPM held a Conterence September 14, 1988 in Washington, D.C. on 
"AIDS in the Workplace." 

OPM AIDS Clearinghouse Established OPM has established a 
clearinghouse to make AIDS information available to agencies 
seeking assistance. Items included in the clearinghouse are: the 
President's action plan; copies of all agency policy statements; 
education and training materials; results of periodic surveys 
regarding extent of AIDS policies and programs; and AIDS education 
programs. 

Private Sector Responding On August 17, 1988 the Director of OPM 
sent a letter to each of the Fortune 1000 companies telling them of 
the President's ten point action plan and enclosed a copy of "AIDS 
in the Federal Workplace Guidelines." 

Discrimination Law We have yet to receive a response from the 
Attorney General on this most sensitive and important issue, 
discrimination. A response is expected by _ ________ • 
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INFORMATION 

MEMORANDUM FOR THE PRESIDENT 

FROM: 

SUBJECT: 

DONALD IAN MACDONALD, M.D. 

September Progress Report: 10-Point Action Plan to 
Fight the Human Immunodeticiency Virus Epidemic 

I am pleased to report that progress during the past six weeks on 
your 10-point action plan to tight the human immunodeticiency virus 
(HIV) epidemic has been remarkable. 

Background: On August 2, you approved a 10-point action plan to 
advance the battle against HIV intection and AIDS consistent with 
the recommendations of your Presidential Commission. As a result 
of your August 5 directive to selected Cabinet agencies a 
signiticant number of activities have been initiated or expanded. 

Discussion Details ot the progress on each of the ten points are 
attached (Tab A); highlights include: 

o A U.S. Health Summit on HIV infection will be held on November 
28-29. This will be the tirst in a series of consensus 
conterences to intensify public/private sector collaboration on 
public health measures to reduce the spread ot AIDS. 

o In response to your directive to promote fairness and 
compassion, the largest Federal agencies (96 percent of the 
workforce) will have OPM guidelines in place by December. 

o FDA, in cooperation with the Vice President and the Presidential 
Task Force on Regulatory Reliet, has released approved a process 
to speed approval of therapies to treat life-threatening 
illnesses such as AIDS. 

,-, L Over half of the Presidential HIV Commission's recommendation~ 
·~ for the Federal Government have been or soon will be implemented 

(up from 42 percent in July). 

o Unresolved Issue We have not yet received a response from the 
Attorney General on a most sensitive and important issue 
discrimination. A response is expected by 

In December I will provide you with another progress report on 
implementation of your 10-point plan. 
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THE PRESIDENT'S 10-POINT ACTION PLAN 

AGAINST HIV INFECTION 

September Progress Report 
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1. Develop a series of consensus conferences with representatives 

from all levels of government and the private sector to 
intensify public health measures to reduce the spread of HIV 
infection. Increase the number of community based education 
programs directed to those at increased risk of HIV infection. 

Status 

Consensus Conterences In response to your letter to Secretary 
Bowen, HHS will convene a series of ten conterences over the next 
year to intensity public/private sector collaboration on a variety 
of HIV-related public health problems. A "U.S. Health Summit" will 
kick-otf the series in Washington, D.C., on November 28-29, 1989, 
with public and private state health officials. ISSUES: 
counseling, testing and partner notification, reporting of HIV 
infection, and health care worker safety. 

o Five regional mini-summits on the "Summit" issues will be held 
between January and May in New York City, Chicago, San 
Francisco, Dallas, and Atlanta. 

Four conferences will address specitic issues you raised in your 
directive to HHS: 

o "AIDS: Frontline Health Care" (January 8-10, 1989). ISSUES: 
prevention, treatment, safety and liability. 

o "Federal-State Strategies" (February 1989) with the National 
Governor's Association meeting. ISSUES: neighborhood resistance 
to drug abuse treatment facilities, alternative drug abuse 
service facilities, integrating drug abuse care with primary 
care, and, training alcohol, drug abuse, mental health workers. 

o "Legal Issues" (tentative) (May 1989). ISSUES: restrictive 
measures and criminal statues directed to HIV-infected persons 
who knowingly persist in maintaining behaviors that transmit the 
infection and other legal issues. 

o "Reporting HIV Infection" (tentative) -- Atlanta, June 1989. 

In addition, a number previously scheduled conferences for FY 1989 
have been reprogrammed to address issues identified by you and your 
HIV Commission, such as HIV infection in racial/ethnic minority 
populations1 workplace standards for bloodborne diseases, planning 
and management of health care services for HIV-infected patients, 
drug abuse and AIDS; services for adolescents and youth at risk of 
HIV infection; and safety of health care workers. 

Community Based Education Programs Funding for local HIV 
prevention programs will be increased by 44 percent -- trom $15 
million to $21.6 million in FY 1989. 

Competitive awards for HIV prevention activities will be made in 
October to 15 to 20 areas with high prevalence of HIV infection. 

C. 7""- _,.., ~r .. ' 
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2. Implement actions within 45 days that address: (a) prompt 

notification of transfusion recipients who are at increased risk 
of HIV infection, (b) steps to improve HIV laboratory quality 
and HIV screening tests, and, (c) ways to encourage the use of 
autologous transfusions in appropriate circumstances. 

Status 

Notification ot Transfusion Recipients Notification of transfusion 
recipients through "look-back" programs are underway. These 
programs will be strengthened through: (a) regulations making 
current voluntary programs mandatory (draft due mid-1989)1 (b) 
requiring the blood industry and hospitals to notify physicians 
that potentially contaminated blood units may have been released 
and "look-back" should be initiated1 and, (c) education programs 
for transfusion recipients including notitication, testing and 
counselling. By the end of 1988, special out-reach efforts will 
begin to notify, educate, test and counsel those who were 
transfusion recipients between 1977 and 1985 (before the HIV 
screening test was available). 

Improving Laboratory Quality HHS is initiating an integrated 
strategy to improve laboratory testing accuracy, including: (a) 
regulation for proticiency testing and development of standards for 
laboratory quality (draft due January 1989)1 (b) doubled 
inspections and surveillance of blood bank facilities, (c) enhanced 
training ot FDA investigators who inspect blood banks7 and, (d) 
training programs for blood establishment statf. In addition, NIH 
is conducting research to develop and evaluate new tests to detect 
HIV infection. 

Self-Donated (Autologous) Transfusions HHS will be conducting a 
major eaucational etfort, "the National Blood Resources Education 
Program," to promote a safe supply ot blood and the more effective 
use of blood and blood products. This program will include a 
public education campaign (radio, television and print PSAs) to 
promote autologous donation prior to elective surgery as a means of 
increasing the blood supply and assuring safety. The FDA is 
preparing information for health professionals and will be meeting 
with representatives ot the American Medical Association to further 
encourage appropirate use of autologous transfusions. 

In addition, HHS will increase research on techniques, such as red 
blood cell sterilization, which show promise for eradicating HIV 
and other viruses in blood. 

DRAFT 



• 
DRAFT 

3. The President emphasizes his concern about drug abuse and its 
relation to HIV infection and continues his call for bipartisan 
efforts to enact his anti-drug proposals. 

Status 

Drug and HIV/AIDS Legislation: Most ot your recent proposals for 
both HIV/AIDS and anti-drug efforts exist in pending legislation, 
but their status is uncertain at this point. On September 23, 
1988, the House passed anti-drug legislation which contains: 
evaluation of "what works" in treatment, targeting block grants 
through HHS to States for specific population groups, i.e. pregnant 
women1 and, programs aimed at high risk youth. The Senate has yet 
to take action but is expected to successfully negotiate an anti
drug and a HIV/AIDS bill before the October recess. 

Several important HIV-related issues which remain unresolved: 

o Increased Drug Treatment capacity The availability of 
additional funds for drug treatment hinges on Congressional 
action on your budget request. However, money is not the only 
constraint to increasing treatment capacity -- availability of 
trained personnel and treatment facilities will slow any 
expansion. NIDA has developed model demonstration projects for 
IV drug users at risk for HIV/AIDS, however administration of 
these grants is dependent upon increased funding for treatment. 

o Evaluation of Effective Treatment Your legislative package 
emphasizes increased evaluation of "what works" in drug 
treatment. Both the House and Senate bills contain provisions 
for increased evaluation. 

o High-Risk Populations HHS is developing demonstration projects 
which target populations at high-risk for HIV/AIDS, including 
women ot child-bearing age, infants born with HIV/AIDS, and 
high-risk youth. The Ottice of Juvenile Justice Drug Prevention 
at Justice and the Office of Substance Abuse Prevention at HHS 
are providing technical assistance to major metropolitan areas 
working with high-risk youth. 
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4. Begins action in and out of Government that will accelerate 

development, approva1 and distribution of vaccines and drugs. 

Status 

Accelerate Approval Process FDA, in cooperation with the Vice 
President and the Presidential Task Force on Regulatory Relief, has 
released approved a process to speed approval of therapies to treat 
life-threatening illnesses such as AIDS. Key elements of the plan 
include: 

o Early consultation between FDA and drug sponsors to develop 
studies which provide detinitive data on safety and 
etfectiveness earlier in the approval process, thereby 
compressing two phases of the present process into one and 
shortening the approval time. 

o Focused FDA research when the sponsor is unable to conduct all 
necessary research or when FDA can contribute special research 
expertise (e.g. pharmacokinetics). 

o Appropriate drugs will be made available for patient use through 
Treatment Investigational New Drug status as a bridge between 
completion ot the expedited testing process and marketing 
approval. 

o Risk-benefit analysis to assess the risks of the disease against 
the identitied benetits and risks of the products. 

o Proactive involvement ot the FDA Commissioner and other agency 
otticials with sponsors to assure that product review is 
proceeding on schedule. 

Incentives for Drug Development HHS appointed a working group 
which held its tirst meeting on August 3 in response to your 
request for assessment of private initiatives for the development 
and marketing of HIV products. As you requested, they will include 
recommendations on such issues as- granting of marketing rights, 
waivers of royalty or patent licensing rights, and examination of 
appropriate Federal role, if any, in encouragement of reasonable 
pricing for HIV-related products which are developed in part with 
Federal grants. The working group report is anticipated before the 
December deadline. 

Liability Issue HHS is investigating the parameters of liability 
risk and the perception ot liability risk which may inhibit rapid 
research and development of some HIV-related products, particularly 
vaccines. HHS will consult with private groups, including the 
Keystone Group and the Institute ot Medicine, and will collaborate 
with representatives from the Department of Justice and the 
Department ot Defense. Findings will be available by Decembers. 
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s. Reaffixms his commitment to provide adequate resources (dollars, 

staff, office and laboratory space) to combat the HIV epidemic 
and directs the Office of Management and Budget to make certain 
there are no impediments to efficient use of these resources. 

Status 

Space Needs 0MB will soon recommend to you that a budget amendment 
be sent to Congress seeking authority for the NIH to initiate 
construction of a consolidated otfice building on the NIH campus in 
Bethesda. Your HIV Commission recommended construction of a 
consolidated ottice building to remove "one of the most serious 
research administrative ob~tacles ••• encountered." In addition, 
Congress is expected to approve a lease-purchase acquisition for 
the Centers tor Disease Control to provide additional laboratory 
and ottice space. 

Resource Needs Because of the urgent need, ___ additional FTEs 
have been approved for HHS for FY 1989. 0MB will continue to work 
with the Secretary to assure that adequate resources are available 
for HIV efforts. HHS Secretary Bowen has the authority to transfer 
FTEs and HIV funds among HHS agencies. 0MB will address dollar 
resources and FTEs for HIV infection in preparing your FY 1990 
budget. 

Unresolved Issues The recruitment and retention of science 
personnel are being addressed by OPM and a more complete answer 
should be available for the December report. 
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6. Asks Congress to accelerate enactment of his FY 1989 HIV 

appropriations request and adopt the FY 1990 budget request for 
HIV activities as early as possible after the budget is 
submitted. The President will seek a special HIV emergency fund 
for unanticipated problems and opportunities in the FY 1990 
budget request. 

Status 

Presidential Action Much ot the FY 1989 HIV appropriations request 
has been enacted and signed. On Augusts, you sent a letter to the 
Congress announcing your 10-point plan and asked Congress to 
expeditiously enact both the FY 1989 and FY 1990 appropriations 
request for HIV activities. The Labor, Health and Human Services 
and Education Bill was signed on September 20, and included $1.29 
billion -- a 1.2 percent decrease trom your budget request. 

Status ot FY 1990 Request HHS submitted its FY 1990 budget request 
to 0MB on September 1, which includes an AIDS emergency fund to 
meet unanticipated problems or opportunities. 

Health & Human Services 
Public Health Service 

NIH 
CDC 
ADAMHA 
HRSA 
FDA 
CASH 
IHS 

SUB-TOTAL PHS 

Hl th Care Fine. Admin. 
Medicaid (Fed Share) 
Medicare 

SUB-TOTAL HCFA 

Social Security Admin. 
Disability Income 
Supp.Security Income 

SUB-TOTAL SSA 

Human Development Serv. 

SUB-TOTAL HHS 

Veterans Admin. 
Dept. of Defense 
Dept. of Justice 
Dept. ot Labor 
Dept. of State 
Dept. of Education 
Dept. of Agriculture 

SUB-TOTAL NON HHS 

• • * GRAND TOTAL 

FEDERAL AIDS SPENDING 
By Year and Department 

(in millions of dollars) 

1982 1983 1984 1985 1986 1987 1988 1989 

.. ·3 .4 21.7 44.1 63.7 134.7 260.9 467 .8 607 .o 
2.1 6.2 13.8 33.3 62.1 136.0 304.9 382 .3 
o.o 0.5 2.8 2.6 12.2 47.5 112.3 175.5 
o.o o.o o.o o.o 15.3 41.9 37.0 45.4 
0.2 0.4 0.8 9.0 9.5 15.8 24.8 65.4 
o.o o.o o.o o.o o.o 0.2 3.7 13.4 
o.o 0~0 -- o.o o.o o.o 0.1 0.6 0.8 

5.6 28. 7 61..5 108.6 233.8 502.5 951.0 1289.8 

o.o 10.0 30.0 70.0 130.0 200.0 330.0 490.0 
o.o o.o o.o 5.0 5.0 10.0 15.0 30.0 

o.o 10.0 30.0 75.0 135.0 210.0 3 45 .o 520.0 

o.o o.o 5.0 10.0 25.0 40.0 70.0 110.0 
o.o o.o 1.0 3.0 8.0 11.0 18. 0 28.0 

o.o o.o 6.0 13.0 33.0 51.0 88.0 138.0 

o.o o.o o.o o.o o.o o.o 5.7 5.2 
======================================================== 

5.6 3 8. 7 97.5 196.6 401.8 763 .5 1389.7 1947.8 

2.0 5.0 6.1 10.1 22.9 52.6 82.9 99.3 
o.o o.o o.o o.o 79.0 74.0 52.0 52.0 
o.o o.o o.o o.o 1.0 3.0 6.0 6.0 
o.o o.o o.o o.o o.o 1.0 1.0 1.0 
o.o o.o o.o o.o o.o 1.0 1.0 1.0 
o.o o.o o.o o.o o.o o.o 1.2 o.o 
o.o o.o o.o o.o o.o o.o 0.2 0.3 

2.0 5.0 6.1 10.1 102.9 131.6 144.3 159.6 

7.6 43.7 103 .6 206.7 504.7 895.0 1534. 0 2107 .4 

Detail may not add to total due to rounding. 
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DRAFT 
7. Instructs the Secretary of HHS to evaluate the current system of 

health care financing, and directs HHS to conduct specific 
studies of ways to promote out-of-hospital care, encourage 
states to establish insurance risk pools for medically 
uninsurable persons, and increase the public health response to 
HIV infected infants, children, adolescents and low income 
disabled individuals. 

Status 

Evaluation ot Health Care Financing In response to your directive, 
HHS, in consultation with outside experts, has begun an evaluation 
ot access to health care with a focus on financing and insurance, 
including the underinsured and uninsured, experiences of low-income 
disabled individuals, and disability coverage through the Social 
Security Administration and/or Medicaid. 

Alternatives to Acute Care HHS is encouraging states and other 
organizations to study the efficacy of care and to provide more 
cost etfective care through: 

o the home and community based services waiver program, 

o solicitation ot research and demonstration projects to study the 
etfectiveness of out-of-hospital and case-managed care, 

o evaluation ot patterns ot utilization and costs in AIDS Service 
demonstration grant projects, and 

o evaluation ot regional AIDS education and training centers. 

Risk Pools HHS has proposed to 0MB that the Administration support 
enactment ot S.1634 which would encourage states to establish risk 
pools, would establish very limited Federal requirements (needing 
modification), and would provide $30 million in "seed money" spread 
over 3 years. HHS plans to promote· risk pools through the 
consensus conterence approach and through interaction with outside 
organizations such as the National Governors Association. 

Intants, Children and Adolescents The HHS Secretary's Task Force 
on Pediatric HIV Infection Report recommends specitic studies 
regarding infants, children and adolescents. This report is 
currently being reviewed by the Department and a more complete 
submission will be available for the December. report. 
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8. Directs the Secretary of State to develop a multi-focused 

international. initiative to combat HIV, particularly in less
developed countries, increase u.s. commitment to international 
technica1 assistance, and seek development of a three-year plan 
for international efforts against HIV infection. 

Status 

Draft Plan,_ The outline tor a 3-year plan has been drafted by the 
Department ot State, with the U.S. Agency for International 
Development (A.I.D.). The development of the plan will be 
coordinated with other Federal agencies through the HHS's Federal 
Coordinating Committee on AIDS, but focusses on four broad areas: 

o multilateral and bilateral activities for the prevention and 
con.trol of HIV inf ection1 

o development ot new methods of treatment and a vaccine1 
o foreign policy implications of AIDS1 and, 
o budgetary implications. 

The plan should be available for review by mid-October and the 
tinal report completed by mid-December. 

Financial Support A.I.D. will increase its financial support for 
international assistance tor HIV prevention programs from $30 
million in FY 1988 to $35-40 million in FY 1989. 
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9. Requires the PBS to update the 1986 Public Health Service plan 

for cOJDbatting HIV infection. 

Status 

The Public Health Service will submit a HIV Implementation Plan in 
December which will identify the major goals to be carried out 
during FY 1989. This plan will be developed trom the report of 
your HIV Commission and the October 1988 report of the second PHS 
AIDS Prevention and Control Conference, held by the Assistant 
Secretary for Health in June 1988. A computerized tracking and 
monitoring system for HHS activities in combatting HIV infection, 
including implementation ot the Commission's recommendations will 
be established. 

Issues, goals and objectives will be divided into nine (9) broad 
categories: 

o epidemiology and surveillance1 
o clinical manifestations and pathogenesis1 
o prevention, intormation, education and behavior change1 
o patient care/health care needs: 
o blood and blood products1 
o intravenous drug abuse, 
o neuroscience and behavior, 
o therapeutics1 and 
o vaccines. 
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10. calls on all sectors of society to respond equitably and 
ccmpassionately to those with HIV infection and to their 
families. In addition to directing all Federal agencies to 
adopt a policy based on OPM guidelines, the President requests 
that American businesses, unions and schools examine and 
consider adopting education and personnel policies based on 
the OPM and CDC Guidelines. 

Status 

Agencies Comply A telephone survey of the largest 22 Federal 
agencies (96 percent ot the Federal workforce), initiated in July, 
was followed in August with a supplemental survey. 

o All 22 agencies are putting AIDS policy guidelines in place and 
now otfer counseling and referral services for AIDS-related 
issues through their Employee Assistance Programs or medical 
services facilities. Seven agencies have issued AIDS policies. 
Fourteen others are presently drafting policies/guidelines to be 
issued by the end of October. One agency will issue policy 
guidance no later than December. 

o Twenty-one agencies have initiated formal training/education 
programs on AIDS-related issues for employees, supervisors, and 
managers. The one remaining agency is currently developing a 
program. 

OPM held a Conterence September 14, 1988 in Washington, D.C. on 
n AIDS in- the Workplace." 

OPM AIDS Clearinghouse Established OPM has established a 
clearinghouse to make AIDS information available to agencies 
seeking assistance. Items included in the clearinghouse are: the 
President's action plan7 copies of all agency policy statements1 
education and training materials7 results of ,periodic surveys 
regarding extent of AIDS policies and programs, and AIDS education 
programs. 

Private Sector Responding On August 17, 1988 the Director of OPM 
sent a letter to each ot the Fortune 1000 companies telling them of 
the President's ten point action plan and enclosed a copy of "AIDS 
in the Federal Workplace Guidelines." 

Discrimination Laws We have not yet received. a response from the 
Attorney General on this most sensitive and important issue, 
discrimination. A response is expected by ---------
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INFORMATION DRAFT 
MEMORANDUM FOR THE PRESIDENT 

FROM: 

SUBJECT: 

DONALD IAN MACDONALD, M.D. 

September Progress Report: 10-Point Action Plan to 
Fight the Human Immunodeticiency Virus Epidemic 

I am pleased to report that progress during the past six weeks on 
your 10-point action plan to tight the human immunodeficiency virus 
(HIV) epidemic has been remarkable. 

Background: On August 2, you approved a 10-point action plan to 
advance the battle against HIV intection and AIDS consistent with 
the recommendations of your Presidential Commission. As a result 
of your August 5 directive to selected Cabinet agencies a 
signiticant number of activities have been initiated or expanded. 

Discussion Details ot the progress on each of the ten points are 
attached (Tab A)~ highlights include: 

o A U.S. Health Summit on HIV intection will be held on November 
28-29. This will be the tirst in a series of consensus 
conterences to intensify public/private sector collaboration on 
public health measures to reduce the spread ot AIDS. 

o In response to your directive to promote fairness and 
compassion, the largest Federal agencies (96 percent of the 
workforce) will have OPM guidelines in place by December. 

o FDA, in cooperation with the Vice President and the Presidential 
Task Force on Regulatory Relief, has released approved a process 
to speed approval ot therapies to treat life-threatening 
illnesses such as AIDS. 

o Unresolved Issue We have not yet received a response from the 
Attorney General on a most sensitive and important issue 
discrimination laws. 

In December I will provide you with another progress report on 
implementation of your 10-point plan. 
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THE PRESIDENT'S 10-POINT ACTION PLAN 

AGAINST HIV INFECTION 

September Progress Report 
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1. Develop a series of consensus conferences with representatives 

from all levels of government and the private sector to 
intensify public health measures to reduce the spread of HIV 
infection. Increase the number of community based education 
programs directed to those at increased risk of HIV infection. 

Status 

Consensus Conterences In response to your letter to Secretary 
Bowen, HHS will convene a series of ten conferences over the next 
year to intensity public/private sector collaboration on a variety 
of HIV-related public health problems. A "U.S. Health Summit" will 
kick-otf the series in Washington, D.C., on November 28-29, 1989, 
with public and private state health officials. ISSUES: 
counseling, testing and partner notification, reporting of HIV 
infection, and health care worker safety. 

o Five regional mini-summits on the "Summit" issues will be held 
between January and May in New York City, Chicago, San 
Francisco, Dallas, and Atlanta. 

Four conferences will address specitic issues you raised in your 
directive to HHS: 

o "AIDS: Frontline Health Care" (January 8-10, 1989). ISSUES: 
prevention, treatment, safety and liability. 

o "Federal-State Strategies" (February 1989) with the National 
Governor's Association meeting. ISSUES: neighborhood resistance 
to drug abuse treatment facilities; alternative drug abuse 
service facilities; integrating drug abuse care with primary 
care; and, training alcohol, drug abuse, mental health workers. 

o "Legal Issues" (tentative) (May 1989). ISSUES: restrictive 
measures and criminal statues directed to HIV-infected persons 
who knowingly persist in maintaining behaviors that transmit the 
infection and other legal issues. 

o "Reporting HIV Infection" (tentative) -- Atlanta; June 1989. 

In addition, a number previously scheduled conferences for FY 1989 
have been reprogrammed to address issues identified by you and your 
HIV Commission, such as HIV infection in racial/ethnic minority 
populations; workplace standards for bloodborne diseases; planning 
and management of health care services for HIV-infected patients; 
drug abuse and AIDS: services for adolescents and youth at risk of 
HIV infection; and safety of health care workers. 

Community Based Education Programs Funding for local HIV 
prevention programs will be increased by 44 percent -- trom $15 
million to $21.6 million in FY 1989. 

competitive awards for HIV prevention activities will be made in 
October to 15 to 20 areas with high prevalence of HIV infection. 

T 
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2. Implement actions within 45 days that address: (a) prompt 

notification of transfusion recipients who are at increased risk 
of HIV infection, (b) steps to improve HIV laboratory quality 
and HIV screening tests, and, (c) ways to encourage the use of 
autologous transfusions in appropriate circumstances. 

Status 

Notification ot Transfusion Recipients Notification of transfusion 
recipients through "look-back" programs are under:way. These 
programs will be strengthened through: (a) regulations making 
current voluntary programs mandatory (draft due mid-1989); (b) 
requiring the blood industry and hospitals to notify physicians 
that potentially contaminated blood units may have been released 
and "look-back" should be initiated; and, (c) education programs 
for transfusion recipients including notitication, testing and 
counselling. By the end of 1988, special out-reach efforts will 
begin to notify, educate, test and counsel those who were 
transfusion recipients between 1977 and 1985 (before the HIV 
screening test was available). 

Improving Laboratory Quality HHS is initiating an integrated 
strategy to improve laboratory testing accuracy, including: (a) 
regulation for proticiency testing and development of standards for 
laboratory quality (draft due January 1989); (b) doubled 
inspections and surveillance of blood bank facilities; (c) enhanced 
training ot FDA investigators who inspect blood banks; and, (d) 
training programs for blood establishment statf. In addition, NIH 
is conducting research to develop and evaluate new tests to detect 
HIV infection. 

Self-Donated (Autologous) Transfusions HHS will be conducting a 
major educational etfort, "the National Blood Resources Education 
Program," to promote a safe supply ot blood and the more effective 
use of blood and blood products. This program will include a 
public education campaign (radio, television and print PSAs) to 
promote autologous donation prior to elective surgery as a means of 
increasing the blood supply and assuring safety. The FDA is 
preparing information for health professionals and will be meeting 
with representatives ot the American Medical Association to further 
encourage appropirate use of autologous transfusions. 

In addition, HHS will increase research on techniques, such as red 
blood cell sterilization, which show promise for eradicating HIV 
and other viruses in blood. 
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3. The President emphasizes his concern about drug abuse and its 

relation to HIV infection and continues his call for bipartisan 
efforts to enact his anti-drug proposals. 

Status 

Drug and HIV/AIDS Legislation: Most ot your recent proposals for 
both HIV/AIDS and anti-drug efforts exist in pending legislation, 
but their status is uncertain at this point. On September 23, 
1988, the House passed anti-drug legislation which contains: 
evaluation of "what works" in treatment1 targeting block grants 
through HHS to States for specific population groups, i.e. pregnant 
women1 and, programs aimed at high risk youth. The Senate has yet 
to take action but is expected to successfully negotiate an anti
drug and a HIV/AIDS bill before the October recess. 

Several important HIV-related issues which remain unresolved: 

o Increased Drug Treatment Capacity The availability of 
additional funds for drug treatment hinges on Congressional 
action on your budget request. However, money is not the only 
constraint to increasing treatment capacity -- availability of 
trained personnel and treatment facilities will slow any 
expansion. NIDA has developed model demonstration projects for 
IV drug users at risk for HIV/AIDS, however administration of 
these grants is dependent upon increased funding for treatment. 

o Evaluation of Effective Treatment Your legislative package 
emphasizes increased evaluation of "what works" in drug 
treatment. Both the House and Senate bills contain provisions 
for increased evaluation. 

o High-Risk Populations HHS is developing demonstration projects 
which target populations at high-risk for HIV/AIDS, including 
women ot child-bearing age, infants born with HIV/AIDS, and 
nigh-risk youth. The Ottice ot Juvenile Justice Drug Prevention 
at Justice and the Office of Substance Abuse Prevention at HHS 
are providing technical assistance to major metropolitan areas 
working with high-risk youth. 
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4. Begins action in and out of Government that will accelerate 

development, approval and distribution of vaccines and drugs. 

Status 

Accelerate Approval Process FDA, in cooperation with the Vice 
President and the Presidential Task Force on Regulatory Relief, has 
released approved a process to speed approval of therapies to treat 
life-threatening illnesses such as AIDS. Key elements of the plan 
include: 

o Early consultation between FDA and drug sponsors to develop 
studies which provide detinitive data on safety and 
etfectiveness earlier in the approval process, thereby 
compressing two phases of the present process into one and 
shortening the approval time. 

o Focused FDA research when the sponsor is unable to conduct all 
necessary research or when FDA can contribute special research 
expertise (e.g. pharrnacokinetics). 

o Appropriate drugs will be made available for patient use through 
Treatment Investigational New Drug status as a bridge between 
completion ot the expedited testing process and marketing 
approval. 

o Risk-benefit analysis to assess the risks of the disease against 
the identitied benefits and risks of the products. 

o Proactive involvement ot the FDA Commissioner and other agency 
otticials with sponsors to assure that product review is 
proceeding on schedule. 

Incentives for Drug Development HHS appointed a working group 
which held its tirst meeting on August 3 in response to your 
request for assessment of private initiatives for the development 
and marketing of HIV products. As you requested, they will include 
recommendations on such issues as granting of marketing rights, 
waivers of royalty or patent licensing rights, and examination of 
appropriate Federal role, if any, in encouragement of reasonable 
pricing for HIV-related products which are developed in part with 
Federal grants. The working group report is anticipated before the 
December deadline. 

Liability Issue HHS is investigating the parameters of liability 
risk and the perception ot liability risk which may inhibit rapid 
research and development of some HIV-related products, particularly 
vaccines. HHS will consult with private groups, including the 
Keystone Group and the Institute ot Medicine, and will collaborate 
with representatives from the Department of Justice and the 
Department ot Defense. Findings will be available by December 5. 
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DRAFT 
s. Reaffirms his coDDnitment to provide adequate resources (dollars, 

staff, office and laboratory space) to combat the HIV epidemic 
and directs the Office of Management and Budget to make certain 
there are no impediments to efficient use of these resources. 

Status 

Space Needs 0MB will soon recommend to you that a budget amendment 
be sent to Congress seeking authority for the NIH to initiate 
construction of a consolidated otfice building on the NIH campus in 
Bethesda. Your HIV Commission recommended construction of a 
consolidated ottice building to remove "one of the most serious 
research administrative obstacles ••• encountered." In addition, 
Congress is expected to approve a lease-purchase acquisition for 
the Centers tor Disease Control to provide additional laboratory 
and ottice space. 

Resource Needs Because ot the urgent need, ___ additional FTEs 
have been approved for HHS for FY 1989. 0MB will continue to work 
with the Secretary to assure that adequate resources are available 
for HIV efforts. HHS Secretary Bowen has the authority to transfer 
FTEs and HIV funds among HHS agencies. 0MB will address dollar 
resources and FTEs for HIV infection in preparing your FY 1990 
budget. 

Unresolved Issues The recruitment and retention of science 
personnel are being addressed by OPM and a more complete answer 
should be available for the December report. 
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6. Asks Congress to accelerate enactment of his FY 1989 HIV 

appropriations request and adopt the FY 1990 budget request for 
HIV activities as early as possible after the budget is 
submitted. The President will seek a special HIV emergency fund 
for unanticipated problems and opportunities in the FY 1990 
budget request. 

Status 

Presidential Action Much of the FY 1989 HIV appropriations request 
has been enacted and signed. On August 5, you sent a letter to the 
Congress announcing your 10-point plan and asked Congress to 
expeditiously enact both the FY 1989 and FY 1990 appropriations 
request for HIV activities. The Labor, Health and Human Services 
and Education Bill was signed on September 20, and included $1.29 
billion -- a 1.2 percent decrease trom your budget request. 

Status ot FY 1990 Request HHS submitted its FY 1990 budget request 
to 0MB on September 1, which includes an AIDS emergency fund to 
meet unanticipated problems or opportunities. 

Health & Human Services 
Public Health Service 

NIH 
CDC 
ADAMHA 
HRSA 
FDA 
CASH 
IHS 

SUB-TOTAL PBS 

Hlth Care Fine. Admin. 
Medicaid (Fed Share) 
Medicare 

SUB-TOTAL HCFA 

Social Security Admin. 
Disability Income 
Supp.Security Income 

SUB-TOTAL SSA 

Human Development Serv. 

FEDERAL AIDS SPENDING 
By Year and Department 

(in millions of dollars) 

1982 1983 1984 1985 1986 

3.4 21.7 44.1 63.7 134.7 
2.1 6.2 13.8 33.3 62.1 
o.o 0.5 2.8 2.6 12.2 
o.o o.o o.o o.o 15.3 
0.2 0.4 0.8 9.0 9.5 
o.o o.o o.o o.o o.o 
o.o 0. O·· o.o o.o o.o 
5.6 28 .• 7 61.5 108.6 233.8 

o.o 10.0 30.0 7 0 .o 130.0 
o.o o.o o.o 5.0 5.0 

o.o 10.0 30.0 75.0 135.0 

o.o o.o 5.0 10.0 25.0 
o.o o.o 1.0 3.0 8.0 

o.o o.o 6.0 13.0 33.0 

o.o o.o o.o 0.0 o.o 

1987 1988 1989 

260.9 467. 8 607 .o 
136.0 3 04. 9 382 .3 

47.5 112.3 175.5 
41.9 37.0 45.4 
15.8 24.8 65.4 

0.2 3.7 13.4 
0.1 0.6 0.8 

502 .5 951. 0 1289.8 

200.0 330.0 490.0 
10.0 15.0 30.0 

210.0 3 45. 0 520.0 

40.0 70.0 110.0 
11.0 10. o 2 8. 0 

51.0 88.0 138.0 

0.0 5.7 5.2 
=============================================----------· 

SUB-TOTAL HHS 5.6 3 8. 7 97.5 196.6 401.8 763.5 13 89. 7 1947.8 

Veterans Admin. 2.0 5.0 6.1 10 .1 22.9 52.6 82.9 9 9. 3 
Dept. of Defense o.o o.o o.o o.o 79.0 74.0 52.0 52.0 
Dept. of Justice o.o o.o o.o o.o 1.0 3.0 6.0 6.0 
Dept. ot Labor o.o o.o o.o 0.0 o.o 1.0 1.0 1.0 
Dept. of State o.o 0.0 o.o 0.0 o.o 1.0 1.0 1.0 
Dept. of Education o.o 0.0 o.o o.o o.o o.o 1.2 o.o 
Dept. of Agriculture o.o 0.0 0.0 o.o o.o o.o 0.2 0.3 

SUB-TOTAL NON HHS 2.0 5.0 6.1 10.1 102.9 131.6 144.3 159.6 

* * * GRAND TOTAL 7.6 43.7 103. 6 206.7 504.7 895.0 1534. 0 2107 .4 

Detail may not add to total due to rounding. 

c:p\21 



DRAFT 
7. Instructs the Secretary of HHS to evaluate the current system of 

health care financing, and directs HHS to conduct specific 
studies of ways to promote out-of-hospital care, encourage 
states to establish insurance risk pools for medically 
uninsurable persons, and increase the public health response to 
HIV infected infants, children, adolescents and low income 
disabled individuals. 

Status 

Evaluation ot Health Care Financing In response to your directive, 
HHS, in consultation with outside experts, has begun an evaluation 
ot access to health care with a focus on financing and insurance, 
including the underinsured and uninsured, experiences of low-income 
disabled individuals, and disability coverage through the Social 
Security Administration and/or Medicaid. 

Alternatives to Acute Care HHS is encouraging states and other 
organizations to study the efficacy of care and to provide more 
cost etfective care through: 

o the home and community based services waiver program; 

o solicitation ot research and demonstration projects to study the 
etfectiveness of out-of-hospital and case-managed care; 

o evaluation ot patterns ot utilization and costs in AIDS Service 
demonstration grant projects; and 

o evaluation ot regional AIDS education and training centers. 

Risk Pools HHS has proposed to 0MB that the Administration support 
enactment ot S.1634 which would encourage states to establish risk 
pools, would establish very limited Federal requi rements (needing 
modification), and would provide $30 million in "seed money" spread 
over 3 years. HHS plans to promote risk pools through the 
consensus conterence approach and through interaction with outside 
organizations such as the National Governors Association. 

Intants, Children and Adolescents The HHS Secretary's Task Force 
on Pediatric HIV Infection Report recommends specitic studies 
regarding infants, children and adolescents. This report is 
currently being reviewed by the Department and a more complete 
submission will be available for the December report. 
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8. Directs the Secretary of State to develop a multi-focused 

international initiative to combat HIV, particularly in less
developed countries, increase u.s. commitment to international 
technical assistance, and seek development of a three-year plan 
for international efforts against HIV infection. 

Status 

Draft Plan The outline tor a 3-year plan has been drafted by the 
Department of State, with the U.S. Agency for International 
Development (A.I.D.). The development of the plan will be 
coordinated with other Federal agencies through the HHS's Federal 
Coordinating Committee on AIDS, but focusses on four broad areas: 

o multilateral and bilateral activities for the prevention and 
control of HIV infection; 

o development ot new methods of treatment and a vaccine; 
o foreign policy implications of AIDS; and, 
o budgetary implications. 

The plan should be available for review by mid-October and the 
tinal report completed by mid-December. 

Financial Support A.I.D. will increase its financial support for 
international assistance tor HIV prevention programs from $30 
million in FY 1988 to $35-40 million in FY 1989. 
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9. Requires the PBS to update the 1986 Public Health Service plan 

for combatting HIV infection. 

Status 

The Public Health Service will submit a HIV Implementation Plan in 
December which will identify the major goals to be carried out 
during FY 1989. This plan will be developed trom the report of 
your HIV Commission and the October 1988 report of the second PHS 
AIDS Prevention and Control Conference, held by the Assistant 
Secretary for Health in June 1988. A computerized tracking and 
monitoring system for HHS activities in combatting HIV infection, 
including implementation ot the Commission's recommendations will 
be established. 

Issues, goals and objectives will be divided into nine (9) broad 
categories: 

o epidemiology and surveillance1 
o clinical manifestations and pathogenesis, 
o prevention, intormation, education and behavior change1 
o patient care/health care needs1 
o blood and blood products1 
o intravenous drug abuse: 
o neuroscience and behavior, 
o therapeutics1 and 
o vaccines. 
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10. Calls on all sectors of society to respond equitably and 
compassionately to those with HIV infection and to their 
families. In addition to directing all Federal agencies to 
adopt a policy based on OPM guidelines, the President requests 
that American businesses, unions and schools examine and 
consider adopting education and personnel policies based on 
the OPM and CDC Guidelines. 

Status 

Agencies Comply A telephone survey of the largest 22 Federal 
agencies (96 percent of the Federal workforce), initiated in July, 
was followed in August with a supplemental survey. 

o All 22 agencies are putting AIDS policy guidelines in place and 
now otfer counseling and referral services for AIDS-related 
issues through their Employee Assistance Programs or medical 
services facilities. Seven agencies have issued AIDS policies. 
Fourteen others are presently drafting policies/guidelines to be 
issued by the end of October. One agency will issue policy 
guidance no later than December. 

o Twenty-one agencies have initiated formal training/education 
programs on AIDS-related issues for employees, supervisors, and 
managers. The one remaining agency is currently developing a 
program. 

OPM held a Conterence September 14, 1988 in Washington, D.C. on 
"AIDS in the Workplace." 

OPM AIDS Clearinghouse Established OPM has established a 
clearinghouse to make AIDS information available to agencies 
seeking assistance. Items included in the clearinghouse are: the 
President's action plan; copies of all agency policy statements; 
education and training materials; results of periodic surveys 
regarding extent of AIDS policies and programs; and AIDS education 
programs. 

Private Sector Responding On August 17, 1988 the Director of OPM 
sent a letter to each ot the Fortune 1000 companies telling them of 
the President's ten point action plan and enclosed a copy of "AIDS 
in the Federal Workplace Guidelines." 

Discrimination Laws We have not yet received a response from the 
Attorney General on this most sensitive and important issue, 
discrimination. A response is expected by 
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INFORMATION 

MEMORANDUM FOR THE PRESIDENT 

FROM: 

SUBJECT: 

DONALD IAN MACDONALD, M.D. 

September Progress Report: 10-Point Action Plan to 
Fight the Human Immunodeticiency Virus Epidemic 

I am pleased to report that progress during the past six weeks on 
your 10-point action plan to tight the human immunodeticiency virus 
(HIV) epidemic has been remarkable. 

Background: On August 2, you approved a 10-point action plan to 
advance the battle against HIV intection and AIDS consistent with 
the recommendations of your Presidential Commission. As a result 
of your August 5 directive to selected Cabinet agencies a 
signiticant number of activities have been initiated or expanded. 

Discussion Details ot the progress on each of the ten points are 
attached (Tab A); highlights include: 

o A U.S. Health Summit on HIV infection will be held on November 
28-29. This will be the tirst in a series of consensus 
conterences to intensify public/private sector collaboration on 
public health measures to reduce the spread ot AIDS. 

o In response to your directive to promote fairness and 
compassion, the largest Federal agencies (96 percent of the 
workforce) will have OPM guidelines in place by December. 

o FDA, in cooperation with the Vice President and the Presidential 
Task Force on Regulatory Reliet, has released approved a process 
to speed approval of therapies to treat life-threatening 
illnesses such as AIDS. 

o Over half of the Presidential HIV Commission's recommendations 
for the Federal Government have been or soon will be implemented 
(up from 42 percent in July). 

o Unresolved Issue We have not yet received a response from the 
Attorney General on a most sensitive and important issue 
discrimination. A response is expected by 

In December I will provide you with another progress report on 
implementation of your 10-point plan. 

DRAFT 
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INFORMATION DRAFT 
MEMORANDUM FOR THE PRESIDENT 

FROM: DONALD IAN MACDONALD, M.D. 

SUBJECT: September Progress Report: 10-Point Action Plan to 
Fight the Human Immunodeticiency Virus Epidemic 

I am pleased to report that progress during the past six weeks on 
your 10-point action plan to tight the human immunodeficiency virus 
(HIV) epidemic has been remarkable. 

Background: On August 2, you approved a 10-point action plan to 
advance the battle against HIV intection and AIDS consistent with 
the recommendations of your Presidential Commission. As a result 
of your August 5 directive to selected Cabinet agencies a 
signiticant number of activities- have been initiated or expanded. 

Discussion Details ot the progress on each of the ten points are 
attached (Tab A)1 highlights include: 

o A U.S. Health Summit on HIV intection will be held on November 
28-29. This will be the tirst in a series of consensus 
conterences to intensify public/private sector collaboration on 
public health measures to reduce the spread ot AIDS. 

o In response to ~~~rective to promote fairness and ~ 
compassion, the largest Federal agencies((9i ~e5Gant of tbe 
workferee~will have OPM guidelines in place by December. 
~ . -L (A1',,III#,, c...~ d 

o FDA, in cooperation with the Vice President ?a the Presidential 
Task Force on Regulatory Relief, has rel.eases approved a process wh,, i 

w,ij te speed approval ot therapies to treat life-threatening 
illnesses such as AIDS. · 

o Unresolved Issue We have not yet received a response from the 
Attorney General on a most sensitive and important issue --rA1i17-
discrimination law~----

In December I will provide you with another progress report on 
implementation of your 10-point plan. 

DRAFT 
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THE PRESIDENT'S 10-POINT ACTION PLAN 

AGAINST HIV INFECTION 

September Progress Report 
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DRAFT 
1. Develop a series of consensus conferences with representatives 

from all levels of government and the private sector to 
intensify public health measures to reduce the spread of RIV 
infection. Increase the number of cODDDunity based education 
prograJDS directed to those at increased risk of RIV infection. 

Status 

Consensus Conterences In response to your letter to Secretary 
Bowen, HHS will convene a series of ten conferences over the next 
year to intensity pu.blic/private sector collaboration on a variety 
of HIV-related public health problems. ~A "U.S. Health Summit" will 
kick-otf the series in Washingt.9.~, on November 28-29, 1989, 
w-±th pm,lig a:cd pri¥ate __ state health official:-s. ISSUES: 
counseling, testing1afKl. partner notification, reporting of HIV 
infection, and health care worker safety. 

O,_ - --· - _ .-- 1 I I 

o Five regional mini-summits ea tae "~wmmit" is&Qes will be held 
between January and May in New York City, Chicago, San 
Francisco, Dallas, and Atlanta. 

oFour conferences will address specitic issues you raised in your 
directive to HHS: 

-?o "AIDS: Frontline Health Care• (January 8-10, 1989). 
prevention, treatment, safety and liability. 

ISSUES: 

-;)o "Federal-State Strategies" (February 1989) with the National 
Governor's Association meeting. ISSUES: neighborhood resistance 
to drug abuse treatment facilities, alternative drug abuse 
service facilities, integrating drug abuse care with primary 
care, and, training alcohol, drug abuse, mental health workers. 

"Legal Issues• (tentative) (May 1989). ISSUES: restrictive 
measures and criminal s~tues direct~ to HIV-infected persons 
who knowingly persist i maintaining ehaviors that transmit the 
infection and other lega i ues. 

7 o "Reporting HIV Infection• (tentative) -- Atlanta1 June 1989. 
J . 

In addition, a number previously scheduled conferences for FY 1989 
have been reprogrammed to address issues identified by you and your 
HIV Commission, such as HIV infection in racial/ethnic minority 
populations, workplace standards for bloodborne diseases, planning 
and management of health care services for HIV-infected patients; 
drug abuse and AIDS1 services for ado1escents and youth at risk of 
HIV infection, and safety of health care workers. 

Community Based Education Programs Funding for local HIV 
prevention programs will be increased by 44 percent -- trom $15 
million to $21.6 million in FY 1989.~--

~c,c.. 
Competitive awardtX.~o~r~2H;IiV~~i.JUi~ ............... ~ ....... ilo.lt..-... ~ 
OQ-~t,,e~ to 15 to 20 areas with wr~i-ft~~--i-tl 
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DRAFT 
2. Implement actions within ,s days that address1 (a) prompt 

notification of transfusion recipients who are at increased risk 
of HIV infection, (b) steps to improve HIV laboratory quality 
and HIV screening tests, and. (c) ways to encourage the use of 
autologoua transfusions in appropriate circumstances. 

Status 

Notification at Transfusion Recipients Notification of transfusion 
recipients through "look-back" programs are undezway. These 
programs will be strengthened through: (a) regulations making 

I 
I 

current voluntary programs mandatory (draft due mid-1989) r (b) r?/'',t,r,, 
-rl ~ :r:9'1uiriag the blood industry and hospitals ~ notify physicians 
~ potentially contaminated blood units may have been released 

.,)t and "look-back" should be ~~~~at7dJ,. and, (c) education programs 
· for transfusion recipients ~~ng notitication, testing and 

counselling. By the end of 1988, special out-reach efforts will 
begin to notify, educate, test and counsel those who were 
transfusion recipients between 1977 and 1985 (before the HIV 
screening test was available). 

Improving Laboratory Quality HHS is initiating an integrated 
strategy to improve laboratory testing accuracy, including: (a) 
regulationSfor proticiency testing and development of standards for 
laboratory quality (draft due January 1989)r (b) doubled 
inspections and surveillance of blood bank facilities, (c} enhanced 
training ot FDA investigators who inspect blood banksr- and, (d) 
training_programs for blood establishment stat£. In addition, NIH 
is conducting research to develop and evaluate new tests to detect 
HIV infection. 

Self-Donated (Autologous} Transfusions HHS will be conducting a 
major educational etfort, "the National Blood Resources Education 
Program," to promote a safe supply ot blood and the more effective 
use of blood and blood products. This program will include a 
public education campaign (radio, television and print PSAs) to· 
promote autologous donation prior to elective surgery as a means of 
increasing the blood supply and assuring safety. The FDA is 
preparing information for health professionals and will be meeting 
with representatives ot the American Medical Association to further 
encourage appropirate use of autologous transfusions. 

In addition, HHS will increase research on techniques, sch as red 
blood cell sterilization, which show promise .for eradica ing HIV 
and other viruses in blood. 

DRAFT 
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J. The President emphasizes his concern about drug abuse and its 

relation to lllV infection and continues his call for bipartisan 
efforts to enact his anti-drug proposals. 

Status 

Drug and HIV/AIDS Legislation: Most ot your recent proposals for _,,-
both HIV/AIDS and anti-drug efforts exist in pending legislation, ~ 
but their status is uncertain at thi@. point. On Septembe , (1-

1 1988, the House passed 6anti-drug legf~lationG,hich c ains1- m,._ e;w, 
ev-alttation of •wnat works" in treatrnent, g .JJrants 'J 

tnre~ga HH~ to Stasa& fer spaeifie pep~latien grettps, i;-'t pregnant Sa ►( ,. 
"'Women, ana, p~ograme aimed at nigh risk youth. The Senate has yet 
to take action but is expected to successfully negotiate an anti-

1
• 

drug and a HIV/AIDS bill before the October recess. 

veral important HIV-related issues wnieh remain uniesolved: 

o Increased Drug Treatment capacity The availability of 
aaditional funds for drug treatment hinges on Congressional 
action on your budget request. However, money is not the only 
constraint to increasing treatment capacity -- availability of 
trained personnel and treatment facilities will slow any 
expansion. NIDA has developed model demonstration projects for 
IV drug users at risk for HIV/AIDS, however administration of 
these grants is dependent upon increased funding for treatment. 

o-ci
o 

Evaluation of Effective Treatment Your legislative package 
emphasizes increased evaluation of "what works" in drug· 
treatment. Both the House and Senate bills contain provisions 
for increased· evaluation. ~fie. )tr/,- I), :r ty,J,... 

High-Risk Populations HHs 1.ra-developing demonstration projects 
which target populations at high-risk for HIV/AIDS, including 
women ot child-bearing age, infants born with HIV/AIDS, and 
nigh-risk youth. Thc-Gttiee Qt .J'l.W&A.ile Justice J;lnig Preventien 
~Justice and the Office ef S\ihetanee .M,ttse Prevention at HHS 
are providing technical assistance to major metropolitan areas 
working with high-risk youth. 

DRAFT 
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,. Begins action in and out of Government that will accelerate 

development, approval and distribution of vaccines and drugs. 

. 
I 

\ 
\ 

&,.flf'..&"(f,vt-1 Status 1-.)4, J-~ 
Accelerate A ro al Process ~n cooperation with the Vice 
President and e Presidential sk Force· on Regulatory Relief, has 

a process speed approval of therapies to treat 
life-threatening illnesses such as AIDS. Key elements of the plan 
include: 

o Early consultation between FDA and drug sponsors to develop 
studies wnich provide detinitive data on safety and 
etfectiveness earlier in the approval process, thereby 
compressing two pnases of the present process into one and 
snortening ·the approval time. 

o Focused FDA research when the sponsor is unable to conduct all 
necessary research or when FDA can contribute special research 
expertise (e.g. pharmacokinetics). .J-

-w'I\ ( 

o Appropriate drugs will be made available for patient-lt:Se tbrougrr 
(i,,,, Txeatme&t Investigational New Drug~s-eatus as a bridge between 

completion ot the expedited testing process and marketing 
· approval. 

o Risk-benefit analysis to assess the risks of the disease against 
the identitied benetits and risks of the products. 

o Proactive involvement ot the FDA Commissioner and other agency 
otticials with sponsors to assure tnat product review is 
proceeding on schedule. 

Incentives for Drug Development HHS appointed a working group 
which held its tirst meeting on August 3 in response to your 
request for assessment of private initiatives for the development 
and marketing of HIV product.a. As you requested, they will include 
recommendations on such issues as granting of marketing rights, 
waivers of royalty or patent licensing rights, and examination of 
appropriate Federal role, if any, in encouragement of reasonable 
pricing for HIV-related products which are developed in part with 
Federal grants. The working group report is anticipated before the 
December deadline. 

Liability Issue HHS is investigating the parameters of liability 
risk and the perception ot liability risk which may inhibit rapid 
research and development of some HIV-related products, particularly 
vaccines. HHS will consult with private groups,· including the 
Keystone Group and tne Institute ot Medicine, and will collaborate 
with representatives from the Department of Justice and the 
Department ot Defense. Findings will be available by Decembers. 

-.,.. ,, 
J 

[ 
,.,. ., . 
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DRAFT 
s. ReaffiDUI his cOllllllitment to provide adequate resources (dollars, 

staff, office and laboratory space) to combat the BIV epideaic 
and directs the Office of Management and Budget to make certain 
there are no impediments to efficient use of these resources. 

Status 

Space Needs OMB- will soon recommend to you that a budget amendment 
be sent to Congress seeking authority for the NIH to initiate 
construction of a consolidated otfice building on the NIH campus in 
Bethesda. Your HIV Commission recommended construction of a 
consolidated ottice building to remove "one of the most serious 
research administrative obstacles ••• encountered." In addition, 
Congress is expected to approve a lease-purchase acquisition for 
the Centers tor Disease Control to provide additional laboratory 
and ottice space. ~ 

Resource Needs Because ot the urgent need, ...L,__ additional FTEs 
have been approved for HHS ··for FY 1989. 0MB will continue to work 
with the Secretary to assure that adequate resources are available 
for HIV efforts. !!HS Seoretary Bowen has the attthority ~ttansfer 
PTBs a~nds arnong HHS a§e&eies. OMS Will address,ldbllar 4~d 
resources end PTSS for HIV intection,tR ~reparin.g your FY 1990 fl-, 

budget. ri11/ rt'a,N. J>n•,·75 UJ"J' w"~ '" f 

Unresolved Issues The recruitment and retention of science 
personnel are being addressed by OPM and a more complete answer 
should be available for the December report. 

DRAFT 
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Status 
,iour-

Presidential Action~h ot the FY 1989 HIV appro 
us tse@u eBaetea e:n~~., On August s, you se 
Congress announcing your 10-point plan and asked ongres to 
expeditiously enact both the FY 1989 and FY 1990 appropr ati 
request for HIV activities) ~ abor, Health nd Human Se ices 
and Education Bill signed on September 20. 'MMl•~----lea $1.29 
billion -- a 1.2 pe cent decreas trom your budget request. 

ot budget request 
to 

/N#.> " 

~,/1.w"" 
• f c:d 

(o..,lt.•".'<.lSIILJ ~ 
'. ..,._ 

'tf FEDERAL AIDS SPENDING 

~t!,.[r! . 
By Year and Department 

(in millions of dollars) 

lfl~H i :::;:::.:.rA~ ' 1983 198' 1985 1986 1987 1988 1989 

r Health & Human Services 
Public Health Service 

NIH ·3., 21.7 "·1 63.7 13,.7 260.9 '67 .8 607 .o 
CDC 2.1 6. 2 13.8 33.3 62.1 136.0 30,.9 382.3 
ADAMHA o.o 0.5 2.8 2. 6 12.2 ".5 112.3 175.5 
HRSA o.o o.o o.o o.o 15.3 U.9 37.0 ,5., 
FDA 0.2 o., 0.8 9.0 9.5 15.8 2,.8 65., 
OASH o.o o.o o.o o.o o.o 0.2 3.7 13., 
IHS o.o 0~0 -- o.o o.o o.o 0.1 0.6 o.s 

SUB-TOTAL PHS 5.6 28. 7 61.5. 108.6 233.8 502.5 951.0 1289.$ 

Hlth care Fine. Admin. 
Medicaid (Fed Share) o.o 10.0 .. J.0. 0 70.0 130.0 200.0 330.0 '90.0 
Medicare o.o o.o o.o 5.0 5.0 10.0 15.0 30.0 

SUB-TOTAL HCFA o.o 10.0 30.0 75.0 135.0 210.0 3,5.0 520.0 

Social Security Admin. 
Disability Income o.o o.o 5.0 10.0 25.0 ,o.o 70.0 110.0 
Supp.Security Income o.o o.o 1.0 3.0 8.0 11.0 18.0 28.0 

SOB-TOTAL SSA o.o o.o 6.0 13.0 33.0 51.0 88.0 138.0 

Human Development Serv. o.o o.o o.o o.o o.o o.o 5.7 5.2 
•••••••••••••••••••••••••••••••••s•••••••••••••••••••••a 

SUB-TOTAL HHS 5.6 38. 7 97.5 196 .6 ,01.8 763.5 1389. 7 19'7 .8 

Veterans Admin. 2.0 5.0 6.1 10.1 22.9 52.6 82.9 99.3 
Dept. of Defense o.o o.o o.o o.o 79.0 7'.0 52.0 52.0 
Dept. of Justice o.o o.o o.o o.o l.0 3.0 6.0 6.0 
Dept. ot Labor o.o o.o o.o o.o o.o 1.0 1.0 1.0 
Dept. of State o.o o.o o.o o.o o.o 1.0 1.0 1.0 
Dept. of Ec:lucation o.o o.o o.o o.o o.o o.o 1.2 o.o 
Dept. of Agriculture o.o o.o o.o o.o o.o o.o 0.2 0.3 

6.1 1'4.3 

cp \ i1 
SUB-TOTAL NON HHS 2.0 5.0 10.1 102.9 131.6 159.6 

* ·**GRAND TOTAL 7.6 '3.7 103.6 206.7 504.7 895.0 153'.0 2107 ., 

Detail may not add to total due to rounding. 
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7. Instructs the Secretary of RBS to evaluate the current systea of 
health care financing, and directs RBS to conduct specific 
studies of waya to promote out-of-hospital care, encourage 
states to establish insurance risk pools for medically 
uninsurable persons, and increase the public health response to 
HIV infected infants, · children, adolescents and low income 
disabled individuals. 

Status 

Evaluation ot Health Care Financing In response to your directive, 
HHS, in consultation with outside experts, has begun an evaluation lt Jt....s ' 
ot access to health care with a focus on financing and insurance. C'oM' J,j u. 
.mcludi.Ag the underinsured and uninsured, experiences of low-income ,~ v 

disabled individuals, and disability coverage through the Social 
Security Administration and/or Medicaid. 

Alternatives to Acute Care HHS is encouraging states and other 
organizations to study the efficacy of care and to provide more 
cost etfective care through: 

o the home and community based services waiver program, 

o solicitation ot research and demonstration projects to study the 
etfectiveness of out-of-hospital and case-managed care, 

o evaluation ot patterns ot utilization and costs in AIDS Service 
demonstration g~ant projects, and 

regional AIDS education and training centers. 

rt 

0 
y .j HHS plans to promote· risk pools through the 

consensus conterence approach1 aae. through interaction with outside 
organizations such as the National . Governors Association.r4"t'-' 'n ° "S 
Intants, Children and Adolescents The HHS Secretary's Task Fore 
on Pediatric HIV Infection Report recommends .specitic studies 
regarding infants, children and adolescents. This report is 
currently being reviewed by the Department and a more complete 
submission will be available for the December report. 

DRAFT 
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s. Directa ' the Secretary of state to develop a multi-focused 

international initiative to combat HIV, particularly in less
developec:l countries, increase u.s. commitment to international 
technica1 assistance, and seek develoJaent of a three-year plan 
for international efforts against RIV infection. 

Status IA .,..c.- . 
I\ 6V r•' 

Dratt Plan 'fhe oatlifie ter tit 3-year planAhas been drafted by the 
Department ot State, w~~the u.s. Agency for International 
Development (A. I.D.). ,:, development of the plan will be 
coordinated with other . Federal agencies through the HHS's Federal 
Coordinating Committee on AIDS, -fflri:. focuseee on four broad areas: ,.,.c -"''" 
o multilateral and bilateral activities for the prevention and 

control of HIV infection~ ___ , ;.)t" · 
o development ot nJ'.metrte s «~0~u~ and • vaccine, ~"(A.I f1!!!2 ().I'll 
o foreign policy implications of A ; and, ~[t>rs 
o budgetary implications. ·· _ 111-cc.,,.~r 

The plan should be available for review by mid-October and the 
tinal report completed by mid-December. 

Financia! Support A.I.D. will increase its financial support for 
international assistance HIV prevencion programs from $30 
mi!lion in FY 1988 to $3 -40 million in FY 1989. 

·. ·,··•cAFT t i i . . ·-
~ i 
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9. Requires the PBS to update the 1986 Public Health Service plan 

for combatting RXV infection. , , 1,fv' 
~ Jvl"I~ 

Status 

The Public Health Service will submit a HIV Plan in 
December which will identify-4!t!e major go s to be carried out 
during FY 1989. This plan will be develo ed trom the report of 
your HIV Commission and the October 198 report of the second PHS 
AIDS Prevention and Control Conference,~~lii-l&-r~ftf!~n!'!mrtcm1~ 
~eereeary ioE wealth in aune 198a. A computerized tracking and 
monitoring system for HHS activities in combatting HIV infection, 
including implementation ot the Commission's recommendations will 
be established. 

Issues, goals and objectives will be divided into nine (9) broad 
categories: 

o epidemiology and surveillance, 
o clinical manifestations and pathogenesis, 
o prevention, intormation, education and behavior change, 
o patient care/health care needs, 
o blood and blood products, 
o intravenous drug abuse, 
o neuroscience and behavior, 
o therapeutics, and 
o vaccines. 

DRAFT 



10. calla on all aectora of society to respond equitably and 
ccapaaaionately to those with RIV infection and to their 
faailiea. In addition to directing all Federal agencies to 
adopt a policy baaed on OPM guidelines, the President requests 
that Aaerican businesses, unions and schools exa■1oe and 
conaider adopting education and personnel policies baaed on 
the OPII and CDC Guidelines. 

Status 

Agencies Comply A tele,phone survey of the largest 22 Federal 
agencies (96 percent ot the Federal workforce), initiated in July, 
was followed in August with a supplemental survey.;~~1, 

o All 22 agencies are putting AIDS policy guilines in place and 
now otfer counseling and referral services or AIDS-related 
issues through their Employee Assistance P ograms or medical 

\ ~ 
.,r services facilities •. 1 Seven agencies have issued AIDS policies. 

Fourteen others ar@presently drafting policies/guidelines to b 
issued by the end f October. -. One agency will issue policy 

\ "_// guidance no later than December. 
'-- 'I lf.cf~ ,..J.J.. 1,,1i II 

~iwenty-oae agencies have initiated formal training/education 
programs on AIDS-related issues for employees, supervisors, and 
managers. The one remaining agenc;v ia curraatly develepiag a 

- -
OPM held a Conterence September 14, 1988 in Washington, D.C. on 
•AIDS in the Workplace." 

OPM AIDS Clearin house ablished OPM has eSta?slished-a 
,4.clearinghouse to make IDS information available to agencies 

seeking assistance. Iema inel~ded in sea clea£iRgAouaa are: the 
President's action plan, copies of all agency policy statements, 
education and training materials, results of periodic surveys 
regarding extent of AIDS policies and programs, and AIDS education 
programs. 

Private Sector Responding On August 17, 1988 the Director of OPM 
sent a letter to each ot the Fortune 1000 companies telling them of 
the President's ten point action plan and enclosed a copy of •AIDS 
in the Federal workplace Guidelines." .Po,,/2~ r~.J/"rr:,-c. k ~ -

Discrimination L 
Attorney General 
discrimination. 

\ /l#c.,,-,, L ~.,,.. ~ 
(ftr ~ //1t,,/l;,i 

tfv,&../,,,-u. 

not yet 
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INFORMATION 

MEMORANDUM FOR THE PRESIDENT 

FROM: 

SUBJECT: 

DONALD IAN MACDONALD, M.D. 

September Progress Report: 10-Point Action Plan to 
Fight the Human Immunodeficiency Virus Epidemic 

I am pleased to report that progress during the past six weeks on 
your 10-point action plan to tight the human immunodeficiency virus 
(HIV) epidemic has been remarkable. 

Background: On August 2, you approved a 10-point action plan to 
advance the battle against HIV infection and AIDS consistent with 
the recommendations of your Presidential Commission. As a result 
of your August 5 directive to selected Cabinet agencies a 
signiticant number of activities have been initiated or expanded. 

Discussion Details ot the progress on each of the ten points are 
attached (Tab A); highlights include: 

o A U.S. Health Summit on HIV infection will be held on November 
28-29. This will be the first in a series of consensus 
conferences to intensify public/private sector collaboration on 
public health measures to reduce the spread of AIDS. 

o In response to your directive to promote fairness and 
compassion, the 22 largest Federal agencies will have OPM 
guidelines in place by December. 

o FDA, in cooperation with the Vice President and the Presidential 
Task Force on Regulatory Relief, has announced a process which 
will speed approval of therapies to treat .life-threatening 
illnesses such as AIDS. 

o unresolved Issue we have not yet received a response from the 
Attorney General on a most sensitive and important issue 
anti-discrimination law. 

In December I will provide you with another progress report on 
implementation of your 10-point plan. 
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1. Develop a series of consensus conferences with representatives 
from all levels of gover1111ent and the private sector to 
intensify public health measures to reduce the spread of HIV 
infection. Increase the number of community based education 
programs directed to those at increased risk of HIV infection. 

status 

Consensus Conferences In response to your letter to Secretary 
Bowen, HHS will convene a series of ten conferences over the next 
year to intensify public/private sector collaboration on a variety 
of HIV-related public health problems. A nu.s. Health Summit" will 
kick-otf the series in Washington, D.C., on November 28-29, 1989. 
ISSUES: counseling, testing and partner notification, reporting of 
HIV infection, and health care worker safety. 

o Five regional "mini-summits" will be held between January and 
May in New York City, Chicago, San Francisco, Dallas, and 
Atlanta. 

o Four conferences will address specific issues you raised in your 
directive to HHS: 

"AIDS: Frontline Health Care" (January 8-10, 1989). 
ISSUES: prevention, treatment, safety and liability. 

"Federal-State Strategies" (February 1989) with the 
National Governor's Association meeting. ISSUES: 
neighborhood resistance to drug abuse treatment 
facilities; alternative drug abuse service facilities; 
integrating drug abuse care with primary care; and, 
training alcohol, drug abuse, mental health workers. 

"Legal Issues" (tentative) (May 1989). ISSUES: 
restrictive measures and criminal statues directed to 
HIV-infected persons who -knowingly persist in behaviors 
that transmit the infection and other legal issues. 

"Reporting HIV Infection" (tentative) -- Atlanta; June 
1989. 

In addition, a number of previously scheduled conferences for FY 
1989 have been reprogrammed to address issues identified by you and 
your HIV Commission, such as HIV infection in racial/ethnic 
minority populations; workplace standards for bloodborne diseases; 
planning and management of health care services for HIV-infected 
patients; drug abuse and AIDS; services for adolescents and youth 
at risk of HIV intection; and safety of health care workers. 

Community Based Education Programs Funding for local HIV 
prevention programs will be increased by 44 percent -- from $15 
million to $21.6 million in FY 1989. In October, competitive 
awards will be made for HIV prevention activities and will go to 15 
to 20 areas with high prevalence of HIV infection. 



2. Imple■ent actions within 45 days that address: (a) prompt 
notification of transfusion recipients who are at increased risk 
of HIV infection, (b) steps to improve HIV laboratory quality 
and HIV screening tests, and, (c) ways to encourage the use of 
autologous transfusions in appropriate circumstances. 

status 

Notification ot Transfusion Recipients Notification of transfusion 
recipients through "look-back• programs are underway. These 
programs will be strengthened through: (a) regulations making 
current voluntary programs mandatory (draft due mid-1989); (b) 
requirements that the blood industry and hospitals notify 
physicians when potentially contaminated blood units may have been 
released and •1ook-back• should be initiated; and, (c) education 
programs for transfusion recipients including notification, testing 
and counselling. By the end of 1988, special out-reach efforts 
will begin to notify, educate, test and counsel those who were 
transfusion recipients between 1977 and 1985 (before the HIV 
screening test was available). 

Improving Laboratory ouality HHS is initiating an integrated 
strategy to improve laboratory testing accuracy, including: (a) 
regulation for proticiency testing and development of standards for 
laboratory quality (draft due January 1989); (b) doubled 
inspections and surveillance of blood bank facilities; (c) enhanced 
training of FDA investigators who inspect blood banks; and, (d) 
training programs for blood establishment staff. In addition, NIH 
is conducting research to develop and evaluate new tests to detect 
HIV infection. 

Self-Donated CAutologousl Transfusions HHS will be conducting a 
major educational etfort, "the National Blood Resources Education 
Program,• to promote a safe supply of blood and the more effective 
use of blood and blood products. __ This program will include a 
public education campaign (radio, television and print PSAs) to 
promote autologous donation prior to elective surgery as a means of 
increasing the blood supply and assuring safety. The FDA is 
preparing information for health professionals and will be meeting 
with representatives of the American Medical Association and the 
American Hospital Association to further encourage appropriate use 
of autologous transfusions. 

In addition, HHS will increase research on techniques, such as red 
blood cell sterilization, which show promise for eradicating HIV 
and other viruses in blood. 



• 

3. The President emphasizes his concern about drug abuse and its 
relation to HIV infection and continues his call for bipartisan 
efforts to enact bis anti-drug proposals. 

status 

Drug and HIV/AIDS Legislation: Most of your recent proposals for 
both HIV/AIDS and anti-drug efforts exist in pending legislation, 
but their status is uncertain at this point. On September 23, 
1988, the House passed an anti-drug bill which contains many 
desirable features. The Senate has yet to take action but is 
expected to successfully negotiate an anti-drug and a HIV/AIDS bill 
before the October recess. 

Several important HIV-related issues: 

o Evaluation of Effective Treatment Your legislative package 
emphasizes increased evaluation of "what works" in drug 
treatment. Both the House and Senate bills contain provisions 
for increased evaluation. 

o Increased Drug Treatment Capacity The availability of 
additional funds for drug treatment hinges on Congressional 
action on your budget request. However, money is not the only 
constraint to increasing treatment capacity -- availability of 
trained personnel and treatment facilities will slow any 
expansion. NIDA has developed model demonstration projects for 
IV drug users at risk for HIV/AIDS, however administration of 
these grants is dependent upon increased funding for treatment. 

o High-Risk Populations HHS and DoJ are developing demonstration 
projects which target populations at high-risk for HIV/AIDS, 
including women of child-bearing age, infants born with 
HIV/AIDS, and high-risk youth. HHS and DoJ are providing 
technical assistance to major metropolitan areas working with 
nigh-risk youth. 



• 

4. Begins action in and out of Government that will accelerate 
development, approval and distribution of vaccines and drugs. 

status 

Accelerate Approval Process FDA, in cooperation with the Vice 
President and the Presidential Task Force on Regulatory Relief, has 
announced a process which will speed approval of therapies to treat 
life-threatening illnesses such as AIDS. Key elements of the plan 
include: 

o Early consultation between FDA and drug sponsors to develop 
studies which provide detinitive data on safety and 
etfectiveness earlier in the approval process, thereby 
compressing two phases of the present process into one and 
shortening the approval time. 

o Focused FDA research when the sponsor is unable to conduct all 
necessary research or when FDA can contribute special research 
expertise (e.g. pharmacokinetics). 

o Appropriate drugs will be made available for patient treatment 
as Investigational New Drug's serve as a bridge between 
completion of the expedited testing process and marketing 
approval • 

. 
o Risk-benefit analysis to assess the risks of the disease against 

the ident1tied benefits and risks of the products. 

o Proactive involvement of the FDA Commissioner and other agency 
ofticials with sponsors to assure that product review is 
proceeding on schedule. 

Incentives for Drug Deyelopment HHS appointed a working group 
which held its first meeting on August 3 in response to your 
request for assessment of private initiatives for the development 
and marketing of HIV products. As you requested, they will include 
recommendations on such issues as granting of marketing rights, 
waivers of royalty or patent licensing rights~ and examination of 
appropriate Federal role, if any, in encouragement of reasonable 
pricing for HIV-related products which are developed in part with 
Federal grants. The working group report is anticipated before the 
December deadline. 

Liability Issue HHS is investigating the parameters of liability 
risk and the perception of liability risk which may inhibit rapid 
research and development of some HIV-related products, particularly 
vaccines. HHS will consult with private groups, including the 
Keystone Group and the Institute of Medicine, and will collaborate 
with representatives from the Department of Justice and the 
Department of Defense. Findings will be available by Decembers. 



• 

s. Reaffinas his commitment to provide adequate resources (dollars, 
staff, office and laboratory space) to combat the HIV epidemic 
and directs the Office of Management and Budget to make certain 
there are no impediaents to efficient use of these resources. 

status 
Space Needs 0MB will soon recommend to you that a budget amendment 
be sent to Congress seeking authority for the NIH to initiate 
construction of a consolidated otfice building on the NIH campus in 
Bethesda. Your HIV Commission recommended construction of a 
consolidated ottice building to remove •one of the most serious 
research administrative obstacles ••• encountered." In addition, 
Congress is expected to approve a lease-purchase acquisition for 
the Centers for Disease Control to provide additional laboratory 
and ottice space. 

Resource Needs Because of the urgent need, additional FTEs have 
been approved for HHS for FY 1989. 0MB will continue to work with 
the Secretary to assure that adequate resources are available for 
HIV efforts. Dollars and resources for HIV infection will receive 
priority consideration in the FY 1990 budget. 

Unresolved Issues The recruitment and retention of science 
personnel are being addressed by OPM and a more complete answer 
should be available for the December report. 



6. Asks Congress to accelerate enactment of bis FY 1989 HIV 
appropriations request and adopt tbe FY 1991 budget request for 
HIV activities as early as possible after the budget is 
submitted. Tbe President will seek a special HIV emergency fund 
for unanticipated proble11& and opportunities in tbe FY 1991 
budget request. 

status 

Presidential Action On August 5, you sent a letter to the Congress 
announcing your 10-point plan and asking Congress to expeditiously 
enact both the FY 1989 and FY 1990 appropriations requested for HIV 
activities. Much of your FY 1989 HIV appropriations request was 
contained in the Labor, Health and Human Services and Education 
Bill which you signed on September 20. Included was a $1.29 
billion appropriation -- a 1.2 percent decrease from your budget 
request. 

status of FY 1990 Reguest HHS submitted its FY 1990 budget request 
to 0MB on September 1, which addresses many of your HIV commission 
recommendations. 



• 

7. Instructs the Secretary of BBS to evaluate the current systea of 
health care financing, and directs BBS to conduct specific 
studies of ways to promote out-of-hospital care, encourage 
states to establish insurance risk pools for medically 
uninsurable persons, and increase the public health response to 
DIV infected infants, children, adolescents and low income 
disabled individuals. 

status 

Evaluation ot Health care Financing In response to your directive, 
HHS, in consultation with outside experts, has begun an evaluation 
of access to health care with a focus on financing and insurance. 
Considerations will include the underinsured and uninsured, 
experiences ot low-income disabled individuals, and disability 
coverage through the Social Security Administration and/or 
Medicaid. 

Alternatives to Acute care HHS is encouraging states and other 
organizations to study the efficacy of care and to provide more 
cost etfective care through: 

o the home and community based services waiver program; 

o solicitation of research and demonstration projects to study the 
etfectiveness of out-of-hospital and case-managed care; 

o evaluation ot patterns of utilization and costs in AIDS Service 
demonstration grant projects; and 

o evaluation of regional AIDS education and training centers. 

Risk Pools HHS plans to promote risk pools through the consensus 
conference approach, through interaction with outside organizations 
such as the National Governors As-sociation, and possibly through 
•seed money• to encourage states to . establish such pools. 

Infants, Children and Adolescents The HHS Secretary's Task Force 
on Pediatric HIV Infection Report recommends specific studies 
regarding infants, children and adolescents. This report is 
currently being reviewed by the Department and a more complete 
submission will be available for the December report. 



• 

a. Directs the Secretary of State to develop a multi-focused 
international initiative to combat HIV, particularly in less
developed countries, increase u.s. commitment to international 
technical assistance, and seek development of a three-year plan 
for international efforts against HIV infection. 

status 

Draft Plan A 3-year plan outline has been drafted by the 
Department ot State, with the U.S. Agency for International 
Development (A.I.D.). Final development of the plan will be 
coordinated with other Federal agencies through the HHS's Federal 
Coordinating Committee on AIDS, and will focus on four broad areas: 

o multilateral and bilateral activities for the prevention and 
control of HIV infection: 

o development ot therapeutic agencies and vaccines: 
o foreign policy implications of AIDS: and, 
o budgetary implications. 

The plan should be available for review by mid-October and the 
tinal report completed by mid-December. 

Financial Support A.I.D. will increase its financial support for 
international assistance of HIV prevention programs from $30 
million in FY 1988 to $35-40 million in FY 1989. 



9. Requires the PBS to update the 1986 Public Health Service plan 
for combatting HIV infection. 

status 
The Public Health Service will submit a HIV Implementation Plan in 
December which will identify major goals to be carried out during 
FY 1989. This plan will be developed from the report of your HIV 
Commission and the October 1988 report of the second PBS AIDS 
Prevention and Control Conference, held in June 1988. Issues, 
goals and objectives will be divided into nine (9) broad 
categories: 

o epidemiology and surveillance; 
o clinical manifestations and pathogenesis; 
o prevention, information, education and behavior change; 
o patient care/health care needs; 
o blood and blood products; 
o intravenous drug abuse; 
o neuroscience and behavior; 
o therapeutics; and 
o vaccines. 

A computerized tracking and monitoring system for HHS activities in 
combatting HIV infection, including implementation of the 
Commission's recommendations, will be established. 



. --~ 

11. Calls on all sectors of society to respond equitably and 
co■passionately to those with HIV infection and to their 
faailies. In addition to directing all Federal agencies to 
adopt a policy based on OPM guidelines, the President requests 
that American businesses, unions and schools examine and 
consider adopting education and personnel policies based on 
the OPM and CDC Guidelines. 

status 

Agencies Comply A telephone survey of the largest 22 Federal 
agencies (96 percent of the Federal workforce), initiated in July, 
was followed in August with a supplemental survey. · 

o All 22 agencies are putting AIDS policy guidelines in place and 
now otfer counseling and referral services for AIDS-related 
issues through their Employee Assistance Programs or medical 
services facilities. By December, all will have initiated 
formal training/education programs on AIDS-related issues for 
employees, supervisors, and managers. Seven agencies have 
directly issued AIDS policies. Fourteen others are presently 
drafting policies/guidelines to be issued by the end of October. 
One agency will issue policy guidance no later than December. 

OPM held a conference on September 14, 1988 in Washington, D.C. on 
"AIDS in the Workplace." 

OPM AIDS Clearinghouse Established A clearinghouse to make AIDS 
information available to agencies seeking assistance contains the 
President's action plan, copies of all agency policy statements, 
education and training materials, results of periodic surveys 
regarding extent of AIDS policies and programs and AIDS education 
programs. 

Private Sector Responding On August 17, 1988 the Director of OPM 
sent a letter to each of the Fortune 1000 companies telling them of 
the President's ten point action plan and enclosed a copy of "AIDS 
in the Federal Workplace Guidelines.• Positive response has been 
received from a number of companies thanking OPM for mailing and 
announcing plans to implement the guidelines. 



(date) 

INFORMATION 

MEMORANDUM FOR THE PRESIDENT 

FROM: 

SUBJECT: 

DONALD IAN MACDONALD, M.D. 

September Progress Report: 10-Point Action Plan to 
Fight the Human Immunodeficiency Virus Epidemic 

I am pleased to report that progress during the past six weeks on 
your 10-point action plan to fight the human immunodeficiency virus 
(HIV) epidemic has been remarkable. 

Background: On August 2, you approved a 10-point action plan to 
advance the battle against HIV infection and AIDS consistent with 
the recommendations of your Presidential Commission. As a result 
of your August 5 directive to selected Cabinet agencies a 
significant number of activities have been initiated or expanded • 

. 
Discussion Details of the progress on each of the ten points are 
attached (Tab A); highlights include: 

o A U.S. Health Summit on HIV infection will be held on November 
28-29. This will be the first in a series of consensus 
conferences to intensify public/private sector collaboration on 
public health measures to reduce _the spread of AIDS. 

o In response to your directive to promote fairness and 
compassion, the 22 largest Federal agencies will have OPM 
guidelines in place by December. 

o FDA, in cooperation with the Vice President and the Presidential 
Task Force on Regulatory Relief, has announced a process which 
will speed approval of therapies to treat life-threatening 
illnesses such as AIDS. 

o The Attorney General is working on issues related to anti
discrimination law -- a most sensitive and important issue. 

In December I will provide you with another progress report on 
implementation of your 10-point plan. 



THE PRESIDENT'S 10-POINT ACTION PLAN 

AGAINST HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTION 

September Progress Report 

29 September 1988 



1. Develop a series of consensus conferences with representatives 
from all levels of government and the private sector to 
intensify public health measures to reduce the spread of HIV 
infection. Increase the number of cODDDunity based education 
programs directed to those at increased risk of HIV infection. 

Status 

Consensus Conferences In response to your letter to Secretary 
Bowen, HHS will convene a series of ten conferences over the next 
year to intensify public/private sector collaboration on a variety 
of HIV-related public health problems. 

o A "U.S. Health Summit" will kick-off the series in Washington, 
D.C., on November 28-29, 1989. ISSUES: counseling, testing and 
partner notification, reporting of HIV infection, and health 
care worker safety. 

o Five regional "mini-summits" will be held from January to May 
in New York City, Chicago, San Francisco, Dallas, and Atlanta. 

o Four conferences will address specific issues you raised in your 
directive to HHS: 

"AIDS: Frontline Health Care" (January 8-10, 1989). ISSUES: 
prevention, treatment, safety and liability. 

"Federal-State Strategies" (February 1989) with the National 
Governor's Association meeting. ISSUES: neighborhood 

resistance to drug abuse treatment facilities; alternative 
drug abuse service facilities; integrating drug abuse care 
with primary care; and, training alcohol, drug abuse, mental 
health workers. 

"Legal Issues" (tentative) (May 1989). ISSUES: restrictive 
measures and criminal statues directed to HIV-infected 

persons who knowingly persist in behaviors that transmit the 
infection and other legal issues. 

"Reporting HIV Infection" (tentative) Atlanta; June 1989. 

In addition, a number of conferences previously scheduled for FY 
1989 have been reprogrammed to address issues identified by you and 
your HIV Commission, such as HIV infection in racial/ethnic 
minority populations; workplace standards for bloodborne diseases; 
planning and management of health care services for HIV-infected 
patients; drug abuse and AIDS; services for adolescents and youth 
at risk of HIV infection; and safety of health care workers. 

Community Based Education Programs Funding for local HIV 
prevention programs will be increased by 44 percent -- from $15 
million to $21.6 million in FY 1989. In October, competitive 
awards will be made for HIV prevention activities and will go to 15 
to 20 areas with high prevalence of HIV infection. 



2. Implement actions within 45 days that address: (a) prompt 
notification of transfusion recipients who are at increased risk 
of DIV infection; (b) steps to improve DIV laboratory quality 
and DIV screening tests; and, (c) ways to encourage the use of 
autologous transfusions in appropriate circumstances. 

Status 

Notification of Transfusion Recipients Notification of transfusion 
recipients through "look-back" programs are underway. These 
programs will be strengthened through: (a) regulations making 
current voluntary programs mandatory (draft due mid-1989); (b) 
requirements that the blood industry and hospitals notify 
physicians when potentially contaminated blood units may have been 
released and "look-back" should be initiated; and, (c) education 
programs for transfusion recipients including notification, testing 
and counselling. By the end of 1988, special out-reach efforts 
will begin to notify, educate, test and counsel those who were 
transfusion recipients between 1977 and 1985 (before the HIV 
screening test was available). 

Improving Laboratory Quality HHS is initiating an integrated 
strategy to improve laboratory testing accuracy, including: (a) 
regulations for proficiency testing and development of standards 
for laboratory quality (draft due January 1989); (b) doubled 
inspections and surveillance of blood bank facilities; (c) enhanced 
training. of FDA investigators who inspect blood banks; and, (d) 
training programs for blood establishment staff. In addition, NIH 
is conducting research to develop and evaluate new tests to detect 
HIV infection. 

Self-Donated (Autologous) Transfusions HHS will be conducting a 
major educational effort, "The National Blood Resources Education 
Program," to promote a safe supply of blood and the more effective 
use of blood and blood products. This program will include a 
public education campaign (radio, television and print PSAs) to 
promote autologous donation prior" to elective surgery as a means of 
increasing the blood supply and assuring safety. The FDA is 
preparing information for health professionals_ and will be meeting 
with representatives of the American Medical Association and the 
American Hospital Association to further encourage appropriate use 
of autologous transfusions. 

In addition, HHS will increase research on techniques, such as red 
blood cell sterilization, which show promise f or eradicating HIV 
and other viruses in blood. 



3. The President emphasizes his concern about drug abuse and its 
relation to HIV infection and continues his call for bipartisan 
efforts to enact his anti-drug proposals. 

Status 

Drug and HIV/AIDS Legislation: Most of your recent proposals for 
both HIV/AIDS and anti-drug efforts exist in pending legislation, 
but their status is uncertain at this point. On September 23, 
1988, the House passed an anti-drug bill which contains many 
desirable features. There is reason for concern that the Senate 
will not take action on an anti-drug and a HIV/AIDS bill before the 
October recess. 

Several important HIV-related issues: 

o Evaluation of Effective Treatment Your legislative package 
emphasizes increased evaluation of "what works" in drug 
treatment. Both the House and Senate bills contain provisions 
for increased evaluation. 

o Increased Drug Treatment Capacity The availability of 
additional funds for drug treatment hinges on Congressional 
action on your budget request. However, money is not the only 
constraint to increasing treatment capacity -- availability of 
trained personnel and treatment facilities will slow any 
expanpion. NIDA has developed model demonstration projects for 
IV drug users at risk for HIV/AIDS, however administration of 
these grants is dependent upon increased funding for treatment. 

o High-Risk Populations HHS and DoJ are developing demonstration 
projects which target populations at high-risk for HIV/AIDS, 
including women of child-bearing age, infants born with 
HIV/AIDS, and high-risk youth. HHS and DoJ are providing 
technical assistance to major metropolitan areas working with 
high-risk youth. 



4. Begins action in and out of Government that wi11 acce1erate 
development, approval and distribution of vaccines and drugs. 

Status 

Accelerate Approval Process FDA, in cooperation with the V~ce 
President and the Presidential Task Force on Regulatory Relief, has 
announced a process which will speed approval of therapies to treat 
life-threatening illnesses such as AIDS. Key elements of the plan 
include: 

o Early consultation between FDA and drug sponsors to develop 
studies which provide definitive data on safety and 
effectiveness earlier in the approval process, thereby 
compressing two phases of the present process into one and 
shortening the approval time. 

o Focused FDA research when the sponsor is unable to conduct all 
necessary research or when FDA can contribute special research 
expertise (e.g. pharmacokinetics). 

o Appropriate drugs will be made available for treatment as 
Investigational New Drug's between completion of the expedited 
testing process and marketing approval. 

o Risk-benefit analysis to assess the risks of the disease against 
the identified benefits and risks of the products. 

o Proactive involvement of the FDA Commissioner and other agency 
officials with sponsors to assure that product review is 
proceeding on schedule. 

Incentives for Drug Development HHS appointed a working group 
which held its first meeting on Aug_ust 3 in response to your 
request for assessment of private initiatives for the development 
and marketing of HIV products. As you requested, they will include 
recommendations on such issues as granting of marketing rights, 
waivers of royalty or patent licensing rights, and examination of 
appropriate Federal role, if any, in encouragement of reasonable 
pricing for HIV-related products which are developed in part with 
Federal grants. The working group report is anticipated before the 
December deadline. 

Liability Issue HHS is investigating the parameters of liability 
risk and the perception of liability risk which may inhibit rapid 
research and development of some HIV-related products, particularly 
vaccines. HHS will consult with private groups, including the 
Keystone Group and the Institute of Medicine, and will collaborate 
with representatives from the Department of Justice and the 
Department of Defense. Findings will be available by December 5. 



s. Reaffirms his commitment to provide adequate resources (dollars, 
staff, office and laboratory space) to combat the HIV epidemic 
and directs the Office of Management and Budget to make certain 
there are no impediments to efficient use of these resources. 

Status 

Space Needs 0MB will soon recommend to you that a budget amendment 
be sent to Congress seeking authority for the NIH to initiate 
construction of a consolidated office building on the NIH campus in 
Bethesda. Your HIV Commission recommended construction of a 
consolidated office building to remove "one of the most serious 
research administrative obstacles ••• encountered." In addition, 
Congress is expected to approve a lease-purchase acquisition for 
the Centers for Disease Control to provide additional laboratory 
and office space. 

Resource Needs Because of the urgent need, additional FTEs have 
been approved for HHS for FY 1989. 0MB will continue to work with 
the Secretary to assure that adequate resources are available for 
HIV efforts. Dollars and resources for HIV infection will receive 
priority consideration in preparation of your FY 1990 budget. 

Unresolved Issues The recruitment and retention of science 
personnel are being addressed by OPM and a more complete answer 
should be available for the December report. 



6. Asks Congress to accelerate enactment of his FY 1989 HIV 
appropriations request and adopt the FY 1990 budget request for 
HIV activities as early as possible after the budget is 
subllli.tted. The President will seek a special HIV emergency fund 
for unanticipated problems and opportunities in the FY 1990 
budget request. 

Status 

Presidential Action On August 5, you sent a letter to the Congress 
announcing your 10-point plan and asking Congress to expeditiously 
enact both the FY 1989 and FY 1990 appropriations requested for HIV 
activities. Much of your FY 1989 HIV appropriations request was 
contained in the Labor, Health and Human Services and Education 
Bill which you signed on September 20. Included was a $1.29 
billion appropriation -- a 1.2 percent decrease from your budget 
request. 

Status of FY 1990 Request HHS submitted its FY 1990 budget request 
to 0MB on September 1, which addresses many of your HIV commission 
recommendations. 



7. Instructs the Secretary of HHS to evaluate the current system of 
health care financing; and directs HHS to conduct specific 
studies of ways to promote out-of-hospital care; encourage 
states to establish insurance risk pools for medically 
uninsurable persons; and increase the public health response to 
HIV infected infants, children, adolescents and low income 
disabled individuals. 

Status 

Evaluation of Health Care Financing In response to your directive, 
HHS, in consultation with outside experts, has begun an evaluation 
of access to health care with a focus on financing and insurance. 
Considerations will include the underinsured and uninsured, 
experiences of low-income disabled individuals, and disability 
coverage through the Social Security Administration and/or 
Medicaid. 

Alternatives to Acute Care HHS is encouraging states and other 
organizations to study the efficacy of care and to provide more 
cost effective care through: 

o , the home and community based services waiver program; 

o solicitation of research and demonstration projects to study the 
effectiveness of out-of-hospital and case-managed care; 

o evaluation of patterns of utilization and costs in AIDS Service 
demonstration grant projects; and 

o evaluation of regional AIDS education and training centers. 

Risk Pools HHS plans to promote risk pools through the consensus 
conference approach, through interaction with outside organizations 
such as the National Governors Association, and possibly through 
"seed money" to encourage states .to establish such pools. 

Infants, Children and Adolescents The HHS Secretary's Task Force 
on Pediatric HIV Infection Report recommends specific studies 
regarding infants, children and adolescents. This report is 
currently being reviewed by the Department and a more complete 
submission will be available for the December report. 


