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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 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: 

/0 
o A U.S. Health Summit on HIV infection will be ld on November 

28-29. This will be the f irst 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 Attorne y Ge n era l i s working on i ssu es re l a t e d t o anti ­
discrimination law5 -- 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 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. 

0 

0 

A "U.S. Health Summit" will kick-off the series in Washing~ 
D.C., on November 28-29, 1989. ISSUES: counseling, testi g , 
partner notification, reporting of HIV infection, and heal 
care worker safety. 

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: 

1/"AIDS: Frontline Health Ca~ anuary 8-10, 1989). ISSUES: 
prevention, treatment, saf y) a d liability. 

"Federal-State Strategies" ebruary 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 '.::YL infection and other legal issues. 

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

tlition, a number of conferences previously scheduled for FY 
have been reprogrammed to address issues identified by you an 

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 ris 
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. 

(t, J .r WV . 
Notificatr:,'."'c::•-z~sion Re:i::::ts Notification of transfusi n 
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) f-c. 
requirements that the blood industry and hospitals notify - ~-----
physicians when potentially contaminated blood units may have been J~{I.-~ 
released and "look-back" should be initiated; and ,LJc) education ,IJ-1 j: ? 
programs for tra~ usion recipients including notification, testingAJ' ,k'0f4, 
and counsell ' y the end of 1988, special out-reach efforts ~ ~1~'"\C,I, 

· · to no ify, educate, test and counsel those who were 1~ . cv 
transfusion recipients between 1977 and 1985 (before the HIV H l'l ~fl~ 
screening test was available). NI ft: 'rf?J.-

2 
Improving Laboratory Quality HHS is initiating an integrated ~ ~ ' 
strategy to improve laboratory testing accuracy, including: (a) 
regulations for proficiency testing and development of standa 
for laboratory quality (draft due January 1989); (b) dou h-LV-- •* 
inspections and surveillance of blood bank facilities; (c) enhanced~ ' ~ ..Jt.C. . 
training of FDA investigators who inspect blood banks; and, (d) ~~ ~t 
training programs for blood establishment staff. In addition, NIH f~~ 
is conducting research to develop and evaluate new to i tect hAfw 
HIV infection. ~ FD A S \, -. ,~ "'2,8 

. t,c::> r ,q '5 - c,.J 1rJ,--
Self - Donated (Autologous) Transfusions HHS will be conducting a 
major educational effort, "The National Blood Resources Education k~ 
Program," to promote a safe supply of blood and the more effective ~ ~ 
use of blood and blood products. This program will include a ~ ,1.,s ~. 
public education campaign (radio, television and print PSAs) to t'.;1~...-;,'l'I 
promote autologous donation prior to elective surgery as a means of 

1 increasing the blood supply and assuring safety. The FDA is -- WN.h 
preparing information for health professionals and le'll be meeting -
with representatives of the American Medical A soci tion and the 
Amferictan

1 
Hospittal Asfso~iation to further encou age ppropriate use fl_'\C-. , 

o au o ogous rans usions. ~ ~ {t'J-..) 

In addition, HHS will increase research on te hniques, such as red 
blood cell sterilization, whi ch show promise for e r a dicatin 
and other viruses r b: d. 

fr.~ 



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 afie a HIV/AIBS 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 €W yonr l3uagc:e re'}l.lQS.t. However, money is not the only 
constraint to increasing treatment capacity -- availability of 
trained personnel and treatment facilities will slow any 
expansion. NIDA has dev 1 d mo demonst on projects for 
I~ use sat risk fr 1/AI , er adm' istr 
these \gJ::.ant is dependen increased funding for treatment. 

o High-Risk Po ulations HHS and DoJ are developing demonstration 
projects whi target populations at high-risk for HIV/AIDS, 
including worn n of child-bearing age, infants born with 
HIV/AIDS, and igh-risk youth. HHS and DoJ are providing 
technical tance to major metropolitan areas working with 
high-risk r-

14-· ~: 
/t '/ 

1 



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 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). ~.l<,-

o Appropriate drugs will b 0 ~~le for treatment as 
Investigational New Dru~ ... ~~~~~pletion 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 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. 



5. 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 ) J, i 
the Centers for Disease Control to provide additional laboratory 
and office space. 

-tt>I ~~ f 
Resource Needs Because of the urgent need, additional FTEs ~have 
been approved ior am; 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 
~honld be available for the December report. ~a,/ 



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 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 ~ propriation A-- a 1. 2 percent decrease from your budget 
request. - °r -tt" ,.;.,v ;,,k,h,,,_ />;tJJ,,_""J 
Status of FY 1990 Request HHa susmi~~ea it~ Y 1990 bu 
to 0MB on September 1, ,11hicn addresses many of your HIV 
recommendations. 

dget :eq1;1est) 
commission 

.JU t, /YI I }/c_(_ 
~ f/-,-lf J,t, 



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 ~e c, \ 

Evaluation of Health Care Financing I ~ sp~~ur directive, 
HHS, in consultation with outside expeft'~~ h7sbe;~ny~~ 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 to provide more 
cost effective care through: 

patterns of utilization an costs in AIDS Service 
~rant pr<y> jects; ~ 'I S f89 \top~ 6.cY~ "e_ ~ ornm.e)\ 
regional AIDS ed cation ad training centers. 

Risk Pools HHS plans to promote risk poo s through the consensus 
conference approa h, through interaction ith outside organizations 
such as the ~atio al Governors ~ssociatio, and possibly through 
"seed money" toe courage states to esta lish such pools. 

Infants, Children and Adolescents S Secretary's Task Force -----''--------+---------on Pediatric HIV nfection Report ends specific studies 
regarding infant, children and adolesc nts. This report is 
urrently being eviewed by the Depart ent and a more complete 
ubmission will e available for the D cember report. 



a. Directs tbe Secretary of State to develop a multi-focused 
international initiative to combat DIV, 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 DIV 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; A t~-k 

o development ot therapeutic a;feoc ies and vaccines; 
o foreign policy implications of AIDS; and, 
o budgetary implications. 

~I~ 
The plan should be available for review by mid-October and the 
tinal report --+a~ed by mid- December. 

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



I 
, j 
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9. Requires tbe PBS to update tbe 1986 
for combatting HIV infection. 

status 
The Public Health Service will submit a HIV Impleme 

Service plan 
, ,~-ed. 

~ ( ( 0 JIY',p I 

December which will identify major goals t be -e.a~~rl--rm~ during 
FY 1989.a ·s plan will be developed from the report of your HIV 
Commissio a d the October 1988 report of t;ll~.e I~~~ PHS AIDS 
Preventi n ) nd Control Conferenc~,-h-ela iftG!fme 988~ Issues, 
goals and bjectives will be divided into nine (9) broad 
categories: 

o epidemiology and surveillance; 
o clinical manifestations and pathoG)sis; · 
o prevention, information, educatio 1a d behavior change; 
o patient care/health care needs; 
o blood and blood products; ~~rrl 
o intravenous drug abuse; ,.. I- f>.f\. 
o neuroscience and behavior; v' I IA 

o therapeutics; and j. i<J f &-
o vaccines. 

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



.. ' ' 
:, 

11. Calls on all sectors of society to respond equitably and 
compassionately to those with HIV infection and to their 
faailies. In addition to directing all Federal agencies to 
adopt a policy based on OPII guidelines, the President requests 
that American businesses, unions and schools exaaine 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 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~ eari.Dgbouse~ make AIDS 
information available to agencies seeking assistance contains -bee- y(!UA..... 
Pr es iaene 's action plan, copies of all agency policy statements, 
education and training materials, results of period · c surveys 
regarding extent of AIDS policies and programs itflti--A-±~H!!!~,eac1::+on 

• ~ -
On August 17, 1988 the irector of OPM 

to each of the Fortune 1000 compani telling them of 
tGe Pree i dent 's en point action plan and enclose a copy of "AIDS 
in the Federal W rkplace Guidelines." Positiver sponse has been 
received from a umber of companies thanking OPM for mailing and 
announcing plans to implement the guidelines. / 



H. R. 4481-125 

TITLE XI-DRUG INTERDICTION AND LAW ENFORCEMENT 
SUPPORT 

SEC. 1101. ANNUAL GUIDELINES TO THE MILITARY DEPARTMENTS 

Section 113 of title 10, United States Code, is amended by adding 
to the end the following new subsection: 

"(1) The Secretary of Defense, with the advice and assistance of 
the Chairman of the Joint Chiefs of Staff, shall provide annually to 
the Secretaries of the military departments and to the commanders 
of the combatant commands written guidelines to direct the effec­
tive detection and monitoring of all potential aerial and maritime 
threats to the national security of the United States. Those guide­
lines shall include guidance on the specific force levels and specific 
supporting resources to be made available for the period of time for 
which the guidelines are to be in effect.". 

SEC. 1102. LEAD AGENCY FOR DETECTION 

(a) DEPARTMENT OF DEFENSE To SERVE AS LEAD AGENCY.-The 
Department of Defense shall serve as the single lead agency of the 
Federal Government for the detection and monitoring of aerial and 
maritime transit of illegal drugs into the United States. 

(b) PREsmENTIAL DETERMINATION.-Not later than 15 days after 
the date of the enactment of this Act, the President may designate 
an agency other than the Department of Defense as tliesingle lead 
agency for the purpose stated in subsection (a). Before making such 
a designation, the President shall notify the Committees on Armed 
Services of the Senate and House of Representatives of the proposed 
designation and shall submit to those committees a detailed report 
setting forth the reasons for such designation. 

SEC. 1103. COMMUNICATIONS NETWORK 

(a) INTEGRATION OF C31 AssETS.-(1) The President shall direct 
that command, control, communications, and technical intelligence 
assets of the United States that are dedicated to the interdiction of 
illegal drugs be integrated by the Secretary of Defense into an 
effective communications network. 

(2) Not later than 90 days after the date of the enactment of this 
Act, the President shall submit to Congress a report setting forth 
the plan of the President for the integration of assets by the 
Secretary of Defense under paragraph (1). 

(b) PLAN FOR RESPONSIBILITY FOR OPERATING C31 NETWORK.-Not 
later than 120 days after submission of the report required by 
subsection (a)(2), the President shall develop a plan for the assign­
ment of responsibility for operating the communications network 
described in subsection (a)(l) and shall submit to Congress a report 
on such plan. The plan shall ensure that assignment of the respon­
sibility for operating the communications network referred to in 
subsection (aXl) is made not later than 60 days after the date on 
which the report required by this subsection is submitted to 
Congress. 

SEC. 1104. ENHANCED DRUG INTERDICTION AND LAW ENFORCEMENT 
SUPPORT BY THE DEPARTMENT OF DEFENSE 

(a) REVISION OF SUPPORT FOR ClvruAN LAW ENFORCEMENT AGEN· 
CIES.-Chapter 18 of title 10, United States Code, is amended to read 
as follows: 



H.R.4481-126 

"CIIAPI'ERS-MILITARY SUPPORT FOR CIVILIAN 
LAW ENFORCEMENT AGENCIES 

"Sec. 
"871. Uee of information collected during military operationa. 
"372. Uee of military equipment and facilities. 
"373. Training and adviaing civilian law enforcement officiala. 
"374. Maintenance and operation of equipment. 
"375. RNtriction on direct participation by military penonnel. 
"376. Support not to affect adveraely military prepared.De-. 
"377. Reimburaement. 
"378. Nonpreemption of other law. 
"379. Aaeignment of Cout Guard penonnel to naval vemela for law enforcement 

purpoeee. 
"380. Enhancement of cooperation with civilian law enforcement officiala. 

"§ 371. Use of information collected during military operations 
"(a) The Secretary of Defense may, in accordance with other 

applicable law, provide to Federal, State, or local civilian law 
enforcement officials any information collected during the normal 
course of military training or operations that may be relevant to a 
violation of any Federal or State law within the jurisdiction of such 
officials. 

"(b) The needs of civilian law enforcement officials for informa­
tion shall, to the maximum extent practicable, be taken into account 
in the planning and execution of military training or operations. 

"(c) The Secretary of Defense shall ensure, to the extent consistent 
with national security, that intelligence information held by the 
Department of Defense and relevant to drug interdiction or other 
civilian law enforcement matters is provided promptly to appro­
priate civilian law enforcement officials. 

"§ 372. Use of military equipment and facilities 
"The Secretary of Defense may, in accordance with other 

applicable law, make available any equipment (including associated 
supplies or spare parts), base facility, or research facility of the 
Department of Defense to any Federal, State, or local civilian law 
enforcement official for law enforcement purposes. 

"§ 373. Training and advising civilian law enforcement officials 
"The Secretary of Defense may, in accordance with other 

applicable law, make Department of Defense personnel available-
"(!) to train Federal, State, and local civilian law enforcement 

officials in the operation and maintenance of equipment, includ­
ing equipment made available under section 372 of this title; 
and 

"(2) to provide such law enforcement officials with expert 
advice relevant to the purposes of this chapter. 

"§ 37 4. Maintenance and operation of equipment 
"(a) The Secretary of Defense may, in accordance with other 

applicable law, make Department of Defense personnel available for 
the maintenance of equipment for Federal, State, and local civilian 
law enforcement officials, including equipment made available 
under section 372 of this title. . 

"(b)(l) Subject to paragraph (2) and in accordance with other 
applicable law, the Secretary of Defense may, upon request from the 
head of a Federal law enforcement agency, make Department of 



H.R.4481-127 

Defenae penonnel available to operate equipment (including equip­
ment made available under section 372 of thia title) with reepect 
to-

"(A) a criminal violation of a provision of law specified in 
~ph (4)(A); or · 

"(B) assistance that such agency is authorized to furnish to a 
State, local, or foreign government which is involved in the 
enforcement of similar laws. 

"(2) Department of Defense penonnel made available to a civilian 
law enforcement 9¥ency under this subsection may operate equip­
ment for the following purposes: 

"(A) Detection, monitoring, and communication of the move­
ment of air and sea traffic. 

"(B) Aerial reconnaissance. 
"(C) Interception of vessels or aircraft detected outside the 

land area of the United States for the purposes of communicat­
ing with such vessels and aircraft to direct such vessels and 
aircraft to go to a location designated by appropriate civilian 
officials. 

"(D) Operation of equipment to facilitate communications in 
connection with law enforcement programs specified in para­
grae!i (4)(A). 

"(E) Subject to joint approval by the Secretary of Defense, the 
Attorney General, and the Secretary of State, in connection 
with a law enforcement operation outside the land area of the 
United Statee-

"(i) the transportation of civilian law enforcement person­
nel; and 

"(ii) the operation of a base of operations for civilian law 
enforcement personnel. 

"(3) Department of Defense personnel made available to operate 
equipment for the purpose stated in paragraph (2)(C) may continue 
to operate such equipment into the land area of the United States in 
cases involving the pursuit of vessels or aircraft where the detection 
be§an outside such land area. 

'( 4) In this subsection: 
"(A) The term 'Federal law enforcement agency' means an 

agency with jurisdiction to enforce any of the following: 
"(i) The Controlled Substances Act (21 U.S.C. 801 et seq.) 

or the Controlled Substances Import and Export Act (21 
U.S.C. 961 et seq.). 

"(ii) Any of sections 27 4 through 278 of the Immigration 
and Nationality Act (8 U.S.C. 1324-1328). 

" (iii) A law relating to the arrival or departure of mer­
chandise (as defmed in section 401 of the Tariff Act of 1930 
(19 U.S.C. 1401) into or out of the customs territory of the 
United States (as defined in general headnote 2 of the Tariff 
Schedules of the United States) or any other territory or 
poeaession of the United States. 

"(iv) The Maritime Drug Law Enforcement Act (46 U.S.C. 
App. 1901 et seq.). 

"(B) The term 'land area of the United States' includes the 
land area of any territory, commonwealth, or poeaession of the 
United States. 

"(c) The Secretary of Defense may, in accordance with other 
applicable law, make Department of Defense personnel available to 
any Federal, State, or local civilian law enforcement agency to 



, . 
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operate equipment for purposes other than described in paragraph 
(2) only to the extent that such support does not involve direct 
participation by such personnel in a civilian law enforcement oper• 
ation unless such direct participation is otherwise authorized by 
law. 
"§ 375. Restriction on direct participation by military penonnel 

"The Secretary of Defense shall prescribe such regulations as may 
be necessary to ensure that the provision of any support (including 
the provision of any equipment or facility or the assignment or 
detail of any personnel) to any civilian law enforcement official 
under this chapter does not include or permit direct participation by 
a member of the Army, Navy, Air Force, or Marine Corps in a 
search and seizure, an arrest, or other similar activity unless partici­
pation in such activity by such member is otherwise authorized by 
law. 
"§ 376. Support not to affect advenely military preparedness 

"Support (including the provision of any equipment or facility or 
the assignment or detail of any personnel) may not be provided to 
any civilian law enforcement official under this chapter if the 
provision of such support will adversely affect the military 
preparedness of the United States. The Secretary of Defense shall 
prescribe such regulations as may be necessary to ensure that the 
provision of any such support does not adversely affect the military 
preparedness of the United States. 

"§ 377. Reimbursement 
"(a) To the extent otherwise required by section 1535 of title 31 

(popularly known as the 'Economy Act') or other applicable law, the 
Secretary of Defense shall require a civilian law enforcement agency 
to which support is provided under this chapter to reimburse the 
Der,artment of Defense for that support. 

' (b) An agency to which support is provided under this chapter is 
not required to reimburse the Department of Defense for such 
support if such support-

"(l) is provided in the normal course of military training or 
operations; or 

"(2) results in a benefit to the element of the Department of 
Defense providing the support that is substantially equivalent 
to that which would otherwise be obtained from military oper­
ations or training. 

"§ 378. Nonpreemption of other law 
"Nothing in this chapter shall be construed to limit the authority 

of the executive branch in the use of military personnel or equip­
ment for civilian law enforcement purposes beyond that provided by 
law before December 1, 1981. 

"§ 379. ABSignment of Coast Guard penonnel to naval vessels for 
law enforcement purposes 

"(a) The Secretary of Defense and the Secretary of Transportation 
shall provide that there be assigned on board every appropriate 
surface naval vessel at sea in a drug-interdiction area members of 
the Coast Guard who are trained in law enforcement and have 
powen of the Coast Guard under title 14, including the power to 
make arrests and to carry out searches and seizures. 
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"(b) Memben of the Coast Guard assigned to duty on board naval 
VNNla under this section shall perform such law enforcement func­
tions (including drug-interdiction functions}-

"(!) 88 may be agreed upon by the Secretary of Defense and 
the Secretary of Transportation; and 

"(2) 88 are otherwise within the jurisdiction of the Coast 
Guard. 

"(c) No fewer than 500 active duty personnel of the Coast Guard 
shall be assigned each fiscal year to duty under this section. How­
ever, if at any time the Secretary of Transportation, after consulta­
tion with the Secretary of Defense, determines that there are 
insufficient naval vessels available for purposes of this section, such 
personnel may be assigned other duty involving enforcement of laws 
listed in section 37 4(bX 4XA) of this title. 

"(d) In this section, the term 'drug-interdiction area' means an 
area outside the land area of the United States (as defined in section 
374(bX4XB) of this title) in which the Secretary of Defense (in 
consultation with the Attorney General) determines that activities 
involving smuggling of drugs jnto the United States are ongoing. 

"§ 380. Enhancement of cooperation with civilian law enforcement 
officials 

"(a) The Secretary of Defense, in cooperation with the Attorney 
General, shall conduct an annual briefing of law enforcement 
personnel of each State (including law enforcement personnel of the 
political subdivisions of each State) regarding information, training, 
technical support, and equipment and facilities available to civilian 
law enforcement personnel from the Department of Defense. 

"(b) Each briefing conducted under subsection (a) shall include the 
following: 

"(1) An explanation of the procedures for civilian law enforce­
ment officials-

"(A) to obtain information, equipment, training, expert 
advice, and other personnel support under this chapter; and 

"(B) to obtain surplus military equipment. 
"(2) A description of the types of information, equipment and 

facilities, and training and advice available to civilian law 
enforcement officials from the Department of Defense. 

11(3) A current, comprehensive list of military equipment 
which is suitable for law enforcement officials from the Depart­
ment of Defense or available as surplus property from the 
Administrator of General Services. 

"(c) The Attorney General and the Administrator of General 
Services shall-

"(1) establish or designate an appropriate office or offices to 
maintain the list described in subsection (bX3) and to furnish 
information to civilian law enforcement officials on the avail­
ability of surplus military equipment; and 

"(2) make available to civilian law enforcement personnel 
nationwide, tollfree telephone communication with such office 
or offices.". 

(b) Cu:alcAL AMENDMENT.-The item relating to such chapter in 
the tables of chapters at the beginning of subtitle A, and at the 
beginning of part I of subtitle A, of title 10, United States Code, is 
amended to read as follows: 
"18. MilltarJ Support ror Civilian Law Enforcement A,enclea.......................... 311". 

. \ 
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SEC. 1106. ENHANCED DRUG INTERDICTION AND ENFORCEMENT ROLB 
FOR THE NATIONAL GUARD 

(a) FuNDING As81Bl'ANCZ.-(1) The Secretary of Defense may p~ 
vide to the Governor of a State who submits a plan to the Secretary 
under paragraph (2) sufficient funds for the pay, allowances, cloth­
ing, subsistence, gratuities, travel, and related expenses of personnel 
of the National Guard of such State used-

(A) for the purpose of drug interdiction and enforcement 
operations; and 

(B) for the operation and maintenance of the equipment and 
facilities of the National Guard of such State used for such 
purposes. 

(2) The Secretary may provide funds under paragraph (1) to the 
Governor of a State who submits to the Secretary a plan specifying 
how personnel of the National Guard of that State are to be used in 
drug enforcement and interdiction operation by a National Guard of 
aStateif-

(A) such operations are conducted at a ti.me when personnel of 
the National Guard of the State are under the command and 
control of State authority and are not in Federal service; and 

(B) participation by a National Guard personnel in such 
operations is service in addition to annual training required 
under section 502 of title 32, United States Code. 

(3) Before funds are provided to the Governor of a State under this 
section, the Secretary of Defense shall consult with the Attorney 
General of the United States regarding the adequacy of the plan 
submitted by the Governor to the Secretary. 

(4) Of the amounts appropriated pursuant to section 1106, the 
Secretary shall, for the purpoees of paragraph (1), make available­

(A) not more than $30,000,000 for operations and maintenance 
for the National Guard, and 

(B) not more than $30,000,000 for National Guard personnel. 
(5) Nothing in this subsection shall be construed as a limitation on 

the authority of any unit of the National Guard of a State, when 
such unit is not in Federal service, to perform law enforcement 
functions authorized to be performed by the National Guard by the 
laws of the State concerned. 

(b) TRAINING CluTEluA.-The Secretary of Defense shall prescribe 
and enforce training criteria for the National Guard to enhance the 
capability of the National Guard to assist in drug abuse control 
activities. 

(c) Pu:smENTIAL REPORT.-Not later than 120 days after the date 
of the enactment of this Act, the President shall submit to Congress 
a report on the past effectiveness of using members of the Nattonal 
Guard for drug interdiction efforts, consistent with applicable law, 
along the borders and at the ports of entry of the United States and 
on the potential for the effective use of such members for such 
purpose in the future. 

SEC. 1106. FUNDING OF ACTIVfflES RELATED TO DRUG INTERDICTION 

(a) AUTHORIZATION or APPROPIUATIONS.--(1) In addition to the 
amounts otherwise authorized to be appropriated by this Act, there 
is hereby authorized to be appropriated to the Department of De­
fense for fiscal year 1989 the sum of $210,000,000. Amounts appro­
priated pursuant to the preceding sentence shall be available only 
for transfer to other appropriations available to the Department of 
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Defense and may be used only for the purposes stated in paragraph 
(2). 

(2) Funds transferred under paragraph (1) may be used only for 
the mission of the Department of Defense set forth in section 113(1) 
of title 10, United States Code, as added by section 1101, for the 
activities of the Department of Defense under section 1103, and for 
National Guard drug interdiction activities described in section 
1105. Such funds shall be available for obligation for the same 
period, and for the same purpose, as the appropriation to which 
transferred. 

(b) TRANSFER or FlscAL YEAR 1987 FuNos.-Of the amounts appro­
priated for the Navy for procurement of aircraft for fiscal year 1987, 
and which remain unobligated on the date of the enactment of this 
Act, the sum of $90,000,000 shall be available only for the purposes 
set forth in subsection (aX2). Such amount may be transferred to any 
appropriation made for the Department of Defense for fiscal year 
1989 and shall be merged with, and be available for the same 
purpose as, the appropriation to which transferred. The period of 
the availability for obligation of any amount so transferred shall not 
be extended as a result of such transfer. 

(c) NOTICE TO CoNGRESS.-(1) The Secretary of Defense may not 
transfer any funds appropriated pursuant to subsection (a) to an­
other appropriation fot obligation pursuant to this section and may 
not transfer or obligate any funds made available under subsection 
(b) until-

(A) the Secretary submits to the Committees on Armed Serv­
ices of the Senate and the House of Representatives a report 
with respect to that trans(er described in paragraph (2); and 

(B) a period of 60 days elapses after the report is received by 
those committees. 

(2) A report under paragraph (1) with respect to a transfer of 
funds shall set forth in detail the Secretary's proposal for the 
obligation of such funds, including a statement of the following: 

(A) The appropriation account or accounts to which the funds 
are proposed to be transferred. 

(B) The activities proposed to be undertaken using those 
funds. 

(C) The relationship between those activities and the drug 
interdiction strategy of the United States. 

SEC.1107. REPORTS 

(a) PRoPOSAI.S.-Not later than December 1, 1988, the President 
shall submit to Congress a report containing-

(1) legislative proposals to enhance the capability of the 
Department of Defense to perform the functions provided for in 
this title and in the amendments made by this title; and 

(2) estimates of the amounts necessary to carry out such 
proposals. 

(b) RADAR CoVERAGE AND SoUTHERN BoRDER.-(1) The President 
shall submit to the Committees on Armed Services of the Senate and 
the House of Representatives a report assessing the potential effect 
on drug interdiction and on the drug abuse problem in the United 
Statesof-

(A) carrying out radar coverage along the southern border of 
the United States; and 
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(B) punuing drug amugglera detected by such radar coverage 
with rotor-wing and fixed-wing aircraft of the Department of 
Defenee and of civilian law enforcement agencies. 

(2) The President ehall include in such report an &Meesm8nt of the 
relative effectivenesa-

(A) of carrying out the operations described in clausee (A) and 
(B) of paragraph (1) on a full-time basis; 

(B) of carrying out such operatione only during the houra of 
darkness; and 

(C) the feasibility and cost of carrying out such operations 
under each of the conditione specified in clauses (A) and (B). 

(3) The report under paragraph (1) shall be submitted not later 
than 30 days after the date of the enactment of this Act. 

(c) PuuUIT BY AmcBArr.--{1) Not later than 15 days after the date 
of the enactment of this Act, the Secretary of Defenee shall submit 
to the Committees on Armed Services of the Senate and the 
House of Representatives a report containing the following 
information: 

(A) The total number of times suspected drug smugglers 
flying aircraft into the United States have been pursued by 
aircraft operated by or with the support of personnel of the 
Department of Defenee under the authority of section 
374(c)(2)(B) of title 10, United States Code, as in effect on the day 
before the date of the enactment of this Act. 

(B) The number of times civilian law enforcement officials 
were present at the location and at the time the suspected drug 
smugglers were forced to land their aircraft in the United . 
States as a result of the pursuit of the aircraft operated by or 
with .the support of Department of Defenee personnel. 

(C) The number of times such officials were not present at the 
location and at the time such suspected smugglers were forced 
to land their aircraft in the United States. 

(2) Not later than one year after the date of the enactment of this 
Act, the Secretary of Defenee shall submit to such committees a 
report containing the following information: 

(A) The total number of times suspected drug smugglers 
described in paragraph (1) have been pursued into the United 
States by aircraft operated by or with the support of Depart­
ment of Defense personnel under the authority of section 
374(b)(2)(C) of title 10, as amended by section 1104. 

(B) The number of times civilian law enforcement officials 
were present at the location and at the time the suspected drug 
smugglers were forced to land their aircraft in the United 
States as a result of the pursuit of the aircraft operated by or 
with the support of Department of Defenee personnel. 

(C) The number of times such officials were not present at the 
location and at the time such suspected smugglers were forced 
to land their aircraft in the United States as a result of the 
pursuit of the aircraft operated by or with the support of 
Department of Defenee personnel. 

(D) Such other information and such recommendatione as the 
Secretary coneiders appropriate regarding the use of Depart­
ment of Defense personnel for purposes authorized in section 
374(b) of title 10, United States Code, as amended by section 
1104. 
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(date} 

DRAFT 
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 ~he 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 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 ten 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. 
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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 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, 
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. 

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 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 (draft to be developed 
October 1988); and, (c) AMA has begun, as the request of FDA, 
conducting education programs for transfusion recipients including 
notitication, testing and counselling. By the end of 1988, special 
out-reach efforts, conducted by HHS as well as the American 
Hospital Association and the American Medical Association, 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 will begin in 
October; (c) FDA is conducting enhanced training for investigators 
who inspect blood banks; and, (d) based on the findings of 
inspections, enhanced training programs for are being conducted for 
blood establishment statf under FDA regulations/standards. 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 information for health professionals (for release in 
Winter 1989) and, in August, began consultations 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 from the blood. 
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o In response to your directive to promote fairness and 
compassion, the 22 largest Federal agencies will have OPM 
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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. 
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1. Develop a series of consensus conferences with representatives 

from all levels of government and tbe private sector to 
intensify public bealtb measures to reduce tbe spread of HIV 
infection. Increase the number of community based education 
prograDIS 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, 
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. 
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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 Trans f usion Recipients Notif ' cation of transfusion 
recipients through •1ook - back • programs are nderway. These 
programs will be strengthened through: (a) regulations making 
current voluntary programs mandatory (drat 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 ini t ' ted (draft to be developed 
October 1988); and, (c) AMA has begun, as the request of FDA, 
eenduct i ng education programs for trans sion recipients including 
notification, testing and counselling. By the end of 1988, special 
out-reach efforts, c~uAucted by HHS as w~!J,_a.s__t_he_ erican 
Hospital Associatiod /rid the rican --Medical Associat1O will 
begin to notify, educate, test and counsel those w o were 
transfusion recipients between 1977 and 1985 (before the HIV ~.LIA 
screening test was available). ;N/,/<:r 

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 will begin in 
October; (c) FDA is conducting enhanced training for investigators 
who inspect blood banks; and, (d) based on the findings of 
inspections, enhanced training programs for are being conducted for 
blood establishment statf under FDA regulations/standards. 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 suppiy 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 (for release in 
Winter 1989) and, in August, began consultations with ..AA..+ 
representatives of thQ ~mer1can Med-i--Oal Asseoia t i~ d the 

A-ft~ ue-tiean Hospi ta l As sociatien 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 from the blood. 
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3. The President e■phasizes 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 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. However, money is not the only constraint to increasing 
treatment capacity -- availability of trained personnel and 
treatment facilities will slow any expansion. One of the new 
HHS consensus conferences will address the issue of personnel. 
To alleviate the facilities problem, HHS is investigating with 
DOD the possible use of unused or under-used federal facilities. 

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 nigh-risk youth. HHS and DOJ are providing 
technical assistance to major metropolitan areas working with 
nigh-risk youth. 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. 
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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 
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 Drugs after completion of the expedited 
testing process and prior to full 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 of 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 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. 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 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 oftice building to remove •one of the most serious 
research administrative obstacles ••• encountered." In addition, a 
lease-purchase acquisition has been approved in the FY 1989 budget 
for the Centers for Disease Control to provide additional 
laboratory and oftice space. 

Resource Needs Because of the urgent need, additional FTEs for HHS 
have been approved 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 may 
be available for tne December report. 
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6. Asks congress to accelerate enactment of his FY 1989 HIV 

appropriations request and adopt the FY 1998 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 1998 
budget request. 

status 

Presidential Action On Augusts, you sent a letter to the Congress 
announcing your ten-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 to combat HIV infection (a 1.2 percent 
decrease from your budget request). 

Status ot FY 1990 Reguest The FY 1990 budget request submitted by 
HHS to 0MB on September 1, addresses many of your HIV commission 
recommendations. 

FT 



D AFT 
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 
HIV infected infants, children, adolescents and low income 
disabled individuals. 

status 

Evaluation of Health Care Financing In response to your directive, 
HHS has begun an evaluation of access to health care with a focus 
on financing and insurance -- by December 1, this will include 
consultation with outside experts. Considerations will include the 
under-insured 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 
etfectiveness of out-of-hospital and case-managed care; 

o evaluation of patterns of utilization and costs in AIDS Service 
demonstration grant projects (due late summer 1989); and 

o evaluation ot regional AIDS education and training centers (due 
late summer 1989). 

Risk Pools HHS plans to promote risk pools through the consensus 
conference approach, in cooperation with the Winter 1989 meeting of 
the National Governors Association. HHS is also considering the 
use ot nseed moneyn 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. 

R T 
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DRAFT 

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 developaent 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 of 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 of therapeutic agents and vaccines; 
o foreign policy implications of AIDS; and, 
o budgetary implications. 

The plan should be available for review by mid-October with the 
tinal report submitted 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. 

DAFT 



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

for combatting DIV infection. 

status 

The Public Health Service will submit a HIV Implementation Plan in 
December which will identify major goals to be accomplished during 
FY 1989. This plan will be developed from your ten-point action 
plan, the report of your HIV Commission, and the October 1988 
report of the June 1988 PHS AIDS Prevention and Control Conference. 
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 your action 
plan and the Commission"s recommendations, will be established • 

• 



DRAFT 
11. Calls on all sectors of society to respond equitably and 

co■passionately 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 
exaaine 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 offer 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 To make AIDS information 
available to agencies seeking assistance, OPM has established a 
clearinghouse which contains your action plan, copies of all agency 
policy statements, education and training materials, results of 
periodic surveys regarding extent and status of AIDS policies and 
programs, and specitic AIDS educational activities. 

Private Sector Responding on August 17, 1988 the Director of OPM 
sent a letter to each of the Fortune 1000 companies telling them of 
your 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 the mailing and 
announcing plans to implement the guidelines. 

T 



Jay Plage r called (6:15pm) -- his people 
have worked up some additional/alternate 
language for #4 of the ten-point plan 
(based on the draft which you gave him 
last week) attached is the revised! 

Hope you enjoy all your reading pleasure! 

Sue 
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Take necessary · action □ 
TO Ian MacDonald 

Approval or signature □ 
Coaent □ 
Prepare reply □ 
Discuss 11th ae □ 
ror your 1nforutlon □ 

Jay Plager ~ 
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REMARKS 

Here is our mark up of the status of FDA's drug 
approval initiative. It reflects our 
understanding of FDA's intentions. You should, 
however, check with Commissioner Young to see 
if he agrees. Let me know if Frank has any 
problems with our revisions. 
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THE PRESIDENT'S 10-POINT ACTION PLAN 
September Update 

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

Status 
svk~c.-~ 

Accelerate Approval Process On -?f' ~ /2.. , FDA i"'.e1eased an 
.p·o-~ ~ to expedite approval for therapies to treat :1-if~ 

T- · threa ening illnesses. 7'"k.e. ll>'1.~---'\ w-;,...o ~ ~ ~ · 

/. ~ ~ veloped~ ifl aoonii~ at&;;:;:!°.v~ the Vice Presi ent and the 
Presidential Task Fo~ ~ ~ egulatory Relie total premarket 
development time of A• ugs shoule ee shertenet!l_by 25 

~ ercent. Th e FDA) ~ work with the dru s nsor early i 
~r~ course of the approval process design and conduct 111.r , 

controlled clinical trials waieh provide definitive dat~ ~ ~ 
regardi?g _s ,3-fety and effectiveness. 5~ ~ CQ~ -'-... . 6t~~~-. ,~d ·r-·· 

e- Providing ii)atients with clinically teste d yet experimepta ~ ~ 
..d.lrags pr ior to mar~eting approva l P . &" ~,-~ 

r (fu:m· -+tu_~~ 06 ~i~ 
o E:x~ .. s ror---t~ of pos sible. yet u np,-ev e ~ drugs ~'l>'i-nd1,., 
if" trea t(' ife-threatening illnesses. ~~ ~~ 

r" ff.AM~ "FDA -to~ .Ju..., ~ ~ 
u., o ) /ost-mriketing s ~udies to gather additional information about 

at~ drug's risks and benefits. 
-t_ '~~.r~->~ 

Incentives for Drug Development At HHS, a working group was 
appointed on ______ to consider incentives for private 
development and marketing of HIV products, including issues such 
as granting marketing rights and waivers of royalty or patent 
licensing rights. The group has also been charged with examining 
the Federal role in encouraging reasonable pricing for HIV­
related products which are developed in part with Federal grants. 
A report is due in December. 

Liability Issue HHS is investigating the liability issue as to 
whether it might pose impediments for the development of HIV­
related products, in particular vaccines. HHS, per one 
Commission recommendation, is doing so in consultation with 
private groups, particularly the Keystone Group and the Institute 
of Medicine, and will collaborate with representatives from the 
nepartment of Justice and the Department ot Defense. 

,1s ~~-ffu-~ 
[ ~lv:>A ~- fl-J _,/ _ tr{! '"ii ~ 

<-fpA i , • ~ .,,.__,......,-C--U.Ali-'-',_ .__ ~ 
I\.,. ~ ~ ~ . ~ 
~ • . 11 
~ fr.~ ~ ~ 

~(50~ m._ ~,.k.-~ ~cJ"G. u,.. -0 ~ 
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Addet:J4\11\ eo , 
rnA'S l!B~ONSE to PIIStDINT RIAOAN'S l0•POtN'r ACT!OM ,PLAN FOi AlDI 

1 • .j,. 

\ 

I'111:tabl9 lpr tpA Aat;lQn Jt;•M 

I, 1rompt Notification of Tr&n1f\r.1ton aeoipitnt■ 

' I 

z: • d 

A, Tran1fv1ion a•a1p11nt1 lrom & Donor Sub11quent1y Pound to b• , 
Inf,cc•d with HIV 

1, n)A will ptepare ~•ft propo■ed re1u1&tton1 by •1d•l989 io 
mak• th• cu~r•~t volunta~, look•bao'k pro1r1m undat:ory. 
'l'hl• tim•f~am• ·tefl1ot1 • high FDA priority and Fl>A re•Ouro• 
commitfll•ut for thi• antion •• wall &a th■ htsh oompl•xlty of 
the •ubjeet matt•r b•tna add~••••d. l'urd\•r aotion on 4r&tl 
p~opoaed raplatian■ will d1p1nd upon th, priority give~ 
chl1 act1on by ns and DHHS. 

2. Aation by HO.FA. PD.\ hH d.lacu111d thiJ 111\1• with HOJ'A •nd 
v:Ul oontimit to provide a1d1,t1·tio,, 

t. Aat1Dn ~1 AMA. FDA "'111 d11cu11 and provide •••i•tanc1 to 
AKA by end of 1988, 

a. l•oipitftil of Tr•n•fultona from Inf•ot,d Donor■ Who Remain 
Undet,ot•~ · 

i. l'DA will plao, thl1 1 ■ 11J.t ~nth• agenda ~f th• Ooto~•t 1988 
lHI llood Subs~oup ••etna. Meatin1 with CDC to cletemln• 
naad tor revt1•d pidtline■ will b• b•ld 1ubae4u1nt to ~h• 
PHS Blood S~bgro~p ~••ting, 

2. Action by AMA, FDA will di1ou11 and provid• a11t•t•no• co 
AMA by tha end of 1988, 

3, AAtion will b• 6,t,niintd ba■ad on r•1u1t• of •1 abov,. 

4. ln progr•H, 

5, Initial m11,tq with AHA 1chadul•d for S•ptambef 28, 1t88 1ft 
Chicaso, 

6, rDA will dav•lop apptopriata PHI oomunio&tioft by eh• tnd of 
1980, 

St>10t 886t'0S::'6 80 HS~M ~lN8 WW08 WO~~ 
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11, Stepe to Improve Laboratory Qu.altty and HIV scroeQina Te101 

l . . 

3. 

5. 

6. 

I 

FD4 vt1l pr•~•r• dtaft propo••d replaa1on• ~y th• and of 
Janua~ 1989 that wtll ~•quire bloo4 a■tAbll•hm•n•• to 1 
d1mon1tr&ta •athfactory perfQrmanoe in a ptofio1en.ay 
t•n~£n1 pro aim that m1et1 HCFA 1,tandarda. 'rha■a 
r1p1ation1 ·will ~•ly heavily on already •xi,ttn1 HCPA 
r•g~l•ttoMJ th•r•to:1, preparation vf th••• 4raft 
r•1~l•tion111111\lOh 11mpl1r chan tho•• d11crib•~ in l,A,1 

I I 
~~, I 

. ln . pro1r111, 

ln ptoa:en, 

In p1·ogt"11■•. 

Pilot pto1ram i~ progre11, 

Ill, lnooura1• cha U■e ot Autologou1 T~•n1tu,1on1 in App:opr1•~• 
Ci:rown1tana11 

1, tn pto1r1H, 

2, Action by NIH/NHt.151, fo•it1on paper oomplatton •~tictfated 
by mid•l9U, 

3. 
I I 

Aot1on by AHA, FDA/NIM meeting vith AHA 1ch,6uled foi 
81p~•mb•~ 2S, 1988 in Chioago, 

Drifted D,Htnd•r•on 9/2, 
bvta•d P.Par'lallaft 9/26 
a1vi11d J,JAviti 9/26 
Approv•d 1.Pa:'kman 9/26 
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llSPONSE to PUSI~lHt WCAN'S DlUOT%VE :o lOIS roa ,1,, 

Point 4 of~• Pra1l4•nt'1 dLr~ctiv• eo HHS f~r AIDS calla for th• 
tmpleman~acion of aetlont wbiob addr••• th• \lood ••f•ty i11\le1 rahed. \y tll• 
l'r.,1d,nt:Lal Commiu1on c,,n th• HIV !pid•miO, Th, Seotttary, Heal.th and. Hwn•l!'l 
Serv1c.,, 1-1 a1ked to addr111 t:hr11 ar••• l (%) tl'l.• prompt n~eifioadon of 
er,~•fusion r•cipianu who ar, at '"ct•a11d dale of HIV 1nttot1on; (11) 1ta1>1 
to imp:ova ~IV laboratoey qua11ty an• HIV 1crt•ning teatli and. (tll) vay1 to 
tnQoura~e the u11 ot •~tolo1•~• tran•f~1ton.1 ln apfropriate cirowa1tanc11. 

On S•P~•mber I, 1988, th• rood and Drug Ad.mi~l•tr&t.ton (J'DA) held a •••t1n& ~o 
diteu11 appropriate aotio~ to t11pond to ch• 1r•tldent'• charge, Att•nd••• of 
Ch• a11tin& 1nolud1d m1mb1r• of. th• ~lood •~~a~e~t &t ~• PHS AI~S htcut\Ve 
taak Fo:o• (r1pr11eneattv•• att:and•d f~om PJ>A, NlM and CDC), r1pr•••ntativ10 
of th• major ~lood or1an,11ttona (Am•rio•n A11oeiatton of Blood lanka, Co\ltln11 
of Co11111ufttt)' 11ood 01ntar1 1 &fl~ American led Cro11). and r1pr11encative, fraa 
tht 4m1rtc1r. Mo■'Pital A.11oc1aiS.o\'\ and th1 A.m•than Mtdicai. A11ootation. A 
folloW•\SP :meettn1 ••• hlld vitl'1 t.b• Comd,nion•~ •~d a r•prt11n,aclv1 of tho 
Healeh C•r• Finan~ing Ada1nt■t~•tian (HC1A). A• a r,,~lt of ch••• m••tln11 , • 
the FDA propo111 tht followin1 pl&ft to 1ddr111 tht blood 1atety ta,u11 tal1•d 
above. 

CUrrtntly , • thr11•tl1r1d 1yttim i• in place to 1n1ur1 thai o~ntam1nated blood 
or ~lood prod~ot1 •t• not tr1n1fuaad . r~~•t, t1no• 1983, vl\an b1ood-avm, 
tran1mi11ion of AIDS ■ee1r1ad 1111:tly, d'lt P\J~lic H•al.th Strvf.oa (PHI) iHu•O 
r.~orr.mendar.iona that individual• vho pra;~!ee4 r•oosni■ed high r11k Dthavior.1 
;l'lr AIDS voluntatily refrain fi·om dont.tin& blood or p1••=•· Th••• 
r~r.o=i•~1~1~1on1 hav• b .. n modU'ied. ov•; ie1m• •• O\iZ' k!\ew1t~1• of ~h• 
•~1demiology of th• 41••••• ha, axp1nd1d. Th• appl!o•ilon of th••• plda~ln.• 
h&1 provon to•• v,ry effactiva 1n a1iainattna •t•ri•k donvr, from tht donor 
~ool. leoonc, tn 1986. aeihod1 aar1lar ,dopt•O 1n 11veral bioDd eo11•oiton 
11t&b111hm1~t1i tor 4onoia &I rt1k for 81V lnf•~tlo" to ••elijdt thetr unit• 
from th• blood •~,ply in• oontld1nc!a1 manner w•r• 1n,t1t~t•d nacionwl41, 
Finally , the third 1eva1 at pr&taeelon, ~1oh ••• l~leieced in 1t85, 11 
t11t£n1 of 111 \U\1i1 of blood &nd p111m• fot •ntl~~6l•• to Htv. ly 
~1•m•ntiftl 111 eht•• l1ve11 of ,~o~•Gtion1 th• rt1k of HlV tr•n•mi11lon by 
b1ood traftilf~•lon 11 •xa1ad1n111 ■ma11. Tl\1 1u11 ~•r of tr1ft1fu1io~• 
a11oot•e•d lftf1otlon1 vhtoh have ~••ft reported 1tn~• 1985 proba~ly ooou:red 
btca~•• HlV antl~odt11 had ftOC 7et formed in t~•oted 4onor■ when the 
•Qfetnin1 va1 don.a an4 ih~• ••i• ftOt dtteota~l• by the 1cra1nin1 t••t• ua•d, 
'l'h11 ll a rare •vant, with pu~ll•h•d ••t1mata■ of rt,k rtn1in1 from• hi1h of 
1 tn 40 ,000 to• low of l tn 2,0,000. 

-- -... .. - ---.. - ~--
1 !lood ••tablt1hm•nta incl~d• t~o•• faat1ttit1 that ee11ect, prooe,1, 

1t0:• or tUattib\ltt blood pr6d\ae.t1. Th• Ced.a of F•d•ta1 l•&\lladon■ (21 Oft tt1'l't 
607) r,q~ir•• t~ac eh••• e1tab1t1hlltftt1 r•a1•t•r &ffl'lu.ally wtth ~• fttA , 
F•o111th■ t?\l•&•d onl)' lft tran1f\ldon of 'blood ptod1Jot1 prepa?'ed 'b)' an o\\tdde 
1abQratoty ar• not under '2'l• juritdiction ot the l'I>A and ara u■uall)' kftown •• 
"er•n•f~t1on 1ervi~••w • 

ti • d 9'1710t 886t"0£"6 JC HS~M ~!NJ WWOJ WO~j 
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'f PAOHl''l' NOTIFICATION or TL\NSJ'CSlON l!ClPIINTS 

Tr•n•f~1ton recipltntt who are at inor••••4 r11k for HIV lnf1oe1on oan ~• 
~•f1n•d •• tho•• who ~•v• raeatv,d ~1ood fros a clo~or who l1 iftfaoted with 
HIV . luc~ recipi•n~• t•tl lnto tvo eatagort11: ' A) tho•• vbo r•o•1vt4 blood 
from a donor later towid to b1 lnf1011d ed I) tho•• who leoelved ~1••• fro~ 
aft iftt•oted doftor who va, not 1ub••q~•nt1y 1dent1f1t4, 

A, Tr•n1t1.a11on l1olpbn,1 from a Dene,: SubHq\l•r.t1y ro\lnd -co \t %nf1ct11d 
with lllV · I , 

ln in1tanc11 in Yhloh • ~lood donor 11 known to he infeoi•d (d1t1ot1d d~rlftr, 
~~uEtn• aa:••n1ng for anti~od!11 to HIV ae th• time ot I later donatioft)• ~01t 
~lood coll,etton ••t•bli1hm,nt1 hava t~ttiat1d a ,ro1r41l of voluntary •iook• 
back". ln tht• program, recipient, of blood er blood frod~ct1 obt&in•4 fro= 
the !nf1ct1d donor'• prior don1tion(1) &r• crac1d an, te1t1d, ••~!pltnt 
cYAct~g l1 cont1rtued r•troapactivaly u~t11 two r1o!p1•nt1 1r1 foU11d to t11t 
~•tAttva for HlV an,tbodi•• · 7na loak-back pro1rui iXOYid11 an eff•cttve 
m.-eh~nhm tor idaftt:tfyi'l'l&, ttaUn1 and counHliftl t:rand'uioft r•dptent1 whc, 
.are at the M.ghut rbk fQr Hl\l' tnfectioft •• thOla who t•o•l.vacl blood from • 
donor later £0\\fld ~o ,e ln!eeted vitl\ HlV, 

RA beli•v•• ehae th• 1ook-baak p~oara la the mo1t ta1ortani 1n1t1&t1v1 10 
ad4re11 ~• Pre,14-nt'• dtraAi!va ea Mttf7 blood 1101p1ent1 at lnor1&11d rt1k 
for HIV S.nteotion. Two fro'b1arr., 'hav• bHn :1.d■ntifhd with the c~'trent 
preg~o . Ptr,t 1 •t thi1 time, 1ook•back i1 vo1~ntary and th• ••1r11 of 
oomplt•n~• \y o1ood a1ta~1t1ha1nt• ¥1th th• vol\\l\t&ry pro1r• ha1 ~ou b••i 
110,rtainad, l1eond 1 th• oh&t~ ef r11pon1lbllit)' for nottfioatlon of 
1ran1fu1ion rtolplentt one, an i~ftoted donor hat ~••n 1dentifit4 1, flOt 
pr,ot11ly d1lin1attd . 

Paet•nt notification now 4apan4• upon th• effort• ef tho11 "1\o hav• the 
patl•~t record•, 1.e., th• t~an1f\&1ion 11rvio11 an4 htalth oar• ~rovid•~•• to 
loo•~• th• patient■ , Th• FDA b•1i1v1, th•t 4£1,ot notifioatlon 1hou1d 
<o~rtnu• ;g De p•~foi"llltd tn thia way. Howevtr, tht ultiaata r11pon1i~111ty io 
~oc\.UTl•nt th•~ n~~ifio1t:l.on h11 occ~r~•4, where po11tbl•, tho~ld r••t with ,M 
bloo~ oolle;t1on e1ta~li1hment vhtoh oo1l•ottd the pot1nttall7 eentaminated 
product(1), Und•r ~• provi11on1 of th• Publio H••lth lervio• Act (42 U,I.C. 
262•64) ,n~ 'Ch• Jedara1 rood, »NI, aud Oo1metio Aot (21 u.1.c. J51•380k, 
s1,), PDA h•• adtquat• l•a•l •~~horlt:y to ra,utr1 bloo4 ••t•bl11halnt1 to 
u.fld•rtak• or 1naut1 raolptent notlf!oatloft. 

Tht fo11owtna aot,oina ara rtceuen4td to •nh•no• th• tff1ot1v•n••• of 1ook• 
baok: 

g • d 

1, m will promulgat• regu.11ttom to ••k• th• •~rsan1 
volunt:az-y 1ook•'b.t.e1t proaraa mand•tol'y. luoh rtgulation1 
would r•qut~• that ~lood oo11totlon e1tabl!1ha1nt1 ttotlfy 
th• approprlat• tranatu,ton 11ta\ll1bment1 u 100ft •• an 
inftcted done~ t• 1dantlfl•d and lmplemeni & 1y1,am of 
f~1low•up co 1n1~1• th&t tlth,, 1aelpiafte1 art notified or 
that th• pby1tcian of rtco:d detet'llltntd that not1f1o&tlon 

2 
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••• in&JPfOir1att or wa1 not poaa!bla, lino• th• 1y1t•~• of 
follow•up will V&'t'1 1 d1tail1 of follow•~P method• ~ill~• 
dtve1op1d in th• oo~r•• of pr,pat1n, ~• replatton. 

a, Th• M••lth Car• r1na~o!n1 Adm1niatra~te~ (HCPA), thfou1h th• 
Joint Coml11ion for Accreditation of H•al,h Car• 
Or1ani1ation1 (JCAHO), 1hou1d ptoll\l.l&••• and •nlor•• 
i,q~tr•••n~• that blood tran•f~aion ••rvio•• (moat often 
ho1pital•ba1&4 ~1ood banlt1) notify th• approprlaea 
phy11ctana that pottftlt&111 ocntam!Mttt 'fflit• bav, b••n 
r•li111d and lock-back notitioatton ehoul4 be tnit11t1d. 
':ht requtr•=•nt■ w111 includ.1 provhtona that ena~1• 
,apltm1nt1tion of th• follow-up 1y1t•m ~•quirt4 ,f th• blood 
oo11totion 11tablt1hm1nt1. 

S. Th• Azn1rloan Medical Aaaociation 1hould initiate pro1ram1 to 
1d1.aoat1 ,l\yatcian, to 1n1ure that, vhel\ po11:tble 1 

tt•n1fua!on r•o1p11nt1 v'ho b•oom1 part of a look•baok ettort 
at• appropr1Mte1y not1f1•d 1 t11ted and ooun11l1d. 

' ~. 

1.00k-back pr•gram, oannot identity all 1ntecte4 donor• b•~•u.ae afe,r HIV 
antibody •o~••ning of donor• \•&•n 1) man1 iftfeetad do~or, hav• r1fr1in1d f:om 
donat1n1 ;: 2) \1oom, too ill to continua eo ~onat•, Th1r1fo;1 1 10m, 
additional notification •ffort 11 varr•nted. 

A• not•d a)ov1. 11no1 thl uniform imp1ementai1~n in ~lood 11ta\li1'hlll1n,1 of 
•~rttfting for antl~oditl ca HtV, tile r:t,k ot tfaftaf.u1t&n••••ooiat1d H~V : 
infaction 11 1xtr1m1l1 amal1. 'nl•,•for•, th• l'HS ~•11,v,a 1tron1ly chat &ft'' 
1ffort to notiff tran1f~1ion r•o1p11nt1 of their r11k tor HIV lftfeo,,on 1hou1d 
be limited to tho11 who r,ce!vad tran1fu1tona betwe•~ 1977 and a14•198$, 

Noiiflcat1on of tb111 tr1nafu1ian ~•otpt,ne, oan ~• ela1,1tt1d tn two vaye: 
dit1ct, individual notlfic&tic~ (•~ch 11 \y 1ttt1r) and 1•~1ral, vtdeapr••~ 
-r.oi-U'icatton (such •• th~ouah ,·arlow.1 ••d!a). 

9 'd 

~ ~ir•ct, lndiv1dual Nottf.ioac!on 
I 

Un4tr o•ttain 4tf1~•4 clrcum1t1na■■ 1 th• PHI~•• alr•ad7 afteeur11•d 
41reei notifloa~1on of tran1f1aioft rtetp11nt• at 1~cr••••d ri1k for HIV 
1nfeccton. Tt\1 Montdity and Morta1tt)I' W11kly l1port (MMWI) of M&reh 
20. 1987, tUOazDtfl4td t-■ tlnJ &1\4 OOUflHlll\& for lndlv!d\l&lt ,vl\~ 
rtce1ved 1Nlelpl• t1aftlf~ion1 of uuer1af\1d blood in area■ w1t'h a biltn 
lnold1nc1 of AtDI, 

Direct notttio1tloft ~y l1tt1r of al1 tr•~•fualon reeipi•~~• batwaan 1977 
and 1985 haa b■en &tttmptecl by a l\wt\a:r of o•nt•r• tfl e'h1 \1nit1d ltatt,t. 
Data f'rom thH• •fferta f.nd!cat:11 l~t.t th• pi:oa•H h ~otb 1naff1tti1Ye1 

tft ,eetotlna potent!a1 oarti1r1 of HlV intaotton •• v111 a1 axc~•=•lY 
r••o~ro••,ntanatv,. With a rat, of inftctto~ tn thi1 Jopu.lation 

3 
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11t1mat14 to b• H 1ow •• 1 in 1000 and mortality oval' 4 J••tt• Jo 'b• l 
1r1at1r chan SOI due eo 1:h• ,,v,rlcy of ~ndtrlyiftl 111n111, l~dtvto~•l 
ttadn& for thoH tranatu .. d ln UU an~ ••rlbr would. b• ftl&dy I 
impo11l~l,. Tb• IMS tharttor• bait•v•• that v!d11pr1ad 1 inilvlduat 
notification of •11 tl1ft1f~1lon teoip!tnt1 la not the optimum ••chan!am 
tor notifying th••• 1ndiv1dua11 of th•tr po~ent1&1 :t1k, 

c .:"it1uerd notif1cat1on, 

The MAroh 1917 C1ntar1 tor ~1••••• Contro1 (CDC) r1com.tndation, 
d11or1~•4 abov• 11c1lv1d wld.e1pr1a, ••dta Govera11, prom,~ln1 ,hou1and1 
ot pho-nt c&l11 b7 pravto~, reo1pit~t• to ,1004 01nttr1 and Jh71telan1, 
Hor• r1c1ntly, th• lut11oft C1n1fa1'1 aalltn1 to a11 Uftitad Stat••' 

1 

hou1ebold1 advi11d that i~6&v1dual1 who r•oatvad blood piiot to lthe 
iapl•m•ntation of 1or••niftl uy b• at incr••••d rt1k for infaotion. 

I 

Ad41tto~•l •ffo:ta to inor1a11 awaren.a•• of th• rt,~ of tran1tu1ion• 
·•••aa1at•d HIV infeotioft naad to b• t•t1atat &t two ,~oupa: th• madloal 
commUl'llty and the 1•n•ral. ,u\110, Phya!e!•~• •hou1d rnue1~•1Y ,,taln, 
d~r,n1 medical bl1~oi, tikina, information r•1•tdin1 rtak \ehavlor f~r 
HIV lnf1ct1on, vh1oh tnol~d•• ,rior tran1fwaiona. T•1cin1 and 
covn.tU.n1 c:an t'htn 'bt &J,prof)rtataly effered to tbo11 at tnor••••cl rhk , 
An inforriatton cupaign t1ar1ated at i:h• 11naral pu4b1to 1houl.ll ba 
dt1ta,,1d to inform i:ndlv!.dua11 vho vat• tra'l'l■ lu••cl prlor to 1115 of 
th•i~ pottnttal •xpo1~r• to RIV, ,~oh a oamra1an1 vhil• 11n1rally 
addru ■ tri1 all KlV•r•l.at,,d rs. ■k1 &ftd th• need tor c11,1n1 and aouna■3.ins 
of tho11 at rl,~. wou.ld be d•11ptd to •1otli1ht the 1r&n1fuato~­
•••oc1.ated title. 4fl •dd1.t10fl&l ban1fit of a pu.bU.o S.ntonat:1cm camp•ign 
vtrau1 ln4,vldut1 notifi~atton b7 latter would b• it■ abilit1 to ~•••h 
not only nan1tu11on rtd.,phne, lli\lt their •••'31 ,art,\1r1 •• w•~l. , 

To 1eM.•v• optla\Ul ft&t1f1oat1cm. 1t1Uq and coutu•11n1 of lndi"lid\.\al11 
ac ,~or1a1ed ritk for tT&n■ f\Ullon•a11oct1t1d HlV infection, n1

1 

v111 
i11pl•1HT1t th• ftl lovtna aoti•n•: _ 

1. rDA aft4 CDC will work to11th1% te 4ev•lop oriteria to define 
Jop~lation■ at inar1a11d ri1k for tran1fuaton•r111t1d HIV 
1nfectieft and wi11 ~pd.ata, lf n1c111&17, d\1 March ltl7 
r1coa,nclltion1, c~c will p~\ll1h revitt4 racoa•n4ati0i'l\• 
1n th• M?Mt. I I 

2. CDC and m will ••rk with th• AMA to develop 1d\liCat1ona1 
mataitala d11l1ft•d to td\11&11 phydoian• about appropd,••• 
~•• of ~1ood and ~loo4 ,~oduot• 1ml to help ph111oic1 ~• 
identity •~4 nottf1 tftdivtdualt at tnor••••4 rl1k for 
tr1na:!udon•a11oda1:1d HlV infect:ton. 

$, l'OA wU1 pu.\tlbh q artta11 ll\ th• D.-u.1 lul1etS.n. Thia 
&~t1ol• will r1lt1rat1 CDC ~•aoa•ndatlou for lndl•idua1 
not1t101,£on or tran1f\11!nft rac1pt•nt1 a■ v111 •• ,~avtdt 
\!J4at•• information on 1:1\• 1•n•ra1 ri•~ for tran■fution• 
a,aociac•d HlV iflfectlon. 
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,. 

I Th• Natio~al Heaft 1 t.utl& and llood lt'lt!ltute (!HLll) of ~h• 
National ?nat:1tu.t11 of Health (NlH) and the Health le101,at~•• 
an~ 1,:"'ic•• Ad.n'lini•t~&tton (HlSl) vi11 continue to •upport 
th• davalopmant of medical tchoo1 ourrioula to lne1ude ri•k 
1u•nm1nt fc,r ktV int•otlon, lnc.l~ing traMfutlon• 
a11oe1,u~ rS..k, 

I 
rt:)A, CDC. anl NIH will votk with the ·Aa•rioan BoapiC&l 
A••~ci•tion to develoJ an appropriate •d~oation atr•t•gy tor 
-ct1n1ful1on z-1clphnt1, AHA o"trantly pl&ftl eo develop am! 
provtd• 1du.c1,don to heal.th oar1 ptnoMe1, t•ehnS.aal I 
a11i1t1nc1 t~ ho•~ita11. and a nati~Mi pu~11o awartn••• 
campaian eo addr••• H!V•r•lated rl1ka and 1ttat11l•• for 
pr•v•~t1on. l1pra■ aftt1~1v,1 trom l'])A &ftd ltM vlll 
p1tUcip1t1 1.1 part of• national. AMA eaak foro, to cltvdti'P 
thl1 1trat•l:'f• 'l'!\e ftr1t meatina: la to ba held ltPr•mb•r 
28, 1988 in Chica,o. 

1 

FnA will d1v11cp a Public H••lt~ 8arv1o• oommu.nloatle~ , 
either in th• fora of• video n•~• r111a11 or PHI 
announc•mant whiah will addr111 th1 r11k for craft1tu1ion• 
a11o~i1ttd HIV 1nf1Gtion &n4 the b1n1f1e1 ot te1tln1 an~ 
co~~••llns, Thi1 commu~!eation Y11l be ear1f\l.1ly word•d •o 
a, to ct.1orU>• the magnitud• of tran1f\ldOrt•a11oot•t•d rhk, 

: ~. STE~S TO IMPROVE WOUTOJY QUAltTY I.ND HlV 8CllBNIIO TIITI 

Ttil-t1 t o r.-•a•urt tl\a c11valopi11t1.t of antU,edt11 to HlV have bttn oommtroiall)" 
avai l able ■inc• the 1prin1 of 198!, Currently , tlt~t different i11t kit• ~•v• 
bun U.o,n1,i;t by F'DA • • ••v•n tnt)'1D• "ll!\ktd immu-no1.11ay (ILlSA) tHt kl ti ar,d 
on, Wa1tarn blot t••t kit. Thtll t11ca, 11p1c1,111 u1ed tn oom\1nat1~n. ·r~ 
axtramaly 1an11tlv• aftd 1pacifia in clat1ctin1 HIV 1nfaot1on. However , to 
•n•ura that n1w and/or refined tt11, for HIV 1nf•ot1an are availabl• •• 
iapidly •• po11ibl1, Fl>A continut• to place htah pxiority on their trpaditio~• 
revit'lf, 

I I 

™ 11 1xpandiftl it• 1ro1ram tor •n•~~ing th•t ~1ood prod~ct1 •r• ••f• and 
,tt,otlv, to tnol~•• new ifttitjetv•• diteotly r•1•t•4 to tnor1a1in1 cha 
acou:aoy of laboratory t11t1 tor afttl•M!V, Thit laboratory qu.alit1 proarui 
W111 ~• eoordinaeed ~y th• C1nt1t for 110101101 lv•1uatttm and •••••rah•,• 
•ill tncolfll)ae, ~rotJol1noy 1e1tin1, 1u.:v1i11anca and compltano, actio~• • 
•~uc,t1on and trainina •• follow, : 

8 • d 

1 , th• f0A wtl1 att11t 0DO and MCFA tn dfivelopiftlt 1) protioi1nQy 
taating r•qu1r•m•nt1 for •~ti•HlV (6tvelopin1 • fi~a1 rule \a1,t 
on th• Notia• ef Propo11d lul• Making pu~1iab1d on A\Alu.a~ 5, 

1 

19U): and 2) vtll e•velop 1taftd&rcS1 fer laboratory q\Aal.,tcy l\.lCU.~ 
program,. 
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2. F%)A. vll1 publi■h • r,q~irement fer \lood 11t1~11,hment1 to 
d1mo~1trat1 ,ati•fa~eory parfera&r1c• ln a protioienoy t1et1n1 
program that =••t• th• HCPA 1tandard1. FZ>A will en,~r• thro~ah 
annu•l l~•p•otion■ of blood 11tabli1hm,~t• that all laborato~l•• 
ar, ,nro11td ln e~• c~e proflct1noy t1aeing progra, for ani1•HlV 
or an •q~1vt1tnc pr1v1t1 11otoi pro1tu ... t1n1 th• r•q~lr1m1nt1 
ot 42 en., fart 493 (propoa•d rut•. Auau•~ S, 1988). 

S, Th• •ff•ottv•n••• of rDA. laboratory ■una!11anct actlv1t1•• v1ll 
be incr••••d ~y add!t!enal tralnin& for all J'DA 1nv••~i1ator1 u,d 
a revi114 t~apaetto~ ohtokl1•e. All l1f1r1nc1 t.abarateriea 
p1rfoiiatn1 anti•HIV t11t1 will~• a4u4 to th• PDA vork plan for 
rt 1989. 

4 , Th• eccicltint ind ,rror r1portin1 requir•=•nt• will b1 ravi1ed eo 
prov1d• • uniform proeedur1 for raporitna •rror, and 1001d•nt1 1n4 
FDA wt11 continue to monitor 1no1d•ni, to 1naur1 •11r111ive 
~orr•~tiv1 action, 

,. Th• p~b1ic'• awar•~••• ef fDA 1 1 concam for la~e~a~o't)t 4ual1ty 
wl11 be htil~t•~•d by pu~licat1on of 41ta 1 re1t1tratlon of 
profictano1 t•attn1 pro1r• 1attioip1~lon and notlfloation of 
J'l)A'1 r1c0111l'Dlftdae10~ to: p•r1od1o p,:,onn•l oomp1t1noy 1valuatlo~. 

6. 'l'h• rX>A will provl•• tralnin1 to an1ur1 und•r•~andina of th• 
eritical •l•=•n~• ot aoo~r•t• t11t pertormanc1 !or anti•MIV, A 
pilot program 11 alr1ady underway to rapidly produce• vt4to 
tn1tructio~ proaram that v111 bt v1dtlY &V&il&blt to ,oth Fl>A 
1taff and ell la~Qr&tory work1r1, 

~ ~ I . tNCCllTUOE THE US! OF AUTOLOOOUI TIANSJ'UIIONS lN A11l0l'llATI 
. r., :•~ M~i>.'\OES 

'-'h•t••• th1 ue of autologou, dcn.ted blood haa b11n o0111111on 1n o•rtain IYP•• 
~t ,~r1•ry <•~ah a■ erthop1dic •~r1•ry) for uny y•ar• 1 th• r•o•nt alam abo~t 
t:an.t~aton tran■mltted 4l••••• h•• 1t1mulat1d wider intere1t ift iht practice, 

6 'd 

1, T\\1 J'!)A, tft aooptratlon with the N'HLll i1 axplorln1 mod.a■ or 
publio eduoattn ta expl&ift th• banaflt1 a1 v•ll •• the 
lialtaticm■ of autoloaou. u•• pro1r1111. 

2, Th• mn.at. thtou&h it1 lattonal 11ood le1ouro1 lducat1on tro1ra. 
will ooiw,n. an lxpart Panel on Autolo1Dwa Tr&n1fu1ton ift 1a,ly 
Ootober . Llk• oth•r au.eh pea1■• t:hl■ IM'l.t vt11 ~r•p•r• a po1te1on 
J&ptr wl\ieh will t~~lu4a da11p,.in1 , t••ttna and dt1tri~utin1 
p~blic me111g11 •t••d •i •noo~t•1tn1 th• WII of &~to101ou1 
don..1tton■ by p,tt•nt, •ni phy1iclan1 . Tht1 po11tton paper. 
txptct■4 tn ~14•198,, •tll ~• w1d■1y dt111m1natt4 to prot•••ion•l 
audiane••i modifi•d ~at1ri1l1 w111 ~• availab1• tor lay audi•not1. 

6 
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3. FDA and CDC ~,11 VQtk with,~. AHA to dtVtlop 1duo1t1oftal 
mattri•l• for h•a1t~ car• p•:,om,al aoncarn1n1 appropriate u•• of 
blood and blood pl'c,ct~ct1 nd •1Hmatt,,., to homoloaou• 
tran1fu,ton. 
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DRAFT -- ·18/3/88 DRAFT 
(date) 

INFORMATION 

MEMORANDUM FOR THE PRESIDENT 

FROM: 

SUBJECT: 

DONALD IAN MACDONALD, M.D. 

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 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 ten 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 
iilnesses 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. 

DRAFT -- 11/3/88 
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DRAFT 

THE PRESIDENT'S 10-POINT ACTION PLAN 

AGAINST HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTION 

September Progress Report 

3 October 1988 
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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 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 0 u.s. Health Summit 0 will kick-off the series in Washington, 
D.C., on November 28-29, 1989. ISSUES: counseling, testing, 
partner notification, reporting of HIV infection, and health 
care worker safety. 

o Five regional 0 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. 

0 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. 

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 of Transfusion Recipients Notification of transfusion 
recipients through n1ook-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 (draft to be developed 
October 1988); and, (c) the American Medical Association (AMA) has 
begun, at the request of FDA, conducting education programs for 
transfusion recipients including notification, testing and 
counselling. By the end of 1988, special out-reach efforts, 
conducted by HHS as well as the American Hospital Association (AHA) 
and the AMA, 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) 
regulations for proticiency testing and development of standards 
for laboratory quality (draft due January 1989); (b) doubled 
inspections and surveillance of blood bank facilities will begin in 
October; (c) FDA is conducting enhanced training for investigators 
who inspect blood banks; and, (d) based on the findings of 
inspections, enhanced training programs for are being conducted for 
blood establishment statf under FDA regulations/standards. In 
addition, NIH is conducting research to develop and evaluate new 
tests to detect HIV infection. 

Self-Donated (Autologousl 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 (for release in 
Winter 1989) and, in August, began consultations with 
representatives of the AMA and the AHA to further encourage 
appropria t e use of a utol ogous transfusions. 

In addition, HHS will increase research on techniques, such as red 
blood cell sterilization, which show promise for eradicating HIV 
and other viruses from the 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 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 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. However, money is not the only constraint to increasing 
treatment capacity -- availability of trained personnel and 
treatment facilities will slow any expansion. One of the new 
HHS consensus conferences will address the issue of personnel. 
To alleviate the facilities problem, HHS is investigating with 
DOD the possible use of unused or under-used federal facilities. 

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. 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. 
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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 
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 Drugs after completion of the expedited 
testing process and prior to full 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 of 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 
wnich 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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DRAFT 
5. 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 oftice building to remove "one of the most serious 
research administrative obstacles ••• encountered." In addition, a 
lease-purchase acquisition has been approved in the FY 1989 budget 
for the Centers for Disease Control to provide additional 
laboratory and oftice space. 

Resource Needs Because of the urgent need, additional FTEs for HHS 
have been approved 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 may 
be available for the December report. 
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DRAFT 
6. Asks Congress to accelerate enactment of his FY 1989 HIV 

appropriations request and adopt the FY 1998 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 1998 
budget request. 

status 

Presidential Action On Augusts, you sent a letter to the Congress 
announcing your ten-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 to combat HIV infection (a 1.2 percent 
decrease from your budget request). 

Status ot FY 1990 Reguest The FY 1990 budget request submitted by 
HHS to 0MB on September 1, addresses many of your HIV commission 
recommendations. 

Health & Human Services 
Public Health Service 

NIH 
CDC 
ADAMHA 
HRSA 
FDA 
OASH 
IHS 

SUB-TOTAL PHS 

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

SUB-TOTAL HCFA 

Social Security Adrnin. 
Disability Income 
Supp.Security Income 

SUB-TOTAL SSA 

Human Development Serv. 

SUB-TOTAL HHS 

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

SUB-TOTAL NON HHS 

***GRAND TOTAL 

1982 

3.4 
2.1 
0.0 
o.o 
0.2 
0.0 
0.0 

5.6 

FEDERAL AIDS SPENDING 
By Year and Department 

(in millions of dollars) 

1983 

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

1984 1985 

44.1 
13.8 

2.8 
o.o 
0.8 
0.0 
o.o 

63.7 
33.3 
2.6 
0.0 
9.0 
o.o 
o.o 

1986 

134.7 
62.1 
12.2 
15.3 

9.5 
0.0 
0.0 

1987 

260.9 
136.0 

47.5 
41.9 
15.8 

0.2 
0.1 

1988 1 989 

467. 8 
3 04. 9 
112 .3 

37.0 
24.8 

3.7 
0.6 

6 07. 0 
3 82 . 3 
175 . 5 

45 . 4 
65 . 4 
13 . 4 

0 . 8 

28. 7 61.5 108.6 233.8 502.5 951.0 1 289.8 

0.0 10.0 30.0 70.0 130.0 200.0 330.0 490. 0 
0.0 o.o o.o 5.0 5.0 10.0 15.0 30. 0 

0.0 10.0 30.0 75.0 135.0 210.0 345.0 520.0 

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 38.7 

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

5.0 
o.o 
o.o 
o.o 
o.o 
o.o 
o.o 

5.0 

97.5 196.6 401.8 763.5 1389.7 1947.8 

6.1 
o.o 
0.0 
o.o 
o.o 
o.o 
0.0 

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

22.9 
79.0 

1.0 
o.o 
o.o 
o.o 
o.o 

52.6 
74. 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 

9 9. 3 
52.0 
6.0 
1.0 
1.0 
o.o 
0.3 

6.1 10.1 102.9 131.6 144.3 159.6 2.0 

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. 



DRAFT 
7. Instructs the Secretary of BBS to evaluate the current system 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 
HIV infected infants, children, adolescents and low income 
disabled individuals. 

status 

Evaluation of Health care Financing In response to your directive, 
HHS has begun an evaluation of access to health care with a focus 
on financing and insurance -- by December 1, this will include 
consultation with outside experts. Considerations will include the 
under-insured 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 
etfectiveness of out-of-hospital and case-managed care; 

o evaluation of patterns of utilization and costs in AIDS Service 
demonstration grant projects (due late summer 1989); and 

o evaluation ot regional AIDS education and training centers (due 
late summer 1989). 

Risk Pools HHS plans to promote risk pools through the consensus 
conference approach, in cooperation with the Winter 1989 meeting of 
the National Governors Association. HHS is also considering the 
use ot "seed money" to encourage states to establish such pools. 

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 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 A 3-year plan outline has been drafted by the 
Department of 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 of therapeutic agents and vaccines; 
o foreign policy implications of AIDS; and, 
o budgetary implications. 

The plan should be available for review by mid-October with the 
tinal report submitted 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. 
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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 major goals to be accomplished during 
FY 1989. This plan will be developed from your ten-point action 
plan, the report of your HIV Commission ·, and the October 1988 
report of the June 1988 PHS AIDS Prevention and Control Conference. 
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 your action 
plan and the Commission's recommendations, will be established. 
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18. 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 offer 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 
0 AIDS in the Workplace. 0 

OPM AIDS Clearinghouse Established To make AIDS information 
available to agencies seeking assistance, OPM has established a 
clearinghouse which contains your action plan, copies of all agency 
policy statements, education and training materials, results of 
periodic surveys regarding extent and status of AIDS policies and 
programs, and specitic AIDS educational activities. 

Private Sector Responding On August 17, 1988 the Director of OPM 
sent a letter to each of the Fortune 1000 companies telling them of 
your ten point action plan and enclosed a copy of "AIDS in the 
Federal Workplace Guidelines. 0 Positive response has been received 
from a number of companies thanking OPM for the mailing and 
announcing plans to implement the guidelines. 
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FEDERAL AIDS SPENDING 
By Year and Department 

(in millions of dollars) 

1982 1983 1984 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. 0 
CDC 2.1 6.2 13.8 33.3 62.1 136.0 3 04. 9 3 82 .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 0.0 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 
OASH 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 O.E 

SUB-TOTAL PHS 5.6 28. 7 61.5 108.6 233.8 5 02 .5 951.0 1289. E 

Hlth Care Fine. Adrnin. 
Medicaid (Fed Share) o.o 10.0 30.0 7 0 .o 130.0 200.0 330.0 490.C 
Medicare o.o o.o o.o 5.0 5.0 10.0 15.0 3 0. C 

SUB-TOTAL HCFA o.o 10.0 30. 0 75.0 135.0 210.0 3 45. 0 520.0 

Social Security Adrnin. 
Disability Income o.o o.o 5.0 10.0 25.0 40.0 70. 0 110.0 
Supp.Security Income o.o o.o 1.0 3.0 8.0 11.0 18. 0 2 8. 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 o.o o.o 5.7 5.2 
--------------------------------------------------------------------------------------------------------------

SUB-TOTAL HHS 5.6 3 8. 7 97.5 196.6 401.8 763.5 1389.7 1947.8 

Veterans Adrnin. 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 7 9. 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 0.0 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. 0 2107.4 

Detail may not add to total due to rounding. 




