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INFORMATION

MEMORANDUM FOR THE PRESIDENT
FROM: DONALD IAN MACDONALD, M.D.

SUBJECT: 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 1l0-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:

/10
o A U.S. Health Summit on HIV infection will be/ﬂéld on November
28-29. This will be the first in a series of/consensus
conferences to intensify public/private sector collaboration on
public health measures to reduce the spread of AIDS.

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

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

o The Attorney General is working on issues related to anti-
discrimination law5-- 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 Washingtom
D.C., on November 28-29, 1989. ISSUES: counseling, testi
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 Car anuary 8-10, 1989). ISSUES:
prevention, treatment, saf yJa d liability.

-- "Federal-State Strategies"” ebruary 1989) with the National
—— Governor's Association meeting. ISSUES: neighborhood
&N}/ resistance to drug abuse treatment facilities; alternative
n drug abuse service facilities; integrating drug abuse care
K¢¢/ with primary care; and, training alcohol, drug abuse, mental
o health workers.

ersons who knowingly persist in behaviors that transmit the

5

-- "Legal Issues" (tentative) (May 1989). ISSUES: restrictive

measures and criminal statues directed to HIV-infected

p
;> 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 an 5»Lf\\
your HIV Commission, such as HIV infection in racial/ethnic

minority populations; workplace standards for bloodborne diseases l1s¥
planning and management of health care services for HIV-infected IZ
patients; drug abuse and AIDS; services for adolescents and youth| gAzze

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. 1In 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.

& oS uf»“{‘v\o'
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Notification of Transfusion Recipients Notification of transfusipn

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
ﬂ\ released and "look-back" should be initiated; and c) education ?
programs for tragsfusion recipients including notification, testing ”ﬁJ&Q,

and counsell ‘::By the end of 1988, special out-reach efforts g

to notify, educate, test and counsel those who were \Eé
transfusion recipients between 1977 and 1985 (before the HIV ,» fﬂ“ﬂ

screening test was available). A)/H’/%é 0

Status

Improving Laboratory Quality HHS is initiating an integrated g%ﬂ'
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 L
inspections and surveillance of blood bank facilities;”(c) enhanced%i
training of FDA investigators who inspect blood banks; and, (d)
training programs for blood establishment staff.-In addition,
is conducting research to develop and evaluate new

HIV infection. % FDA c%
A bor s

Self-Donated (Autologous) Transfusions HHS will be conducting a

major educational effort, "The National Blood Resources Education b
Program," to promote a safe supply of blood and the more effective == {
use of blood and blood products. This program will include a (g
public education campaign (radio, television and print PSAs) to Fol rc’”
promote autologous donation prior to elective surgery as a means of
increasing the blood supply and assuring safety. The FDA is Ath
preparing information for health professionalsfand Wwill be meetlng

with representatives of the American Medical Agsocigtion and the

and other viruses 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 aréd—a—HIV/AEPS 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 en-your—budget—request. However, money is not the only
constraint to increasing treatment capacity =-- availability of
trained personnel and treatment facilities will slow any

expansion. , NIDA has devel d mo demonst on projects for
IV_Q;%E;;ie s at risk fgr /AIDS, er administrati
these te4 is dependen increased funding for treatment.

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

'ﬁr/ 7“/{./ 76

One 7% new HHI  tonaenfis ;
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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 b ade available for treatment as
Investigational New DrugYs n completion of the expedited

///~‘EEEEEEE_EfSSEEE,EEg“marketing approval.
o Risk-benefit analysis to assess the risks of the disease against
the identified benefits and risks of the products.

¢\ D(

ye
g
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 OMB will soon recommend to you that a budget amendment
be sent to Congress seeking authority for the NIH to initiate
construction of a consolidated 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, 3
Congress is expected to approve a lease-purchase acquisition for J|J-
the Centers for Disease Control to provide additional laboratory

and office space.
Hor HH S

Resource Needs Because of the urgent need, additional FTEs, have
been approved #foxr—HHS for FY 1989. OMB 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

s%gg?d-be available for the December report.




6. Asks Congress to accelerate enactment of his FY 1989 HIV
appropriations request and adopt the FY 1990 budget request for
HIV activities as early as possible after the budget is
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 l0-point plan and asking Congress to expeditiously
enact both the FY 1989 and FY 1990 appropriations requested for HIV
activities. Much of your FY 1989 HIV appropriations request was
contained in the Labor, Health and Human Services and Education
Bill which you signed on September 20. Included was a $1.29
billion appropriation -- a 1.2 percent decrease from your budget

request. Sr HIV indcha- /pmmm.r

e

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

ﬂéméwat-a
by MY



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

Status

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

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

o the home and community based services waiv-‘,Qizgram, <
2V,

H@ o+0«\b p,n,wude_ OC,J"O
ollcltatlon of research and dem stration/ pro
effectlveness of out -of-hospital and case-managed care;

c>é§¥ﬂég? ggfaf patterns of utilization and/ costs in AIDS Service
emon

ratlon nt projects; a
ro ject pc_ ooy ﬁun& '|'€ Sommen ‘89

o evaluation of regional AIDS edfication and training centers.

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

Infants, Children| and Adolescents The S Secretary's Task Force
on Pediatric HIV [Infection Report recommends specific studies
regarding infants, children and adolescents. This report is
urrently being yeviewed by the Department and a more complete
qubmission will Be available for the De¢cember report.

to study the[” ‘).:,,
D




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 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:

o0 multilateral and bilateral activities for the prevention and
control of HIV infection; ents

o development ot therapeutic d%&ncies and vaccines;

o foreign policy implications of AIDS; and,

o budgetary implications. }{

)
The plan should be available for review by mid-October th the
tinal report ed 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.

Sobm
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9. Requires the PHS to update the 1986 Public Health Service plan
for combatting HIV infection. J

£
x((o’wp/r/

Status
The Public Health Service will submit a HIV/Implemeptation Plan in
December which will identify major goals tqg be i during
FY 1989. is plan will be developed from the report of your HIV
Commissio d the October 1988 report of the PHS AIDS
Prevention” @nd Control Conference une 1988 Issues,
goals and Objectives will be divided into nine (9) broad

categories:

clinical manifestations and patho sis;

prevention, information, education apd behavior change;

patient care/health care needs;

blood and blood products; hfwi
intravenous drug abuse;
neuroscience and behavior; TG
therapeutics; and Y 4
vaccines.

epidemiology and surveillance; f

OC000000O0O0

A computerized tracking and monitoring system for HHS activities in
combatting HIV infection, including implementation of’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.

0 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 AW’E) make AIDS

information available to agencies seeking assistance,contains the b A
President’s action plan, copies of all agency policy/statements,

education and training materials, results of periodilc surveys
regarding extent  of AIDS policies and programs

On August 17, 1988 the Director of OPM

sent a letter to|each of the Fortune 1000 compani telling them of yvu’/
the—President's ten point action plan and enclosed a copy of "AIDS

in the Federal Workplace Guidelines." Positive response has been

received from a number of companies thanking OPM/for,mailing and
announcing plans (to implement the guidelines. /

L
6 pM oo bkl
/4 hovaie WA‘°L
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D Aothorization

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) PRESIDENTIAL 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 The single 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 C3I Assers.—(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 C3I 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 (aX1) 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 (aX1) 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 CIVILIAN LAW ENFORCEMENT AGEN-
cnv?.HChapter 18 of title 10, United States Code, is amended to read
as follows:

Sianed by R
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H.R.4481—126

“CHAPTER 8—MILITARY SUPPORT FOR CIVILIAN
LAW ENFORCEMENT AGENCIES

&4

Sec.
“371. Use of information collected during military operations.
“372. Use of military equipment and facilities.
“373. Training and advising civilian law enforcement officials.
“374. Maintenance and operation of equipment.
“375. Restriction on direct participation by military personnel.
“376. Support not to affect adversely military preparedness.
“377. Reimbursement.
“378. Nonpreemption of other law.
“379. Assignment of Coast Guard personnel to naval vessels for law enforcement

purposes. L
“380. Enhancement of cooperation with civilian law enforcement officials.

“§ 371. Use of information collected during military operations

‘“(a) The Secretary of Defense may, in accordance with other
agflicable law, provide to Federal, State, or local civilian law
enforcement officials any information collected during the normal
course of mili training or operations that may be relevant to a
v}%lai:iﬁn 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 Tﬂlanning 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 ma'y, in accordance with other
applicable law, make Department of Defense personnel available—
“(1) to train Federal, State, and local civilian law enforcement
officials in the operation and maintenance of equipment, includ-
ingd equipment made available under section 372 of this title;

an

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

“§ 374. 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. .

“(bX1) 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
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Defense personnel available to operate equipment (including equip-
ment made available under section 37§qof pt'l?m title) with respect

“(A) a ga%al violation of a provision of law specified in
p ; 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 personnel made available to a civilian
law enforcement agency 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
ag_l-cgaft 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-
gra&l_‘x (4XA). .

“(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 States—

‘1‘(i) tge transportation of civilian law enforcement person-
nel; an

“(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 (2XC) 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
began 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. 951 et seq.).

“(ii) Any of sections 274 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 defined 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
possession of the United States.

“(iv) The Maritime Drug Law Enforcement Act (46 U.S.C.
Ap’g.h1901 et seq.).

‘“(B) The term ‘land area of the United States’ includes the
land area of any territory, commonwealth, or possession of the
United States.

“(c) The Secretary of Defense may, in accordance with other
applicable law, make De ent of Defense personnel available to
any Federal, State, or local civilian law enforcement agency to
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operate equi&ment for purposes other than described in ;iar ph
(2) only to the extent that such support does not involve di
participation by such personnel in a civilian law enforcement oper-
lation unless such direct participation is otherwise authonzecf' y
aw.

“8 375. Restriction on direct participation by military personnel

“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 l?ermit 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-
Etion in such activity by such member is otherwise authorized by

W.

“§ 376. Support not to affect adversely military preparedness

“Support (including the ?rovision 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 nec to ensure that the
provision of any such support does not adversely affect the military
preparedness of the United States.

“§ 377. Reimbursement

‘@) To the extent otherwise required by section 1535 of title 31

(popularly known as the ‘Economy Act’) or other applicable law, the

retary of Defense shall require a civilian law enforcement agency

to which support is provided under this chapter to reimburse the
Department 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—

“(1) 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. Assignment of Coast Guard personnel 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
powers 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) Members of the Coast Guard assigned to duty on board naval
vessels under this section shall perform such law enforcement func-
tions (including drug-interdiction functions)—

‘1) as may be agreed upon by the Secretary of Defense and
the Secretary of Transportation; and
“(2) as are otherwise within the jurisdiction of the Coast

Guard.
“c) No fewer than 500 active duty jaersonnel 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 pu of this section, such
rsonnel may be assigned other duty involving enforcement of laws
mted in section 374(bX4XA) 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 into the United States are ongoing.

“8 380. 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.

“@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 shalle

“(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) CLericAL AMENDMENT.—The item relating to such chapter in
the tables of chapters at the beginning of subtitle A, and at the

inning of part I of subtitle A, of title 10, United States Code, is
amended to read as follows:
“18. Military Support for Civilian Law Enforcement Agencies.......................... mn-.
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SEC. 1105. ENHANCED DRUG INTERDICTION AND ENFORCEMENT ROLE
FOR THE NATIONAL GUARD

(a) FUNDING AsSISTANCE.—(1) The Secretary of Defense may pro-
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
drugs enf?rcement and interdiction operation by a National Guard of
a State if—

(A) such operations are conducted at a time 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 purposes 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 CRITERIA.—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) PresiDENTIAL 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 National
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 ACTIVITIES RELATED TO DRUG INTERDICTION

(a) AUTHORIZATION OF APPROPRIATIONS.—(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 OF FiscaL YEAR 1987 Funps.—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

urpose 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) Norice To CoNGREsS.—(1) The Secretary of Defense may not
transfer any funds appropriated pursuant to subsection (a) to an-
other appropriation for obligation pursuant to this section and may
(%Ot trg?sfer or obligate any funds made available under subsection

) 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 transfer 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.

. (Bd)s The activities proposed to be undertaken using those
unds.

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

SEC. 1107. REPORTS

(a) ProrosaLs.—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

pro Y
(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
States of—

(A) carrying out radar coverage along the southern border of

the United States; and
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(B) pursuing drug smugglers detected by such radar coverage
with rotor-wing and fixed-wing aircraft of the Department of
Defense and of civilian law enforcement agencies.

(2) The President shall include in such report an assessment of the
relative effectiveness—

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

(B) of carrying out such operations only during the hours of
darkness; and

(C) the feasibility and cost of carrying out such operations
under each of the conditions 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) Pursurr BY AIRCRAFT.—(1) Not later than 15 days after the date
of the enactment of this Act, the Secretary of Defense 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 Defense under the authority of section
374(cX2)XB) 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 Defense 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 Defense 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(bX2XC) 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 Defense 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 Defense personnel.

(D) Such other information and such recommendations as the
Secretary considers appropriate regarding the use of Depart-
ment of Defense personnel for purposes authorized in section
:i)'{gab) of title 10, United States Code, as amended by section
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(date) DRAF
INFORMATION
MEMORANDUM FOR THE PRESIDENT
FROM: DONALD IAN MACDONALD, M.D.
SUBJECT: September Progress Report: l1l@-Point Action Plan to

Fight the Human Immunodeficiency Virus Epidemic

I am pleased to report that progress during the past six weeks on
your 1@-point action plan to tight the human immunodeficiency virus
(HIV) epidemic has been remarkable.

Background: On August 2, you approved a l@-point action plan to
advance the battle against HIV infection and AIDS consistent with
the recommendations of your Presidential Commission. As a result
of your August 5 directive to selected Cabinet agencies a

significant number of activities have been initiated or expanded.

Discussion Details ot the progress on each of the ten 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.

0 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.

0 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 1@-point plan.

DRAFT -- 9/29/88 5:00pm
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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 1In 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 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). 1ISSUES: 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

icatio 10 ipi 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.

DRAFT
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(date) DRAF
INFORMATION
MEMORANDUM FOR THE PRESIDENT
FROM: DONALD IAN MACDONALD, M.D.
SUBJECT: September Progress Report: 1@-Point Action Plan to

Fight the Human Immunodeficiency Virus Epidemic

I am pleased to report that progress during the past six weeks on
your 1@-point action plan to tight the human immunodeficiency virus
(HIV) epidemic has been remarkable.

Background: On August 2, you approved a l@-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.

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

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 G:ﬁ consensus
conferences to intensify public/private sector collaboration on
public health measures to reduce the spread of AIDS.

0 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.

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

In December I will provide you with another progress report on
implementation of your 1@-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 1In 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 craiminal 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.

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.

7

n io ipi 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 initjated (draft to be developed
October 1988); and, (c) AMA has begun, (as) the request of FDA,

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 Associationand the @merican ‘Medical Associatio will
begin to notify, educate, test and counsel those who were

transfusion recipients between 1977 and 1985 (before the HIV /6
screening test was available). M4
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. 1In
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 .A44
representatives of the American Medical Associati and the
A@Rﬁmeriean~ﬂespitai—ﬁssvciatien 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 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

D i ion: 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
high-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.
DRAFT
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4. Begins action in and out of Government that will accelerate
development, approval and distribution of vaccines and drugs.

Status

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.

0 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.

DRAFT
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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 OMB will soon recommend to you that a budget amendment
be sent to Congress seeking authority for the NIH to initiate
construction of a consolidated 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."™ 1In 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. OMB 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.

DRAFT
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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 1990
budget request.

Status

Presidential Action On August 5, 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 2@ -- included was a $1.29
billion appropriation to combat HIV infection (a 1.2 percent
decrease from your budget request).

Status of FY 1998 Request The FY 1990 budget request submitted by

HHS to OMB on September 1, addresses many of your HIV commission
recommendations.
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7. Instructs the Secretary of HHS to evaluate the current system of
health care financing; and directs HHS to conduct specific
studies of ways to promote out-of-hospital care; encourage
states to establish insurance risk pools for medically
uninsurable persons; and increase the public health response to
HIV infected infants, children, adolescents and low income
disabled individuals.

Status
Evaluation 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 of "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,

0 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 PHS to update the 1986 Public Health Service plan
for combatting HIV infection.

Status

The Public Health Service will submit a HIV Implementation Plan in
December which will identify 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:

epidemiology and surveillance;

clinical manifestations and pathogenesis;

prevention, information, education, and behavior change;
patient care/health care needs;

blood and blood products;

intravenous drug abuse;

neuroscience and behavior;

therapeutics; and

vaccines.

O000O0O0O0OO0O0

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.

Cxﬂ/
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108. 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
"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.
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Jay Plagér 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



OFFICE OF MANAGEMENT AND BUDGET

ROUTE SLIP
Take necessary action
T0 Ian MacDonald
Approval or signature
Comment
Prepare reply

Discuss with me

For your information

O000000D

See remarks below

.

Jay Plager V{‘ }< 9/29/88
— DATE

FROM

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.

OMB FORM &



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

Accelerate Approval Process On Sephwden |2, FDA~;eLeased—a=— s

,&r,¢&Lég£%Fﬁdbto expedite approval for therapies to treat life-
. +is
P threatening illnesses. Vuﬂ%*ﬁ‘ijﬁfﬁv -, 'Id“‘“E::g
M‘h}w
ﬁcgéveloped&za—eeo;d&nggg;;:L&GhFthe Vice President and the

Presidential Task Force egulatory Reliefgp/‘total premarket
development time off should-be-shertened, by 25

s < percent. The FDA)wi+l, work w1th the dru nsor early i
€>UV”” course of the approval process design and conduct exp +kni”*k4
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FDA o be 1ne
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l @J. QG?J\:OJ
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
Department of Justice and the Department ot Defense.
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FDA'S RRSPONSE TO PRESIDENT RRAGAN'S 10.POINT ACTION PLAN FOR AIDS

\

Tinstable fox FDA Astion Items |
T4 Prompt Notification of Transfusion Recipients

A

Transfusion Reciplsnts from a Donor Subsequently Found to be
Infected with HIV

1, FDA will prepare draft proposed regulationa by wid-1989 to
maks the currant voluntary look-back program mandatory,
This timeframe Yeflects a high FDA priority and FDA resource
comnitment for this aation as wall as the Righ complexity of
the subject matter being addressed, Further action on draft
proposad ragulations will depand upon the priority given
this action by PHS and DHHS,

2. . Action by HCFA, FDA has discussad this Lssue with HCFA and
will continue to provide asaistance.

L Action by AMA, FDA will discuss and provide assistancs to
AMA by and of 1988,

Reciplientas of Transfusions from Infected Donors Who Remain
Undetscted

3, FDA will place this Lmsus on the agenda of tha Qatober 1988
FHS Blood Subgroup meating. Meating with CDC to determine
naad for revised guidelines will ba held subsequent to the
PHS Blood Subgroup meating,

2. hAction by AMA. FDA will disouss and provide assistance to
AMA by the end of 1988.

3, Action will be determined based on results of wl above,
b, In progress.

. Initial mesting with AHA schedulad for September 28, 1988 in
Chicago.

6. FDA will develop appropriate PHS communication by the end of
1989,
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LI, §&teps to Improve Laboratery Quality and RIV Sarsening Tests

l.
2,

4,

In progress.

FDA will prepare draft proposed regulations by the and of
January 1989 that will requirs blood establishments to
demonatrate satisfactory performancs in a proficilensy
testing program that meets HCFA standarda, Theas
tegulations will raly heavily on already exiasting HCFA
regulations| therefors, preparation of thase draft
regulations is much simpler than those described in I.A.l
above,

In progress,
In progress.
In progress.

Pilot progran in progress.

I11. Encourage ths Use of Autologous Transfusions in Appropriate

Circumstances
1, In progreass,
2, Action by NIH/NHLBI, Positlion paper completion anticipated

3.

Action by AHA, FDA/NIK mesting with AHA aschedulesd for
September 28, 1988 in Chicago.

Drafted D.Henderson 9/26
Revised P.Parkman 9/26
Revised J, Lavite 9/26
Approved F.Parkman 9/26
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RESPONSE TO PRESIDENT REAGAN'S DIRECTIVE TO KMS FOR AlDS I),\/\

Polnt 4 of the President’'s dirsctive to HNS for AIDS calls for the
ioplementacion of actions which address the blood safety lssues raised by the
Prasidential Commisaieon on the KIV Epidemi¢. The Becretary, Health and Human
Services, is asked to address three areas! (1) the prempt notification of
tranafusion reciplients vho ars at incressed risk of HIV infection; (II) steps
to improve HIV laboratory quality and NIV soreening tests; and, (I1I1) ways to
encourage the use of sutologous transfusions in appropriate scircumstances.

Un September B, 1988, the Food and Drug Adminiatyation (FDA) held a meating to
discuss appropriate action to respond to the FPresident’s charga., Attendess of
the maeting included members of the blood subgreup of ths PHS AIDS Executive
Task Force (representatives attended from FDA, NINH and CDC), representatives
of the major blood organizations (American Assosiation of Blood Banks, Counnil
of Community Blood Centers, and American Red Cresa), and representatives fron
the American Hospital Associatien and the Americen Medical Association. A
follewsup mesting was held wieh the Commissioner and a representacive of tho
Health Cuze Financing Adainistration (HCFA), As a zesult of thase meatings, ’
tgo FDA proposes the following plan to address the blood safety Lssues ralsed
abovs.

Currently, & three-tiered system i» in place to ensurs that contsminated blood
or bloed products are not transfusad. Fivst, since 1983, whan dlood-borme
transmisaion of AIDS seemed likely, the Public Health Service (PHS) dssued
Tecormendations that individuals who prasticed revognized high risk behavioers
ior AIDS voluntarily refrain from domating bloed or plasps. These
racommendacions have been modifiad ovay time as our knewledge of the
epidemiology of the dlssase has axpanded. The application of these guidalines
has provan to be very effective in aliminating at-risk doners from the donex
poeol, Second, in 1986, methods sarliar adopted in several blood ecllection
sstablishmenta® for donoxs at risk for HIV infection to axelude thelr units
from the blood aupply in a ¢onfidentisl manner were instituted nationwide.
Finally, the third lavel of pretaction, which was iniciated in 1985, is
teating of all units of bDlood and plasma for antibodiess to HIV, By
{mplenenting all thres levels ¢f protection, the risk of HIV eransaission by
blood tranafusion is excesdingly amall. Tha small numbey of transfusion.
asscelated infections which have bean reperted since 1883 prodbably ocourred
because H1V antibodies had not yet formed in infected donozs when the
scresning was dons and thus were not detectable by the ascresning tests used,
This {s a rare avant, with pudblished eatimates of risk ranging from a high of
1 4n 40,000 te & low of 1 4n 250,000,

T W 2 e -a

' Blood establishments include thess facilities that eollect, process,
store or dlstribute blood products. The Cede of Fedaral Ragulaciona (21 CMR Pare
607) tequires that thasa satablishoents reglster annually with the IA,
Facilities engaged only in transfusion of blood products prepared by an outeide
lsboratory are not under the jurisdioction of the FDA and are usually known as
“eransfusion services”,
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T, " PROMPT NOTIFICATION OF TRANSFUSION RECIPIENTS

Transfusion reciplents who are st increassed visk for HIV infectlion ean ba
defined as those who have racaived bleod from a demer who is infected with
HIV. BGuch reciplants fall into two catagorien: A) those who raceived blood
from a donor later found to be infected and B) thoss who Xeceived bloed from
an infected doner who was not subsequently identified.

A Transfusion Recipients from a Denor Subsequently Found to be Infected
with NIV

In instancea in vhich a bloed donor is known to ba infected (detected during
rourine screening for antibodies to HIV at the time of & later donation), moat
blood collection establishments have (nitiated a progranm of voluntary "look:
back", In this program, recipients of bleod or bloog products obtained from
the infacted donor's prior donation(s) are traced and testad, Regiplent
trazing is econtinued retrospsctivaly until two recipients are found to test
ragativa for HIV antibodies. The look-bmok progranm provides an effective
machanism for identifying, testing and counssling transfuaion recipients who
are at the highest risk for HIV infection =+ thoss who recelved blood from &
donor later found to be infested with HIV. .

YDA beliavas that tha look-back program La the most impoxtant initiative to
addrasa tha President’s dizective te notify blood zecipients at increased risk
for HIV infection. Twe preblens have basn i{dentified with the current
program, First, at this time, look-back s veluntary and the degree cof
compliance by blood astablishments with the voluntary program has not besn
secertainad, Second, the chain ef responsibilicy for notification of
sransfusion reoipients once an infected donor has been identified is not
precisely delineated,

Patient notification now depends upon the efforts of those whe have the
patient records, 4.e,, ths transfusion services and health care providers, to
1oeata tha patiants. The FDA Belleves that direst notificetion should
continua to be parformed in this way., However, the ultimats responsibility to
document that notification has occurrad, whare possible, should rest with the
blood collection satablishment which ¢collected the potentially ecoentaminated
produat(a), Undexr the provisions of the Public Heslth Pezvice Act (42 U.5.C.
262-64) and the Tedaral Food, Drug, and Cosmetic Aot (21 U.8.C. 3351360k,
374), FDA has sdequate legal suthority to requirs bleed establishments to
undertake or ensure recipient notification.

The follewing actions are recommended to enhancs the effectiveness of leok-
back!

1. FDA will prorulgate ragulations to make the eurrent
voluntary leek-baak program mandatory. Buch regulations
would require that blood sellection establishments notify
the appropriste tranafusion sstablishments &s soon as an
{nfected donor La identified and implement a systam of
followsup 56 sneure that either recipienta are notified or
that the physician of record determined that notificatien

2
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was inappropriate or was not possible, Since the systems of
follow-up will vary, details of follew-up methoda will be
developed in tha course ¢f preparing the regulation.

2. The Health Care Finanacing Administrasien (HCFA), through the
Joint Copmission for Acereditation ¢f Health Care
Organizations (JCAHO), should premulgate and enfores
requirenents that blood transfuasion services (most often
hospital-bassd blood banks) notify the appropriata
physicians that petentially centaminatad units have been
released and lock-back notification ahould be initiated.

The requivements will inelude provisions that enable
inplenentation of tha follow-up system required of the blood
eollection establishments.

3, The Anerican Medical Association should initiate programs to
sducate physiclane to ensure that, vhen possible,
transfusion recipienta who bacoms part of a look-back effore
aze appropriutely notified, tested and ocounseled.

-

s, Raciplients of Transfuslions From Infected Donors Whe Remain Undetectad

Look-back pregrams ¢annet identify all infected donora because after HIV
antibody screening of doneors began 1) many infacted donors have refrained from
donating or 2) become too 111 to continua to donate, Therefore, some
additional notification effort {s wvarranted.

As noted adove, since the uniform {mplemantation in blood establishments of
screening for antibodies to HIV, tha visk of transfusion-associated RIV
infaction is extremsly small. Tharefore, the PHS bellieves strongly that any
effort to notify transfusion recipients of their risk for NIV infection should
be limited to thoss who received transfusions between 1977 and mid-1985.

Notification of thess transfusion raciplents can be elassified in two ways:
direct, individual notificatien (such as by letter) and general, widespraad
novification (such as through various media).

e Direct, Individual Notification

Under certain defined circumstances, the PHS has already ancouraged
direct notificacion of transfusion racipients at increased risk for HIV
{nfection, The Merbidity and Morsality Weekly Report (MMWR) of Mareh
20, 1987, recommended teating and sounseling for individuals wvhe
received multipla transfusions of unaeraanad blood in areas with a high
incidence of AIDS.

Direct notifioation By latter of all transfusion recipients batwean 1§77
and 1985 has been attempted by a numbar of centera in ths United Btatens.
Data from these afforta indicates that the process (e heth ineffective
{n detecting potential carriers of HIV infection as well as extramely
resource-intenaive, With a rate of infaction in this population

3
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«antimated to Be as lew an 1 in 1000 and mertality over 4 years te bae,
greater than 508 duas to tha severity of underlying illnesa, individual
tracing for thoss tranafused inm 1985 and sarlier would bs nearly
impossible. The PHS tharsfora balieves that widespread, individual
notification of all trannfusion reciplents is net the optimum mechanism
for notifying thess individusls of their potential zisk.

¢ Tenerel notification,

The March 1987 Centars for Dissass Control (ODC) recommendations
descridbed above recelved widespread media coverage, prompting thousands
of phons calls by previous recipients to blood centers and physielans.
More recently, the Surgeon Ganaral's mailing o all United Scates’
houssholds advised that individuals who recelved blood prior te the
implementation of seresning may be at incresssd risk for infection.

Addicional efforts o increass avaranass of the risk of transfusion-
associated RIV infection nead to ba targeted at two groups: tha medical
community and the genaral public., Physiciaps should routinely obtain,
during medical history taking, informaticn regazding risk behavier for
HIV infection, which (ncludes pricr transfusions. Testing and .
counseling can then be appropriately effarad to thoss at increasad risk,
Au information campaign targeted at the general public should ba
designed to inform individuals whe wers transfused prior to 1985 of
thaiy potential exposurs 6 RIV. Huch a campaign, whila generally
addressing all KIV-related risks and the nesd for testing and counseling
of those at risk, would be dealgned to spotlight the transfusion-
associated vYisk. An additional bBanefit of a publie information campaign
veraus individual notification by letter would be its ability to reach
not only transfusion recipilents but thelr sexual partners as well,

To achieve optinum netification, testing and counseling of individuals
at increased risk for transfusion-sssociated HIV infection, PHE will
implement the fellewing aotioms:

FDA and CDC will work togethezr te develop criteris to define
populations at increased risk for transfusion.rzelated HIV
infaceien and will update, if necessary, the March 1587
racommendations, CDC will publish revised recommendations
in the MMWR,

2. CDC and FDA will work with the AMA teo develop sducational
materials designed to edusate physicians about appropriste
use of bleod and bleod preducts and to help physlicians to
identify and notify (ndividuals at inoressed risk for
transfusion-anscciated KIV infection,

- ] YDA will publish an artisle in ths Drug Bulletin., This
arciole will reiterate CDC racommendations for {ndividual
notification of transfusion reciplients as well as provide
updatad information on the general risk for transfusion.
associated HIV infection,

4
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b, The National Heayt, Lung and Blocd Inatitute (NHLRI) of tha
National Institutes of Health (NIK) and the Health Resources
and Services Administraction (HREA) will continue to suppert
tha development of medical school currioula to imeluda risk
assessment for RIV infection, including transfusion-
asdociated risk, :

8. FDA, CDC, and NIH will work with the Aserioan Hospital
Asscciation to develop an appropriate education stratagy for
trensfusion recipienta, AHA currently plans to develop and
provide educstion to health care personnel, tachnical
asslotance to hospitals, and a national publie awsreness
campaign to address HlV.ralated risks and strategles for
pravention. Reprasantativas from FDA and NIN will
participats as part of a national AMA task force to develoep
this stratagy. The first meating is to be held Septenber
28, 1988 in Chicago.

6, FDA will devalep a Public Health Barvice communisatien,
eithar in the form of a video neva release or PFHS
announcement whish will address the risk for transfusion-
aspociated HIV infection and the benafits of testing and
counsaling. This communisation will be earefully worded so
as to desoribe the magnitude of tranafusion-assooiated rivk.

11, $TE¥S TO TMPROVE LABORATORY QUALITY AND HIV SCREENING TBETS

Yoets to weasure tha devalopment of antibodies to HIV have been commercially
available aince the apring of 1985, Currently, eight different test kits have
been licensed by FDA «+ saven enzyma-linked {mmunocassay (ELISA) test kits and
ons Wastern blot test kit, Thesa tests, especially used in combination, are
extramaly sensitive and apecific in detecting RIV infection, Hewever, to
ansure that new and/cr refined teste for HIV infection are availabls as
rapidly as possible, FDA continuss to place high priority on their expaditious
review,

FDA {3 sxpanding its program for ensuring that blocd producta axe safe and
effective to include new intelatives dizectly velated to inoremsing the
atcuracy of laboratory tests for anti-HIV, This laboratory quality program
will be coordinatad by tha Center for ltologtol Bvaluation and Research and
will encompass proficiency sesting, surveillance and compliance actions,
srducation and training as follows:

i, The FDA will assist CDC and HCFA in daveloping: 1) profieclency
tasting requirements for anti-HIV (developing a fimal rule based
on tha Notice of Proposed Ruls Making publiahad on August 3,
1988); and 2) will develop standards for laboratory qualiey audie
programs.
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FDA will publish & requirement for blood establishments to
deponatrate satisfactory parformance in a proficiency testing
progran that meats the HCFA standards. FDA will ensure through
annual inspections of blood satablishments that all laborateries
are enrollied in the CDC proficisncy testing program for anti-HIV
or an equivalent private sector progran mesting the requirements
of 42 CFR, Part 493 (propesed wule, August 5, 1988).

The sffactiveness of FDA laboratory surveillance activicies will
bs increased by additienal training for all FDA investigators and
a revised {napsceion cheoklist. All Reference Laborateries
por{g::ing antl.HIV tests will be added to the FDA work plan for
Y ‘

The asccident and errer reporting requirementa will ba revised te
provids a uniform procedura for reporting exxors and accidents and
FDA will continue to monitor ineidents to snaure aggressive
corrective actioen,

v
The public’s avarsness of TDA's concern for laboratowy quality
will be heightensd by publication of data, Yegletration of -
proficiency tasting program patticipation and notification of
FDA's recommandation for pariodic personnsl compstency evaluatien.

The FDA will previde training to ensure understanding of the
eritical elamants of accurate test performance for anti-HIV. A
pilot program 4a already underway to rapidly produce a video
instruction program that will be widely avallable te beth FDA
staff and all laboratory werkers,

:41. ENCOURAGE THE USE OF AUTOLOGOUS TRANSFUSIONS IN APPROFRIATR
L RIUMSTANCES

Whereas the use of autolsgous donated blood has bssn common in certain types
of surgery (such as erthopsdic surgery) for many years, the recent alarm about
transfusion tranamitted diseass has stioulated wider interest in the practice,

1,

The FDA, in seeperstion with the NHLBI is exploring modes of
ublic education to explain the bansfits as well as the
imitations of autologous use programs.

The NN1AI, through 4its National Blood Resource Bducation Prograz
will convens an Expert Panel on Autologous Transfusion in early
Octobar. Like other such pamala, this ons will prapars a positien
paper vhieh will inalude designing, testing and distributing
public messages aimed at sncouraging the use of autelogous
donatiena by patients snd physicians. This position paper,
sxpectad in m{ide1989, will be widaly disseminated to professional
sudtances] modified materials will be available for lay audiences.
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o3y FDA and CDC will work with wha AHA to develop sdusational ‘
materiales for health cara parseonnsl concarning appropriate use of
bleod and blood products and alternatives to homologous

tranafusion,
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(date)
INFORMATION
MEMORANDUM FOR THE PRESIDENT
FROM: DONALD IAN MACDONALD, M.D.
SUBJECT: 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 l@-point action plan to tight the human immunodeficiency virus
(HIV) epidemic has been remarkable.

Background: On August 2, you approved a l@-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.

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

0 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.

0 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-
discraimination law -- a most sensitive and important issue.

In December I will provide you with another progress report on
implementation of your 1@-point plan.

DRAFT-- 10/3/88
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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 1In 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.

0 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. 1In 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 of Transfusion Recipients Notification of transfusion

recipients through "look-back" programs are underway. These
programs will be strengthened through: (a) regulations making
current voluntary programs mandatory (draft due mid-1989); (b)
requirements that the blood industry and hospitals notify
physicians when potentially contaminated blood units may have been
released and "look-back" should be initiated (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 Quality 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. 1In
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 AMA and the AHA 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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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.

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.

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

erate A ova roc 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.

0 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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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 OMB will soon recommend to you that a budget amendment
be sent to Congress seeking authority for the NIH to initiate
construction of a consolidated 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." 1In 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. OMB 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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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 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 2@ -- included was a $1.29
billion appropriation to combat HIV infection (a 1.2 percent
decrease from your budget request).

Status of FY 1990 Request The FY 1990 budget request submitted by
HHS to OMB on September 1, addresses many of your HIV commission
recommendations.

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 13.8 333 62.1 136.0 304.9 382.3
ADAMHA 0.0 0.5 2.8 2.6 12.2 47.5 112.3 175.5
HRSA 0.0 0.0 0.0 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 0.0 0.0 0.0 0.0 0.0 0.2 3.7 13.4
IHS 0.0 0.0 0.0 0.0 0.0 0.1 0.6 0.8
SUB-TOTAL PHS 5.6 28.7 61.5 108.6 233.8 502.5 951.0 1289.8

Hlth Care Finc. Admin.
Medicaid (Fed Share) 0.0 10.0 30.0 70.0 130.0 200.0 330.0 490.0
Medicare 0.0 0.0 0.0 5.0 5.0 10.0 15.0 30.0
SUB-TOTAL HCFA 0.0 10.0 30.0 75.0 135.0 210.0 345.0 520.0

Social Security Admin.
Disability Income 0.0 0.0 5.0 10.0 25.0 40.0 70.0 110.0
Supp.Security Income 0.0 0.0 1.0 3.0 8.0 11.0 18.0 28.0
SUB-TOTAL SSA 0.0 0.0 o 13.0 33.0 51.0 88.0 138.0
Human Development Serv. 0.0 0.0 0.0 0.0 0.0 0.0 5.7 502
SUB-TOTAL HHS 5.6 38.7 97.5 196.6 401.8 763.5 1389.7 1947.8
Veterans Admin. 2.0 5.0 6.1 10.1 22.9 52.6 82.9 99.3
Dept. of Defense 0.0 0.0 0.0 0.0 79.0 74.0 52.0 52.0
Dept. of Justice 0.0 0.0 0.0 0.0 1.0 3.0 6.0 6.0
Dept. ot Labor 0.0 0.0 0.0 0.0 0.0 1.0 1.0 1.0
Dept. of State 0.0 0.0 0.0 0.0 0.0 1.0 1.0 1.0
Dept. of Education 0.0 0.0 0.0 0.0 0.0 0.0 102 0.0
Dept. of Agriculture 0.0 0.0 0.0 0.0 0.0 0.0 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.
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7. Instructs the Secretary of HHS to evaluate the current system of
health care financing; and directs HHS to conduct specific
studies of ways to promote out-of-hospital care; encourage
states to establish insurance risk pools for medically
uninsurable persons; and increase the public health response to
HIV infected infants, children, adolescents and low income
disabled individuals.

Status
Evaluation of Health Care Financing 1In 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;

0 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 PHS to update the 1986 Public Health Service plan
for combatting HIV infection.

Status

The Public Health Service will submit a HIV Implementation Plan in
December which will identify 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:

epidemiology and surveillance;

clinical manifestations and pathogenesis;

prevention, information, education, and behavior change;
patient care/health care needs;

blood and blood products;

intravenous drug abuse;

neuroscience and behavior;

therapeutics; and

vaccines.

O0O00O0O00O0O

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

Status

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

o All 22 agencies are putting AIDS policy guidelines in place and
now 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/qguidelines 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.
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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.C
CDC 241 6.2 13.8 333 62.1 136.0 304.9 382.3
ADAMHA 0.0 0.5 2.8 2.6 12:2 47.5| 112.3 175.5
HRSA 0.0 0.0 0.0 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 0.0 0.0 0.0 0.0 0.0 0.2 3.7 13.4
IHS 0.0 0.0 0.0 0.0 0.0 0«1 0.6 0.¢

SUB-TOTAL PHS 5:6 28.7 61.5 108.6 233.8 502.5 951.0 1289.¢

Hlth Care Finc., Admin.

Medicaid (Fed Share) 0.0 10.0 30.0 70.0 130.0 200.0 330.0 490.C
Medicare 0.0 0.0 0.0 5.0 5.0 10.0 15.0 30.C

SUB-TOTAL HCFA 0.0 10.0 30.0 75.0 135.0 210.0 345.0 520.0

Social Security Admin.

Disability Income 0.0 0.0 5.0 10.0 25.0 40.0 70.0 110.0
Supp.Security Income 0.0 0.0 1.0 3.0 8.0 11.0 18.0 28.0
SUB-TOTAL SSA 0.0 0.0 6.0 13.0 33.0 51.0 88.0 138.0C

Human Development Serv. 0.0 0.0 0. 0.0 0.0 0.0 547 5.2
SUB-TOTAL HHS 5.6 38.7 97.5 196.6 401.8 763.5 1389.7 1947.8

Veterans Admin. 2.0 5.0 6.1 10.1 22.9 52.6 82.9 99.3
Dept. of Defense 0.0 0.0 0.0 0.0 79.0 74.0 52.0 52.0
Dept. of Justice 0.0 0.0 0.0 0.0 1.0 3.0 6.0 6.0
Dept. ot Labor 0.0 0.0 0.0 0.0 0.0 1.0 1.0 1.0
Dept. of State 0.0 0.0 0.0 0.0 0.0 1.0 1.0 1.0
Dept. of Education 0.0 0.0 0.0 0.0 0.0 0.0 12 0.0
Dept. of Agriculture 0.0 0.0 0.0 0.0 0.0 0.0 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.





