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UNDER OONSIDERATION = 72
" REC DESCRIPTION STATUS
CHANGE

02-008 HCP attrition from hoapitals Unlmown
08=006 Model recruitment progran Unlnowm
03-011 Increase Nursing Student Loans Pending Nursing Report
08=013 Incentivea for advanced RN degrees Panding Nursing Report
08=018 Reatructure Mecdicars eto, for RNs Pending Nursing Report
03=024 Loans for MSWs Unimevn
03=028 Central database/hotline-Rx Aotive Considaration--Planned 3
04=004 Registry of animal modals Alternative recompended--di sagreax
04=0056 Dutabase of HIV research activitity Active Conaiderstion=--Planned X
04-006 Additional database support Not sure of value of approach X
04=007 NTH intramural oconstruction Under study
04=014 Dir of NIH report directly to Sec Under study
04=-018 NIH: greater hiring flexibility Under atudy
04=-019 Senior Biocoedioal Ressasch Service Under atudy
04=020 Baaic research FTE needs Unlenesin
04-022 Assess resssignment of perscnnel Unlmown
04=026 Support persannel for RNs Under study
04-027 Improve working environment Under study
04«032 Discretionary fund Undar study
04-04¢4 Obstacles to vacoine developmant Under study
04=054 Software package to reduce review Active Considerstion--Fed Reg Announosmentx
04-085 Treataent IND database Under study
04-056 Monitor drugs in Phase IV Under study-—no update
04087 Use of INDs in patienta Proposal forvmerded X
04-05% Liability lawa Unknown
04-080 Pramotion of oprhan drugs Beries of hearinga—no update
04=0865 Incroase # of reviewers for IND Unlmowmn
04=067 Repayment through FDA service Under study
04-068 Speed approval of diagnostic teats Progreass oited; other tpprmml plannsd x
04-070 New building--FDA Facilities plan under development X
04-072 Membership in NIAID Advisory Com. Planned x
04=080 Publicity for MD Data Query Sywtem Undar study
04=084 Use of leaboretory merkers Need comment; probable disagree X
04~088 Developmant of software for studies Unknosn~~no ourrent budget
04-089 Use it to gather data on co-facteors Unkmown
04-090 VUse of hiatoric controls Unknoun
04-082 Clinical trials in pediatrio pops Status could be changed: A or B X
04=084 Upgrade facilities for Phase T & II  Planned %
04-102 Report research to central databese Agree, but no systen in place; under study
04~117 Center for exchange of ideas 8till under study
06-001 Longer term committments=-funding Unknown
05-008 CDCeeincrease staff size CIC has requested more FTEs; under study
06«010 Attraot first rate personnel to COC Under study
08=008 Inoentive program: increase testing Unimosm
06~024 FDA: new testing requirements-blood Under atudy
06=083 Model state licensing law Pmpoud revisicn-Fed Ragister
08-043 Attreot more qualified oounselors
07-038 Comprehensive school-based ed Diluree revised approach proposed X
08-025 More rescarch! caume of drug abuse Undar study

08-063

HUD fundirg for homeless

Undar study! no update
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,RBC DESCRIPTION

08=088
08-083
09-001
09-002
08-003
06-004
08-007
08-036
09-063
10=010
10-012
10-013
10-014
10-018
10-018
11-002
11-080
11-086
11-038
11-044
11-0458
12-002

1. 6.1989 11:480

STATUS

HUD funds: for long term care
Reimbursement regulations
Ban on disorimination
Bducational megsages on anti=diso.
Avards for innovative approaches
Anti~discrimination legislation
OCR: agreasive followup
Fecderal HIV confidantiality legis.
Mandate teating for saxual offender
HCPA:provide exveptions on Medicaid
Stop=loss provision for Medioaid
uate health care financing
Two major cptions for finanoing
Tex incentives for insurers
Special underwriting problams
State: contributicns to WHO
Develop & porfolio of treining
Int]l HIV research support unit
Travel restrictions
DoD: 920m/year
AIVerelated travel restrictions
Restructure of HHS

Unknosn! no wpdate

Unknown

Undar study

Could be considered ongoing
Unknown

Under

Could be considered disagree
Under study

Change to non-Federal, agree
Under study

Unimown

Change to Planned~ <O\ 4-&

Unltnown
Under study
Under study
Unlosn
Unimown
Undar study
Unknown
Uninown
Unlmosn
Under study
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02-008
02-008
03-008
08-010
03-020
03-021
08-022
03-027
03-032
08-038
04-002
04-012
04~015
04-031
04-0384
04-0387
04-038
04-048
04-046
04-047
04088
04-081
04-071
04081
04-083
08-008
08-012
06=028
08-027
05=030
08-034
06-038
07004
07-007
08-003
080567
08-050
08-088
08-070
09-008
08-028
08-052
08=0563
09-083
10-008
10-008
10-018
10-018
10-020
10-022
10=-023
10-024
11-028

COMM CNTR WASH DC

Disagree = 53

Funds far home health care

Funding for demo grents

Demc projects for nuree care

Bupport for psych RNs

Loan repayment

Reinstate scholarship funds
Bstabliagh scholarahip funds

Provids scholarships: undergraduate
Increase funding for AHEBCS
Standardice research requiremanta
Fee-for~use boasisz--resgent distrib.
Construction of 4 biclogy centers
Discourage "business ss usual'

NIH "Director's Awards"

Longer term funding mechanism
Expand NIH training prograns
Bliminate regulation on NIH FTR
Confarence on liability

Fund in partnership with private
Submit conference results to Congr.
Indepandent review for FDA regs

Use of cost-effective metheds

Annual Presidential Awsxd

Use of placebo-controlled studies
Btandardize staffing criteria

COC: Move NAIEP to CPS

Streamline budget procese
Restructure Blood Advisory Comm.
Alternate payment for hemophilia
Effectiveneas of donor registries
Pund states to develop model law
Criteria for labs--interstate business
CDC: Weekly nowalettier
Bffectiveness of pald advertising
ADAMHA Block Grant Punda

HD: renovation grants to hospitals
Bxtent of hcoslesaness among veierans
HUD: matching f\nds for group homes
Direct funding of CBOs

Inorease funding for enforoswpmnt~~504
Confidentiality

Collect data on mexual assaults

CoC: monitor & publish HIV & assault
Surv studies: sexual assault pop
HCFA: demo proj~incresse matching rate
Reevaluate reimburasment levels
Participation in oage-manayged system
Minimm Medicaid eligibility floor
HCFA: apend regulations

BExpand medically needy provisions
Bligibility for hospice care

88A: statutory change

A.I.D,: sowces of other funding

1. 5.1989 11:40 P. 4

Alternative approach

Alternative approech

lagislation rejected

Alternative approach

Alternative approach

Approach would not work

Disagrees with approach

No funda/no legislation authoriging
Conflicts w/ intended purpose of program
An unworkable approach

¥ould produce more problams than solve
Altermative approach

Alternative approach

Alternative approach

Altsrnative approach

Alternative approsach

Would not have the deaired effect
Aliernative approach

Alternative approsch

Alternative approach

Alternative approsch

Altarnative approach

Alternative approach

Alternative approach

Not the baat staging system

Altermative approach

Alternative approach

Alternative a

Alternative approach--Not a good approach
No need for such a aystem

An inappropriate Federal role

An inappropriate approsch

Alternative approach

Altarnative approach--Dangerocus precedant
Alternative

No legislative suthority

Little gain, very difficult, expsnsive
No legislative authority

Alternative approach

Current approach is adequate

Under oconaideration: CHANGED

Bnormous undertaking, little gain
Bnormous undertaking, little gain
Enormous uncdertaking, little gain
Alternative approach
Not permitted by law
Not permitted by law
Alternative approsch
Not. permitted by law;
Vary costly

Not E:uudtt.d by law; cost
Costly '
Altermative appromch

cost

(3
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United States Department of State

Washingeon, D.C. 20520

1 December 1988

pear Dr. Macdonald:

The three-year plan for the international e?forts
against HIV infection is in the final stages of interagency
clearance, We expect to submit the final paper by December 9.

The Department of State wishes to report no ghange in
the status of Recommendation #11-47 from the Presidential
Tommission.

The U,S, Agency for International Development (A.I.D.)
wishes to report two changes which update its earlier
submission (Enclosure A),

Finally, there are also enclosed (Enclosure B) copies of
our respective personnel policies in response to the
President's August 5, 1988, Memorandum for Heads of
Departments and Agencies.

Sincerely,
Hile \
Cerrp o B Mg
William A, Nit ra Léﬁﬁﬁsl XJI .
Deputy Assist Secretary Deputy Assistant fdr
Environment, Health and Research
Natural Resource Science and Technology
U.S. Department of State U.S. Agency for

International Development

The Honorable
Donald lan Macdonald, M.D.,
Deputy Assistant to the President and
Director, Drug Abuse Policy Office,
The White House.
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UDPDATE ON RESPONSES TO THE RECOMMENDATIONS OF THE
REPORT OF TUHE PRESIDENTIAL COMMISSION ON THE U4IV EPIDEMIC
"SEPTEMBER 1988
Recommendation # 111 Department /Agency A.1.D

If the status of the recommendation 15 *Under
consideration™ or "Other," please mark one of the

following:
Planned for FY 1990 Furthex study needed
Alternative approach Other

Please elaborate on the status below:

The WHO/GPA is an extra budgetary program of the World
Health Organization and, consequently, dependent upon

special contributions. The United States, through the
Agency for International Development, was the first
government to make a budgetary contribution to the GPA

in 1986 of $1 million. 1In 1987, we contributed $5 million,
and in 1988 we have contributed 515 million. In FY 1988, the
Congress appropriated $25.5 million for WHO/GPA. This is an
increase of $10.5 million above the Administration's request
of $15.0 million. This will substantially increase the U.S.
share to 27% of the planned GPA FY 1989 budget. With this
contribution, we will rcmain by far the largest contributor
to the GPA.

Our policy is to fully support GPA's leadership in the
international AIDS cffort and the GPA program. We have
stated that policy at every meeting of the GPA, at all
relevant UN meetings, and in our support for the President's
budget before the Congress.

However, we do not plan to make a multi-year commitment, i.e.,
a pledge beyond FY 1989, as this would be in advance of
appropriations.
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OPDATE ON RESPONSES TO THE RECOMMENDATIONS OF THE
REPORT OF TUE PRESIDENTIAL COMMISSION ON THE HIV EPIDEMIC
SEPTEMBER 1988

Recommendation # 11-9 Department/Agency A.I.D.

If the status of the recommendation is *Under
consideration® or "Other,® please mark one of the

following:
Planned for FY 1990 Further study needed
Altcrnative approach Other

Please elaborate on the status below:

We have strongly urged the WHO/GPA to establish a coordinated
donor evaluation program. We have provided technical assis-
tance in cvaluation to GPA. To date, the national AIDS
programs approved by WHO/GPA have been wcak in the evaluation
area. We have expressed our concerns to WHO/GPA on several
occasions. A coordinated evaluation program is now being
tested in Uganda.
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®ILE; HLS

*ES NOTE:

THE WHITE HOUSE
WASHINGTON

August 5, 1988

mw(fr)
ACTION: SAA/S&T as appropriate
INFO: Woods R logs, AA/PPC

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES

1 have approved a 10-point action plan as part of my response
to the Report of the Presidential Commission on the Human

Immunodericiency virus (HIV) Epidemic.

p—

The plan expresses my concern about fair and compassionate
treatment of HIV-infected individuals and directs every
Federal agency to adopt a policy based on the Office of
Personnel Management's (OPM's) "Guidelines for AIDS
Information and Education and for Personnel Management." I
also have asked American businesses, unions, and schools to
examine and consider adopting education and personnel
management policies based on the OPM and the Centers for

Disease Control (CDC) guidelines.

Many agencies have already adopted policies based on the OPM
guidelines. 1If your agency has not already done so, you
should proceed to do so. The Office of Personnel Management
is available to answer questions or provide any needed
assistance. The Justice Department and the Department of
Health and Human Services offer additional sources of
information and assistance.

To further encourage businesses, unions, and schools as well
as housing projects, correctional facilities, and others to
adept. policies bas2d on OPM and CDCT suidclines and provide Lhe
education that is vital to effective implementation, I also
ask each of you to communicate through your programs the value
of this approach.

I am directing Donald Ian Macdonald, Deputy Assistant to the
President for Drug Abuse Policy, to monitor progress on our
response to the Commission's Report and provide me with status
reports in September and December, 1988. Please provide

Dr. Macdonald with appropriate information about your

progress.
#7415

Advance copies taken to Brady & langmaid by Susan 8/9 5:40.
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AGENCY FOR INTERNATIONAL DEVELOPMENT
WASMINGTON O C 2082)

A.1.D. General Notice
PFM/PM/PCF /PP
Issue Date: October 7, 1988

SUBJECT: Acquired Immune Deficiency Syndrome (AIDS) in the Workplace

The Agency recognizes that AIDS and AlIDS-related complex (ARC) present
economic, health, employment and legal fssues for employees. Because of the
impact the disease presents in the workplace, the Agency has developed
quidelines for dealing with AIDS-related employee issues,

It is Agency policy that employees with AIDS or its related conditfons will
be allowed to continue to work, and that co-workers will not have a basis
upon which to refuse to work or to withhold their services out of fear of
contracting AIDS by working with ar HIV-infected person. HIV-infected

emp loyees will be treated the same as employees with any other serfious
{11ness, with AIDS-related personnel issues to be addressed within the
framework of existing federal and Agéncy policies, procedures, guidance,
statutes, case law and regulations.

For Foreign Service employees and their dependents, medical clearance
exaninations are required to determine employees' availability for worldwide
assignment. Included in the examination, conducted by the Office of Medical
Services, Department of State, is testing for the AIDS-causing virus. FS
employees with evidence of immune suppression and/or symptoms are assigned to
the United States. Employees who test positive without evidence of immune
suppression receive a limited medical clearance, are assigned to posts with
experience and facilities to monitor and provide care for this medical problem.

FS employees who have personal concerns about AIDS should contact their career
counselor in the Foreign Service Personnel Division., Civil Service employees
should contact Bryan Spell, Civil Service Personne! Division.

The AIDS policy is being incorporated into Handbook 29 as Chapter 6.

Att: Acquired Immune Deficiency Syndrome in the Workplace (HB29, Ch.6)

DISTRIBETION:
st H, Position 5

List B-1, Position 10
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68.

6C.

60.

6E.
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Chapter 6
Acquired Immune Deficiency Syndrome in the Workplace

Purpose

This chapter contains the Agency's policy statement on Acquired Immune
Deficiency Syndrome (AIDS) in the Workplace, and related regulations and

procedures.

Applicability

This chapter applies to all U.S. citizen direct-hire employees.

Authorities and References

1. FPM Bulletin 792-42, Acquired Immune Deficiency Syndrome (AIDS) in
the Workplace, March 1988

2. 5 CFR Part 339, Medical Determination Related to Employability

3. Department of State notices, "AIDS Testing® (December 1, 1986) and
“Testing for the AIDS Causing Virus" (January 2, 1987)

4, Office of Medical Services, Department of State, Procedures Memorandum
89 (May 1988): Human Immunodeficiency Virus (HIV) Testing Procedure

Definitions

1. Acquired Immune Deficiency Syndrome (AIDS). The name given to the
illness that results n the body's i1nability to fight infection.

2, AIDS-Related Complex (ARC). A conditfon caused by the AIDS virus
(HIVT Tn which the patient tests positive for AIDS infection and has a
specific set of clinical symptoms.

3. Human Immunodeficiency Virus (HIV), A virus that can infect people
and destroy their immune system, the body's mechanism for fighting
infection, HIV causes AIDS, Also known as HTLV-III and LAV,

Policy

The Agency for International Development recognizes that AIDS and ARC
present economic, health, employment and legal issues for employees.
Because of the impact AIDS presents in the workplace, the following
guidelines are established to handle AIDS-related employee issues.




6G.
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3. Employees

a. Provide required medical documentation in connection with
requests for sick or annual leave or LWOP.

b. Seek counseling or referral to community services.

¢. Be aware of Agency efforts to provide information about AIDS.

Procedures

1. No employee benefits are adversely affected by a positive test. No
employee will be separated because he/she tests antibody positive.

2. Testing for the AIDS-causing virus is included in medical clearance
examinations for Foreign Service (FS) applicants and employees and their
dependents. The examinations are conducted by the 0ffice of Medical
Services (M/MED), Department of State.

a. Because FS employees must be avaiiable for worldwide assignment,
M/MED recommends against hiring applicants who test positive. In the
same way, M/MED recommends against hiring persons who have other medical
problems or conditions that would limit worldwide availabifiity.

b. FS employees with evidence of immune suppression and/or symptoms
will be assigned to the United States (class 5 clearance). Employees who
test positive without evidence of fmmune suppression will receive a
1imited medical clearance (class 2), and will be assigned to posts with
expe:ience and facilities to monitor and provide care for this medical
problem.
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*United States Department of State

Department Notice

All Employees STATE November 4, 1988 PER

Department of State Policy - Human Immuno-
deficiency Virus infection in the Workplace

The Department of State recognizes that Acquired Immune
Deficiency Syndrome, or AIDS, raises a number of health,
employment, legal, and economic issues for employees. This
notice transmits the Department’ s policy on AIDS in the
Workplace and is applicable to all DOS Civil Service and Foreign

Service employees.

AIDS is a fatal disease that cripples the body s immune system
by destroying certain white blood cells (known as
T-lymphocytes). This destruction is caused by a virus called
human immunodeficiency virus (HIV). Because of the damage to
the immune system, the HIV infected individual becomes
vulnerable to infections,that healthy individuals can usually
resist. Based on current medical and scientific data, the AIDS
virus is an infectious disease that is transmitted by intimate
sexual contact, intravenously through the use of contaminated
needles, or by receipt of transfusions of contaminated blood.
There is no medical evidence that the AIDS virus is transmitted
through casual contact in a work environment, or through shaking
hands, sneezing, coughing, eating foods prepared by a person
with AIDS, or by sharing telephones or other office egquipment.
Therefore, subject to information changes from recognized
medical authorities and directives, the Department has
established the following guidelines for handling employee
issues that may arise because of AIDS.

1. General Policy.

The Department of State is committed to maintaining a safe and
healthy environment for all employees. In as much as the
provision of accurate and consistent information about AIDS is
the most effective method of prevention, the Department will
actively provide information to employees about AIDS through
distribution of written materials and a program of educational
seminars. This will include information about the nature of
AIDS, its causes and means of prevention, the rights of
employees who have AIDS, and the responsibilities of managers,
supervisors and co-workers of employees with AIDS.
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The Department will treat employees infected with the AIDS virus
in the same manner as employees with any other serious illness.
AIDS-related personnel issues will be addressed within the
framework of existing Federal and Departmental policies,
procedures, guidance, statutes, case law, and regulations.

HIV infected employees will be allowed to continue working as
long as they are able to maintain an acceptable level of
performance, and do not pcse a health or safety risk to
themselves or to other employees,

2. Reasonable Accommodations.

AIDS is considered a handicapping condition and the medical
condition of HIV infected empioyees may be sufficiently
disabling to entitle the employee to be considered for
reasonable accommodation. Reasonable accommodations will be
made as long as the HIV infected employee is able to perform the
essential functions of his/her position. Job restructuring and
reassignments will be made in the same manner as they are for
other employees whose medical conditions impact job performance.

3. Testing. -

All applicants for the Foreign Service will be tested for
infection with HIV as part of the routine pre-employment medical
screening process. Applicants who test positive for HIV
infection will be medically disgualified for the Foreign Service
because of their inability to serve worldwide. Such applicants
will, however, be afforded the same opportunity for a management
review of this decision as are applicants with other
disgqualifying medical conditions.

Foreign Service employees and dependents will be tested for HIV
infection as part of the required biennial medical examination
for overseas clearance. Testing for HIV was prompted by the
realization that our health care facilities overseas are unable
to provide adeguate care for those with this infection and that
exposure to infections and vaccinations may hasten the disease’s
course. Since these conditions do not generally exist
domestically, an HIV testing program of Civil Service employees
is not deemed necessary.

Foreign Service personnel who test positive and show evidence of
immune suppression and/or symptoms will be assigned only to
positions within the United States (Class 5 clearance). Those
infected with HIV without immune suppression and/or other
symptoms can be assigned to posts with both adequate medical
facilities and experience with this type of medical problem
(Class 2 clearance). This assignment policy is no different
than the assignment policy applied to Foreign Service employees
with other potentially serious medical problems.

4. Leave Use.

An HIV infected employee may request sick or annual leave or
leave without pay to pursue medical care or to recuperate from
the effects of his/her medical condition. Medical documentation
mav ha racmiired to make responsible decisions about an
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employee’s ability to work. It is the employee’'s responsibility
to produce medical documentation regarding the extent to which a
medical condition affects job performance. Where an AIDS
infected employee fails to submit proper documentation, the
Department may require the employee to take a physical
examination. Any determination to grant or deny leave will be
made in the same manner as it would for employees with other

medical conditions.

5. MAccess to Medical Records.

Medical documentation submitted for the purposes of making
employment decisions will become a part of the file pertaining
to that decision and will become a record covered by the Privacy
Act. Generally, the Privacy Act forbids the disclosure of
records without the consent of the subject of the record.
However, access to medical documentation may be granted to
Department officials with the need to make managerial

decisions. Officials who have access to such information are
required to maintain the confidentiality of that information.

6. Employee Benefits

Employees with AIDS will be appropriately informed of their
rights to such benefits as group life and health insurance,
disability retirement, leave usage and any other benefit to

which they are entitled.

Employees with AIDS continue insurance coverage under the
Federal Employees’ Health Benefits (FEHB) and/or the Federal
Employees” Group Life Insurance (FEGLI) Program. Participation
in either or both of these programs cannot be jeopardized
because of one’s health condition. Any employee who is in a
leave without pay status for 12 continuous months faces
statutory loss of FEHB and FEGLI coverage but may convert to a
private policy without having to undergo a physical examination.

Employees with AIDS may be eligible for disability retirement.
Employees covered by the Civil Service Retirement System (CSRS)
or the Foreign Service Retirement and Disability System (FSRDS)
must have 5 years of covered Federal service to be eligible.
Employees covered under the Federal Employees Retirement System
(FERS) or the Foreign Service Pension System (FSPS) must have 18
monthe of covered Federal Service to be eligible. Applications
for disability retirement from employees with AIDS are
congidered in the same manner as for other employees, focusing
on the extent of the employee’'s incapacitation and ability to
perform assigned duties,

7. Counseling.

All employees with personal concerns about AIDS and its related
conditions are encouraged to contact Medical Service s (M/MED)
Employee Consultation Service (ECS). The Employee Consultation
Service can provide employees with useful information about
AIDS, appropriate referrals to other resources and services
within the Department, as well as referrals to other community
based programs and services. The Employee Consultation Service
is located in Room 2237 NS, telephone # 647-4929.

@ o8
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HIV-infected employees wil ropriately informed of their rights to
such benefits as 9¥OUp ::fl ::dagga?gh insuianco. disability leaves of
absence and any other disability benefits to which they may be entitled,
HIV-infected employees can continue insurance coverage under the Federal
Employees Health Benefits Program (FEHB) and/or the Federal Employees'
Group Life Insurance (FEGLI) Program. Any employee in a leave without
Fay status for 12 continuous months faces statutory loss of FEHB and
EGLI coverage but may convert to a private policy without havin? to
undergo a physical examination, HIV-infected employees may be elfgible
for disability retirement if their medical condition warrants and if they
have the requisite years of federal service to qualify.

The Agency recognizes the need for employees to be informed about AIDS
and will provide employees current information to promote better
understanding of the nature of the 1llness.

Responsibilities

Federal and Agency policies, regulations and procedures regarding
attendance and leave and employee relations and benefits are applicable
to AIDS-related personnel situations and issues.

1. Office of Personnel Management (PFM/PM)

a. Provides information and education programs to employees.

b. Provides Agency managers and supervisors information on how to
deal with AIDS-related personnel issues. '

c. Provides counseling or referral to employees with personal
concerns about AIDS. Foreign Service (Fgg emp loyees should contact
the Foreign Service Personnel Division (PFM/PM/FSP/CD); Civil Service
employees should contact the Civil Service Personnel Division
(PFM/PM/CSP).

d. Makes referrals to community resources.

2. Agency administrative officers, supervisors and managers

Maintain strict confidentiality of any information regarding an
HIV-infected employee with personal concerns about AIDS.

@ o4
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The Agency is committed to maintaining a safe and healthy environment for
enphi:yees. while continuing to conduct its international development
mission.

Subject to information changes from recognized medical authorities and
directives, it is the policy of the Agency that employees with AIDS or
its related conditions will be allowed to continue to work, and that,
under ordinary conditions as described above, co-workers will not have a
basis upon which to refuse to work or to withhold their services out of
fear of contracting AIDS by working with an HIV-infected person.

Employees who refuse to work or who withhold their services, harass,
intimidate or in any other manner discriminate against an HIV-infected
employee will be subject to disciplinary action. The Agency will conduct
educatfonal and information efforts to help allay employee fears about
AIDS.

The Agency will treat HIV-infected employees the same as employees with
any other serious iliness. AIDS-related personnel issues will be
addressed within the framework of existing federal and Agency policies,
procedures, guidance, statutes, case law and requlations.

HIV-infected employees will be allowed to continue working as long as
they are able to maintain an acceptable level of performance, and do not
pose a health or safety risk to themselves or to other employees.
HIV-infected employees will not be isolated from other employees in the
workplace.

Reasonable accommodations will be made as long as the HIV-infected
employee is able to perform the essential functions of his/her position
with such accommodations. With respect to job restructuring, details,
assignments, or other changes in position for employees diagnosed as
having AIDS, any considerations made will be done in the same manner as
they would for other employees whose medical conditions impact job
performance.

An HIV-infected employee may request sick or annual Jeave or leave without
pay (LWOP) to pursue medical care or to recuperate from the effects of
his/her medical condition. Medical documentation may be required to make
responsible decisions about an employee's ability to work. It is the
employee's responsibility to produce medical documentation regarding the
extent to which a medical condition affects job performance.
Determinations to grant or deny leave will be made in the same manner as
it would for employees with other medical conditions.
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Error-Prone Step-
Found in Replication
Of the AIDS Virus

Molecular biologists have dis-
covered why the AIDS virus is
mutating and evolving so rapidly,

*spinning off genetically different

versions of itself many times
more often than is the rule for
other microbes. ‘

They have found that a key
step in the AIDS virus’ mecha-
nism for reproducing within cells
is unusually prone to making ty-
pographical errors when it tries
to copy the genes of the parent
virus into the form that will dic-
tate the genes of the offspring.

As a result, many variants of
the virus that causes acquired
immune deficiency syndrome are
produced. As the variants go on
to infect new cells and try to re-
produce; the faulty mechanism
makes even more errors and the
number of variations grows.

The situation is analogous to a
chain letter in which every recip-
ient makes a few random typo-

graphical errors before sending.

out a new set of copies.

Researchers have known for
years that the virus, called HIV-1,
mutates at an astounding rate—
so fast that the viruses isolated
from individual AIDS patients are
almost always found to be gene-
tically different. Even within one
patient, there may be many dif-
ferent strains of the virus.

The key step involves an en-
zyme called reverse transcrip-
tase. It is a large molecule whose
job is to transcribe the message of
the virus' genes, which are en-
coded in a molecule of RNA, into
a molecule of DNA, which is sim-
ilar but different in key ways.
DNA (deoxyribonucleic acid) is
the molelcule of which all cellular
genes are made. Normally DNA
genes exert their control over the

cell by having their message tran-.

scribed into RNA (ribonucleic
acid). The RNA, like a foreman
who has read the DNA blueprints,
instructs the cell what to do.

The AIDS virus happens to car-
ry its genes in the form of RNA.
It also carries reverse transcrip-
tase, which does the reverse of
the normal enzyme- that tran-

scribes. ‘DNA: into’. RNA.. The \,;_"—';:; N " ‘

". v MWATVANMAVAME & Aveavwe .

AIDS virus’ enzyme transcribes
RNA into DNA. This new DNA is
then spliced in among the cell’s
normal DNA. There the cellular
foreman reads it as if it were nor-
mal DNA and instructs the cell to
make new AIDS viruses.

Two research groups, both ap-
pearing in last week’s Science,
report that the AIDS virus’' re-
verse transcriptase is unusually
careless when it transcribes the
viral RNA into DNA. The AIDS
virus makes about 10 times as
many errors as do other well-
studied RNA viruses. .

One study was done by Bradley
D. Preston and Lawrence A. Loeb
at the University of Washington
working with Bernard J. Poiesz at
the State University of New York
in Syracuse. The other was done
by John D. Roberts, Katarzyna
Bebenek and Thomas A. Kunkel,
all at the National Institute of En-
vironmental Health Sciences at
Research Triangle Park, N.C.
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For Immediate Release August 2, 1988

STATEMENT BY THE PRESIDENT

Acquired Immunodeficiency Syndrome (AIDS), caused by the Human
Immunodeficiency Virus (HIV), has moved through our society with
tragic human consequences. It is a public health threat that has
touched the lives of Americans with alarming speed and
frightening consequences. It demands knowledge and attention by
the best experts in our society. I am today ordering a number of
actions to focus the efforts of the Government and private sector
on this horrible human problem. These directives will assure
compassion toward those with the HIV infection, provide dignity
and kindness in treatment and medical care, and require that we
inform and educate our citizens to prevent further spread of the
disease.

We are today adopting a 10-point action plan to advance the
battle against AIDS and HIV consistent with the recommendations
of the Presidential Commission on AIDS. It is a wide-ranging
plan that calls on the action and cooperation of all levels of
our society. As a first step, I am today directing that every
Federal agency adopt a policy based on Office of Personnel
Management (OPM) guidelines on how to treat HIV infected persons
in the workplace. I ask American businesses, unions and schools
to examine and consider adopting education and personnel policies
based on the OPM and Centers for Disease Control guidelines.

I am directing the Attorney General to provide me with an
expeditious review of how the Federal government should provide
direction and leadership in encouraging non-discrimination for
HIV-infected individuals.

We will also proceed to improve laboratory safety, accelerate
drug approvals, evaluate the health care financing system and
pursue a multi-focused international initiative among other
steps. I have asked Dr. Macdonald to monitor our response to the
Commission's recommendations and report to me in September.

# & #



THE WHITE HOUSE

Office of the Press Secretary

For Immediate Release August 2, 1988

IMPLEMENTING RECOMMENDATIONS OF THE PRESIDENTIAL COMMISSION
ON THE HUMAN IMMUNODEFICIENCY VIRUS EPIDEMIC

Fact Sheet

President Reagan today directed all Federal agencies to protect
HIV-infected persons against discrimination in the Federal
workplace. He instructed agencies to adopt a policy based on
Office of Personnel Management (OPM) guidelines developed in
March. They state: ". . . HIV-infected employees should be
allowed to continue working as long as they are able to maintain
acceptable performance and do not pose a safety or health threat
to themselves or others in the workplace."

President Reagan's directive to Federal agencies is part of a
10-point plan he put in place today that will advance the battle
against Acquired Immunodeficiency Syndrome (AIDS) and Human
Immunodeficiency Virus (HIV) infection. The plan calls for
actions to assure compassion towards those with HIV infection, to
allow for their care with dignity and kindness, and to inform and
educate citizens to prevent further spread of the disease.

The plan is based on recommendations of the Presidential
Commission on the Human Immunodeficiency Virus Epidemic. The
President received the commission's report on June 27, 1988, from
the chairman, Admiral James D. Watkins, and praised it as an
impressive effort that significantly increases our understanding
of AIDS.

After reviewing the report, the President asked Dr. Donald Ian
Macdonald, his Special Assistant and Director of the Drug Abuse
Policy Office, to evaluate the commission's 20 summary
recommendations and 597 recommendations and develop a course of
action that addresses the most pressing problems posed by HIV
infection. The plan announced today results from Dr. Macdonald's
evaluation and recommendations.

As part of his review, Dr. Macdonald agreed with the commission's
recommendation that attention be focused on the threat from HIV
infection rather than on AIDS, the most advanced stage of the
infection. An estimated 1 million to 1.5 million Americans are
infected with HIV. Since 1981, there have been 68,000 cases of
AIDS.

Comprehensive Review

The President's plan was developed through a review droc
involved consultation with executive branch agencies, th
of Management and Budget, White House staff and a cross- v
of private groups and individuals, including :the MNational Acaieny
of Sciences. That group recently released an AIDS repor=z wizh
conclusions similar to those of the commission.

The review determined that 40 percent of the commission's
recommendations with a Federal component have already been
completed, are underway or are planned. Another 30 percent ar
under consideration as part of the FY 1990 agency budget oplans.

--MORE--
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The 10-Point Plan

Under the action plan, the President:

1.

10.

Directs the Department of Health and Human Services (HHS) to
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. The President instructs HHS to
increase the number of community based education programs
directed to those at increased risk of HIV infection.

Requires the Food and Drug Administration (FDA) to improve
laboratory quality and blood screening tests immediately and
within 45 days begin notification of transfusion recipients.
In addition, FDA should encourage self-donated blood before
surgery.

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.

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

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.

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.

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.

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.

Requires the Public Health Service to update -he 1986 Public
Health Service plan for combatting HIV infection. The
President has asked Dr. Macdonald to provide him with s
reports in September and December on progress to implem
the commission's recommendations.

s
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Calls on all sectors of society to res
compassionately to those with HIV infection and %o :the:ir
families. 1In addition to directing all Federal agenciss =9
adopt a policy based on OPM guidelines, “he President
requests that American businesses, unions and schools
examine and consider adopting education and persornel
policies based on the OPM and Centers for Disease Ccntrol
guidelines.

In addition, the President referred to the Attorney General for
expeditious review and response the commission's recommendations

as to how the Federal Government should provide direction and
leadership to encourage non-discrimination for HIV infected persons.

--MORE--
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Accomplishments in Combatting HIV

Over the past seven years, this Administration has committed more
than $5.3 billion to biomedical research, drug trials, prevention
education, treatment, financial assistance programs, and other
measures to protect public health against HIV. State and local
governments and our nation's charitable institutions have also
spent generously. The President has commissioned two major
reports on the epidemic: the Surgeon General's Report on AIDS

and the Report of the Presidential Commission on the HIV Epidemic.
Over the past seven years, real advances have been made:

o) Discovery of HIV, the virus that causes AIDS.

o Determination of HIV incidence, prevalence and disease
transmission.

o] Development of a screening test which has virtually
eliminated virus transmission through the blood supply.

o Establishment of a HIV prevention program in every state.

0 Establishment of clearinghouses in the Department of

Health and Human Services and the Department of Justice for
distribution of information on HIV infection.

0 Distribution of Understanding AIDS, an educational booklet,
to 105 million American households.

o Development of recommendations and guidelines to protect the
public against infection in the workplace, schools and the
community at large.

o Clearance in record time of one significant drug therapy
(AZ2T) and substantial progress on a number of others.

o) Production of two HIV vaccines now being tested in human
volunteers.

o] Support of international AIDS efforts and funding for the
World Health Organization's Global Programme on AIDS.
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COMMISSION RECOMMENDATIONS RELATING TO THE 10-POINT PLAN

The following recommendations of the President's Commission on
the HIV Epidemic relate in whole or in part to:

Point 1: Chapter 1i: 2-4, 7-11, 13-15, 20, 25; Chapter 3: 40, 42~
45; Chapter 5: 13-16, 18-20; Chapter 6: 1-20, 28, 33, 37, 38,
40, 41; Chapter 7: 1-3, 5, 6, 1B~33, 40; Chapter 8: 13, 36, 46,
53, 54, 56-57, 60, 62-64, 69, 74, 75, 79, 84, 88-93; Chapter 9:
26, 36-42, 44-51, 56, 63-71, 73-76, 100~-103. TOTAL: 129.

Point 2: Chapter 4: 68 and Chapter 6: 21«39. TOTAL: 19.
Point 3: Chapter 8: 1-51; Chapter 9: 83-84. TOTAL: 52.

Point 4: Chapter 4: 1-6, 23, 29, 32-37, 42-64, 68, 73, 75-100,
102; and Chapter 1l1: 041. TOTAL 67.

Point 5: Chapter 1l: 12: Chapter 4: 7-14, 17-22, 24-27, 38, 65-67,
70; Chapter S5: 1-3, 8-12, 34; Chapter 8: 4,23, 58, 70; Chapter
11: 37-40, 44. TOTAL: 41.

Point 6: For the December report, HHS will submit a document
identifying all FY 1985 and FY 1990 resources devoted to each of
the Commission recommendations to which the Department has no
disagreement.

Point 7: Chapter 1: 12; Chapter 2: 1, 4-5, 7-9, 12-14, 16, 18:
Chapter 3: 4-6; 8-13; 15=-25, 27,32: Chapter 6: 27, 31, 36;
Chapter 8: €5-68, 83; Chapter 10: 1-25. TOTAL: 68.

Point 8: Chapter 11: 1-15, 17-34, 36-38, 41-42, 45-47. TOTAL: 41.

Point 9: For the December report, HHS will submit a report on how
the recommendations of the Presidential Commission relate to 1
those ¢f the PHS Charlottesville Report.

Point 10: Chapter 1: 1; Chapter 2: 1-~2, 6-7; Chapter 3: 2, 7, 28,
35, 48-50; Chapter 6: 1, 7, 11~-12, 17; Chapter 7: 30, 32-33;
Chapter 8: 52, 54, 71-78, 81-82, 85, 87: Chapter 9: 1-2, 4-37,
39-40, 47, 76~-77, 80-82, 86-88, 90, 92, 95=97, 104-105; Chapter
11: 8. TOTAL 89.
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urgency and breadth ¢f the nation's BEe-tesearch effortais
vithout precedent in the history of the Federal government's
response to an infectious disecase crisis. In the 7 ieara since
the first reports of AIDS cases, the virus has been identified;
the waxs in whic¢h {t {5 apread have been ginpointcd; an AIDS
antibody screening test has been developed and is being used to
protect blood supplies; the firet ateps toward development of a
protective vaccine have been taken; ané p:ominin? drugs to fight
the HIV and its manifestations are being synthesized and tested,

nd, in ordexr to promote eéven greater understan n?, e
President commissioned two major reports on the epidemic: the
Surgeon General's Report on AIDS and the Report of the
Presidential Commission on the HIV,

N =y
The HIV epidemic will be aéﬁtﬁgéfgégi%na%=thfvtx for years to

come,. Khowledge is a critical veapon against HIV == knowledge
t the virus and how it is transmitted, and knowledge of how

to protect one's health, It is critical also that knowledge lead
o~ to individual responeibility. Toward that end, it is the

S responsibility of each individual to learn about RIV and to treat
ps

o/ those infected with HIV with respect and compassion, And it ia
) ~_ the responsibility of infected individuals not to infect others.

g:t};ﬂﬁﬁfhe President established a 12-point action plan to advance th
Y g

) U.8, battle against AIDS and HIV, The plan, based on

U recommendations of the Presidential Commission on the HIV

Egidomlc, calls for actions to apsure compassion towards those

with HIV infection, to allow for their care with dignity and

kindnese, and to inform and educate citizens to prevent further

spread of the disease, The President further i{nstructed the

Federal government to take the lead in protecting HIV-infected

persons against discrimination in the Federal workplace.
e, Hm RS Caded
Y]

Qe op 19T Al 3 Wllinrn
HIV will continue to pose a great public/health threat to the o wle
world community == it is estimated that 45,820 people—will-die— T
-oney—Hovever, extensive ‘S_"f“‘““
efforts by Government and the private gector as well as the
international community are underway in the fight against AIDS
anéd HIV infection, and great strides have been made.

DRAFT
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hationwide
monitor the spread
egin early in the
entified or isolated,
¢ ¢could be a lengthy period

P Ntdtoe chs P
ted progress in identifying and
tured and how it works. The
/continueb\to probe the inner workings of
m-and its fundtion during HIV infection to
£ind ways to-halt the progress of\the virus, Continued
resesrc aleo being pursued to expand our knowledge of
the fackOrs and causes of progression clinical digease.
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5/- n 1982, scientiste determines tSaEA%IDB could be transmitted
hrovgh transfusion of contaminated blood or blood products.

Some two years later, RIV was identified as the agent that causes

AIDS, This discovery allowed scientigts to develop acreening

teats to detect antibodies to HIV in blood. This bteaktb:ough
provided the opportunity to essentially eliminate one form of HIV

e firat cases of AIDS were identifie
ance activities were initiated
ase. Disease surveillanc
re the HIV had been
known that ¢

epidemic, b
and before {¢t

0 There has been unprec
describing how EIV
Federal governme
the immune sys

transmission, that is, through blood transfusions or blood )3;#
products, \h
[+ Bince the approval of these screening tests, all donated } v§P

A
blood and plasma throughout the U,S5, is screened for HIV. w;:>¢f9
3

0 Individuals whose blood is found to be infected with RIV are
referred for appropriate medical treatment and counseling. onR

o The U.8. blood supply is now among the safest in the world - .
« gince 1985, only 13 new cases of HIV infection have been ©
associated with the transfusion of blood,

° Although the risk of tranemission of BIV by transfusion has
been almost eliminated, the Federal government continues to
initiate activities to further reduce the remaining risk.

A sfxies of sonsensus panferences are being held to
inyengify pubNc/private\gector aboxftionof lic
alth'\meéasures reduce the sprea AIDE,

Approximately 30 percent of all AIDS cases are associated with ,{kp*/
intravenous (IV) drug uge, HIV infected drug users are a source *)//

of infection not only to other IV @rug users through needle W,

sharing, but algo to their sexual partners and thelr unborn >’,>”

children, Currently, most heterosexual HIV infections are

indirectly related ¢¢ prople who are IV drug users. Over 7@ bry\s
ercent of the HIV infection in newborns ie related to the use of W
ntravenous drugs by the mother or her sexual partner, 65::;g&

,  DRAFT
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Rescarch aimed improving the treatment for IV drug abuse and
the most effective approaches for changing this behavior has
been expanded,

A data base is being developed on which research can be
built to improve infermation about the extent and nature of
IV drug use,

Additional research is being conducted on the effects of all
drugs, particularly illicit drugs, on the immune and nervous
systems, and how treatment for drug abuse affect AIDS
disease progression,

The Reagan Administration has placed a high priority on programs
to strengthen the level of understanding in the general public
about AIDS, BIV infection and effective prevention measures. The
education programs are geared towards increasing the prevention=
specific knowledge in the general public so as to reduce
misinformation, allay unfounded fears, and increase levels of
support for AIDS/HIV prevention and control efforts.

[+

o

In 1982, a toll=free national AIDS hotline was establimhed.

An HIV prevention program has been established in every
State.

An educaticonal brochure, Undexstanding AIDS, was distributed
én the epring of 1588 to every household in the United
tates.

CPM has established an AIDS clearinghouse to make
information on AIDS and HIV available to all Federal
agencies seeking assistance. The clearinghouse contains,
among other things, education and training materials,
results of periodic surveys regardini extent and status of
AIDS goliciet and programg, and specific AIDS education
activities.

The Federal government increased funding for community-based
organization involved with AIDS education and prevention =--
from _____ in 1982 to in 1985,

Public policy and prevention efforts are now based on
understanding the extent and distribution of HIV in the
population and on the rate at which new infections occur,

DRAFT
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Intexnational Cooperafion

The 7,8. has committed itself internationally to lead the effort
t0 control the spread of HIV infection and find a cure, Worsing
with the World Bealth Or?anization, the Department of State has
developed a three-year plian for international efforts agalinst RIV
infecticn, The strategy includes: enhanced coordination to
control the spread of HIV and further researchy support for
multi- and bilateral programs to reduce the spread of infection)
and strengthened research and research cooperation to control the
spread of infection and treat those already infected.

c countries [All countries with which the U.5, is
working] have implemented BIV public information campaigns,
éngluging education programs targeted at reducing high zisk

enavior,

0 Blood transfusion screening programs has been implemented irn
— . countries and moat are now working to ensure that
their national blood supply {n free from BIV infection.

° Simple and rapid HIV diagnostics are being tested for use in
developing countries,

o Incidence and prevalence studies are being conducted to
asgess the scope of the world's RIV epidemie,

Antidiscrimination and Confidentialiky
In response to the President's requeat, the Attorney General
reviewed Federal anti-disc¢rimination laws in this area and issued
a legal opinion clazifiing the coverage ¢f the Rehabilitation
Act, The opinion clarifies that the act protects EIv-infected
individuals in Federal employment and programs and activities
receiving Federal funds (l.e, schoole, hospitals)., It also
concludes that if the infection is a direct threat to the health
or safety of others or renders an individual unable to perform

the duties of his or her job, an employer is not required to
retain or hire that person.

0 The 22 largept Federal agencies (96 percent of the Federal
workforce), have instituted AIDS antidiscrimination
guideline, per the OPM Guidelines.

© These 22 Federal agencies have established Employee
Aspistance Programe which have been expanded to include
counseling and referral gervices for AIDS-related issues.

° OPM sent a letter to each of the Fortune 1008 companies
telling them of the President's 1@-point action plan and
encloced & copy of "AIDS in the Pederal Workplace
GUidelines."” Positive respongce has been received from &
number of companies thanking OPM for the mailing and
announcing plang to implement the guidelines.

,  DRAFT
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P et
o The Federal government jis purpuing & closer linkage between
drug abuse treatment services and the primary health care
services == particularly because people with AIDS require
special health and social services.
°

Outreach programs have been expanded to reach those drug
users who are not currently in treatment.

Bepourcen

State and local governments and our nation's charitable
institutions have spent generously to fight the HIV epidemic.
Since 1582, the Reagan Adminint:ation has committed more than
§5.4 billion to various measure to protect public health against
HIV -- biomedical research, drug trials, prevention, education,
treatment, financial assistance programs.

© A conpolidated office building ia being constructed on the
A NIE campus to remove the administrative obstacles and to
Feki:égfzjbbxovidehadditiona1 laboratory and office space for AID/EIV
o research,

Voo

o Additional PTE=s for HES have been approve to assure that
adeqguate human resourcea are available for HIV efforts.

[insert chart] e
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Zreatment

Buccess in “reating HIV infection will depend on the discovery
and testing of new drugs and treatments, The overall goal of
the vederal government in therapeutics is to aid in thesge
discoveries by developing and testing compounds, providing an
extensive ¢linical trials network in which to test the efficacy
of these compounds, and providing the regulatory framework for
getting new drugs into the marketplace rapidly, Both the Pederal
government and the private sector are very active in preclinical
drug development, clinical trials testing, and regulatory
approval processes,

o A comprehensive program has been established which fully
supports all phases of drug discovery,

[ In 1987, Azidothymidine (AZT) was approved in record ti!me
and prolongs the 1ife of some HIV infected individuals,

=} A massive drug screeping program has been established to
avaluate potential therapiea from all poesible sources.

o The Federal government has made a cooperative arrangement
with other research Institutions and pharmaceutical
companies o explore the rance of drugs to treat infections
that occur in or kill AIDS patients, such as Ppneumecvetis

AFCE) . Ritastnrnion

© A large clinical trials network has been established at

medical centers across the country to evaluate various drugs

and treatment regimens in populations of EIV-infeoted
individuals.

0 The Federal government, in collaboration with the
pharmaceutical induat:{, is conducting extensive clinical
triale to judge therapies efficacy in humans.

° The PDA, in cooperation with the Vice President and the
Presidential Task Force on Regulatory Ralief, has approved a
process which will speed approval of therapies to treat
life~threatening illnesses such as AIDS,

—

° Tha Federal government is expanding and improving treatment
for IV drug users, Demonstration projects have been
initiated to help identify and understand the behavior of IV
4drug abusers so that more effective treatment and prevention
programa can be designed.

b

° The methadone regulations and practices are being revised so
that its use can be expanded to cause a reduction in IV use

of opiates.

— p DRAFT
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EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET P
WASHINGTON, D.C. 20503 e ) (

DEC 5 1988

Donald Ian Macdonald, MD

Deputy Agsistant to the President

and Dirac or, Drug Abuse Policy Office
220 014 Bxecutive Office Building
Washingtqn; D.C. 20503

Dear Dr ?A’J%nald :

I am plpased to comment on our actions implementing the two
chargeg assigned to OMB by the President on August 5th.

Specififc resource levels for Human Immunodeficiency Virus (HIV)
have not been determined, because we are still developing the
President's FY90 Budget. We will, of course, work with
Congress to facilitate swift appropriations action regarding
HIV.

While I cannot identify an exact amount for the President's HIV
request, I can say our approach to HIV includes a double digit
increase above FY89 for Public Health Service (PHS) HIV
funding, and FTE allocations above HHS' proposed allocations.
Additional funding would be available outside of PHS, through
Medicaid, Social Security, the Veterans Administration, DOD,
Medicare, and other agencies.

The lease-purchase acquisition of CDC laboratory and office
space is underway, as authorized by the FY89 Labor/HHS
Appropriations Act. We also expect the President's FY90 Budget
to repropose language sent to Congress on September 26th that
would allow NIH to construct a consolidated office building as
recommended by the President's HIV Commission. Finally, we are
also encouraging HHS to identify and eliminate impediments to
efficient use of HIV resources.

I hope this information will assist you in preparing your
report. Please let me know if I may be of further assistance.

o~
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Sincerely;'/f

Jgéé;;d??:aright, Jr.
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THE WHITE HOUSE

WASHINGTON

6 October 1988

INFORMATION ’,
MEMORANDUM FOR THE PRESIDENT Z M

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 substantial progress has been made
during the past six weeks on your 10-point action plan to fight the
Human Immunodeficiency Virus (HIV) epidemic.

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

Discussion In response to your request, the Attorney General has
reviewed Federal anti-discrimination laws in this area and today
issued a legal opinion clarifying the coverage of the Rehabili-
tation Act. The opinion clarifies that the act protects HIV-
infected individuals in Federal employment and programs and
activities receiving Federal funds (i.e. schools, hospitals). It
also concludes that if the infection is a direct threat to the
health or safety of others or renders an individual unable to
perform the duties of his or her job, an employer is not required
to retain or hire that person.

Details of our progress are attached (Tab A). Highlights:

® A U.S. Health Summit on HIV infection (November 28-29) 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.

® To promote fairness and compassion, the 22 largest Federal
agencies will have the OPM guidelines in place by December.

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

® On September 26, you requested Congress grant authority to the
NIH to begin construction of a consolldated offlce building
devoted exclusively to HIV research. Vo, e

In December, I will provide you with another progress report.



THE PRESIDENT'S 10-POINT ACTION PLAN

AGAINST HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTION

Progress Report

October 6, 1988



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

status

Consensus Conferences 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.

e A "U.S. Health Summit" will kick off the series in Washington,
D.C., on November 28-29, 1988. ISSUES: counseling, testing,
-partner notification, reporting of HIV infection, and health
care worker safety.

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

® 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" (Planning for 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 statutes 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.prevalencesof HIV infection.: -




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
counseling. 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 proficiency testing and development of standards
for laboratory quality (standards 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 are being conducted for
blood establishment staff 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 effort, "The National Blood Resources Education
Program," to promote a safe supply of blood and the more effective
use of blood and blood products. This program will include a
public education campaign (radio, television and print public
service announcements) 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.



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

Status

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

recess.

Several important HIV-related issues:

e 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 pursuing with DOD
the use of unused or under-used DOD and other federal
facilities.

e 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. 1In FY 1989, NIDA will begin model
demonstration projects for IV drug users at risk for HIV/AIDS.



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, is
developing a process which will speed approval of therapies to
treat life-threatening illnesses such as AIDS. Key elements of the

plan include:

® Early consultation between FDA and drug sponsors to develop
studies which provide definitive data on safety and
effectiveness earlier in the approval process, thereby
shortening the approval time.

® Use of Investigational New Drugs for treatment will be permitted
prior to full marketing approval.

® New standards established for use of drugs to treat life-
threatening illnesses by incorporating an assessment of the
risks of the disease against the identified benefits and risks
of the products.

® 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 On September 26, you requested that Congress grant
authority to the NIH to initiate construction of a consolidated
office building on the NIH campus (Bethesda, MD). Your HIV
Commission recommended construction of a consolidated office
building to remove "one of the most serious research administrative
obstacles ... encountered." Also, the Centers for Disease
Control's construction to provide additional laboratory and office
space is planned for FY 1989.

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 the 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.




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

Status

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

HUMAN IMMUNODEFICIENCY VIRUS (HIV) FUNDING
Government-wide Crosscut
(Obligations in $ millions)

FY82 FY83 FY84 FY85 FY86 FY87 FY88*  FY89*

Public Health Service ...... 6 29 61 109 234 502 356 1287
(Research & Prevention) <

Medicaid (Federal share) ... 0 10 30 70 130 200 330 490

Medicare .........eveeeenen. 0 0 0 5 5 10 20 30

Social Security
DL +isie sinrania aiassiui wisiatats mutere 0 0 5 10 25 40 70 110
11 0 0 1 3 8 15 18 28

Veterans Admin ....eeveeenne 2 5 6 10 23 54 69 98
(Res, Prev, & Treatment)

Defense Department ......... 0 0 0 0 79 74 52 52
(Res, Prev, & Treatment)

AID! 4 sanenaanaainsmeneameniss 0 0 0 0 0 0 30 10
(Prevention)

Bureau of Prisons ....ceeeee 0 0 0 0 1 1 1 2
(Prev & Treatment)

State Department ........... 0 0 0 0 0 1 2 1
(Prevention)

Labor Department ........... 0 0 0 0 0 1 1 1
(Prevention)

Education Department ....... 0 0 0 0 0 0 1 0
(Prevention)

TOTAL 3 14 104 207 504 898 1549 2139
* Estimate

Detail may not add to total due to rounding.



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:

® the home and community-based services waiver program;

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

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

® evaluation of 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.

Infants, Children and Adolescents The HHS Secretary's Task Force
on Pediatric HIV Infection Report recommends specific studies
regarding infants, children and adolescents. This report is
currently being reviewed by the Department, and a more complete
submission will be available for the December report.
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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 three-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 State
Department's Interagency Committee on AIDS and HHS's Federal
Coordinating Committee on AIDS, and will focus on four broad areas:

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

e international aspects of the development of therapeutic agents
and vaccines;

e foreign policy implications of AIDS; and,

® budgetary implications.

The plan should be available for review by mid-November with the
final report submitted by mid-December.

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




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

Status

The Public Health Service will submit a Department-wide HIV
Implementation Plan in December which will identify major goals to
be accomplished during FY 1989. This plan will be developed from
your 10-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 ten broad categories:

epidemiology and surveillance;
clinical manifestations and pathogenesis;

" prevention, information, education, and behavior change;
patient care/health care needs, including financing;
blood and blood products;
intravenous drug abuse;
neuroscience and behavior;
therapeutics;
vaccines; and
other departmental activities.

P 000000000F0

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.



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.

® 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 specific 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 10-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.

THE PRESIDENT'S 10-POINT ACTION PLAN




ITEMS PROMISED IN OCTOBER FOR DECEMBER REPORT

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

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.

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.

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.

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.



7. (Continued)

Infants, Children and Adolescents The HHS Secretary's Task Force

on Pediatric HIV Infection Report recommends specific studies
regarding infants, children and adolescents. This report is
currently being reviewed by the Department, and a more complete
submission will be available for the December report.

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.

The plan should be available for review by mid-November with the
final report submitted by mid-December.

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

The Public Health Service will submit a Department-wide HIV
Implementation Plan in December which will identify major goals
to be accomplished during FY 1989. This plan will be developed
from your 1@-point action plan, the report of your HIV
Commission, and the October 1988 report of the June 1988 PHS AIDS
Prevention and Control Conference.

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.

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.
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With reference to Item(s): 1195

KEY: << 444 »» indicates struck-through text in rrinted version
{{ 444 ¥¥ indicates bold =arenthesis (usuzslle numbered Senzte zmendments)
CL ++¢ 11 indicates bold brackets in srrinted version

ITtem 115! Subtitle D--National Commission omn Acauired Immune Deficiency
Sundrome

Subtitle D--Nationzl Commission on Accuired Immune
leficiency Sundrome

SEC. 241, SHORT TITLE.
This subtitle may be cited as the "Nationzsl Commission on Accuired Immune

Neficiency Syndrome Act®.

SEC: 242, ESTABLISHMENT.
There is established 2 commission to be krnown 3s the "Nationael Commission on
Acauired Immune Deficiency Sundrome® (hereinafter in this Act referred to as

the "Commission").

SEC, 243, DUTIES OF COMMISSION.

{a) General Furrose of the Commission.--The Commission shall carrg out
activities for the erurrose of rromoting the develorment of a3 nationsasl
consensus on rolicy concerning acauired immune deficiency sundrome
(hereinafter in this subtitle referrved to as "AIDNS®) and of studuing and
making recommendations for a3 consistent mationzl rolicy concerming AIDS,

() Succession.~-The Commission shall succeed the Fresidentizl Commission on
the Human Immunodeficiency Virus Eridemicy established by Executive Order
12601y dated June 24, 1987.

() Functions.--The Commission shall rerform the following functions?

(1) Monitor the imrlementaztion of the recommendations of the
Fresidentizl Commission on the Human Immunodeficiencwy Virus Eridemics
modifying those recommendsations as the Commission considers arrrorriaste.

(2) Evaluate the adeauacw ofs and make recommendations redardings the
financing of health care and research needs relating to AIDS, includinsg
the 2llocation of resources to various Federal adgencies and State and
local dovernments and the roles for snd activities of erivate snd rublic
financing,

(3) Evaluste the adecuscwe ofy and make recommendations redgardingy the
disgsemination of information that is essentisl to the rrevention of the
srread of AIDNSy and that recognizes the srecizl needs of minorities and
the imrortant role of the familwr, educstionsl institutionsy religions and
community ordanizations in education and rrevention efforts.

(4) Address anw necessary behavioral chandes needed to combat AIDS,
teking into consideration the multirle moraly ethicasls and ledzl concerns
involvedr and make recommendations redarding testing and counseling
concerning AINSy rarticularly with resrect to maintaining confidentizlity.

(5) Evalusate the adeauacy ofy and make recommendations redgarding
Federal and State laws on civil rights relzting to AIDS.,



(4) Evaluaste the adecuacd ofr and make recommendationsy redarding the
carability of the Federazal Government to make znd imrlement rolicw
concerning AIDS (andy to the extent fezsible to do soy other diseasesy
krnown and unknowns in the future)r including research and trestments the
availability of clinical trialsy educztion and the financing thereofs and
including srecifically—-

(A) the streamlining of rulesy redulztionsy and administrative
rrocedures relating to the arrroval bw the Food and Drud
Administration of new drugs and medical devicesy including rrocedures
for the release of exrerimental drugssy and

(R) the advancement of administrative consideration bw the Health
Care Financing Administration relating to reimbursement for new drusgs
and medical devices arrroved by the Food and Drug Administration.

(7) Evaluate the adecusacy ofy and make recommendations redardings
international coordination and coorerztion concerning datz collections
treatment modzlitiess and research concerning AIDS.

SEC. 244, MEMBERSHIF.
(&) Number and Arrointment.—-
(1) Asrointment.--The Commission shall be comrosed of 15 members as
follows!
(A) Five members shall be arrointed bw the Fresident--
(i) three of whom shall be--
(I) the Secretzry of Hezlth and Human Services?
(II) the Administrator of Veterans’ Affairsi and
(ITIY the Secretary of Defenses
who shall be nonvoting membersy excesrt thaty in the case of & tie
vote by the Commissiony the Secretarw of Health and Human Services
shall be 2 volting members and
(ii) two of whom shall be selected from the genersl rublic on
the basis of such individuazals being srecizlly cualified to serve
on the Commission bw reason of their educationy traziningy or
BHFEBTLENCE .,

(B) Five members shall be arrointed by the Srezker of the House of
Rerresentatives on the Joint recommendation of the Madoritwe and
Minority Leaders of the House of Rerresentatives.

(C) Five members shall be aprointed by the President rro temrore of
the Senate on the Joint recommendation of the Madority and Minoritw

lLeaders of the Senate.
(2) Condressional committee recommendations.,~-In making arrointments

under subraradrarhs (B) and (C) of raradgrarh (1)y the Madoritw and
Minorite Leaders of the House of Rerresentastives and the Senzte shall dulw
consider the recommendations of the Chairmern and Ranking Minority Members
of committees with Jurisdiction over laws contzined in charter 17 of title
38y United States Code (relating to veterans’ health care)s title XIX of
the Socizl Securitw Act (42 U,S5.C. 19201 et sea.) (relzting to Medicaid),
and the Public Health Service Act (42 U.8.C. 201 et sea.) (relating to the
Fublic Health Service).

(3) Regquirements of arrointments.--The Madoritwe and Minorite Leaders of
the Senate and the House of Rerresentatives shall--

(A) select individuals who are sreciaslly cualified to serve on the
Commission bw reason of their educationy trainings or exreriences and
(B) endadge in consultations for the rurrose of ensuring that the
exrertise of the 10 members arrointed bw the Sreaker of the House of

Ferresentatives and the Fresident sro temrore of the Senzte shsll
srovide 3s much of 3 bslance as rossible andy to the dgreatest extent
rossibles cover the fields of medicines sciencer» lawr ethicss
health-care economicss and health-care and socizl services.

(4) Term of members.--Members of the Commission (other than members
arrointed under saradrarh (1)AY(1L)) shall serve for the life of the
Commission.

(5) Vacancw.,~—A vacancy on the Commission shall be filled im the manner



in which the oridinal arrointment was made.

(b) Chairman,-~Not later than 1% daus after the members of the Commission
"are arpointed, such members shall select & Chairman from zmong the members of
the Commission.

(c) Quorum.--Seven members of the Commission shall constitute 3 cuorums but
a lesser number maw be authorized by the commission to conduct hearindgs.

(d) Meetindgs.--The Commission shall hold its first meeting on 2 date
srpecified by the Chairmansy but such date shall not be earlier than Sertember
1y 1988y and not be later than 60 daus after the date of the enactment of this
Acty or Sertember 30y 1988y whichever is later. After the initisl meetings the
Commission shall meet at the call of the Chairman or 2 madority of its
membersy but shall meet a3t lesst three times easch wear during the life of the
Commission.

(e) Faw.-~Members of the Commission who are officers or emrlovees or elected
officials of 3 dgovermnment entity shall receive no additionzl comrensation bw
reason of their service on the Commission.

() Per Diem.~-While awaw from their homes or regular rlaces of business in
the rerformance of duties for the Commissiony members of the Commission shall
be allowed travel exrensesy including rer diem in liew of subsistencer at
rates suthorized for emrlovees of adgencies under sections 5702 and 5703 of
title Sy United States Code,

(¢) Deadline for Arrointment.--Not earlier than Julw 11y 1988y znd not later
tham 45 dauvs after the date of the enactment of this Actr or August 1, 1988,y
whichever is latery the members of the Commission shall be arrointed.

SEC. 245. REFPORTS.

(3) Interim Rerorts,--
(1) In dgenerzl.--Not later than 1 ugear after the date on which the

Commission is fully constituted under section 244(a3)y the Commission shall
rrerare and submit to the Fresident and to the arrrorrizte committees of
Condgress a8 comrrehensive rerort on the activities of the Commission to
that date.

(2) Contents.~-The rerort submitted under raragrarh (1) shall include
such findings: and such recommendations for ledislsation and administrative
actiony 38 the Commission considers asprrorrizte based on its asctivities to

that date.
(3) Other rerorts.—--The Commission shall transmit such other rerorts zs

it considers arrrorrizte.

(b)) Final Rerort,—-
(1) In deneral.~~Not later than 2 uveazrs after the date on which the

Commission is fullw constituted under section 244(3)y the Commission shall
rrerare and submit 8 finzl rerort to the Fresident and to the arrrorriate
committees of Condgress,

(2) Contents.s~-~The final rerort submitted under raradrarh (1) shall
contain 8 detailed statement of the asctivities of the Commission and of
the findindgs and conclusions of the Commissiony including such
recommendations for ledislation and administrative action as the
Commission considers arprrorriate.

SEC, 244, EXECUTIVE DIRECTOR AND STAFF.

(a) Executive Director.—-
(1) Arrointment.~--The Commission shall have an Executive Director who

shall be arrointed by the Chairmany with the asrproval of the Commissions
not later than 30 daws after the Chairman is selected.

(2) Comrensation.--The Executive Director shall be comrensated at 38 rate
not to exceed the maximum rate of basic raw rauvable under G5-18 of the

General Schedule as contained in title S United States Code.
(bh) Staff.-~With the arrroval of the Commissions the Executive Director maw

arroint and fix the comrensation of such additionsl rersonnel as the Executive

Director considers necessary to carrw out the duties of the Commission.
(c) Arplicability of Civil Service Laws.~~The Executive Director and the

additional rersonnel of the Commission arrointed under subsection (b)) may be



darrpointed without regard to the srovisions of title Sy United States Codeys
doverning arrointments in the comretitive servicer and maw be rzaid without
}rESBPd to the rrovisions of chaester 51 and subcharter III of charter 53 of
such title relating to classificetion and General Schedule raw rates.

(d) Consultants.--SubJdect to such rules 3¢ maw be prescribed bw the
Commissiony the Executive Director maw =rocure temrorary or intermittent
services under section 3109(b) of title Sy United States Coder at rates for
individuzls not to exceed $200 rer dau,

(e) Detziled FPersonnel and Surrort Services,--Uron the recuest of the
Commission for the detazil of rersonnels or for administrative and surrort
servicesy to assist the Commission in carrwing out its duties under this Acty
the Secretarue of Health and Human Services and the Administrator of Veterans’
Affairsys either Jointly or seraratelyy maw on 3 reimbursable basis (1) detasil
to the Commission rersonnel of the Derartment of Hezlth znd Human Services or
the Veterans’ Administrations resrectiveluyy or (2) rrovide to the Commission
administrative and surrort services. The Secretary znd the Administrator shall
consult for the rurrose of determining and imrlementing an arrrorriate method
for Jointly or serarately detziling such rersonnel and eroviding such services.,

SEC. 247, POWERS OF COMMISSION.

(2) Hearings.~-For the rurrose of carrwing out this Acty the Commission maw
conduct such hesringsy sit and act at such times and slacesy take such
testimongy and receive such evidencey 25 the Commission considers arrrorriate.
The Commission may sdminister oaths or affirmations to witnesses arrearing
before the Commission.

(h) Deledation.~-AnY member or emrlovee of the Commission mays if suthorized
by the Commissions take any sction that the Commission is authorized to take
under this Act.

() Access to Information.--The Commission maw secure directley from any
executive derartment or adency such information 3s maw be necessary to enable
the Commission to carre out this Acty excert to the extent that the derartment
or adency is exrressly erohibited bw law from furnishing such information. On
the recuest of the Chairman of the Commissions the head of such derartment or
adency shall furnish nonerohibited information to the Commission.

(cd) Mails.,~-The Commission maw uwuse the United States mz2ils in the same
manner and under the same conditions a3s other derartments and agencies of the
United States.

SEC. 248, AUTHORIZATION OF AFFROPRIATIONS.

There is authorized to be arrrorriated for fiscal vear 1989 $2,0005000y and
such sums 25 mayw be necessary in any subseauent fiscal weary to carre out the
rurroses of this Act. Amounts arerorrizted rursuant to such authorization
shall remain available until exrended,

SEC. 249, TERMINATION.,
The Commission shall ceasse to exist 30 daus zfter the date on which its

final rerort is submitted under section 245(b), The President mavy extend the
life of the Commission for 3 reriod of not to exceed 2 uvears.

Multirle versions of $.2889 found - which do you desirel

1! % As rassed by the Senates October 13y 1988
2! X As rassed bw the



THE WHITE HOUSE

WASHINGTON

July 28, 1988

ACTION

MEMORANDUM FOR THE PRESIDENT 7

FROM: DONALD IAN MAQ%ALW\/

SUBJECT: Report of the Presidential Commission on the Human

Immunodeficiency Virus (HIV) Epidemic

Issue: Whether to approve an action plan to respond to the HIV
Commission report.

Background: During the past seven years, you have led an ever-
widening effort to combat the effects of HIV infection and
Acquired Immunodeficiency Syndrome (AIDS) through biomedical
research, drug and vaccine trials, education, and measures to
protect the public health. In June 1987 you established a one-
year Presidential commission to investigate the spread of HIV and
"recommend measures that Federal, state, and local officials can
take." Four weeks ago, you received the final report of the
commission from its Chairman, Admiral James D. Watkins, and asked
me to prepare "a course of action that takes us forward" against
HIV infection. The commission's comprehensive report contains
597 overall recommendations directed at all levels of government
and the private sector. 1In many cases the report has
implications reaching beyond efforts to combat AIDS and HIV
infection.

During the past 30 days, I have consulted with Executive Branch
agencies, the Office of Management and Budget (OMB), White House
staff, and a cross-section of private groups and individuals,
including the National Academy of Sciences which recently released
an AIDS report with conclusions similar to those of the
commission.

Discussion: Government and private agencies have continued to
work throughout the year the commission has been active. Fully
40 percent of the 360 commission recommendations with federal
components are already completed, underway, or planned. An
additional 30 percent are under consideration as part of FY 90
agency budget plans.

The commission has identified 20 priority recommendations.



o I agree with their top recommendation that attention be
focused on the -hreat from HIV infection (estimate:
1 to 1.5 million infected Americans) rather than on
AIDS, the most advanced stage of the infection (about
65,000 cases since 1981).

o Action is underway on 5 other commission
recommendations which urge increased emphasis on
counseling and testing, partner notification, and
prevention and treatment of IV drug abuse.

o An additional 12 of the commission's top 20
recommendations will be advanced if you approve this
plan. They are in the areas of personal
responsibility, safety of the blood supply, ensuring
adequate resources and flexibility of effort,
education, health care financing, boarder babies,
youth, international cooperation and discrimination.

o One of the top 20 recommendations which calls for more
nurses should be deferred pending a Nursing Commission
report to the Secretary of Health and Human Services in
December. Another recommendation which calls for
extension of the National Health Services Corps should
be rejected because I believe it will not solve the
problem it addresses and because the Administration
has previously opposed such action.

HIV infection and AIDS have created an unprecedented crisis that
will have tremendous social and economic costs. The myriad
problems must be a shared responsibility of federal, state,
local, and private health agencies and of private citizens,
businesses, and foundations. The Federal government cannot solve
these problems alone.

Difficult decisions about education, prevention, diagnosis,
intervention, treatment, and research will be managed best when
public health principles, epidemiological models, and knowledge
are applied with compassion and skill. At the same time, issues
of individual rights and legitimate state interests must not be
ignored.

TEN-POINT ACTION PLAN

Your approval of this ten-point plan will take the Nation forward
in our fight against HIV infection. The proposed actions reflect
a combination of my consultations and those commission
recommendations with which I agree.



1. Implementation of Traditional Public Health Measures. The
report endorses a number of public health measures that you have
already recommended and which need to be implemented at state,
local, and private levels. These include increased counseling
and testing, reporting of HIV infection, and partner
notification. Education must include emphasis on the importance
of personal values and behavior and we must especially increase
our efforts to reach persons at highest risk, including those in
minority communities. Federal leadership should address the
adoption of criminal statutes dealing with HIV-infected
individuals who knowingly persist in behaviors that will transmit
their infection. Another key issue is the serious problem of
local community resistance to neighborhood facilities for
treating AIDS patients, drug abusers, and boarder babies.

I recomomend that you: urge federal, state and local agencies,
private citizens, businesses, and foundations to work together to
more fully implement public health measures to reduce the spread
of HIV infection; direct an increase in the number of community-
based educational programs directed to persons at highest risk

of HIV infection, including women and members of minority
populations; urge that all HIV educational programs, especially
those directed to youth, place greater emphasis on your
Principles on AIDS Education.

2. Anti-Drug Programs. The commission, and virtually everyone
with whom I consulted, stressed the explosive threat to society
from HIV transmission by intravenous drug users. Expansion of
drug treatment capacity is needed, but it must grow over a period
of years because there are limits to how fast the treatment
community can expand. We need to continue our research efforts
to learn better what works in drug prevention and treatment.

I recommend that you continue to communicate publicly your
concern about drug abuse and its relation to HIV infection and
continue to call for bi-partisan effort to enact your anti-drug
proposals.

3. Ensuring A Safe Blood Supply. The progress made to safeguard
our Nation's blood supply has been remarkable, but the commission
believes that additional measures are necessary. They raised
issues of laboratory quality, better screening tests, greater use
of self-donated blood, direct notification of past transfusion
recipients, and a restructuring of the Food and Drug
Administration's Blood Products Advisory Committee.

I recommend that you: call for immediate action to improve
laboratory quality and screening tests; call for appropriate
steps to promptly notify those most at risk of HIV infection from
blood transfusion; and urge greater use of self-donated blood.



4, Eliminating Barriers to Development of Vaccines and Drugs.
Because of genuine concern about HIV infection and knowledge of
the many scientific miracles produced in our lifetime, public
expectations seem overly-optimistic as to how quickly government,
the research community, and the pharmaceutical industry can
reasonably be expected to develop drug therapies and a vaccine
for AIDS and HIV infection.

I recommend that you call for immediate action inside and outside
of government to further accelerate the process for development,
evaluation, approval, and distribution of HIV vaccines, drugs,
and devices; call upon the pharmaceutical industry to increase
their already considerable efforts to develop products to combat
HIV; and call for an assessment of private incentives for
development and marketing of HIV products, including an
evaluation of the need, if any, to have federal authority with
which to offer increased incentives in exchange for royalties,
licenses, or pricing concessions. This assessment should take
into consideration solutions proposed in the February 1986 report
of the Federal Tort Policy Working Group.

5. Ensuring Adequate and Effective Use of Resources. The
commission has serious concerns about management of federal
resources, especially about whether a long-range perspective is
being applied.

I recommend that you reaffirm your commitment to ensuring that
the Federal government's HIV-related activities receive
appropriate resource support (dollars, FTEs, and office and
laboratory space) and that, consistent with your other management
improvement initiatives, no impediments to efficient use of these
resources exist (including any problems with grant, contract, and
hiring procedures) to the extent consistent with good
administrative and fiscal controls. The Administration should
pursue a vigorous and creative solution to the numerous issues
raised by the commission.

6. Accelerating FY 90 Appropriations. Delay in the
congressional appropriations process slows planning and
implementation of our HIV efforts.

I recommend that you call upon Congress to accelerate enactment
of your FY 89 HIV appropriations request and adopt your FY 90
budget request for HIV activities as quickly in the coming year
as possible. A special HIV emergency fund for unanticipated
problems and opportunities should be incorporated in the FY 90
budget request.

7. Health Care Financing Issues. The commission found health
care financing issues to be among the most difficult they
confronted.




I recommend that you endorse the concept expressed in the
commission's recommendation 10-13 that "the Secretary of Health
and Human Services...should evaluate our current system of health

care financing ...."

I also recoomend that you call for specific studies of ways to:
better promote out-of-hospital and case-managed care; encourage
states to establish insurance risk pools for medically
uninsurable persons; and increase the responsiveness of the
public health and health services systems to HIV-infected
infants, children, and adolescents, and to low-income disabled

individuals.

8. International Initiative. The United States must continue to
do its part to stem the international epidemic of HIV infection.
The commission recommended increased internatioral funding and
better planning and coordination.

I recommend that you endorse a multi-focused initiative involving
encouragement and assistance to international HIV efforts, with
emphasis on less-developed countries; a heightened U.S.
commitment to international technical assistance within
established technology transfer laws; and development of a three-
year plan for international efforts against HIV infection.

9. Sustained Federal Leadership. Because there is no cure in
sight, most if not all of the 1 to 1.5 million who are infected
with the HIV virus will die and will remain infectious to others
until their death. There will be huge personal, social, and
economic costs which will extend well into the future.

I recommend that you request an update of the 1986 Public Health
Service (PHS) plan for combatting HIV infection, reflecting
elements of the commission report and the recent PHS
Charlottesville planning conference; and monitor progress on the
Executive Branch's response to the Presidential commission
report. Status reports can be given to the Nation in September
and December, with the second report containing specific
recommendations for your successor.

10. Compassionate and Fair Treatment of HIV-Infected
Individuals. Several dozen commission recommendations deal with
fair and compassionate treatment of HIV-infected individuals
through school and workplace guidelines, anti-discrimination
laws, and confidentiality of medical records. The commission
report repeatedly stresses the virtual non-transmissibility of
AIDS and HIV infection in casual settings, as well as the need
for enhanced public education about how HIV is, and is not,
transmitted. It is also relevant to note that HIV testing is an
important diagnostic and preventive tool which will be less
widely used if there is fear that positive results will be
disclosed publicly and result in adverse consequences.

5



I recoomend that you endorse the commission's call for all
sectors of society to respond equitably and compassionately to
those who are HIV-infected and to their families. I recommend
that you direct every Federal agency to adopt a policy based on
the recently issued Office of Personnel Management (OPM)
guidelines. I further recommend that you call upon American
businesses, unions, and schools to examine the OPM and Centers
for Disease Control guidelines and suggest their use as a model
with appropriate modifications.

RECOMMENDATION: I recommend that you approve
implementation of the proposed ten point action plan.

DECISION

Approve Disapprove Approve as modified

In regard to the Federal government's role in non-
discrimination, I want to raise an additional issue which has
potentially far-reaching implications and could carry us in a
policy direction that is uncharted. Both the courts and Congress
are struggling with issues surrounding expansion of non-
discrimination policy. These are complicated policy questions
that will require us to balance competing values and need
thoughtful legal review.

RECOMMENDATION: I recommend that you refer these issues to
the Attorney General for expeditious review and response.

DECISION
Approve Disapprove Approve as modified

If you approve this action plan, appropriate directives will be
prepared for your signature.

Attachment



HIGHLIGHTS OF ACCOMPLISHMENTS IN COMBATTING
AIDS AND HIV INFECTION----1981 TO 1988

Acquired Immunodeficiency Syndrome (AIDS) existed, but was unknown,
for a number of years prior to its discovery in 1981. Since that
time, the Federal Government, in cooperation with state and local
organizations, researchers, public health workers and health care
professionals, has embarked on an ever-widening effort to combat this
public health threat. During your Administration more than $5.3
billion has been committed to fight Human Immunodeficiency Virus (HIV)
infection: through biomedical research, drug trials, prevention
education, health care delivery and financial assistance programs, and
measures to protect the public health. Hundreds of millions of
dollars more have been expended by state and local governments and our
nation's many charitable institutions. The President has commissioned
two major reports on the epidemic: the Surgeon General's Report on
AIDS and the Report of the Presidential Commission on the HIV Epidemic.

There have been many successes over the past 7 years, among them:

o discovery of the causative agent known as HIV;

o improved knowledge of HIV incidence, prevalence, and disease
transmission;

o implementation of nationwide blood screening which has virtually

eliminated virus transmission through the blood supply;

o establishment, with federal funding and technical assistance, of a
comprehensive HIV prevention program in every state;

o nationwide availability of testing and counseling for individuals
who think they may be infected;

o establishment through the National Institute of Justice of a
national clearinghouse for AIDS information as it pertains to
law enforcement agencies;

o an educational mailer to all 105 million American households;

o Federal leadership in developing recommendations and guidelines on
protecting the public against infection in the workplace, schools,
and the community at large.

o market availability of one significant drug therapy and
substantial progress on a number of others, including ongoing
clinical trials with thousands of persons with HIV-infection;

o approval to test two experimental HIV vaccines in human
volunteers;
o significant United States involvement and support for

international AIDS efforts, including funding for the World Health
Organization's Global Program on AIDS.
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Points for Consideration

The .audience is State Health Commissioners, gubenatorially
appointed State AIDS Coordinators, representatives of State
Medical Societies and the National Medical Associations, and
Health Officers representing cities and counties with substantial
programs directed toward reducing the spread of HIV infection.

How the President’s 10 Point Action Plan was Put Together

=)

(o]

Federal agency directors were sent a copy of the Commission
Report and asked to identify each of the 597 recommendations
within their purview and report on the status of each.

Dr. Macdonald met with more than 50 individuals representing
private sector and voluntary organizations with an interest
in AIDS and HIV infection. These individuals were also
asked to comment on recommendations that effected their
organization.

This review showed that 357 of the recommendations fell
within the Federal purview for implementation. Our
September follow up showed that 51 percent of these are
either completed, ongoing, or planned. The rest of the 240
recommendations fell primarily to the private sector for
impiementation. And of these 77 were dependent upon the
States for implementation. Another 15 require assistance
from the States for implementation.

Of course, there is some overlap in areas where the Federal
sector shares responsibility because it provides funding

and technical assistance to State and local governments.

But the policy choices-~whether or not to implement--clearly
belong to the State and local governments.

In developing the 10 point action plan, consideration was
given to those recommendations that needed implementation
and capturing them within broad categories.

The recommendation on consensus conferences was meant to
deal! with a series of recommendations--about 129--scattered
throughout the Commission report that dealt with a broad
range of public health measures.

How the Conference Relates to Point One

(o}

The President’'s charge to HHS was to develop a series of
consensus conferences with representatives from all levels
of govermnment and the private sector to intensify public
health measures to reduce the spread of HIV infection.

Dr. Windom deserves praise for convening this conference.

X %
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It was planned before the President issued his 10 point
action plan.

PO1/%¥
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But Dr. Windom’s farsightedness in envisioning a mechanism

for bringing together those responsibie for planning and

managing HIV related activities and programs in State and

local governments gave us a forum that he so graciously
adapted to fit the President’s directive.

1 am pleased that this conference is the kickoff for a

series of 5 additional regional conferences for State and

local officials on public health control measures.

Specific Commission Recommendations for Consideration

(o]

As the group breaks up into into its work groups for
discussion, they might consider the following points:

- Should States requiring reporting of HIV infection?

- If reporting of HIV infection is implemented should it

be--as the Commission recommended--without

identifiers? If so, can it be done so that results are

useful (i.e. can duplicated reporting of the same
person tested at different sites be prevented?)

- Will this information better enable us to assess and

monitor the HIV epidemic?

- Do States need laws to permit hospitals to notify

health care workers, who in the process of providing
health care have been exposed to the blood and body

fluid of an HIV infected person?

- Could State departments of health coordinate the

prevention and education activities of iocal health

departments, community-based service organizations,

professional medical and health care associations to

prevent needless duplication of services or lack of
services in key areas?

- what steps do States nged to take to shore up their
confidentiality provisions and antidiscrimination
protections for HIV-infected individuals.

- what about partner notification services?

and

- And then there is the issue of public health guarantine

provisions - Are these ever appropriate to control
AIDS and HIV infection?

. Should States consider enacting medically needy
provisions under their Medicaid programs?
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RATIONALE FOR CONSEMSUS CONFERENCES

The Presidential Commigsion on the HIV epidemic addressed & brosd rangs of
topies. While the responsidility for thelr implamentation is primarily
Fedaral, forty percent of the recommendstions are non-Federal. Many of these
are the responsibility of State and local health departments.

The President feels that these topics should be sddressed by those responsible
for implementing them. The purpose of the consensus confsrences, then, is for
State and local health departments to discuss the relative merit of the

recomnendations and how best to implement them.

The topics addressed in the recommendations with State rasponsibility include:

1. Incidence and Prevalsnce
Reporting of HIV infection (1-3)

2. Health Care Providers

o Bducstional requiremants linked to licensing of health care
providers (3-33)

0 MNotification of health care providers of their exposurs to HIV
infection (3-44)

3. ZIhs Public Heslth Svaten
o Responsibility of state in providing full HIV prevention servicas
(5-13)
o Pormation of state advisory committess (5-14)
Rola of state departments of health in coordinating HIV prevention

sctivities (5-18)

P02/ %X

I



\1-22-88 04:18PM PHE RIDE COORDINATOR

A. Prevention
0 Btatutes ensuring confidentiality (6-1)

Provision of adequate and cenvenlent counseling and testing
facilities (6-4)

Provieion of partner notification services (6-13)

Revision of public health statutes (6-17)

Isolation of HIV-infected persons (6-18)

Quality assursnce in testing facilities (6-38)

o O 0 ©

5. Educeticn
o NIV infection in minority communities (7-21)
o Bupport to community-based organizations (7-28)

© Promotion of HIV education in schools (7-31)

6. BSoclstal Insues
Incrasse in drug treatment facilities (8-5)
Quality sssurance in drug treatment facilities (8-14)
Btrest outrsach teams (8-3%)
Increased funding for local enforcement efforts to combat drug abuse
(8-47)
Strangthen drug sbuse laws (8-48)
o 8pecial HIV unit for comprehensive care program for biological and
foster families with chlldren with HIV infection (8-60)
7. Lesal and athical iesues
Laws to prohibit discriminetion (9-9)
Education campaigns to counteract discrimination (9-10)
o Development of long term plans to to anticipate the need for
commnity-based health care facilities (9-26)
o Duty to warn (9-40)
Adoption of criminal statutas (9-46)
¢ BEnhanced senteancing for in cases where sexual offenders commit
sexual crimes knowing thay are HIV-infected (9-68)
o Testing in correctional facilitles (9-73)

O ©o o

o

&. [Einancing health care
¥edically needy provisions under Medicald programs (10-21)

11/21/88:1160e
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REPORT OF THE PRESIDENTIAL COMMISSION ON THE HIV EPIDEMIC
RECOMMENDATIONS WITH STATE SECONDARY RESPONSIBILITY

Count: 15

e - e G

Page 1
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REPORT OF THE PRESDIDENTIAL COMMISSION ON THE HWIV EFIDEMIC
RECOMMENDATIONS WITH STATE PRIMARY RESPONSIBILITY

REC &

01-003
0i-010
01-018%
03-033
03-044
03-048
03-013
05-014
05-015
05~020
06-001
06-002
06~004
06-005
06~007
06-00%
06-010
06-011
06-012
06-013
06-014
06-01%
06-016
06~017
C6-018
06~-019
06-020
06~038
07-001
07-002
07-0058
07-021
07-022
07-025
07-030
07-031
07~032
07-033
07-036
07-037
07-039
08-~008
oe~00%
08-011
oe-012
08~-014
0B~016
08-017
08-~02%
08~03%
08=043

Pages 1
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REPORT OF THE PRESDIDENTIAL COMMISSION ON THE HIV EPIDEMIC QQ
RECOMMENDATIONS WITH S8TATE PRIMARY RESPONSIBILITY

BEC &

08-047
08-048
08-045%
08-050
08-060
08-061
09-00%
0§-010
09-026
09-037
09-038
05-03%
09-040
09-041
09~042
09-046
09047
05-048
09-049
09-0580
09~051
09~068
09-076
0§-077
09-103
10-021

Count: 77

Page 2
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PANEL A; QCONTROL PRINCIPLES
Monday, 1:30 p.m.

The panel on control principles will address issues relative to
controlling the spread of HIV infection in certain occupational
environments, particularly among health-care workers. Other
occupations which could also be addressed are emergency-care
workers, laboratory workere, morticians, correctional institution
staff, and other occupations where the workforce may have

an increased risk of occupational exposure to HIV. The panel
will explore universal precautions, protective equipment, the
work environment, and information and education programs directed
to workers at increased risk of exposure to HIV. Are Federal
guidelines and proposed regulations adegquate? How should State
and local entities develop their own workplace pclicies for
enployees with occupational risk of infection? How should state
and local entities promulgate these policies in their
communities? What kind of information/education programs are
available, or should be available, for workers in these
occupations? Are there other issues to be addressed or barriers
to implementing effective control programs?

PANEL B. OUTREACH TO RISK GROUPS
Monday, 1:30 -« 23145 P.M.

This panel will examine the need to respond to the unique
pattern of spread of HIV infection. The transmission routes are
better known and control measures have been established in many
public and private sector efforts. BSeveral of the risk groups
are particularly difficult to reach or have not responded well to
the efforts to date.

This panel will examine innovative outreach programs. Important
questions about their effectiveness to date should be asked.

What barriers did they overcome and which ones still exist? Were
there some false starts or outright failures which have taught us
important lessons? Are there nipropriate definitions of
responsibilities among the public and private sectors at this
point? How does the multiple risk factor population affect ones
cutreach efforts? Are there specific recommendations that can be
addressed to the Federal government for leadership actions?
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PANEL C: EDUCATION/BEHAVIOR CHANGE
Monday, 1:30 P.M.

The panel on education and behavior change will address the
effectiveness of media campaigns, national vs. local educational
campaigns and whether behavior change can be effected by
information and education alone. It will explore the types of
campaigns being used to reach various sectors of the population
stressing what works and what doesn’t work. How do you measure
behavior change? Are education and information programs being
evaluated for effectiveness? How? What education programs are
being used in the schools. What are the policies in your
g:rticular area effecting education in the schools. What is

ing done to educate health-care providers? Other target groups
(judicial, prison guards, etc.) How can the Federal Government
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Panel D. MANAGEMENT ISSUES IN HIV EPIDEMIC CONTROL PROGRAMS
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P08

Tuesday, 8:30 A.NM.
This panel will discuss the vo:llnonlitivo issues rogardinq
@

reporting HIV infection, counseling and partner notification. It
will examine the issues of mandatory vs. voluntary and/or routine
testing, and the value of data obtained from anonymous, blinded
and name associated testing. It will discuss strategies for
eliciting information from patients to determine if they should
be tested. Another testing issue to be considered is the value
of testing in different populations and the applications for
thees data. What are the effects of confidentiality or lack
thereof? How do you handle fear of discrimination?
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ITEMS PROMISED IN OCTOBER FOR DECEMBER REPORT

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

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.

Se 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.

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.

Ts 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.

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.



Te (Continued)
Infants, Children and Adolescents The HHS Secretary's Task Force

on Pediatric HIV Infection Report recommends specific studies
regarding infants, children and adolescents. This report is
currently being reviewed by the Department, and a more complete
submission will be available for the December report.

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.

The plan should be available for review by mid-November with the
final report submitted by mid-December.

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

The Public Health Service will submit a Department-wide HIV
Implementation Plan in December which will identify major goals
to be accomplished during FY 1989. This plan will be developed
from your 1@-point action plan, the report of your HIV
Commission, and the October 1988 report of the June 1988 PHS AIDS
Prevention and Control Conference.

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.

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.
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FROM YOUR JULY 28 MEMO TO THE PRESIDENT (10-POINT PLAN)

9. Sustained Federal Leadership. Because there is no cure in
sight, most if not all of the 1 to 1.5 million who are infected
with the HIV virus will die and will remain infectious to others
until their death. There will be huge personal, social, and
economic costs which will extend well into the future.

I recommend that you request an update of the 1986 PHS plan for
combatting HIV infection, reflecting elements of the commission
report and the recent PHS Charlottesville planning conference;
and monitor progress on the Executive Branch's response to the
Presidential commission report. Status reports can be given to
the Nation in September and December, with the second report
containing specific recommendations for your successor.



