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The Journal, October 1, 1987

In Amsterdam

Needle exchange
hits 700,000 mark

AMSTERDAM — The approach is clear-headed and
pragmatic; the aim is to control the spread of the HIV
virus in the IVdrug using population and from them to
the general public. The results? It's too early to tell, but
authorities at the Munici-

pal Health Service here
hope to hold back what
one clinic worker calls
“typhoon AIDS.”

At left, Krishna Kan-
hai, MD, medical direc-
tor of one of the city's |
suburban clinics, with

and a garbage can filled |
with dirty needles.

In the first of a series of
special reports, The Jour-
nal's Contributing Editor,
Harvey McConnell, looks
at Amsterdam, where
700,000 sterile needles
will be distributed this
year.

hoxes of sterile needles |

See pages 7/8
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In Amsterdam:

The greatest threat of the spread of
AIDS in society in North America
and Western Europe is via intrave-
nous drug users and prostitutes.
The most effective prevention ef-
forts are an end to needle sharing,
use of condoms, and more metha-
done maintenance programs. But,
while the politicians in North
America procrastinate, agonize, or
avoid the issues, and many drug
experts debate them, a number of
countries in Western Europe have
moved ahead with vigorous pre-
vention programs.

Leading is the Amsterdam Mu-
nicipal Health Service. The Dutch
have a reputation for clear-head-
ed, pragmatic, and business-like
approaches, and its programs are
just that. The aim is to contain, as
far as possible, and with every
means possible, spread of the HIV
virus. Contributing editor Harvey
McConnell, in the first of a series of
reports, talks to Giel Britssel, med-
ical director of the service's drug
program, and Krishna Kanhai,
medical director of one of the city’s
suburban clinics.

Amsterdam’s Municipal Health
Service will distribute 700.000 free
needles and syringes this year
among 8.000 heroin users as part of
its concerted effort to contain the
spread of the HIV virus

It is rational, but it is not a mir-
acle,”” is the pragmatic view of
Giel Brussel, medical director of
the drug abuse program. “‘We
doubt it will be totally efficacious
in prevention, it's slow."

It is too early to find if the needle
exchange program has slowed the
spread of the HIV virus. However,
it is clear, after a year, that provi-
sion of free needles does not entice
people into IV drug use and it has
dramatically cut the rate of nee-
dle-sharing among addicts.

The needle exchange program is
allied with a free methadone
maintenance program and unceas-
ing education and prevention ef-
forts among drug users, and their
sexual partners, and professional
prostitutes, their clients, and their
pimps. Even the streets are
scoured for dirty needles.

Amsterdam’s heroin user pop-
ulation includes some 2,000 from
the former colony of Surinam, and

[>]

a floating population of about 1.500
foreigners. About 60% ‘‘chase the
dragon’ (smoke heroin), and most
users combine it with cocaine, al-
cohol. ‘and tranquillizers when
available.

“*Amsterdam is only a small
city, about 400,000 in the centre. so
our percentage of heroin users is
on an American (United States)
level,” Dr Brussel points out.
“Fortunately, the heroin user pop-
ulation is older (median age 30
years), and there are few young
users."’

]

Dr Brussel says that ‘““at the mo-
ment our infection rate is fairly
comparable with the international
situation, but you have to bear in
mind that our needle exchange
program has only really existed
just over a year.'’ It could be some
time before the constant research
on every aspect of their programs
shows any slowing of HIV trans-
mission.

On the other hand. there is no ev-
idence that providing free needles
and syringes has either created
new heroin users or changed the
pattern of use among those already
involved.

At the start, we did wonder if



the people would begin to shoot up
instead of chasing the dragon,”” Dr
Brussel adds. **but we have found
people do not change their drug use
behavior because of this system.

“We do not find people shooting
up more because they have access
to free needles.”

A study of 1V users shows, how-
ever, that provision of free needles
has cut needle sharing to 15% from
70%, and most sharing now is with
a sexual partner.

Most AIDS cases at the moment
in the Netherlands are among the
homosexual population — only 12
have been recorded among drug
users — but voluntary testing has
shown that at least 1,500 users are
HIV-positive.

Dr Brussel, who has been with
the service for 10 years, points out
that a radical decision taken in
1979 to tackle a drug epidemic
which burgeoned in Amsterdam in
the early 1970s has enabled work-
ers to move effectively with the ar-
rival of AIDS.

Prior to 1979, Amsterdam tried
conventional therapeutic commu-
nities, United States-style metha-
done programs, and programs
which accepted drug use.

Dr Brussel: ‘‘None of these pro-
grams seemed to work out in the
sense they reached only a small
proportion and the results were de-
plorable. On the therapeutic side,
only a small number kicked off.
and, of these, you could ask the
question whether even without any
therapeutic involvement they
would have become clean.

“On the other hand, social pro-
grams which accepted drug abuse
had serious side-effects in the
sense of public disorder, dealing,
crime, and so on.

“In 1979, we started a policy we
call ‘harm reduction.’ This means
if you can't cure people, which
would be preferable, maybe the
best thing to do is to try to mini-
mize the harm concerned with

drug abuse, as well as the social
problems.

Draper on public health

COPENHAGEN — Many West European governments are con-
fronting the AIDS threat among both the general public and intra-
venous drug users with a vigor still lacking in North America, even
though the threat in Europe is not as great at the moment.

Ron Draper, Health and Welfare Canada and currently with the
European office here of the World Health Organization, believes
the issue is being addressed in Western Europe with ‘‘clearer pub-
lic health considerations than in North America.” (Mr Draper is di-
rector-general, Health Promotion Directorate.)

Attitudes can vary between the extremely repressive, as in the
Soviet Union (see page 3), to the extremely liberal, as in Denmark
and the Netherlands.

However, Mr Draper points out that while the problem of AIDS in
North America ‘‘gets mixed up with people’s attitudes toward sex
and homosexuality and what one is permitted to say in public, the
Danes, for example, don’t have that problem.” He cites an adver-
tisement here that depicts a condom stretched the length of a Co-
penhagen city bus. ‘‘You couldn’t do that in Canada.”

Lowell Leven, PhD, professor, public health, Yale University,
New Haven, Connecticut, and a long-time WHO consultant, says:
“There is a growing feeling in Western Europe that this is a prob-
lem which involves communal action rather than individual behav-
ioral change. You can't approach what is happening (with AIDS) as

you would a smoking-cessation program.”

“We started a methadone pro-
gram which is aimed specifically
at reaching the drug epidemic as a
whole. We gave out methadone to
people with a long history of addic-
tion, who didn't want to stop, and
who wanted to apply to a metha-
done program so they could, in a
manner of speaking, lead less haz-
ardous lives.

“I think it was a very important
step because we reached the drug
abusers as such. This means we
have a medical model and a busi-
ness-like approach. There is a
fairly large amount of medical su-
pervision as to their physical con-
dition. as well as supplying them
with methadone."

Addicts are given the freedom to
choose a methadone level at which
they can function well, although
the maximum allowed — 60 milli-
grams a day — is lower than in
some US programs. Those who
have only been addicted a short
time either get no methadone or a
low dose for a short period.

Each day, buses tour the city ei-
ther to give addicts oral metha-
done or to bring them to one of five
clinics around the city. Again,
pragmatically, workers give some
addicts enough methadone for sev-
eral days if there is a good reason
why their daily attendance would
be impractical. Doctors can also
prescribe methadone for short
periods.

The system has worked well,
“and this is important because it
has given us a good way to ap-
proach the AIDS problem."

Dr Brussel is blunt: “AIDS is an
overriding disease. It is a threat to
all IV drug users, and because of
prostitution it is a threat to all of
society. This means vou have a big
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public stake in controlling or
reaching an effective containment
of drug use.”

In late 1984, Dr Brussel’s depart-
ment started its first distribution
of sterile needles in exchange for
dirty needles. By the end of 1987, it
will approach the million-a-year
mark, which he considers is about
the right figure.

“We apply the principle that
AIDS is a problem with many side-
effects. We think it is very impor-
tant to keep the streets clean of
used needles, because used needles
can contain the AIDS virus and the
virus can remain active for a few
weeks."'

People are encouraged to scour
the streets for used needles, as peo-
ple scour the beaches for empty
pop bottles, and some make a liv-
ing by bringing in from 500 to 1,000
used needles in plastic bags. They
are given sterile needles and sy-
ringes in exchange, “‘and they get
whatever someone who is shooting
up wants to give for it.”

Amsterdam is a magnet for
many drug users especially for-
eigners who use heroin.

One positive factor in Amster-
dam is that the heroin-using pop-
ulation is older, and there are very
few young Dutch people who now

become involved with the drug.

“We don't see them, the police
don't see them, the first-aid posts
don’t see them, the hospitals don't
see them, and the doctors don't see

them. So if we don't see them any-.

where, we suppose they don’t ex-
ist,” Dr Brussel explains.

The city and the police make a
sharp distinction between canna-
bis — which is openly sold in *cof-
fee houses’ — and opiates and co-
caine. Police immediately close a
“‘coffee house’ which tries to sell
any drug but cannabis.

Dr Brussel and his colleagues
have a close working relationship

with the police, and one of their
physicians sees every drug user
who is arrested. If there is any
threat of violence to a staff mem-
ber, the police immediately re-
spond.

“People tend to be aggressive,
and we know some methadone is
sold on the streets. So there are
certain people we don't want to
give it to, but still they insist on
coming,"" he adds with a sigh. The
street market for methadone is
among foreigners who cannot get
the drug from clinics.

Dr Brussel thinks there is a lot of
cocaine in Amsterdam, but it is
mainly confined to heroin users.
‘*About 70% of the heroin users use
cocaine — if they can — as sort of a
dessert. We have not seen any
crack, and we have not seen many
‘normal’ people with cocaine prob-
lems. I do not think it is attractive
to the Dutch culture, and we are
lucky with that."

Dr Brussel would have liked to
continue distributing free condoms
to IV drug users and their part-
ners. But it has proven financially
prohibitive, and there is now a
small charge. For now, it appears
there is no HIV infection among
non-drug-using prostitutes, but it is
probably high among both male
and female drug-using prostitutes,
he says.

Dr Brussel observes: “It ap-
pears to us that many drug users
are motivated to use clean sy-
ringes because of concern for their
health. We know it is always being
talked about among users. Most
prostitutes want to use condoms
but many of their client’s don't,
and we have an educational prob-
lem there."

When time and the HIV virus
start to take their toll among drug
users, Dr Brussel is considering
ways in which experimental AIDS
drugs can be administered in this
population. Because the Nether-
lands, like most of Western Eu-
rope, has a national health service
system, the researchers will be
able to work closely with hospitals.

“You will have to reach certain
populations to control AIDS effecti-
vely, which means if you give out
dangerous drugs, you have to be
sure they are taken properly and
research is done into side-effects.

“In most other countries, the
drug population is a forgotten
group: people say you cannot
reach them effectively. I think that
here, with our system of metha-
done maintenance and control and
containment as such, we can pro-
vide a good medical background
for treatment."”



THE NEW YORK TIMES, FRIDAY, OCTOBER 9, 1987

A Drug Against AIDS and Crime /3

It sounds like a President’s dream: a way to
strike powerfully against drug abuse and AIDS ...
possible to put intp effect virtually overnight ...
with no need for new legislation or significant new
public cost. The dream is a plan to relax rules for
methadone distribution. Yet so far, the Reagan Ad-
ministration hesitates to make it a widespread re-
ality, apparently because of old arguments that
have lost their force.

Heroin abusers eventually weary of their en-
slaving addiction. When they do, many think first of
methadone, a drug that blocks the heroin craving
and permits a stable, productive life. In New York
City alone, some 30,000 heroin addicts are now on
methadone. The treatment programs are oversub-

scribed and addicts requesting help can wait for

months.

Why not expand the programs? Money isn’t the
issue; methadone costs little. It is distributed on an
outpatient basis through established clinics that
could physically accommodate many more patients
without strain, or community opposition.

The issue is Federal regulations. The addict
must be enrolled in a comprehensive program of
counseling and other services, with one counselor
available for every 50 patients. To inhibit unauthor-
ized use, the rules even forbid giving out methadone
as pills; it must be served as a liquid in paper cups.

State laws often repeat and elaborate upon the Fed- .

eral regulations. Distributing more methadone in
compliance with such rules would require heavy ex-
penditures for staff and clinic space.

Supporters of the rules point out that metha-

done is itself an addictive drug, however benign its
effects. Heroin addicts are likely to abuse other
drugs as well, so methadone addresses only part of
the problem. The best treatment, they say, is psy-
chological counseling designed to alter dependent
personalities.

Those who favor greater access to methadone
say psychotherapy remains impractical. Freeing
addicts of all drug dependency remains chancy. The
intensive psychotherapy must take place in residen-
tial centers that can’t hope to accommodate the
need — New York City’s have places for only 3,000.
Expansion would mean wrangling with communi-
ties over new sites.

Relaxed rules, however, could permit immedi-
ate distribution of methadone to thousands more
outpatients. While some might continue to abuse

- other drugs, their escape from heroin still would be
a step forward. Since February, several clinics
have been distributing methadone more freely in
pilot programs under a waiver of the rules, appar-
ently without adverse effect.

AIDS adds new urgency. It spreads rapidly
through needles shared by addicts. Methadone, ad-
ministered orally, reduces needle use. And fear of
AIDS motivates more and more addicts to seek
methadone.

Relaxing the rules would require no new legis-
lation, just action by the Food and Drug Adminis-
tration. Such a revision at the Federal level surely
would prompt states to relax their rules as well —
and so reduce waiting, crime and AIDS.

15
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Paul Kreisberg and Harry Blaney

AIDS Is a Foreign Policy Issue Tho

It affects travel, business, national security.

National awareness of the chal-
lenge of AIDS is intense—for schools,
prisons, the workplace. All these are
on the agenda for the president’s
AIDS comumission. But one major ele-
ment is missing: the looming prospec-
tive effect on foreign policy.

After months of heated debate, the
U.S. government decided in August
to demand AIDS tests after Dec. 1 for
all immigrants, refugees and amnest-
ied individuals wanting to legalize
their U.S, presence. Justification for
this move comes from a provision of
the Immigration and Naturalization
Act requiring exclusion of immigrants
with contagious diseases, but the
technical and human problems in-
volved are immense, What is a valid
“test” and who should give it? Can
amnestees, who are assured by law of
the inviolability for law enforcement
purposes of their files, be deported?
How much will all this cost? And
should the screening process be ex-
tended to other groups?

Discussion over whether to extend
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Human rights issues are partic
ly complex. Should refugees, who
erwise qualify for admission to
United States, or foreign wives
children of U.S. servicemen be
cluded because they test- HIV
tive? America has not fully dec
how to treat its own AIDS vicl
but their fundamental rights are

" tected by law. Should it take a hz
er, more discriminatory. . appr
toward HIV-virus carriers from o
countries? Some countries—Swe
for instance—require that individ
who test HIV positive be reporte
their governments, Should the Un
States cooperate? What are the in
cations for confidentiality and priv:
for damage to careers and fami
from large-scale requirements
testing before international travel
curs?

The global implications of AIDS
already become apparent for con
ued freedom of travel, for the un
stricted conduct of business, for
maintenance of security, for inter
tional health cooperation and as:

mandatory testing to include foreign
students and teachers has already
been mooted. But what about tourists or
businessmen visiting America for more than
a few months? The Soviet Union, Saudi
Arabia, Iraq, China and India already require
AIDS tests for all but short-term visitors,
and the number of governments contemplat-
ing similar requirements is almost certain to
grow in the coming year.

The risk of slowing down or impeding
international travel and exchange is enor-
mous. The U.S. government continues to be
divided, the State Department urging as few
limitations on  freedom of international
movement as possible, the attorney general
and the Department of Health and Human
Services taking a harder position on pro-
spective AIDS carriers entering the United
States.

Access for American ships, aircraft and
other military forces to foreign bases or
normal ports-of-call could become a serious
security problem. The armed forces have
tested 90 percent of all American service-
men for AIDS, including all those embarking
on overseas tours of duty. So far a fairly low
and stable rate of 1.6 cases per thousand
individuals has been found, but—as oc-
curred in mid-September when a Navy ship
was turned away’ from a routine port call in
Costa Rica—responsible military officers
are not always able to offer firm assurances
that all of their troops are certifiably free of
the human immuno-deficiency virus. The
Department of Defense is uncertain how
frequently AIDS tests should be conducted,
but assurances that every member of a ship
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or aircraft crew or an overseas-based troop
unit is uninfected at a specific time will be
difficult if not impossible to provide.

Defense officials profess not to be wor-
ried that the Costa Rican example—the only
one of its kind thus far—will spread to other
Latin American countries or elsewhere. Yet
the Defense Department is also reluctant to
initiate discussions on the subject with our
allies in NATO or in Asia, Privately, howev-
er, civilian and military officers from friend-
ly nations have begun to express concern,
Allegations—which Soviet propaganda has
fed—that American troops spread AIDS
have begun to appear as a new anti-U.S.
issue among groups opposed to U.S. mili-
tary bases in the Philippines and elsewhere,
Can detailed and frank discussions with
countries with which we engage in joint
maneuvers, which send officers and troops
to the United States for training and with
which, in emergencies, we would share
medical services, be avoided very much
longer?

The effect of the spread of AIDS on
international business and tourist travel—
most immediately for the hotel, food, enter-
tainment and transportation industries—is
already evident in a number of African
countries, where tourist travel and safari
business dropped sharply in the past year.
International institutions such as the World
Bank, some private American companies
and U.S. government agencies are also find-
ing it harder to fill vital overseas jobs in
countries with a high incidence of AIDS,

BYLOCHER  tance, and for human rights, Nev

theless, U.S, government agencies thus
are focused on implications of the dise;
primarily in terms of specific agency int
ests. There appears to be no coordinal
overview of the foreign policy implicatic
and no framework for how or whether
when to discuss such policy issues w.
other friendly countries,

There is still serious debate in the me
cal profession over the gravity of the All
epidemic. Will it spread with increasing ea
to broader segments of the U.S, public a
global population, or will it remain confine
as at present, to relatively restrict
groups, at least in the United States? Tl
World Health Organization believes th
some 5 million to 10 million people worl
wide have been exposed to the AIDS viru
including 1.5 million Americans, But ti
100 percent margin of error of this estimat
suggests how little is really known of th
risks.

Policy steps that intensnfy global fears an
damage international relations should b
avoided if the threat is of limited dimensior
But what if it is not? The time may be rip
for intensified U,S, government interagenc
consultation, coordinated by the Nationg
Security Council, as well as discussions ¢
the issues between allies,

Paul Kreisberg is a senior associate gt the
Carnegie Endowment for International
Peace. Harry Blaney was a research
associate at Georgetown Universily's
Institute for the Study of Diplamacy.
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' NIDA AIDS PREVENTION INITIATIVES
(REDUCING TRANSMISSION ASSOCIATED WITH INTRAVENOUS DRUG ABUSE)

IMPROVING OUTREACH

e Reaching more addicts (use of indigenous workers, etc.)

e Making treatment more attractive (reducing restrictions on methadone use,
increasing accessability and availability of services, providing treatment
vouchers, etc.) :

e Diversion of addicts to treatment from criminal justice system

INCREASING TREATMENT CAPACITY

e Providing more treatment slots (increasing capacity of methadone
maintenance programs)

® Providing more treatment space/facilities (overcoming community
resistance, destigmatizing addiction)

o Training more treatment personnel (counselors, administrators)

o Utilizing other treatment resources (NIMH Community Mental Health
Centers, Criminal Justice System)

IMPROVING TREATMENT EFFECTIVENESS

o Developing alternatives to existing treatments (pharmacotherapies,
psychotherapies)

e Use of more behaviorally-based treatment strategies

o Improving efficiency of existing treatment modalities

* Providing treatment for seropositive addicts or addicts with ARC, AIDS

IMPROVING AFTERCARE

Developing relapse prevention strategies

Enhancing social support networks for addicts, sexual partners
Developing post-treatment followup programs

Developing self-help strategies (Narcotics Anonymous)

PROVIDING VOLUNTARY HIV TESTING AND COUNSELING

® o o

e For addicts, sexual partners, children of addicts
¢ Monitoring prevalence of HIV infection in addicts

PROVIDING INFORMATION AND EDUCATION

For addicts, sexuval partners, children of addicts

Distribution to treatment programs, emergency rooms, clinics, etc.
Importance of treatment/stopping drug use or needle sharing
Awareness of risk factors for AIDS

Risk-reduction measures (needle/syringe cleaning, use of
condoms)

TECHNOLOGY DEVELOPMENT
. Dévelopment of buprenorphine, LAAM

¢ Development of single-use needles/syringes
¢ Evaluation of needle-exchange programs

7/27/87
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NATIONAL INSTITUTE ON DRUG ABUSE
AIDS Demonstration Projects

Camprehensive Community Outreach Demonstration Project

This project is designed to reach and ef ively cammnicate information
about AIDS to igh=xi i travenous drug abusers,
@exual partners of intravenous drug abuse prostitutes who are

II.

intravenous drug abusers or sexual partners of intravenous drug abusers.

The goals are to encourage high-risk individuals to enter drug-abuse

treatment and/or to change behaviors (using drugs and sexual practices)
that put them at risk for AIDS. The project will focus on outreach to
intravenous drug abusers who are not in drug abuse treatment programs.

Grants will be awarded to five cities having a high incidence of AIDS

among intravenous drug abusers. Community resource networks will be
established in each city, providing coordination between local institutions,
service agencies, and comunity organizations, and City, County, State,

and Federal agencies.

Targeted Outreach Demonstration Project

This project is designed to test the effectiveness of various strategies
for delivery of AIDS information to three target populations——intravenous
drug abusers, sexual partners of intravenous drug abusers, and prostitutes
who are intravenous drug abusers or sexual partners of intravenous drug
abusers.

NIDA will be testing the effectiveness of five outreach strategies across
15 cities. The strategies will include use of indigenous workers, contact

through emergency rooms, etc.

The project will also allow NIDA to direct monies to commnities and

\ b 6 neighborhoods that are identified "hot spots" of drug abuse and AIDS.
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NATIONAL INSTITUTE ON DRUG ABUSE

OVERVIEW OF AIDS ACTIVITIES

NIDA's AIDS initiatives are planned within the context of the Institute's AIDS
policy, which 1s to (1) encourage intravenous (IV) drug abusers to enter drug
abuse treatment; and (2) educate intravenous drug abusers and their sexual
partners about risk factors for HIV infection and transmission. This policy
will be operationalized by awarding grants and contracts that will (1) expand
availability of drug abuse outreach and treatment services; (2) improve
efforts at treating and preventing drug abuse; and (3) develop educational
materials about AIDS for drug-abuse treatment personnel and populations at
risk (primarily heroin addicts, their sexual partners and offspring).

Drug Abuse Treatment Expansion

0 Funds are available through the President's 1986 Initiative on Drug Abuse
for drug abuse treatment program expansion. These funds can be targeted
by States to treatment of intravenous drug abusers.

Research on Health Education/Risk Reduction

Improving IV drug abuse treatment (develop alternatives to methadone)

(0

0 Impro:ing IV drug abuse prevention (focus on gateway drugs, high risk
youth

o Improving understanding of IV drug abuse (basic knowledge expansion)

o Evaluating effectiveness of HIV risk reduction strategies

Research on Etiologic Agents and Co-Factors | .

o Identification of co-factors to HIV infection in IV drug abusers

o Studies of the potential role of drugs of abuse as co-factors in the
development of HIV disease outcomes, such as dementia or Kaposi's Sarcoma

0o Studies of sexual and perinatal transmission of AIDS and HIV infection
among IV drug abusers, their sexual partners and offspring

o Studies on etiology of IV drug abuse (including needle sharing and
vulnerability factors)

Research on Immunology

0 Studies of drug effects on the immune system
o Clinical immunological studies (including drugs used in treatment)

Epidemiological Studies (Natural History)

o Determining prevalence of IV drug abuse (and needle sharing)
o Determining the natural history of HIV infection among IV drug abusers



Surveillance

0 Monitoring prevalence of seropositivity in 1V drug abusers

Community Demonstrations

o Comprehensive community demonstration program

- Focus on outreach and AIDS risk reduction strategies for IV drug abusers
not in drug abuse treatment programs
- Grants to large cities with high prevalence of IV drug abuse and AIDS

o Targeted demonstration program

- Focus on assessing effectiveness of strategies (e.g., indigenous
workers, emergency rooms, health care facilities) for reaching specific
high-risk populations (IV drug abusers, their sexual partners, or
prostitutes associated with IV drug abuse)

- Contracts to communities and neighborhoods that are identified "hot
spots" of intravenous drug abuse and AIDS

Training and Technical Assistance

Development of AIDS informational modules for drug abuse treatment staff
Technical assistance to drug abuse authorities and treatment programs
AIDS prevention workshops for drug abuse agencies

AIDS counselor training videotapes for drug abuse treatment staff

AIDS adolescent outreach trainin?
AIDS guides for counseling minority populations

OO0 o0oo0oo0OOoO

Communications .

o

AIDS information for drug abusers and sexual partners of drug abusers (in
English and Spanish)

Involvement of entertainment community in AIDS education

Market research and materials development

Marketing AIDS public education programs

AIDS/drug information and referral toll-free telephone line

O 00 o
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Testimony Before the President's Commission on AIDS.
10 September 1987

You have invited me to present an overview of the activities
of the Department of Justice relating to the AIDS epidemic. The
Department has addressed the issue of AIDS in three primary
areas. First, in the Federal prison system, we have been dealing
with inmates who sgﬁfer from AIDS and who carry the AIDS virus.
Second, in the Immigration and Naturalization Service we are
encountering the problem of AIDS in the course of our |
responsibility to screen immigrants for dangerous and contagious
diseases. Third, in our Office of Justice Programs, we are
involved in giving advice to law enforcement officers at all
levels of government concerning situations that involve AIDS in a
law enforcement context, such as handling of criminal suspects
who may have AIDS or carry the virus, administering of paramedic

assistance, and dealing with AIDS as it affects victims of crime.

Following a meeting with his Domestic Policy Council on May
28 of this year, President Reagan asked the Department of Justice
to expand our AIDS testing program for federal prisoners and to
screen aliens’who seek permanent residence in the United States
in order to identify those who carry the AIDS virus. On June 8,

the Attorney General announced a Departmental program to address
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the problem of AIDS within areas of the Department's

responsibility.

Bureau of Prisons. Before June of this year, the policy of

v

tﬁe Bureau of Prisons, established in consultation with medical
authorities in the government, had been to test prisoners only
when a medical examination indicated the prisoner had.symptOms
that appeared to be an active case of AIDS. Ptisoners who were
determined to have AIDS were sent to separate facilities, male
prisoners to the Federal Correctional Institute at Springfield,
Missouri and female prisoners to the Federal Correctional
Institute at Lexingpon, Kentucky. Appropriate medical attention

and care was then given to these prisoners at those locations.

In accordance with the Attorney General's announcement in
June, the Bureau of Prisons undertook a pilot program to test all
incoming prisoners for the AIDS virus and also to test all

prisoners who were being released. ¢

The Bureau performs these tests by taking blood samples at
the prison where the individual prisoner is assigned, as part of
a routine physical examination. At the same time, prisoners are
given a questionnaire that asks them whether they have been
involved in types of high risk behavior. Blood samples are drawn
by Bureau of Prisons physicians, and are analyzed by outside
laboratories 6n contract to the Bureau. The Bureau has recently
entered into a nationwide contract for these tests, at a cost of

$4.74 per person tested. This cost includes the initial
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screening test and a follow-up confirmatory test that is
administered when the initial screening test is positive. The
Bureau plans to conduct follow-up tests three months and six
months after the initial test, and then every six months

thereafter.

The results of the tests are closely held; they are given on
a need to know basis only to appropriate officers in the Federal
Correctional Institute, such as the prison warden, the unit
chief, and a limited number of other security officers when
necessary to ensure the protection of inmates from spread of the
virus. Administrag;ve measures such as segregafion are as
necessary to guard against spread of the virus.

The results of the tests of prisoners who are to be released
from the Federal system are given to the head probation officer.
The U.S. Parole Commission on August 17 of this year published a
proposed rule in the Federal Register, invitimg public comment on
various questions pertaining how the.Parole Commission and parole
officers should use the information of a positive AIDS test for a

prisoner released and on probation.

The Bureau of Prisons will be reassessing its policy toward
AIDS after September 30, when the initial testing period is
complete and the Bureau proceeds to compile and analyze the
resulting data. We will then examine various questions

concerning how to continue, modify, or expand our current testing
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program, as well as related issues of concerning appropriate

management of Federal prisoners who test positive.

Immigration. The second part of the Department of Justice

program concerns Immigration. In June of this year, in accord
with the President's decision, the Attorney General directed the
Immigration and Naturalization Service to develop a testing
program for all immigrants, refugees, and applicants for
legalization. The Department's policy is baseq.on the Immigration
and Nationality Act, which provides in Section 212 that
applicants for visag shall be excluded from the United States if
they carry a dangerous contagious disease. The Department of
Health and Human Services, which has reéponsibility for |
administering this provision of the Act, published a final rule
on August 28 of this year, following a period of public comment,
in which it designated HIV infection -- the AIDS virus =-- in
addition to active cases of AIDS, as a dangemous contagious
disease within the meaning of the Immigration and Nationality
Act. The Immigration and Naturalization Service is prepared to
commence testing on the effective date of this rule, which will

be December 1, 1987.

Testing of persons seeking to enter the United States as
permanent residents will take place at the country of origin or
place of departure. Those who test positive will be denied
entry. Aliens inside the United States who apply for legalized

status under the Immigration Reform and Control Act of 1986 will
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also be tested. This testing will take place of the time they |
initially apply for legalized resident status and at the time
they apply for adjustment to permanent resident status.

The third aspect of the Department of Justicé program
concerning AIDS addresses the special pfoblems and needs of law
enforcement officers at the federal, state, and local'levels.
The suspects and offenders with whom the justile system deals at
all levels on a daily basis include a number of persons who have
active cases of AIDS or who are carriers of the AIDS virus.
Accordingly, the Attorney General has directed the National
Institute of Juéti%g, within the Office of Justice Programs,
to perform several functions designed to assist the law
enforcement community. First NIJ is to-collect informatidn on
incidents alleggd to involve transmission of the AIDS y?rus to
criminal justice professionals in the line of duty. Second, NIJ
is to distribute reference materials on AIDS in relation to the
criminal justice system, working in conjunction with the Centers
for Disease Control. Third, NIJ is to provide technical
assistance and training to help law enforcement officials
understand the facts about AIDS and the relevant considerations
for developing policies concerning AIDS. Finally, NIJ has set up
a hotline to provide information concerning AIDS in the law

enforcement context to callers.

In this work, NIJ is building on extensive research and
analysis that it has already done in the area of AIDS. NIJ has

issued a detailed report, based on four years of study, on AIDS
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in correctional facilities. This report, updated in 1986 and
soon to be updated again, summarizes current medical information,
reviews AIDS-related policies of correctional systems nationwide,
and sets forth a range of specific policy options available to
administrators. NIJ has issued a similar study oﬁTAIDS and the
Law Enforcement Officer, released earlier this summer. NIJ also

issues AIDS Bulletins which offer concise, nontechnicél

information about AIDS related to criminal justice policies.

I am glad to provide these NIJ publications to the
Commission.
;
Finally, concerning the effect of AIDS on victims of crime,
the Bureau of Justice Statistics and thé Office for Victiﬁs of
Crime are currently studying ways in which the criminal justice

system can deal with AIDS as a threat to victims of crime.

Conclusion. In all these areas of actiwity, the Department

of Justice is motivated by a desire to acquire information
concerning AIDS that will be of assistance to the medical
community, law enforcement professionals, and the public at
large. Concerning those individuals in the custody of the
Department of Justice, we are concerned to prevent the
transmission and spread of AIDS by all feasible means possible,
including a systematic education and information effort within
the Federal prisons. We hope that the data from our testing of

immigrants and Federal prisoners will be of some help in the
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vital task of assessing the nationwide incidence, the means of

transmission, and the rate of increase of the AIDS virus.

Thank you for the opportunity to appear before this

4

Commission; you have our firm support for the important work that

you are undertaking.

-~
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Washington Report . . .

HOUSE PANEL HOLDS HEARING
ON AIDS AND IV DRUG ABUSE

More than one-third of the AIDS cases in
New York City involve intravenous drug users -
twice the national average — House Select Com-
mittee on Narcotics Abuse and Control Chairman
Charles B, Rangel (D-N.Y.) said on Nov. 26 in
New York City.

“New York City has long been a major
iNicit drug market with a high percentage of 1V
drug users,” Rangel said in opening a Select Com-
mittee hearing on the problems of drug tratticking
and abuse in the New York City area and the rela-
tionship of IV drug abuse to AIDS.

“None of these IV users, none of us, ever
anticipated that even greater suffering than com-
monly associated with drug abuse and dependency
could be possible,” he said. “No one ever antici-
pated AIDS. At a time when I wondered what
possibly greater tragedy could belall IV diug
users, the spectre of AIDS reared its head.”

The hearing was the lirst by a congressional
panel to delve into the connection between 1V
drug abuse and AIDS.

“The Select Committee has become convinced
that additional exposure needs to be given to the
link between intravenous drug users and Acquired
Immune Deficiency,” added Rep. Benjamin A.
Gilman of New York, the ranking Republican on
the Select Committee, >

NARCOTICS CONTROL DIGEST

Gilman noted that AIDS has become the
nation’s No. | public health concern.

“Although | regret that the majority of con-
cern only shifted when it became known that
the populace at large could be affected,” he said,
“it is indeed time for us to explore in depth the
manner in which the heterosexual population can
acquire this fatal disease. The most imminent
threat appears to us to be from the drug-abusing
population.”

Rangel also expressed alarm about the in-
creasing availability and purity of heroin and
cocaine in New York City. He cited figures show-
ing the number of drug seizures has increased,
along with the number of admissions to treatment
progriams.

“Viewing these kind of statistics, it is clear that
we ate losing the war against drug tralficking and
abuse in our nation,” he said. “Drugs are being
produced, trafficked and imported at unprecedented
rates. To make things even worse, innocent people -
people not involved in this dirty business — have
been seriously injured, and even killed by drug traf-
fickers.”

lditor’s Note: For more information, please
contact: Pat Remick, Select Convmittee on Narcotics
Abuse and Control, Rm. 1H2-234, House Office Bldg.
Annex 2, Washington, DC 20515, Phone: 202-226-
S040).
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DRUG ADDICTION EXPERTS SAY
U.S. WILL NEED TO GIVE ADDICTS
STERILE NEEDLES TO CURB AIDS

Sixty of the world’s leading authorities on
drug addiction research and treatment met in Cam-
den, N.J,, in July, to confer on drug addiction and
the spread of AIDS by drug abusers, The con-
ference, hosted by the University of Medicine and
Dentistry of New Jersey. School of Osteopathic
Medicine, was chaired by Jerome J. Platt, Ph.D.,
director of the Medical School’s Center of Excel- '
lence in Addiction Treatment Research.

Prominent scientists from the Netherlands,
the United Kingdom, Canada, Israel, Germany,
Belgium and the United States joined Dr. Platt in ~
presenting papers that outlined the latest research
on drug addiction and its attending problems,
including AIDS. |

The experts agreed that AIDS is being spread
among intravenous drug users at an alarming rate.
Herman Joseph, a social worker with the New
York State Division of Substance Abuse Services,
reported that AIDS surpassed cancer as the No. 1
killer of women between the ages of 25 to 34 in
New York City last year. AIDS has been the
leading cause of death of men aged 24 to 44 there
since 1985. Joseph reported that 80 percent of the
women diagnosed with AIDS were intravenous
drug abusers who have shared needles or had
intimate sexual contact with an infected drug
abuser. B .

Several speakers pointed to prostitution as
another source of AIDS infection, Dr, Claire
Sterk, an adjunct instructor of psychiatry at ;
UMDNUJ School of Osteopathic Medicine, and a
research associate at Erasmus University in Rot-
terdam, has done in-depth studies of prostitutes in
the U.S. and the Netherlands. She reported that
35-45 percent of all prostitutes are intravenous
drug users, and that 57 percent of drug-using pros-
titutes test positive for the AIDS virus. Prostitutes
infect others with AIDS through sexual contact
and through sharing the needles they use to inject
drugs, Dr. Sterk said.

el T

Give Users Sterile Needles?

Aocording to Dr. G.F. Van de Wyngaarg head of the
Addiction Research Institute at the University of Utrecht in
the Netherlands, the Dutch have cut down on AIDS transmis-
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sion by msututing bold prevenuog measures Fo example
methadone is delivered to addicts throughout ;he (iarge cities in
specially equipped vans. Clean needles and syringes are given
freely to drug users. _
TR VTR 180057 0950 Aunye 4 Ju H

“In the Netherlands; where drug users can buy or ./ . .
exchange clean needles and syringes,”. Dr. Van de. Wyngaart:
says, “we have seen only an extremely limited ingidence of [
AIDS among native Dutch I.V. drug users.”
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Other expens at the week-long conference on addret;on
echoed Dr, Van de Wyn;w-t's pomt f view, Dopald De. J
Jarlais, Ph.D., of the New York State Dlvrsron of ubstance
Abuse Servrces said that i in Amsterdam, distribution of stenle
needles in exchange for dirty ones had increased fmm 25,000
to 600 000 last year as a result of the addlcts' fear of AIDS it

Llig 3 Andl & )Qi( ol @13 5 i WOk A

“There'is'a movement toward ‘makmg sterile' equipment ¢
available to . V. drug users in the United States,” said Dr. De
Jarlais. “Twenty years from now, when we are asked what
we did to help stem the epidemic of AIDS among heterosex- |
uals, are we going to say that we went on running our agencies
in the same way and proyiding the same kinds of geryices as
we did before there was an AIDS epidemic?”  ,,

Herman Joseph concurred, soying, “The AIDS epidemic
is making people rethink @ lot of their attitudes about provid-
ing clean needles and expandmg methadone avaxlabllny to
stem the use of shared needles.” Joseph also advocated ’
“front line medicine,” which he says includes making metha-*
done available in non-traditional places, such as “gshooting
galleries jails, probauon offices and uomeless shelters.
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Other topics covered by speakers at the conference . .
mcluded new treatment and rehabilitation programs for drug .
addicts. Dr. Platt reported.on a program at the psteopathic |
medical school that has sugceeded in providing employment
training for drug addicts in methadone treatment.

“We have found that drug addrcg have impp{ryﬂ il
problem-solving skills. Their ability to logically work =~ =
problems through and find plternative solutions is not well
developed,” he said. “lmportantly, we have been able to
show that when we have methadone clients go through our
program, they search for and obtain employment at a higher |
rate than other methadone clients.”: Dr. Platt’s program is
sponsored by the National Institute on Drug Abuse (NIDA)

i1 a

Dr. Platt added that the ability of nddrcts to connect their
own actions with ultimate,consequences appears to be im-
paired. But, he stated that when good therapy is combined |
with methadone treatment, and training is tailored to the
individual addict’s needs, drug addicts can become useful and
productive members of society. M

Y
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DRUG-LINKED AIDS CASES UP

The number of AIDS cases linked to intra-
venous drug use — once concentrated in New
York City and northern New Jersey — are increas-
ing across the nation, it was reported recently.

Dr. James Curran, head of the AIDS branch
of the Centers for Disease Control (CDC) in
Atlanta, said that quick action will be required to
halt further proliferation of the disease through
contaminated needles.

Dr. Curran said the latest statistics indicate
that AIDS has become the leading cause of death
among New York prisoners, principally because of
intravenous drug use before an inmate is jailed.

He said there are indications that similar cqn-
ditions are developing in prisons elsewhere.

AIDS cases involving drug addicts, their sex
partners and children have occurred mainly in
New York City and northern New Jersey in the
past. But cases among intravenous drug users
have now been reported in 44 states. |

DID YOU KNOW that Washington Crime News
Services also publishes Computer Crime Digest,
Crime Control Digest, Corrections Digest, Juvenile
Justice Digest, Security Systems Digest, Organized
Crime Digest, Training Aids Digest and Criminal
Justice Digest. Sample copies of these publications are T
available upon request.
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THE WHITE HOUSE
WASHINGTON

July 15, 1988

INFORMATION

MEMORANDUM FOR THE PRESIDENT

” .
M.D.

FROM: DONALD IAN MACDO
SUBJECT: Report of the Presidential Commission on the Human
Immunodeficiency Virus (HIV) Epidemic

Issue: Allegations that OMB actions are an impediment to
progress by the National Institutes of Health (NIH) against AIDS
and HIV infection.

Background: On June 27 you received the final report of the
Commission and directed me to prepare a response for you within
30 days. On Wednesday, Admiral Watkins and one of the
Commissioners, Dr. Burton Lee, testified before the Senate
Committee on Labor and Human Resources. Their testimony was in
part a reiteration of the Commission's recommendations (see
Attachment A). The Commission recommends that, for a two year
minimum period, NIH be given special administrative status under
which it will receive its budget directly and "have
discretionary authority over all subsequent allocations of
personnel and resources within NIH," including exemption from
standard OMB review.

Discussion: Due to the urgency of AIDS and HIV infection, we
should give priority to reducing impediments to progress,
especially in scientific research areas. However, the priority
must not subvert necessary administrative and fiscal controls or
establish a priority-setting system independent of your overall
policies. The Commission's recommendation may be overly
simplified. In my report to you on July 27, I expect to make
recommendations which address this complex issue =-- resolving
the problems identified by the Commission yet preserving the
integrity of the budget and administrative review process.
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Recommendation: (extract from Chapter four)

4-14

To better meet the research mission of the National
Institutes of Health (NIH) through a facilitated
management process, the Secretary of Health and Human
Services and appropriate authority as required by law
should mandate that the Director of NIH report
directly to the Secretary for a period of two years.
The Director will receive the budget directly from the
Secretary, and will have discretionary authority over
all subsequent allocations of personnel and resources
within NIH. For the two-year period, Congress, in
conjunction with the Secretary, shall exempt NIH from
OMB regulation of personnel and resource allocations
within all of NIH. During this two-year period, NIH
will continue to operate within all remaining confines
of law.

Following the two-year period, Congress should
authorize an independent audit to measure the
effectiveness of this change. The Director and the
Secretary will report to Congress, and if the change in
procedure has resulted in greater flexibility for NIH
to achieve its scientific mandate, it shall become
permanent. If it has not, Congress should consider
giving NIH a more independent funding status, similar
to that of the National Science Foundation.



CHAPTER FOUR: BASIC RESEARCH,
VACCINE, AND DRUG DEVELOPMENT

Basic biomedical research continues to make
vast and unprecedented advances in key scien-
tific areas directly applicable to the HIV epi-
demic. However, significant obstacles confront
both the scientist seeking a cure, and the indi-
vidual with HIV infection seeking treatment.
Our national system of research programming
and funding is not equipped to reorganize rap-
idly in response to an emergency. The process
of individual initiatives by scientists, followed
by peer review, while essential, produces re-
sults at a rate too slow to be understood or
accepted by a country at risk. Innovative initia-
tives are urgently needed that will both main-
tain scientific integrity and shorten the time
from discovery to trial, and from trial to safe
and effective treatment use.

In its hearings on research issues, the Com-
mission identified several areas of serious con-
cern. Foremost among these is the need for
broader basic research activity to more rapidly
model and develop a broad range of anti-viral
and immune modulating drugs and the need
for immediate implementation of broadly acces-
sible clinical trials of all potentially therapeutic
agents.

In the area of basic research, other problems
identified were:

* the need to free federally sponsored research
from many of the bureaucratic restrictions that
delay progress and constrain exploration.

¢ the need to create new ways of thinking about
basic biomedical research and science education
and to establish them as much higher funding
priorities.

* the need for greater collaborative research, both
nationally and internationally.

¢ the need to upgrade many of America’s aging re-
search facilities and properly equip them for HIV
research.

* the need for an even greater emphasis on basic
biology, virology, and immunology.

* the urgent need for the establishment of a data
base that would provide a description of the nat-
ural course of the disease from which “historic
controls” might be derived for research on the
full spectrum of HIV-related illness.

* the need for greater communication of research
results, both within the research community and
to the general public.

In the areas of drug and vaccine develop-
ment, problems include:

* the need for increased access by a broader spec-
trum of the infected population to a greater vari-
ety of experimental treatments.

* the need to eliminate whenever possible the use
of placebo-controlled trials in patients whose dis-
ease is immediately life-threatening.

* the need for a public information system that
would collect and make available current infor-
mation on drug development and open clinical
trials.

* the need for direct federal support of quality-as-
sured community-based drug trials.

¢ the need to set aside counterproductive competi-
tion as much as possible in favor of greater col-
laboration among pharmaceutical industry mem-
bers, and between industry and government, es-
pecially in times of medical emergencies.

* the need for additional Food and Drug Adminis-
tration (FDA) resources to process more rapidly
all HIV-related applications without compromis-
ing standards of safety or efficacy or causing
delays in the review of promising drugs for other
diseases.

Hearings on these and many additional re-
search problems yielded the following informa-
tion and recommendations.
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Section I. Basic Research—The
National Institutes of Health

AIDS is a complex and aggressive biomedical
syndrome which was initially recognized in this
country at a time when there was no knowledge
of what caused the disease, how it was trans-
mitted, or how it could be stopped. There were
no therapeutic drugs with known effectiveness,
no vaccines, and no hope for early intervention
in what seemed to be an endlessly escalating
process. When an etiologic (causative) agent
was identified by Dr. Robert Gallo at the Na-
tional Cancer Institute (NCI) and Dr. Luc Mon-
tagnier at the Pasteur Institute in Paris, it was
found to be a retrovirus, a type of virus about
which comparatively little was known.

Within a short time, however, the research
community responded to the challenge posed
by the new disease by attacking it on many
fronts. Even before the virus was isolated and
the etiology of the disease established, many of
the complexities of the syndrome had been de-
lineated, and information had been gathered
on transmission and possible co-factors. As
soon as HIV was identified, intensive laborato-
ry work began with “off the shelf’ drugs to
find agents that might be viricidal or interfere
with viral replication. Trials of promising drugs
and vaccines are underway. That these success-
es were achieved relatively rapidly was due to
the presence of a major research infrastructure
that worked -- one that was built upon several
decades of serious research commitment at the
National Institutes of Health (NIH).

America’s investment in basic research can
be broadly categorized as an investment in re-
search and an investment in researchers. The
former includes direct federal, state, and local
funding for materials, facilities, and programs.
The latter includes investment in training and
support mechanisms which enable investigators
to pursue innovative ideas. This research takes
place on university campuses, in medical insti-
tutions, and in independently sponsored re-
search centers. Although other federal sources
exist, the distribution of federal funding for
research programs in these varied sites is cen-
tralized in NIH. The largest proportion (87
percent) of HIV research funding provided by
NIH is given to institutions and individuals by
means of direct grants or contracts.

The advances made to date in research rest
on a foundation of research excellence estab-
lished many years ago at NIH and accelerated
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in the 1970’s by the “War on Cancer,” primari-
ly within NCI. During this period, funding was
increased in the areas of epidemiology, molecu-
lar biology, microbiology, virology, immunolo-
gy, genetics, and pharmacology, in an effort to
find a “magic bullet” that would cure malig-
nancies.

In the early years of the HIV epidemic, NIH
scientists answered the challenge by turning
their research efforts to the new disease even
though technically they were funded to do
other work. As knowledge of the severity of the
problem increased, funding followed so that re-
search at NIH, the universities, and medical
centers could continue and broaden in order to
explore the disease more aggressively.

Initial NIH funding for AIDS research was
authorized by Congress in 1982 at $3.5 million.
During FY 1988, NIH funding for HIV-related
research is expected to reach almost $468 mil-

- lion, an 80 percent increase over the previous

year, over 13,000 percent higher than in 1982.
Of these funds, $407 million will be given in
grants to support programs in universities,
medical centers, and other extramural institu-
tions, as well as to individuals. The remaining
$61 million (13 percent of the total) will sup-
port intramural research at the National Insti-
tute of Allergy and Infectious Diseases
(NIAID).

While the federal government has allocated
large sums of money to meet the research re-
quirements of the epidemic, and while a great
deal has been learned in a relatively short time,
pressing research needs still exist.

HIV-related basic research is expected to
have high yield benefits to Americans who
suffer from cancer, viral diseases, and immune
diseases, which collectively kill an estimated
650,000 individuals each year. Research areas
that require additional long-range funding in-
clude:

Virology and molecular biology: What more
can we learn about viral activity and structure
so that vaccines and anti-viral drugs can be
rapidly and efficiently modeled and developed?
Until recently, very little was known about re-
troviruses and lentiviruses, and though we are
still only on the threshold, our knowledge is
increasing rapidly.

Immunology: How does HIV damage the
immune system? Why do some individuals
remain healthy for so long after acquiring the
virus, while others rapidly decline? What can



be done to stimulate or support the immune
system of the infected individual so that he or
she will remain healthy?

Cell biology and host genetics: What viral
mechanisms function in infected cells during
the viral replication cycle, and how can we
interfere with these mechanisms? What genetic
co-factors, present in some individuals and not
others, influence susceptibility and resistance to
infection with HIV and the occurrence and ra-
pidity of progression from a symptom-free state
to overt disease?

Pathogenesis: What are the mechanisms by
which HIV spreads from cell to cell within the
body, kills certain cells and interferes with the
normal function of others, and undermines the
host immune response to many serious oppor-
tunistic infections?

Reagents, Animal Models, and Research
Information Exchange

For information obtained in different re-
search laboratories to be comparable, certain
common resources must exist. Biologic materi-
als such as viral strains, genetic probes, poly-
clonal and monoclonal antibodies must be
standardized and made widely available.

To date, adequate animal models have not
been developed for human HIV-related re-
search. An appropriate model is one in which
the animal can be infected with HIV and can
develop disease similar to that produced by
HIV infection in humans. In this way, experi-
ments critical to our understanding of the
virus, and of disease progression can be con-
ducted without the use of human subjects. Dif-
ficulties with animal models for HIV research
persist. Chimpanzees, for example, can be in-
fected with HIV, but, to date, have not devel-
oped AIDS. In addition, chimpanzees, the only
primates that can be infected with HIV, are an
endangered species. Their breeding, care, and
use in experiments must be carefully monitored
by strict application of ethics and peer review,
and they should be used only when there is no
other alternative. It is important to ensure that
experimental animals are treated humanely and
used as sparingly as possible. Progress against
HIV would be achieved much more slowly, at
best, if animal studies were not permitted.

Simian Immunodeficiency Viruses (SIV) are a
group of viruses very similar to HIV-2 which
infect rhesus macaques, a possible animal
model candidate. In addition, SIV and HIV are
lentiviruses, a virus characterized by a long la-

tency period and slow progression of disease.
Animal studies in lentiviruses are well docu-
mented, and use of these models may prove
valuable correlates to HIV. In addition to SIV,
candidate viruses include visna-maedi (sheep),
caprine arthritis encephalitis virus (goats), and
equine infectious anemia (horses). Ideal animal
model HIV research would use small animals
that can be relatively easily and inexpensively
maintained (e.g., mice). As these animals may
be infected using genetically altered materials,
issues such as biocontainment and liability
would require serious attention.

Work with virus-infected animals requires the
strictest application of proper biocontainment
procedures to protect research workers. Addi-
tional obstacles to developing an appropriate
animal model for HIV infection and AIDS in-
clude criticism from organizations concerned
with animal rights, and a decrease in the animal
population overseas, resulting in ethical and
legal restrictions against both animal importa-
tion and conducting research in the animals’
native setting. Researchers foresee long delays
in the development of HIV drugs and vaccines,
especially for use by pregnant women, if animal
research is precluded.

Witnesses before the Commission indicated a
need for better mechanisms of information ex-
change and communication about work in
progress, especially in basic research, but noted
that competition often precludes such ex-
change. Within the federal government, the im-
portance of interdepartmental communication
on research programs is underlined by the
HIV-related research being conducted at the
Department of Defense. Research from the
Strategic Defense Initiative (SDI) has, as a side
benefit, produced valuable medical advances
that may be useful in the fight against the HIV
epidemic. One project under study is a dye
laser system, which has been found capable of
destroying certain viruses within the blood. An-
other spinoff of the SDI applied technology
program is the development of a virtually im-
penetrable yet pliable material which will be
used to make protective gloves that could be
worn when conducting surgery or other medi-
cal procedures.

Several research witnesses testified that re-
search liability problems should be addressed
by the Commission because they create serious
obstacles to research. Witnesses indicated that
some institutions have been reluctant to under-
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take HIV research until such liability problems
have been resolved, fearing the cost of liability
protection or liability actions would be
unaffordable. Basic research liability issues
relate primarily to worker safety, and are of
special concern to those individuals working
with live virus or virus-infected animals.

Facilities

HIV has added an increased burden to our
already overstrained research facilities. Many
scientists believe that our research efforts have
been slowed because of outdated and antiquat-
ed facilities. Work with viruses, viral concentra-
tions, genetically altered and virus-infected ani-
mals must be done in highly controlled set-
tings. The model developed for expanding
such research includes construction of contain-
ment laboratories with a P-3 level of biosafety
or modification of existing labs. At the begin-
ning of the epidemic, very few of these facilities
were in existence.

In the research community outside NIH, few
universities and research institutions have
funds immediately available to create or con-
vert facilities for HIV-related work. The cost of
upgrading existing laboratories to P-3 level is
approximately $250,000 per laboratory. Many
laboratories now exist around the country that
could be upgraded in this manner, providing
space for additional HIV-related research. This
diverse pluralistic distribution of research space
was highly recommended by several witnesses
as offering the greatest potential for discovery.

Testimony suggested to the Commission that
federal funding be supplied to establish region-
al centers for basic and applied research in
retroviral diseases. These centers would be lo-
cated in a university or a research institute
where a critical mass of expertise already exists,
and the existing research team would be orga-
nized and expanded for maximum interaction
under the leadership of an appropriate investi-
gator. The enlarged facility would be optimally
equipped for this work. It would provide an
appropriate environment for training of gradu-
ate students and postdoctoral fellows, and
would ideally be able to share a portion of its
facilities with qualified visiting researchers from
outside the parent institution who lacked facili-
ties to advance their own research. Such cen-
ters would have a great impact by providing
opportunity to young researchers.

A highly specialized type of facility that is in
very short supply is a laboratory equipped for
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advanced research on the structure of protein
constituents of viruses such as HIV. These
studies involve the art of making crystals of
these proteins and mapping the internal struc-
ture of the protein molecule by the study of
their X-ray diffraction patterns. Knowing these
structures will greatly facilitate the develop-
ment of antagonists to the functioning of these
molecules in the course of disease develop-
ment.

In order to conduct rapidly expanded re-
search on HIV that is safe and scientifically
expedient, facilities and instrumentation must
be brought up to date. Funds for this type of
upgrading come primarily from the federal
government.

NIH last received major construction appro-
priations in the late 1960’s. Much of the con-
struction authorization for the research insti-
tutes has since expired. Institutes within NIH
used to have independent construction author-
ity but only three institutes are currently able
to authorize and grant funds for construction.
NIAID, the lead agency on HIV research, is not
one of them. This has created an obstacle to
NIH funding of extramural university construc-
tion and reinstrumentation, as well as prevent-
ed NIH from answering its own intramural con-
struction needs. A new AIDS research building
has been planned for the NIH campus at a cost
of $30 million. After two years, this building is
still in the early planning stages.

The seriousness of this obstacle is exempli-
fied by the lack of progress on the NIAID Con-
solidated Office Building. Currently, NIAID
personnel work in leased office spaces scattered
over an area of several square miles, some dis-
tance away from the Clinical Center at NIH,
where patients are seen. The proposed build-
ing would be constructed under a lease-pur-
chase agreement and would enable all HIV-
related NIAID personnel to work closely to-
gether, in close proximity to the patients.

Space on the NIH campus has been set aside
for the building, architectural plans drawn, and
funds approved by Congress; yet the General
Services Administration (GSA) has not given
final approval for construction. NIH cost esti-
mates indicate that operating costs of current
leased properties exceed those of the new
building. At this point in time it would require
no new dollars, and may in fact save money if
construction were expedited. Documents, spe-
cially requested by the Commission and sup-



plied by NIH, indicate that calculations of net
present value have been carried out for three
alternatives, with the following results:

* Continue present leases—$147.2 million
* Lease-purchase on NIH campus—$95.0 million
¢ Federal construction on NIH campus—$97.5 mil-
lion
Delay in the construction of this building is
one of the most serious research administrative
obstacles the Commission has encountered.

Administrative Processes

HIV was isolated in 1983 and because the
disease known as AIDS was then determined to
be a virus-induced infectious disease, NIH des-
ignated NIAID as the administrator for HIV-
related federal research management. Much of
the pre-1983 HIV research was done at NCI,
and work continues at that institute. Senior
leadership within NIH, especially in NIAID and
NCI, responded to the challenge of the epi-
demic by establishing a system for organizing
and funding research priorities that required
almost simultaneous development and execu-
tion. Within a brief time, a new research and
clinical trial structure had been conceived and
implemented at NIAID that structurally paral-
leled that of NCI, which had been established
over a period of years. The urgency and
breadth of this effort is without precedent in
the history of the federal government’s re-
sponse to an infectious disease crisis.

Witnesses critical of the NIAID response
have testified that little funding was received by
outside institutions until late in 1984. They be-
lieved that this was due to the lack of a pre-
existing administrative structure similar to that
of NCI for clinical trials, and also due to the
complexity of the grant funding process.

The NIAID clinical trials program has cur-
rently enrolled nearly 4,000 patients and is ex-
panding into additional research institutions, as
well as into community- and physician-oriented
programs. The funding and grant making proc-
ess has recently been reviewed and the “ASAP”
(Accelerated - Solicitation - to - Award Program)
enacted. This should cut grant review and turn-
around time to less than six months. Both the
accelerated grant review and community in-
volvement in clinical trials are significant breaks
with research and funding tradition. They rep-
resent an effort on the part of NIAID to re-
spond to the urgency of the HIV epidemic and
the needs of the research and patient commu-

nities. However, as stated in the Commission’s
interim report, a greater sense of urgency
throughout the government is needed to imple-
ment the increased funds already approved by
Congress and to supplement improvements al-
ready underway by NIH.

The diversity and multiplicity of HIV re-
search projects at NIH requires management at
the level of the Office of the Director. NIH
recently announced the initiation of the Office
for AIDS Research, which was established in
April of 1988, and will eventually have 12 to 15
full-time equivalent positions (FTEs). It is oper-
ating under a current budget of $400,000
which is expected to double in the following
fiscal year. The Commission endorses the Di-
rector’s establishment of this office and encour-
ages its full staffing and support.

The Commission’s examination of HIV re-
search programs has revealed that despite
NIAID’s commitment to rapid response, limita-
tions in the federal system must be addressed if
this nation’s goal of controlling the epidemic is
to be realized. One of the greatest obstacles
cited by NIH administrators is the inflexibility
of Office of Management and Budget (OMB)
regulation of internal resource allocation and
program development. Currently, OMB acts as
a surrogate Secretary of HHS, in effect, micro-
managing research on the institute level within
NIH. The Commission favors allocating pools
of resources (funds and personnel) to NIH and
allowing the Director greater discretionary
powers to make subsequent personnel and
funding allocations to each institute. NIH wit-
nesses have repeatedly indicated their desire to
be held accountable for results and asked for
greater flexibility to employ innovative methods
through which to achieve those results.

The mandate of science is exploration and
discovery, and this requires flexible manage-
ment to allow for the creative application of
ideas. Such flexibility is often difficult to
achieve in a bureaucracy as massive as that of
the federal government. NIH is an organization
much like the National Science Foundation
(NSF) in that its mission is broad scientific ex-
ploration, often in uncharted territory. Howev-
er, there is a significant difference between the
two in that NSF is less encumbered by layers of
bureaucracy. Therefore, to allow NIH the
greatest potential for discovery in HIV re-
search, as well as in research on cancer and
other diseases, the Director should have full
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authority and responsibility to manage the re-
sources appropriated by Congress as needed.

Personnel and Recruitment

From FY 1984 to FY 1988, a total of 371
new FTEs were added to NIH for HIV-related
activities. Over the same period, the total
number of NIH personnel positions dropped
from 13,493 to 12,461. This represents an
overall loss of 1,032 positions, even though
HIV positions have been increased. The Com-
mission is deeply concerned that the much
needed increases in HIV research personnel
are being implemented to the detriment of re-
search on other diseases. Although research on
HIV must be expanded, we cannot afford to
cut back on cancer or heart disease research to
achieve this goal.

One serious obstacle, discussed in the Com-
mission’s interim report, is presented by FTE
ceilings imposed by OMB that prohibit the re-
cruiting of individuals above those ceilings,
even in short-term emergency conditions. This
contributed to both NIAID’s inability to put its
own programs into motion, and to the public’s
perception that NIAID was slow to respond.
FTE ceilings are designed to limit the size of
the federal government, i.e., the number of in-
dividuals working for the government who will
at some point be eligible for ongoing benefits
such as retirement. The approval system has
entrenched inflexibilities intended to guard
against such growth, but can in fact leave gov-
ernment agencies funded but unable to hire in
response to a crisis. The National Cancer Act
of 1972 created NIH short-term personnel slots
that were to be filled by visiting scientists, or
“cancer experts,” who were not counted in
FTE ceilings, as they were not likely to retire
on government payroll. Four years ago, howev-
er, OMB regulations for such appointments
changed, and currently these and other tempo-
rary positions count against personnel limits.

NIH administrators also indicated that, given
funds and personnel positions, they are still
unable to complete hiring of some individuals
because of ‘“business as usual” paperwork
delays in other agencies. Although the Office of
Personnel Management (OPM) has begun dis-
cussion with NIH to streamline personnel re-
cruitment, no practical change has been noted
since the Commission’s interim report. The
Commission favors greater flexibility on the
part of OMB and OPM to allow the NIH Direc-
tor the ability to more rapidly hire greater
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numbers of technically specialized research per-
sonnel.

Witnesses before the Commission testified
that modest salaries and the lack of other in-
centives deter many talented individuals from
working at NIH. NIH recently proposed the
creation of the ‘“Senior Biomedical Research
Service,” a career track similar to the federal
Senior Executive Service, which would enable
NIH to recruit scientists at salary levels similar
to those in the private sector. The model cited
for this proposal is that used by the Uniformed
Services University of the Health Sciences. Leg-
islation creating these University pay scales ex-
empted them from standard government levels,
and enabled the University to attract personnel
with salaries similar to those of other medical
schools. To date, the proposed Senior Biomed-
ical Research Service has not been approved.

Additional research hiring difficulties involve
a zero tolerance for poor technique, which,
when working with live virus, could prove fatal.
This, coupled with the long hours, close quar-
ters, and poor salaries, also contributes to per-
sonnel hiring delays.

Grant Processing and Research Funding

Traditionally, NIH has sponsored grants for
projects that were initiated by researchers and
proposed by them for funding. In response to
the HIV crisis, NIH took a more centralized
approach, funding a large number of specific
contracts and issuing specific requests for grant
applications for areas of needed research in
which there was a lack of scientific interest or
of readily apparent benefit. This approach has
been criticized by some witnesses who felt
unable to receive funds for work they thought
beneficial. What is seen within NIAID as a
process of taking control and targeting federal
resources to underexplored areas of science is
seen by some on the outside as overly restric-
tive and limiting research options.

Two of the most significant hindrances of
NIH have been restricted spending authority
and the lack of significant pools of discretion-
ary funds that can be used in medical and sci-
entific emergencies or immediately to imple-
ment promising programs.

Administering taxpayer money for varied yet
targeted exploration in a multifocal medical
and scientific crisis requires great skill and bal-
ance. Given a limited amount of total funds,
and if spending is so broad that all possibilities



are touched, there may not be enough money
in each grant to permit a thorough exploration.
If funded research is too highly focused in one
area, an answer lying outside that area will not
be found. Advisory councils within NIAID and
NCI and the NIH Director’s Advisory Council
offer advice on funding direction, but some
witnesses cited too few grants to younger inves-
tigators and inadequate funding for new or
“unpopular”’ ideas. In response, NIAID has
created seats on its advisory councils for com-
munity representatives and younger scientists
and is considering appointing a similarly quali-
fied person with HIV infection.

Many researchers testifying before the Com-
mission indicated a preference for investigator-
initiated research, citing its ability to offer mul-
tivaried exploration of any given topic. Many
also considered highly controlled directed
funding to be an appropriate response by
NIAID that should be reserved for short-term
emergency situations. As HIV research has
been stimulated, investigators have returned to
NIH with new ideas and proposals in previous-
ly underexplored areas.

Primary to all recommendations for the ad-
vancement of basic biomedical research is the
concept that these funds must be new monies
and not subtracted from other programs.

Basic Science Education and Research
Training Grants

Testimony before the Commission cited the
belief that the federal government funds the
best scientists, provides access to the most so-
phisticated technology, and regulates to the
highest standard of excellence in the world. Yet
concern was expressed by members of the sci-
entific community that the next generation will
not produce adequate numbers of capable sci-
entists willing to work in federally funded lab-
oratories.

Current NIH training grant programs in-
clude:

* university/medical center grants, given to ten re-
search centers;

¢ individual research scientist grants, to support
ongoing work;

* Career Development Awards (“K Awards”), to
allow a specialist in one field to acquire technical
knowledge in another; and

e Research Scientist Awards, for achievement in
one research area.

In the categories above, there are 200 awards
of approximately $50,000 each. In addition,
there are program slots for 250 summer stu-
dents, each with a stipend of $1,500.

The dollar amounts listed above are the
yearly maximum for these programs, although
in recent years they have not always been
funded at this level. Some, in fact, have been
eliminated. Additional appropriations for great-
ly increased numbers of awards as well as the
authority to execute these programs are
needed.

A serious obstacle exists in that summer stu-
dents studying on the NIH campus for three
months are counted against the NIH FTE ceil-
ing. This means that if NIAID wants to create
research opportunities for 40 summer students,
it must eliminate ten full-time positions from
its staff. The summer student program repre-
sents a unique opportunity for youth, especially
minority youth, to participate in government
research training and to work with recognized
research leaders.

Many more research personnel are needed
now and will be needed in the future, as tech-
nology expands research potential. A greatly
upscaled investment must be made now to
guarantee the availability of researchers in the
year 2000.

Obstacles to Progress

Basic research

* A lack of standardized reagents makes informa-
tion coming from separate experiments difficult
to assess.

¢ The lack of appropriate animal models for HIV
research makes the application of animal re-
search results to humans uncertain.

* Information exchange between individual re-
searchers could be improved, as could research
information exchange between federal depart-
ments and agencies.

Facilities, Administration, Personnel, and Grants

* OMB micromanagement and FTE ceilings pre-
vent the deployment of a sufficient number of re-
searchers to deal with pressing problems.

* The current structure of NIH management over-
sight by OMB and HHS means external staff are
allowed to set personnel allocations at the unit
program level, and to block fund shifts within
categories which would contribute to the achieve-
ment of its intended goal.

43



* There is an inadequate number of laboratories
equipped to carry out HIV work -- both at NIH
and at research institutions around the country.

* A more rapid response by all elements of gov-
ernment is needed in order to speed NIH re-
search efforts.

¢ Funds for basic research are inadequate to meet
the new research priorities of the HIV epidemic.

* De-emphasis of investigator-initiated grants may
threaten or constrain broad exploration in HIV
research.

e Grants for HIV research projects are not made
quickly enough, and funds for these projects do
not allow for longer-term investigation.

* Scientists and health care professionals are not
attracted to work at NIH because salary and ben-
efit levels are not comparable to private sector
institutions.

Basic science education and training

* The lack of basic science education programs in
elementary and secondary education could lead
to a shortage of research personnel in the future.

e There are not enough training programs in exist-
ence to supply the necessary number of future
researchers.

RECOMMENDATIONS

To facilitate basic biomedical HIV-related re-
search, the Commission offers recommenda-
tions in the following categories:

Reagents, Animal Models, and Research
Information Exchange

4-1 Escalate existing efforts of the National
Institutes of Health to establish a reposi-
tory for reagents to be used in HIV re-
search.

4-2 Investigate a fee-for-use basis for rea-
gent distribution that would assist in
supporting this program in private
sector collaboration.

4-3 Make the development of appropriate
animal models for HIV-related research
an immediate and high priority, and
make additional funds available to en-
hance primate center development.

44 Establish a federally funded central reg-
istry of animal model resources for HIV
and other diseases.

4-5 The National Institutes of Health should
develop a computerized network of all
HIV-related research activities to pro-
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Facilities
4-7

4-9

4-11

mote greater exchange of information
and data between researchers.

Increase funds to the National Institutes
of Health Divisions of Research Services
and Research Resources for additional
animal model, reagent, and database
program support.

The National Institutes of Health intra-
mural construction and reinstrumenta-
tion needs should be assessed and the
information forwarded to the Office of
the Secretary for inclusion as a high pri-
ority in future budget requests.

Construction of the National Institutes
of Health Consolidated Office Building
should be made a high priority and Gen-
eral Services Administration’s approval
be expedited.

The National Institutes of Health (NIH)
construction authority should be rein-
stated during the Congressional reau-
thorization of NIH in 1988 to provide
for the expeditious granting of funds to
universities or medical centers for con-
struction or renovation of research facili-
ties. Construction funds should be made
available in FY 1989.

Funds for construction and modification
of university facilities, as well as upgrad-
ing of instrumentation, should be pro-
vided through federal matching grants.

Funds should be made available to the
National Institutes of Health Division of
Research Resources to upgrade or ren-
ovate 20 existing laboratories to P-3
level.

Funds should be made available for the
construction of four regional structural
biology centers, equipped for X-ray crys-
tallography.

The National Institutes of Health should
implement a plan for the development of
regional retroviral research centers and
provide renovation of construction funds
for two such centers.

Administration

4-14

To better meet the research mission of
the National Institutes of Health (NIH)
through a facilitated management proc-
ess, the Secretary of Health and Human
Services and appropriate authority as re-
quired by law should mandate that the
Director of NIH report directly to the
Secretary for a period of two years. The



Director will receive the NIH budget di-
rectly from the Secretary, and will have
discretionary authority over all subse-
quent allocations of personnel and re-
sources within NIH. For the two-year
period, Congress, in conjunction with
the Secretary, should exempt NIH from
OMB regulation of personnel and re-
source allocations within all of NIH.
During this two-year period, NIH will
continue to operate within all remaining
confines of law.

Following the two-year period, Congress
should authorize an independent audit
to measure the effectiveness of this
change. The Director and the Secretary
will report to Congress, and if the
change in procedure has resulted in
greater flexibility for NIH to achieve its
scientific mandate, it shall become per-
manent. If it has not, Congress should
consider giving NIH a more independent
funding status, similar to that of the Na-
tional Science Foundation.

In order to discourage a ‘“‘business as
usual” response to HIV-related requests
from the Department of Health and
Human Services, representatives of the
Office of Personnel Management, Gener-
al Services Administration, and Office of
Management and Budget should partici-
pate as active members of the Public
Health Service (PHS) Executive Task
Force on AIDS in order to assist in rapid
implementation of high priority requests
from PHS.

The Office of Personnel Management
and the General Services Administration
should respond within 21 days to HIV-
related priority requests from the Direc-
tors of the National Institute for Allergy
and Infectious Diseases, National Cancer
Institute, and the Centers for Disease
Control, or any additional director desig-
nated by the Secretary of Health and
Human Services. Since the Commission’s
interim report, no identifiable change
has occurred regarding this problem.

Personnel and Recruitment

4-17

4-18
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To alleviate personnel delays resulting
from current procedures, the Director of
the National Institutes of Health should
continue to work with the Office of Per-
sonnel Management to develop an im-
proved package of incentives to facilitate
recruiting of scientific talent.

The Director of the National Institutes
of Health (NIH) should be given greater
flexibility in both hiring and personnel
(FTE) allocation within NIH. All new
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4-19

4-20

4-21

4-22

4-23

4-24

4-25

HIV-related FTEs must be new and not
diverted from other programs.

The proposed “Senior Biomedical Re-
search Service” should be enacted, with
the necessary legislation to provide for
the recruitment of scientists at salary and
benefit levels competitive with private
sector research institutions and medical
centers.

Basic research FTE needs should be
given high priority review by the Secre-
tary of Health and Human Services and
a minimum of 100 new positions should
be approved for HIV-related basic re-
search.

The Secretary of Health and Human
Services should evaluate the current FTE
ceilings at the National Institutes of
Health in terms of the Institutes’ overall
ability to respond to a national medical
crisis and should work with the Office of
Management and Budget to determine
ways to add flexibility as needed.

The Director of the National Institutes
of Health (NIH) should immediately
assess the incremental loss of personnel
from other NIH research areas, who
have been reassigned to HIV research.
As these individuals are not fully ac-
counted for in personnel allocation fig-
ures, a detailed assessment must be
made of the actual impact HIV research
is having on other research areas. Re-
sults of this assessment should be for-
warded to the Secretary of Health and
Human Services for evaluation of future
resource allocation.

Research initiatives at the National
Center for Nursing Research (NCNR)
should be expanded. Priority should be
given to areas already identified by
NCNR and the National Institutes of
Health, and the grant funding process
for HIV-related research should be expe-
dited. Nurses should be encouraged to
submit proposals for HIV-related re-
search to the appropriate institutes at
NIH.

Fast-track recruitment programs to bring
more nurses and patient care support
personnel into the Clinical Center
should be immediately implemented. Ap-
propriate incentive and retention pack-
ages should be designed.

The National Institutes of Health Clini-
cal Center should assure that the salaries
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4-26

4-27

of registered nurses and support person-
nel are competitive with local standards.

The National Institutes of Health Clini-
cal Center should assure that an ade-
quate ratio of support personnel to each
registered nurse should be maintained.

The National Institutes of Health Clini-
cal Center should utilize innovative nurs-
ing practice strategies to make the work
environment more attractive to nurses.

Research Funding and Grants

4-28

4-29

4-30

4-31

4-32

4-33

4-34

4-35

4-36

46

All funds appropriated for HIV-related
basic research must be new ‘add-on”
monies and should not be transferred
from existing programs.

Continue and expand support for basic
science research, including virology, mo-
lecular biology, genetics, immunology,
pharmacology, and pathogenesis.

To encourage the greatest possible
breadth of HIV-related research explora-
tion, place greater emphasis on investi-
gator initiated grants.

Increase funds for “Director’s Awards”
at the National Institutes of Health for
rapid start-up of projects to pursue new
basic research ideas, and increase the
upper funding limit of these awards from
$50,000 to $100,000.

A discretionary fund should be created
to make available to the Office of AIDS
Research funds for rapid implementation
of HIV-related project grants.

Implement within all of NIH the Accel-
erated-Solicitation-to-Award  Program
(ASAP) for HIV -related grant proposals.

Establish longer-term funding mecha-
nisms for grants, expanding three-year
grants to five- and seven-year terms
whenever appropriate.

Maintain the HIV-related research pro-
grams in existence at the National
Cancer Institute in order to allow the
National Institutes of Health the greatest
possible variety and breadth of research
efforts, and maximize the use of existing
talent.

Publicize the rules and procedures for
negotiation and implementation of coop-
erative agreements between the National
Institutes of Health and private industry.

Basic Science Education and Training

4-37

4-38

4-39

4-40

4-41

Expand and fund the National Institutes
of Health training programs to levels
adequate to enable qualified student re-
searchers to continue advanced study;
minimum funding levels should include:

* 350 M.D. or M.D./Ph.D. postdoctoral
fellowships;

* 150 special postdoctoral fellowships
for M.D.s;

¢ 350 graduate fellowships for Ph.D. or
M.D. students; and

* 400 undergraduate or graduate health
science non-Ph.D. fellowships.

Eliminate the regulation that counts
short-term ‘“‘expert” appointments and
students participating in summer train-
ing programs against the National Insti-
tutes of Health FTE ceilings.

Enlarge the scope of training grants to
include interdisciplinary programs spe-
cially tailored for HIV-related research
(e.g., psychobiology and immunology).

Shift priorities in elementary and sec-
ondary education to provide greater
education in biology and other sciences
to young people earlier.

Develop a prestigious and highly visible
set of awards to recognize both out-
standing young talent and excellence in
teaching in areas relating to human biol-
ogy. These could include:

* Junior Science Corps Awards for ele-
mentary school students that include
small monetary awards, but are pri-
marily for recognition;

¢ National Bioscience Awards for high
school students, that include the op-
portunity to work with leading scien-
tists;

* National Science Teachers Awards to
recognize professional excellence and
enable teachers to spend time with
leading researchers; and

* Programs should also be developed
that bring researchers into the class-
room, so that they can personally
convey the excitement of their work.

This program could be rapidly estab-
lished and funded at relatively low levels,
patterned after the proposed Thomas
Edison Awards for student work in areas
of science that may have commercial ap-
plication. One feature of the program
could be a national awards ceremony
that would include the President. The
administrative center for the proposed



THE WHITE HOUSE

Office of the Press Secretary

For Immediate Release June 27, 1988

STATEMENT BY THE PRESIDENT

I have just been briefed on the unanimous Report of the
Commission on Human Immunodeficiency Virus Epidemic by Admiral
James D. Watkins, the Commission's Chairman. The Report
represents an impressive effort and significantly increases our
level of understanding to deal with AIDS. To begin implementing
this report, I am today directing Dr. Ian Macdonald, a
distinguished physician and my Special Assistant for Drug Policy,
to present to me within 30 days a course of action that takes us
forward.

At Admiral Watkins' suggestion, I have also directed

Dr. Macdonald to include among his priorities consideration of
specific measures to strengthen implementation of the policy
guidance from "AIDS in the Workplace", recently issued by the
Office of Personnel Management.

The report embraces the major concepts my Administration laid out
over a year ago: to be compassionate towards victims of the
disease; to care for them with dignity and kindness and, at the
same time, to inform and educate our citizens so that we can
prevent the further spread of the disease.

There is a direct relationship between drug abuse and the spread
of the HIV virus that becomes AIDS. It is critical that
particular attention be focused on this relationship now, while
developing a national consensus on additional anti-drug abuse
measures.

I want to express my sincere appreciation to Admiral Watkins and
all of the Commission participants for their perseverance and
diligence in completing their work. It is my hope that we can
continue to approach this problem, which is more than a medical
crisis or a public health threat, in a thoughtful and bipartisan
manner.
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’ POOL REPORT . Hiom TC E H/I-L

Aboard Air Force Two...6/28/88

THE VICE PRESIDENTwe CLAD IN JOGGING PANTS, VP POLO SHIRT AND WIND-
BREAKE%Z'CAME BACK GO SPEAK MAINLY ON THE AIDS COMMISSION REPOPT
WHICH PRESIDENT REAGAN RECEIVED YESTERDAY, (Monday).

THE VERBATIM OF THE Q & A FOLLOWS:

BUSH WAS ASKED HIS VLIEWS ON THE REPORT AND SPRCIFICIALLY IF HE
SUPPORTED THE NEED FOR ANTI-DISCRIMINA.ION LEGISLATION:

:"T think so. I was very impressed with Jim Watkins' briefing

yesterday. I haver  read all 240 pages but I have looked at the
recommendations tha¢ 11s for both an Executive Order , following
up or simultaneousl, ere with some federal legislation., I think
it is needed.

ARE BOTH NEEDED, THE -XECUTIVE ORDER AND LEGISLATION?

I think so. AGain 1'd like a little chance to study the report, but

I was very mych persuaded by what he said when he talked.about the
needs of people in the workplace to be able to come forward especially
if this report endorses testing and I think it does. Théy are not
going to come forward if they think they are going to be thrown out

of their jobs.

SO YOU WOULD SIGN THAT ORDER?

Well, that depends on what the order say¥. puyt I mean the concept
that Watkins is talking about is the need for an Executive Order

and legislation. I support it. I would never say what I would sign
befcre I read it. But I would support it. I think it is important
to do a lot to lay to rest some of the fears. There is a lot of
misunderstanding. They've concluded that the danger of discrimination
against little kids, you know, can't go to a school, and the only
reason they can't go there is people think they communicate the
disease and the facts show that doesn't happen. So, I think, wait
till I read the whole report, but I think they did a great service
on this report. It started off with a heckuva 1lot of criticism,
pounding. I don't know if it's in the report, I haven't read if

it's like a Supreme Court thing with minority views and everything...

THE DEMOCRATS HAVE BEEN RELUCTANT TO ENDORSE THIS ANTI_ DISCRIMINATION
APPROACH?

Well, I do.
THE WHITE HOUSE IS REFUSING TO ENDORSE IT, TOO?

I'm endorsing the approach.

-more_
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A LOT OF PEOPLE ARE VERY MUCH FEARFUL OF THEIR CHILDREN AND THEMSELVES
BEINS SUBJECTED TO A DISEASE FOR WHICH THERE IS NO CURE?

1 thought the report addressed itself to that. Again I haven't read
the whole report, but to get at the principle I'm talking about,
the principle of discrimination based on unfounded medical fears,

I think it is in order.

WHY DO YOU THINK IT'S SO HARD FOR THE WHITE HOUSE TO COME AROUND
TO THAT VIEWPOINT?

Look, they just saw the report yesterday. How can the White House
be asked to take an instant position on a report that was just handed
to the President's designated agent yesterday?

WHITE HOUSE OFFICIALS HAVE INDICATED FOR WEEKS THAT THEY OPPOSE THE
NEED FOR LEGISLATION. THIS IS NOT A NEW ISSUE?

Let these White House officials speak for themselves. The President
yesterday asked Dr. McDonald to take a real hard look at it. He did
the right thing.

DO YOU EXPECT THE PRESIDENT TO SUPPORT SUCH LEGISLATION?
I don't know,

U :
WHY SHOUL§7¥;;S BE A STATES' ISSUE RATHER THAN THE FEDERAL GOVERNMENT
TELLING EVERY STATE HOW T SHOULD REACT?

I think you have a national health problem and therefore I think
there is some national, federal responsibility. But in terms of
diversified treatément programs or... The states have an enormous
contribution to make.

DO YOU THINK MORE MONEY IS NEEDED FOR AIDS RESEARCH "D TESTING?

No. I base that on a conversation at my house at c¢.a,oL ~“wO nights

ago with Dr. Tom Fauci, NIR. 4e thinks that we have “he proper
level of funding, close to a billion and the rest is up . ant

or something over that 9 point whatever it is. He tells me
right. He's a real expert on this, his very responsibility v
the National Institutes of Health.

WHY DO YOU THINK THE PRESIDENT HASN'T BEEN AS QUICK AS YOU HAV:
TO MAKE THIS DECISION THAT AN EXECUTIVE ORDER IS NEEDED?

He just saw this thing yesterday.

BUT SO DID YOU, DIDN'T YOU?

well, he's not running for president. He wasn't asked the question
either.

-more-



WERE YOU SURPRISED BY ANYTEING YOU READ IN THE REPORT?

I haven't really studied it. I had a funny feeling that this
point might come up. So I read about it.

MR. VICE PRESIDENT CLEARLY YOU REALIZE THAT THIS IS GOING TO BE
SEEN AS A FURTHER DISTANCING FROM THE WHITE HOUSE?

Shouldn't we wait and see what the position is before we say ona's
distancing oneself.

YOU ARE QUT AHEAD OF HIM ON THIS, WOULD YOU ACKNOWLEDGE THAT?

Well in response to the guestion on this, yeah, I would acknowledge
it...you've got a different role here. I want to say what I think.
I've said all along I was going to do that, doing it on education,
doing it on drug programs, doing it on this, doing it on whatever
else there is. I don't think that should be taken that the White
House is slow in having an official response to a report that was
handed yesterday to the President.

ARE YOU CONCERNED THAT THIS WILL BE MADE INTO A GAY RIGHTS ISSUE?

It shouldn’t be made into it and therefore, 1 am not concerned that
it will be. It should not be. This is a national health problem.
We're talking about children, K innocent victims. Barbara was up at

a Harlem Hospital, they call them throwaway babies. The doctors of
these babies have to go out and bury them because they don't have

a mother or a father anywhere around. The report I'm told, stresses
the increasing impact of narcotics on this AIDS threat. And there
is a human dimension in caring for these children. I'd hate it if

a kid of mind got a blood transfusion, my grandson had AIDS, and

the community discriminated against that child, that innocent child,
particularly when the report concludes, Surely Dr. Koop would agree,
that the AIDS is not, cannot be transmitted in the ways that some
have feared. So it is a human dimension, innocent children, that-
concerns me.about this. And that's why I would say, you know, right
quickly that this ought to be done. 1It's the child, it's the

child, the best in our children. It's a theme I feel strongly about,
in this problem.of AIDS......

YOU ARE NOT TALKINTG ABOUT AN ANTI-DISCRIMINATION POLICY JUST.
AFFECTING CHILDREN, YOU ARE TALKING ABOUT ADULTS, HO&OSEXUALS?

Yes, people coming forward to be tested ..... I am still convinced
that testing is very important and I am also conviined that you

ought to have confidentiality and I am also convinced that the more
knowledge you have out there on how this disease can and cannot

be communicated the better society is. I abhor discrimination against
innocent people.

DON"T PARENTS HAVE A LEGITMATE RIGHT TO BE CONCERNED ABOUT (AIDS BE )
TRANSMITTED BY CASUAL CONTACT SINCE THERE IS NO PROOF TO THE CONTRARY):

MORE
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Certainly parents have a right to a legitmate concern.
WELL AN EXECUTIVE ORDER WOULD STRIP THEM OF THAT RIGHT?

I think the parents of an innocent child have the right, too, and that i:
that that child.is not the victim of invidious discrimination. Now

if you can show me, then i would change my view on this. If you could
convince me with medical evidence that shows me that it gan be
communicated in casual ways. I think the preponderance of evidence

is on the other side. But again I woould like the option of reading

this report in this regard.

WHO HAS BEEN ADVISING YOU ON AIDS?

My conscience has been advising me on AIDS...... I have had very
intersting conversations with Dr. Fauci and Dr. Koop .....Little bit of]
contact with Jim watkins, no so much.

And as I say, Barbara has had some experience with various hospitals. I"
been cut to NIH.....everybody has to have an interest in this

thing.

REGARDING McGOVERN'S COLUMN IN TODAY'S WASHINGTON POST, IS IT FAIR
TO RUN AGAINST MC GOVERN?

I don't see anything unfair about the analogy. Let the facts

...1 think it's better having made the analogy for me to spell out
my differences in a factual, fair way with Gov. Dukakis. That's
what I"1l be attempting to do and that's what I have- been doing.
I will try to make sure that what I say is accurate and fair and
then let other people decide whether the opponent fits into the
political spectrum and where I do.

ARE YOU GOING TO STOP USING HIS NAME?

I haven't used it recently because I set a premise there.

NOTE: A STATEMENT ON AIDS IS RXPECTED TO BE PASSED OUT LATER.

A

Gerald Boyd, NY TIMES
Carole ESimpson, ABC



THE WHITE HOUSE

Office of the Press Secretary
(Santa Barbara, California)

For Immediate Release July 20, 1988

STATEMENT BY THE PRESIDENT

Today, I have signed into law H.R. 4567, the Energy and Water
Development Appropriations Act for Fiscal Year 1989. I want to
take this opportunity to commend the Congress for two reasons:
first, the responsible speed with which they produced this bill;
and second, for keeping funding contained in this Act at
acceptable levels.

The Energy and Water bill was presented to me earlier than any
other appropriations bill during my two terms in office. During
the past several years appropriations bills have been enacted as
part of omnibus continuing resolutions. As I noted in my State
of the Union address earlier this year, the use of such patched-
together, multi-purpose spending bills does not permit the
Legislative and Executive branches to exercise proper scrutiny of
government spending. In contrast, this bill has been submitted
in a manner to allow thorough review by all participants in the
budget process. The public interest is best served when budget
laws are enacted individually, after careful deliberation over
the spending measures by members of Congress and the President,
and well before the crisis atmosphere sets in at the end of the
fiscal year in September. I therefore strongly urge the Congress
to complete consideration of the remaining 12 appropriations
bills and to transmit them to me in a timely manner as well.

The funding provided by this Act totals $18.0 billion in budget
authority and $17.8 billion in outlays. These funding levels do
not exceed the amounts I requested in my budget while fully
funding the essential requests for atomic energy defense
activities. This action by the Congress is consistent with the
plan for 2-year budget reductions, the Bipartisan Budget
Agreement, that members of my Administration developed with the
leaders of the Congress. I encourage the Congress to work with
me to insure that all remaining spending legislation complies
with this Agreement.

# 4
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r a am-ama sked 6-28 @757
Pditors: vote will be taken at unspecified time in evening<
AMA calls for new approach in drug war@<
@;By CFLIA HOOPERG=
@ UPI Science Writer@=

CHICAGO (UPI) _ The American Medical Association, close on the
heels of President Reagan’s AIDS commission, Tuesday debated whether to
call for a major realigmnment in the nation’s war on drugec.<

The 420 members of the AMA“s hoUse of delegates were presented wi th
a proposal that urged less emphasis on interception of illegal drug
supplies and mere emphasis on drug treatment and education, includirg
treatment on demand.<

Dr. M, Roy Schwarz, assistant vice president of the AMA for medical
education and science, said the proposal reflects “‘growing alarm on the
part of the AMA at the failure to stop the epidemic _ it’s explecding out
from under us,”’<

He said this concern was coupled to the organization’s alarm over
*“the AIDS epidemic _ the two are tied hand and glove.’’ The vroposal
was also designed to express concern over the increasing numbers of
adolescents who illegally use drugs.<

The recommendation wasn”t intended as criticism of the Reagan
adminstration’s war on drugs, Schwarz said, but he insisted current
efforts were " not going to turn it, We’ve got to go teyord these
efforts with treatment, education and prevention.”’<

The delegates also debated resolutions calling for a ban on plastic
handguns that are invisible tc metal Aetectors, and on toy guns that
look like the real thing.<

Other reports urged states to revise product liabdility laws, which
the AMA said are impairing development of life-saving drugs, vaccines
and medical devices.<

The delegates represent more the AMA’s membership of more than
280,702 doctors and about 77 medical specialty organizations.<

In the length¥ report on the issue, AMA doctors said drug abuse lay
at the heart of " “America’s most pressing social problems _ crime,
disease, poverty, corruption,’’ but said in spite of good intentiors
there has been no progress in the war on drugs due to " ‘a failure over
many years to design and pursue a ... comprehensive policy against drug
abuse, <

The doctors note that 12 million Americans used cocaine at least
once in 1985, 50@,A0? individuals are addicted to heroin, and <aid "‘vse
of cocaine in its smokable form crack _ appears to be increasing among
minority youth, "< -

They condemned past federal efforts that focused primarily or
intercepting drug supplies. Although officials seized more than Ff@
percent more cocCaine in 1987 than they did in 198€, and althcugh more
coca plants and laboratories in Latin America were cut back, ' these
efforts have had no noticeable impact on the price or availatrility cof
coca in this country,”” the AMA said.<

The resolution urged more effort to reduce use of drugs through
educational programs and an expansion of drug abuse treatment nrocrams,
Like the President’s Commission on the Human Immunodeficiency Virus
Fpidemic, the AMA report calls for treatment to te available on demend
for addicts, Currently treatment slots are available for only a small
fraction of those who have sought help.<

The recommendation urged that private doctors be allowed to
administer methadone, The drug is helpful in weaning people off heroin.<

The doctors also recommend that the president appcint a single
*“ranking official of the executive dranch to coordinate federal drug
policy,”” and encourage drug testing in the workplace as part of
pre-employment exams for jobs that affect others’ safety, when an
employer has reson to suspect an employee’s performance is impaired, or
as a monitoring service in a rehabilitation program.<

They also urge efforts to block discrimination in empleoyment or
services to former drug abusers, or adtusers whc are underceing
rehabilitation, through laws protecting the handicapped frem
discrimination.<

The doctors urge consideration of the role of tobacco ard alcohol
in abuse of other drugs and said evidence suggests use of those
substances in childhood could lead to drug abuse.<

Schwarz estimated providing treatment on demand for addictiocn to
illegal drugs, alcohol and tobacco would cost betwen ¢1 billion and 42
villion in addition to current expenditures.<

<
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EXECUTIVE SUMMARY

The Human Immunodeficiency Virus (HIV)
epidemic will be a challenging factor in Ameri-
can life for years to come and should be a
concern to all Americans. Recent estimates sug-
gest that almost 500,000 Americans will have
died or progressed to later stages of the dis-
ease by 1992.

Even this incredible number, however, does
not reflect the current gravity of the problem.
One to 1.5 million Americans are believed to
~ be infected with the human immunodeficiency
virus but are not yet ill enough to realize it.

The recommendations of the Commission
seek to strike a proper balance between our
obligation as a society toward those members
of society who have HIV and those members of
society who do not have the virus. To slow or
stop the spread of the HIV virus, to provide
proper medical care for those who have con-
racted the virus, and to protect the rights of

oth infected and non-infected persons require,
a careful balancing of interests in a highly com-
plex society. '

Knowledge is a critical weapon against HIV
4 knowledge about the virus and how it is
transmitted, knowledge of how to maintain
one’s health, knowledge of one's own infection
status. It is critical too that knowledge lead to
responsibility toward oneself and others. It is
the responsibility of all Americans to become
educated about HIV. It is the responsibility of
those infected not to infect others. It is the
responsibility of all citizens to treat thosc in-
fected with HIV with respect and compassion.
All individuals should be responsible for their
actions and the conscquences of those actions.

Developed in the full Commission rcport are
ncarly 600 recommendations to prevent further
spread of the virus, manage care of those in-

fected with HIV, and enhance our efforts to

discover a cure.

The urgency and breadth of the nation’s HIV
research effort is without precedent in the his-
tory of the federal government'’s response to an
infectious disease crisis. However, we are a
long way from all the answers. The directing of

more resources toward managing this epidemic -
‘is critical; equally urgent is the judicious use of

those resources.

For the reader who does not have the time to
review all the material which follows, the Com-
mission has prepared a list of its 20 most im-
portant findings and recommendations, no one
of which can stand alone or be ignored. These
will be detailed in the body of the report, and
together comprise a comprehensive national
strategy for effectively managing the HIV epi-
demic.

* The term “AIDS” is obsolete. “HIV infection”
more correctly defines the problem. The medi-
cal, public health, political, and community lead-
ership must focus on the full course of HIV in-
fection rather than concentrating on later stages
of the discase (ARC and AIDS). Continual focus
on AIDS rather than the entire spectrum of HIV
disease has left our nation unable to deal ade-
quately with the epidemic. Federal and state data
collection efforts must now be focused on carly
HIV reports, while still collecting data on symp-
tomatic disease.

* Early diagnosis of HIV infection is essential, not
only for proper medical treatinent and counsel-
ing of the infected person but also for proper
follow-up by the public health authorities. HIV
infection, like other chronic conditions -- heart
discase, high blood pressure, diabetes, cancer --
can be trcated more effectively when detected
early. Therefore, HIV tests should be oﬂ"cr.cd
regularly by health care providers in order to in-
crease the currently small percentage of those in-
fected who are aware of the fact and under ap-
propriate care. Since many manifestations of HIV
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are trcatable, those infected should have ready
access to treatment for the opportunistic infec-
tions which often prove fatal for those with HIV.

s Better understanding of the true incidence and

prevalence of HIV infection is critical and can be
developed only through careful accumulation of
data from greatly increased testing. Quality as-—
sured testing should be easily accessible, confi-
dential, voluntary, and associated with appropri-
ate counseling and care services. At the present
time, a relatively small percentage of those in-
fected with HIV are aware of their infected
status. For their own protection and for the pro-
tection of those not infected, strong cfforts
“should be made to provide easily accessible vol-
untary testing. Many of the detailed suggestions

in the report with respect to testing are directed
Wward increasing this percentage.
* HIV is a disability and should be treated as such

under federal and state law in the public and pri-
vate sectors. Fear has led to discrimination
against persons known to be infected. This reac-
tion is inappropriate. Infected persons should be
encburaged to continue normal activities, such as
work or school, and live in their own homes as
long as they are able. The average time bctween
infection and clinical symptoms is now thought
to be seven to eight years -- years which should
be productive.

e Stronger protection is needed in federal and

state law to protect the privacy of those with

HIV, with significant penalties for violation of

confidentiality standards, yet with a list of neces-

sary exceptions clearly defined in the statutes.

These exceptions are listed in detail in Chapter

Nine of our report, in the section on Confiden-

tiality.

Preventive measures that must be undertaken im-

mediately include:

—Public health authorities across the United
States must begin immediately to institute con-
fidential partner notification, the system by
which intimate contacts of persons carrying
sexually transmitted disease are warned of
their exposure.

—Agencies which license and certify health care
facilities must move immediately to require
every facility to notify all persons who received
blood transfusions since 1977. that Yhey may
have been exposed to HIV and may néed test-
ing and counscling. .

* Intravenous drug abuse, an important facilitator
of the HIV cpidemic, must become a top nation-
al priority. Increased law enforcement cfforts to
interrupt the supply of drugs must be coupled
with greatly expanded treatment capacity, with
the goal of treatment on demand, to restore ad-
dicted individuals to healthful living,

Use of other illegal drugs, as well as abuse of al-

cohol, are facilitators in the spread of HIV by im-

pairing judgment and depressing the immune

system. Federal and state efforts to limit HIV
spread must contain major components in these
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areas. Drug and alcohol abuse cducation is es-
sential for all school children, adolescents, and
minorities as well as for all other Ameticans.

New fedcral and state nursing scholarship and
loan programs necd to be enacted immediately
to encourage nurses to serve in areas of high
HIV impact, as well as to address the nursing
shortage which impedes efficient health care de-
livery in all other areas. Nurses will provide the
major portion of care, both inside and outside
the hospital setting, to those with HIV. There is
currently a severe nursing shortage, which is only
projected to grow worse over the next decade.

The National Health Service Corps, which places

health care professionals in medically under-
served areas, is slated for termination,-but should
-be extended and greatly expanded. The health
care industry should give special consideration to
recruiting minority health professionals.

Aggressive biomedical research is the key to un-
locking the mysteries that syrround finding a
vaccine and cure for HIV. Greater administrative
flexibility must be given to the National Insti-
tutes of Health to pursue its research goals. Li-
ability obstacles must be removed, and clinical
trials greatly expanded to include a broader
spectrum of the infected population.

More equitable and cost-effective financing of
care for persons with HIV needs to be examined
through a series of new or expanded demonstra-
tion programs involving federal and state gov-
ernment subsidy of private insurance premiums
for needy patients and greater contribution to
risk pools. It is important to move toward an or-
ganized system of care, with case mariagement as
a principal . tool” to control' costs and provide
quality care.

Concerns of health care workers need to be
better addressed by all levels of government as
well as the private scctor..All of those in the
health care dclivery system, ranging from the
ambulance driver and other emergency “first re-
sponders,” to physicians, nurses, dentists, lab
technicians, social werkers, chaplains, and allied
health care workers, to obstetricians and sur-
geons performing invasive procedures, should be
provided with complete information about HIV,
adcquate protective matcrials, and a safe working
environment in which to provide comprchensiy
and compassionate care.

Safety of the blood supply needs to
ly assured by the federal goverparient. High pri-
ority should be placed ¢ Food and Drug
Administration (FDAJ tgst“approval for new, less
time-consuming HIV detection tests. Additional-
ly, a restructurgd ddvisory conimittce needs to
work with the DA to continuously examine

mechanisms that will protect our blood supply. ot

In health care facilities, all reasonable strategies
to avoid g transfusion of somcone clse's blood
(homol/%us transfusion) should be implement-
C‘(w substituting, whenever possible, transfu-

1
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sion with one's own blood (autologous transfu-
sion). Currently available techniques of autolo-
gous transfusion include predonation of one’s
own blood, recirculation of one’s own blood
* during surgery, blood dilution techniques, and
post-operative  collection for retransfusion.
Health care facilities should offer aggressive in-
service training to their staff on these proce-
dures, and informed consent for the transfusion
of blood or its components should include an-ex-
"planation of the risk involved with transfusion as
well as. the alternatives”

Education programs must continue to be devel-
oped and implemented for the near term, and
for the greatest possible positive impact on the
next generation. Age appropriate, comprehensive
health education programs in our nation’s
schools, in kindergarten through grade twelve,
should be a national priority.

The problem of HIV-infected “‘boarder babies”
is one of the most heart rending the Commission
has encountered; these children live their entire
brief and tragic lives in hospital wards, with only
doctors and nurses as family. The expected 10-
20,000 HIV-infected births by 1991, also call at-
tention to the critical need for foster homes.
Unless the problems of the disadvantaged are ad-
dressed, the HIV epidemic will continue to make
inroads into these populations and we will see
large increases in both pediatric and drug related
HIV disease.

* The problems of teenagers, and especially run-
away youth, that place them at increased risk for
HIV cxposure must be aggressively addressed.
The spread of HIV within the heterosexual pop-
ulation should be better defined and accurate in-
formation communicated to the general public.

* The HIV epidemic has highlighted several ethical
considerations and responsibilities, including:
—the responsibility of those who are HIV-infect—

ed not to infect others;@f -

—the responsibility of the health care community
to offer comprehensive and compassionate
care to all HIV-infected persons;

—the responsibility of all citizens to treat HIV-
infected persons with respect and compassion;
International efforts to combat the spread of
HIV infection should be encouraged and as-
sisted by the United States, through its re-
search community and our national contribu-
tion to the World Health Organization and the
Global Programme on AIDS.

The Commission believes that if the recom-
mendations in this report are fully implement-
ed, we will have achieved the delicate balance
between the complex needs and responsibilities
encountered throughout our society when re-
sponding to the HIV epidemic.

N
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AIDS RECOMMENDATIONS TO THE PRESIDENT

TENTATIVE TIMETABLE

Assignment Received: 27 June 1988

Report due: 27 July 1988

June

27-29 Contact departments/agencies for comments/observations
on recommendations in report.

July

1 Receive early reports of which, if any, recommendations
have already been accomplished or begun (date of start
and completion if applicable).

5 NOON Complete comments due from departments/agencies
on recommendations already accomplished or begun.

5 COB Interim report (compilation of recommendations
already accomplished or done).

12 COB All comments/observations due from departments/
agencies on recommendations (noting implementation
status:

- done;
- already begun;
- possible with 30 days, 90 days or 180 days:
- further study required; or
- other.
27 Deliver report to the President.



PARKLAWN BUILDING FACSIMILE TRANSMISSION RECORDS

T0: (Name, Organization, City and State)

Qr._Donald Ian Macdonald

Rirector, Drug Abuse Policy Office and

Special Assistant to the President

EAX 45G-2246

Facsimile phone number (if known)
(1f known)

Tel: Jane llarrison - 456-6554

Confirmation number

(Name, Organization,Room, and Phone Number)

Roy W. Pickens, Ph.D.
TizFector, Divisionr or climical—Resesrth

National Institutc on Drug Abuse

Telcphone: 443-6697

Department of Health and Human Services
Rockville, Maryland - Parklawn Bldg.
Room 13-49

Telephane (301) 443-2706 IMMEDIATELY if re~transmission 1s necessary

12

Number of Pages
(not including cover page)

PARKLAWN BUILDING Facsimile Numbers:
(301) 443-6463 (Automatic DEX 2100)
(301) 443-1719 (Automatic EMT 2000)
(301) 443-1726 (Autamatic DEX 6500)

DATE: % ji/a’ 7

OPR:

<L

CHARGE CODE: /57/“/0 n

Instructions to CamCenter:

(Please check one)
“Mail back copies to roam

[0 -38

_Call ext we will pick up oopies

ﬂ'/_,,d,ﬂ-uf_ Z

(ﬁhorTzed Signature of Orginator)



CHANGES IN HIV INFECTION RATES
AMONG EUROPEAN INTRAVENOUS DRUG ABUSERS
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CHANGES IN HIV INFECTION RATES
AMONG U.S. INTRAVENOUS DRUG ABUSERS
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TABLE 2:

CHANGES IN HIV INFECTION RATES: PRELIMINARY DATA'!
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DRAFT

DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
ALCOHOL, DRUG ABUSE, AND MENTAL HEALTH ADMINISTRATION
NATIONAL INSTITUTE ON DRUG ABUSE

REQUEST FOR APPLICATIONS, DA-88-02
CATALOG OF FEDERAL DOMESTIC ASSISTANCE NO. 13.279

TREATMENT EXPANSION DEMONSTRATION PROGRAM TO
REDUCE THE SPREAD OF AIDS AMONG INTRAVENOUS DRUG ABUSERS

July, 1988

Purpose:

The purpose of this request for applications (RFA) is to expand treatment for
intravenous drug abuse, in order to reduce the spread of acquired
immunodeficiency syndrome (AIDS) among intravencus drug abusers. MWhile most
intravenous drug abusers are heroin addicts, they include users of nonopiate
drugs such as ampnetamines and cccaine as well. Funding provided under this
RFA is intended to create new treatment capacity, not to supplement existing
treatment slots. Expansion of all types of treatment modalities is
encouraged, including methadone maintenance, detoxification, drug-free
outpatient, and therapeutic community programs.

Statutory authorities for these grant awarcds are Sections 301 and 515 of the
Public Health Service Act (42 USC 241 and 290cc).

Background:

AIDS is a serious medical disorder caused by the Human Immuncdeficiency Virus
(HIV). One of the principal modes of transmission of HIV i< needle sharing by
intravenous drug abusers. By recent estimates, 31 percent of all AIDS cases
involve intravenous drug use, which is the second most common means of
transmission of the virus. Drug abusers may be particularly susceptible to
HIV infection due to the suppressive effects of some abused drugs on the
immune system.

In addition to concern regarding the impact of HIV infection on intravenous
drug abusers themselves, these drug abusers are also of concern because of
their potential for spreading the virus into the heterosexual population.
Approximately 80 percent of all HIV infection cases attributed to heterosexual
transmission have been attributed to sexual ccntact with intravenous drug
abusers. In addition, intravenous drug abuse is a major contributing factor
in the perinatal transmission of HIV, with over two-thirds of perinatal cases
of KIV infection born to intravenous drug abusers or their sexual partners,

The National Institute on Drug Abuse (NIDA) has a strong commitment to help
curb the spread of HIV among intravenous drug abusers and from intravenous



drug abusers to their sexual partners and children. An essential part of
NIDA's efforts in this area is the expansion of treatment for intravenous drug
abusers, so that those presently at risk for HIV through needle sharing have
adequate treatment available, with appropriate outreach in place to link them
with treatment. NIDA is interested in supporting treatment demonstration
projects directed at eliminating or reducing intravenous drug use by
increasing treatment program capacity. Treatment demonstration grants funded
under this RFA will provide support for the expansion of capacity in existing
treatment programs, or the establishment of new programs by community
organizations (i.e., State or local, including both governmental and
nongovernmental organizations) capable of providing such treatment. How to
expand capacity will relate to individual program circumstances or needs --
e.g., methadone maintenance programs may hire adc¢itional staff to increase the
rurner of available slots, therapeutic communities may add beds, and programs
with large waiting lists may want to create holding clinfes.

In providing support for expanding treatment capacity, NIDA is interested in
developing high-quality treatment that will be effective in achieving the
demonstration program's goals. Therefore, in addition to expanding the
capacity of existing treatment programs, NIDA is especially interested in
supporting programs that improve the quality of services delivered to
clients. This includes a focus on nonpharmacological issues related to
needed program improvements (see below), or involve the application of
pharmacological strategies with proven effectiveness that have seen cnly
limited use (e.g, naltrexone) or the applicatien of premising new
pharmacotherapies (e.g., buprenorphine with opiate addicts, desipramine with
cocaine abusers). Highest priority will be given to capacity expansions that
allow clinical effectivenass of program improvements and application of new
treatment strategies to be evaluated.

Within programs, funds may be expended on bed costs. rental and gperation of
facilities, hiring and training staff, program managemant, and associated
costs which are normally allowable under the existing ADAMHA grants policy.
Programs will be expected to conduct periodic evaluations, and to sarticipate
in NIDA data acquisition activities for monitoring purposes. Staff costs may
include such positions as outreach workers, counselors, medical staff,
evaluation workers, management and support persornel. Programs are expected
to have adequate accounting and management controls to assure that the funds
provided for treatment expansion are used to provide treatment to new clients,
and not to supplement costs for existing siots.

Areas of Treatment Demonstrations Interest:

Funding to expand treatment capacity under this program will be limited to

communities with high rates of intravenous drug abuse and insufficient

intravenous drug abuse treatment capacity, as reflected in prevalence

estimates and waiting lists for treatment. Concitions of the award will ¢
include: (1) that the funds be used to expand treatment capacity by creating

new treatment slots for intravenous drug abusers; (2) that the expanded

treatment capacity will employ interventions with proven effectiveness, or

will employ promising new interventions that may be expected to significantly

enhance treatment effectiveness; and (3) that applicants demonstrate a

willingness to evaluate the effectiveness of these interventions in

2



eliminating intravenous drug use.

The expanded treatment should be of high quality, and should be designed to
produce superior performance and treatment outcomes. The treatment strategies
should strive for improving recruitment and retention rates, curtailing
Aurinn-treatment drug use, improving treatment cutcomes, and preventing
relapse to intravenous drug use. Examples of treatment interventions to be
employed include: application of outreach strategies to encourdge intravenous
drug abusers to enter drug abuse treatment; adjusting methadone doses in
methadone treatment to curtail f1licit drug use; application of behavioral
contingencies to reduce illicit drug use and reduce treatment dropout;
providing enhanced counseling and ancillary psychotherapy/rehabilitative
services to patients as necessary, application of relapse prevention
strategies, application of alternatives to methadone in the pharmacological
treatment of heroin addiction (e.q., naltrexone); use of pharmacological
agents to treat psychiatric co-morbidity in intravenous drug abusers;
appiication of treatment interventions to underserved patient groups (i.e.,
¢hroni¢ polydrug abusers who use heroin intravenously but not in sufficient
amounts for admission to methadone treatment programs); and application of
centralized information and referral units to direct patients to appropriate
treatment programs in large c¢ities. Also included may be special compenents
tc deal with problems presented by the AIDS epidemic, such as outreach to
women at high risk (e.g., addicted prostitutes), outreach to bring teen age
agdicts into treatment early, providing treatment services to c¢lients unable
to come into the treatment clinics, and establishment of special approaches
(e.g., higher dosage of metnadone) for those who are HIV positive but who
continue to use intravenous drugs while in treatment.

It is anticipated that approximately $40,000,CC0 will be available in fiscal
year 1689 for treatment demonstrations to expand treatment capacity.
Approximately 40 to 200 demonstration grants are expected to be Ffunced,
creating a total of slightly over 8,000 slots in expanded capacity. The
expanded treatment may be delivered in a variety of settings, such as
resigential treatment programs, correctional institutions, and treatment
research programs. Applicants are invited to incoroorate strategies for
monitoring implementation of the expanded treatment capacity in their project
plan. The expansion should result in placement of no fewer than 10 slots in a
single program, so that its impact may be assessed.

Intervention Strategies

Khile existing treatments have been shown to produce dramatic reductions in
illicit drug use, program retention and relapse rates are problematic. The
AIDS epidemic further complicates the task of providing treatment, since it
cannot be assumed that intravenous drug use is limited to single drugs. Thus,
while treatment modalities focused on heroin addiction wil) continue to be
important, a broader perspective which takes into acccunt the multiple drug
use patterns involving cocaine, amphetamines, and other substances must be
part of the overall approach. Well conceived and imaginative approaches must
be developed and tested, addressing the major problems of today's drug abuse
population at risk for HIV infection. These approaches must be targeted to
increase recruitment to treatment (including reduction of waiting lists by
providing special temporary treatment interventions), improve retention or
extending time in treatment, improve performance in treatment, and improve
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post-treatment outcomes through use of aftercare/self-help approaches, relapse

nravention strategies, and improved staff training. While it is desirable to
improve treatment in any or all of these areas, it is recognized that
individual programs may focus on only 1-2 areas in a given demonstration
proposal.

v improving recruitment. Increased capacity should be matched by
utilization of that capacity. In many communities, there are waiting
lists for intravenous drug abusers who wish to enter treatment, but it
also necessary to recruit into treatment those intravenous drug abusers
who are not on waiting lists. Based on a needs assessment, strategies
should be develcped to aggressively recruit clients to absord the new
capacity. MWaiting 1ists should be serviced by providing temporary
interventions (such as "holding clinics," medical detoxification coupled
with self-help groups, and short-term counseling strategies).

o Improving retention. Failure to retain clients in treatment for the
amount of time necessary for meaningful behavicr change has been a major
problem in treatment pregrams. The drug abuser often enters treatment in
a confused and depressed state, under pressure from legal or other
authorities. High attrition during the early cdays of treatment is not
unusual, especially in ¢confrontational prcgrams such as therapeutic
communities. Special interventions are necessary to increase retention
(or time in treatment) if we are to provide more effective treatment.
Evidence exists that attrition rates can te recuced by instituting special
counseling programs and inveolving the client's family early in treatment,
employing legal pressure, using adequate maintenance doses of methadcne,
etc. The demonstrations funded under tnis RFA shculd address this issue
and have a clear plan for enhancing retention in treatment.

o Improving performance in treatment. Ouring-treatment performance has
been shown to correlate with post-treatment outcomes. MWhile there is a
dramatic¢ improvement at the beginning of treatment, a significant
percentage (about 18-20%) of urines taken from cliients in methadone
programs are drug positive. Given the sericusness of the AIDS epidemic,
this continuation of intravenous drug use represents a serious risk to the
client, to other clients in the program, and to his/her family. A number
of strategies are available to cope with client's program compliance
problems -- including contingency management, urine monitoring, focused
programs, adjustment of methadone dosage, and treatment of psychiatric
co-morbid conditions -- and should be considered in designing the

intervention.

o Improving treatment outceomes. There is ample evidence that drug abusers
are a heterogeneous population, that their treatment needs may differ, and
that longer-term treatment is indicated for many. Available outccome
studies show that while treatment cutcomes tend to have dramatic
improvement for substantial numbers of ¢lients, many relapse to drug use
and re-enter treatment. Treatment strategies are needed to establish
longer-term abstinence through provision of additional counseling and
aftercare services, provision of specially trained counselors to train
clients in coping and relapse prevention strategies, family therapy
approaches and other strategies designed to strengthen the client's social
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networks which support effective functioning and abstinence, vocational
rehabilitation, and other interventions which are responsive to client
needs.

o Aftercare/relapse prevention. Relapse usually occurs early after
leaving treatment, usually within the first 90 cays. A number of models
are available for relapse prevention and continued social support after
treatment, including cognitive behavioral medels stressing-learning of
coping strategies, continued drug-free treatment after completion of
methadone maintenance treatment, and aftercare programs which combine such
learning with social networks. Given the high relapse rates which have
been experienced in drug abuse populations, it is essential that provision
be made for approaches which will forestall return to drug abuse, and/or

permit easy re-entry into treatment at the earliest indications of relapse.

o Staff Training. If treatment is to be made more effective, training of
counselors and other drug abuse treatment personnel must be upgraded. The
high turnover in staff and staff burnout that has plagued drug abuse
treatment presents a major problem. Expansion of treatment to provide
higher quality treatment calls for a commitment to train the requisite
staff during a relatively short time frame. Continued staff development
which builds skill levels and imparts new knowledge regarding
state-of-the-art treatment should improve treatment effectiveness and
contribute to greater job satisfaction. Training should be focused on
developing staff clinical and assessment skills and in improving delivery
of services, and should be directly related to the goal of improved
treatment effectiveness (e.g., better retention, fewer incidents of
during-treatment drug use, less alcohol consumption).

Evaluation Reguirements

In order to assure that treatment expansions funded under the present RFA are
managed in a purposeful manner and serve the kngwledge cevelopment needs of
the drug abuse treatment field, explicit evaluation and reporting requirements
are established for treatment programs obtaining funding under this RFA.
Specifically, the following are required: (1) These projects must have a
clear, workable evaluation component built into the application; (2)
Applicants must explicitly agree to cooperate with NIDA in collecting common
data on selected client characteristics and treatment measures; and (3)
Applicants must agree to cooperate with NIDA in a national drug abuse
treatment outcome research effort. MWith regard to this third condition, NIDA
plans to begin a contract study, the Drug Abuse Treatment Outcome Study
(DATOS), in 1989 and may invite programs receiving funding for treatment
expansion under the present RFA to participate in this project. Participating
programs are expected to cooperate by making clients available for interview
and follew-up, by making clinic staff available for interview, and by allowing
access to clinical records for validation of client interviews. The
contractor will be under strict requirements to safeguard confidentiality of
all data obtained in this study. Programs selected to participate in DATOS
will receive separate funding from the DATOS contractor for a research/data
acquisition staff person.
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Progress Reports and Final Report Requirements

Grantees are expected to provide reports at 6 month intervals describing their
progress in expanding treatment capacity, implementing their evaluation plan,
problems encountered if any, and plans for resolving such problems. At the
end of the period of NIDA support, 3 copies of a final report should be
submitted to NIDA within 90 days. This final report should include a complete
description of the intervention and related services provided, manuals used in
providing the intervention where appropriate, a thorough discussion of the
evaluation methodology, and a summary of evaluation findings, together with a
discussion of the significance of these findings for treatment of intravenous
drug abuse. -

APPLICATION PROCEDURE

Eligibitity

Applications may be submitted by pubiic or private nonprofit or profit-making
community organizations or programs such as universities, ¢olleges, hospitals,
laboratories, units of State or local governments, and eligible agencies of
the Federal Government. Funding to expand treatment capacity under this
program will be limited to communities with insufficient intravenous drug
abuse treatment capacity, as reflected in prevalence estimates and waiting
Tists for treatment. The term "community" refers to geograpnic service areas,
ang may include States as well as metropolitan areas and rural districts.
Organizations headed by women and minority staff are encouraged to apply.

Application Process:

State and locai government agencies shoul¢ use forms PHS-5161. All other
applicants should use the standard PHS-398 (revised 9/86) research grant
appiication form. "AIDS Research: 'Treatment Expansion Demonstration Programs
to Reduce the Spread of AIDS Among Intravenous Orug Abusers' c¢hould be typed
in Item #2 on the face page of the application.

Application kits containing the necessary forms and instructions may be
obtained from business offices or offices of sponsored research at most
universities, colleges, medical schools, and other major research facilities.
If such a source is not available, the following office may be contacted for
the necessary application material:

Grants Management Branch
National Institute on Drug Abuse
5600 fishers Lane, Room 10-25§
Rockville, Maryland 20857

(301) 443-6710



The signed original and thirty-two (32) (original and 32 copies if using
pPHS-5161) permanent legible copies of the complete application should be sent
to:

Division of Research Grants, NIH
Westwood Bldg., Room 240

5333 Westbard Avenue

Bethesda, Maryland 20892

Applicants are strongly advised to contact the Chief, Treatment Research
Branch, NIDA, prior to submitting applications to discuss the nature ang
extent of their project plans. Further information and consultation on
program requirements can be obtained from:

Chief, Treatment Research Branch
Division of Clinical Research
National Institute on Drug Abuse
5600 Fishers Lane, Room 10A-30
Rockville, MD 20857

Telephone: (301) 443-4060

Facilities and Staff

Applicants should provide adeguate information regarding available facilities
and staff, so that the review process may take into account the applicant's
cagability ana the feasibility of the planneg expansion.

Lccal Review and Coordinaticn

A ¢copy of the application should te submittea tc the State drug abuse
authority no later than February 1, 1989, for review along with notice that
the State drug abuse authority may, if it wishes to do so, send ccmments to
the Chief, Treatment Research Branch, Division of Clinical Researcn, NIDA,
5600 Fishers Lane, Room 10A-30, Rockville, MD 20857, by February 15, 1389.

Review Process

Applications received under this RFA will be revieweg for scientific and
technical merit by an Initial Review Group (IRG), corsisting orimarily of
non-Federal technical and scientific experts. Notificaticn of the review
outcome will be sent to the applicant after the initial review. Applications
will receive a secondary review by the National Advisory Council on Drug Abuse
which may be based on policy as well as scientific merit considerations.
Applications submitted in response to this RFA are not subject to the
intergovernmental review requirements of Executive Order 12372, as implemented
gggough Department of Health and Human Service regqulations at 45 CFR Part

Application Receipt and Review Schedule

Apolications received under this RFA will be reviewed under the accelerated
special applications process (ASAP) provisions established for AIDS research.
The deadlines and award dates shown below have been established by Division of
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Research Grants, NIH. However, it is possible thaf a second application date
mav be announced subsequent to that shown below if sufficient funds remain
available and circumstances permit timely award of additional grants.

Receipt of Initial Advisory Council Awards to
Applications Review Review be Made by
January 2, 1989 February 1989 May-June 1989 _ June 30, 1989

Review Criteria:

Criteria for merit review of applications will include the following:

o the potential of the proposed project to provide tre2atment capacity for
intravenous drug abusers in areas of high HIV prevalence;

o association of the proposed treatrent expansion with a plan to deliver
high-quality treatment services to intravencus drug abusers;

0 the qualifications and experience of the clinic director, clinical staff,
and other key personnel,

0 a clear statement of support by the appiicant for the evaluation
requiraments of the proposed project, and inclusion of a clear, workable
evaluation plan;

o the availability of adequate facilities, other rescurces, and
cotiaborative arrangements necessary for the trzatment demonstration;

O the appropriateness of budget estimates for the groposed treatment
expansion; and

0 the adequacy of grovisions for the protection of human sudjects, if
applicable.

Award Criteria:

Applications recommende¢ for approval by the National Advisory Council on Drug
Abuse will be considered for funding on the basis of:

0 HIV prevalence and excess of demand over supply for treatment of
intravenous drug abusers, as evidenced by available data from program and
other sources,

o overall scientific, clinical, and technical merit of “he proposed
treatment expansicn, determined by peer review;

0 commitment of apglicant to cocperate in development of knowledge in
connection with the treatment expansion efrort, as evidenced by an
evaluation design with appropriate contvols:

0 commitment to cccperation with NICA's national treatment evaluation plans,
and agreement to participate in a client-orientsd data reporting system;



o potential contribution to reducing the spread of HIV infection through
ertective treatment of intravenous drug abusers; and

o the availability of funds.

Terme and Conditions of Support

Grant funds may be used for expenses clearly related ancd necessary to conduct
treatment demonstration projects, including both direct costs which can be
specifically identified with the project and allowable indirect costs of the
institution. Funds are expressiy to be used to establish, expand, or add a
component to, and operate a treatment, rehabilitaticn, or service program.
Support for evaluation may be requested as part of the demonstration. These
COsTs must be justified in terms of evaluation objectives, methods, and
designs which promise to yield generalizabtle knowledge and/or make a
significant contribution to theoretica! concepts.

Grants must be administered in accordance with the PHS Grants Policy Statement
(DHKS Publicaticn No. (QASH) 82-50-000 GPQO-017-020-0080-1 (rev.) January 1,
1987, available for $5.00 from the Superintendent of Documents, U.S.
Government Printing Office, Washington, D.C. 20402). Title 42 of the Code of
Federal Regulations, Part 52, "Grants for Research Projects,” is apolicable to
these awards. MWhile references to other applicatle regulations may he found
in the aforementioned reference, special attention is called to 42 CFR Part 2,
"Confidentiality of Alcohol ang Drug Abuse Patient Records."

Periocd of Support:

Support will be proviced for a pericd of up to five vears (rengwadle for
subseguent periods) suoject to continuec availavility of funds and arogress
achieved.
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THE WHITE HOUSE D

WASHINGTON

June 28, 1988

MEMORANDUM FOR MAC MACDONALD
FROM: NANCY S

SUBJECT: AIDS COMMISSION REPORT

Mac, I've reflected on your questions of how to get quick
responses from the "system" and on process.

I suggest that you do a memo, today, to the heads of HHS,
Education, Justice, Labor, OPM, Defense, State, and OMB, as well
as to Gary Bauer (and to any others you deem appropriate). You
might outline your task and indicate how you intend to proceed on
your "business plan."

You should forward the report to them and ask that they assign
one person to be responsible for getting to you an analysis/
comments by a date that fits your timeline needs. It probably
would be useful to specify categories of recommendations such as
those that are consistent with and enhance current policy
guidelines; those that would require legislative actions; those
with budget implications; etc.

When you "report," Rhett will circulate and I'll pick up agency
comments again at that time.

Let me know whenever and whatever we can do to help.

cc: Ken Duberstein
Rhett Dawson
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AIDS RECOMMENDATIONS TO THE PRESIDENT

TENTATIVE TIMETABLE

Assignment Received: 27 June 1988

Report due: 27 July 1988

June

27-29 Contact departments/agencies for comments on
recommendations in report.

July

1 Receive early reports of which, if any, recommendations
have already been accomplished or begun (date of start
and completion if applicable).

5 NOON Comments due from departments/agencies.

5 COB Interim report (compilation of recommendations
already done, implemented or planned).

7 Release Interim report (White House Press Office).

12 First draft implementation plan (30 day, 90 day, 180
day, other).

19 First draft Presidential response (e.g., statement,
executive order, presidential memorandum, other).

27 Deliver report to the President.



Code

1-2

1=5

1-6

1-8

1<9

1-10

i-11

}
: AIDS REPORT RECOMMENDATIONS

t

Chapter 1l: Incidence and Prevalence

Appropriate Federal, state'and local agencies must enact, 5(
execute and enforce anti-discrimination laws within the @ga.
context of HIV as a handicap. N

CDC must provide clear direction for expanded and improved J
surveillance, including endorsement and support by national ;Lckvy

leaders, other Federal agencies and state and local leaders.

States should require reporting of HIV infections. This »;)9€§;
information should be given to the CDC in appropriate form C;dmm
for statistical Eﬁilzﬁii' without identifiers.

National, state and local leadership must work cooperatively (kﬁjm_
to make any HIV testing programs useful as data sources for
surveillance. o

All public health agencies must select and use terminology (Labon
carefully to make the public more aware of the importance of
the entire spectrum implications of HIV infection.

In all federal agencies all relevant job and program titles Or_obwn
should clearly reflect HIV infection as the target of T
concern.

Public health officials should provide education, training vQE

and funding resources to expand greatly the use of a3
counseling directly linked to any testing program.

Widespread, voluntary testing should be strongly encouraged

at the Federal, state and local levels to improve the C;wa
monitoring of incidence and prevalence, to enable those with

HIV to protect themselves, and to help protect against the

spread of the disease.

State public health departments should be fully supported in‘?,
their role of coordinating the various federal programs and
resources that are targeted for HIV, AIDS and AIDS-related
issues within their states.

All state health agencies not now doing so should move to . (éy
require reporting, and use this information to augment Ci&' 5
special studies to better understand HIV incidence and -
prevalence.

The CDC should accumulate HIV testing reports from all

federal agencies conducting testing, without identifiers, CM&N\
for inclusion in national incidence and prevalence

calculations. Aoda_ HSGONCe



1=12

1-13

1-14

1~16

117

DHHS should explore a federal program to attract and recruit L

sc1ent1f1c and | med1ca1 experts to serve as consultants and v;#N\

durlng a health crisis.,

Where the data produced are needed for surveillance,

programs of HIV testing sponsored by astate or:local public  (mn
health agency should be coordinated with the €CDC and the -
methodology made consistent with the national effort.

State and local public health departments not eligible to 35
participate in the specially designed prevalence studies
conducted by the CDC should be given incentives to be

involved in alternative data gathering activities.

All health care practitioners and institutions should be
educated on procedures for reporting HIV infection and
encouraged to provide requested HIV-related data in a timely
manner, as required under public health reporting laws or
requested in conjunction with special studies.

-~

Without delaying day-to-day responses to requests for data,

CDC should establish a review group composed of ,
representatives from state health organizations, the el m
research community, community-based organizations and

members of CDC staff, which can evaluate requests for data,

to review the methods of processing requests and to make
recommendations on improving the provision and presentation

of data pursuant to requests. Aciter Alasennimation

CDC should break down data by sex, race, age, marital

status, geographical location and presumed mode of

transmission, as well as combinations thereof, to the degree
possible without potential compromise of identities. Age at (yéan
diagnosis should be broken down into smaller groups so that
researchers can better interpret the estimated age of

infection from the date of diagnosis. CDC should develop an
improved method of identifying multiple risk factors present

in any one case. A et -+ N s Pes Chloss 2,4 Lo 1o

CDC should oversee the collection and reporting of

additional statistical q:iéfﬁéeded on specific groups, such Q}#wvx
as women, teenagers (10-13 years old and 14-19 years old), = '
younger men (20 to 24 years old and 25 to 29 years old)

intravenous drug users, and bisexual men and women.cic» 2 ‘4& i,

CDC should be responsible for quickly communicating to the
/research communlty)the need for appropriate studies where </pJM\
statistical analysis is hampered by lack of other needed e
information, such as size of population subgroups, (e.g. #;
homosexual men, heterosexuals, sexually active teens).
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1-20

1-21

1-22

1-23

1-24

1=25

1-26

Extensive research should be conducted and continually E)ﬂcﬁq
updated, and results should be widely disseminated to ”
provide more accurate information on the s read of HIV 1nto
the heterosexual population. late (fxfwf\wvxﬁ o+ o BsSem.

The Secretary of HHS should coordinate data collected by the
various entities involved with monitoring the HIV epidemic

so that it is as compatible as possible, relating to Census Clalon
Bureau geographic and demographic data and data from other
standard sources, for comparative research purposes and to
facilitate the approprlate targetlng of prevention and care(

resources. c{LL\O_, C§>rAe\LANX ﬁ,_4vxg/n(af;q/\c¢p
State and local public health agencies should make available fqﬂéw,
local data directly to community-based organizations and Ocuwn

other interested parties with regional or national needs in
order to reduce the requests to the CDC. Aoter A eSem .

The federal research agenda should include demographic )
studies necessary to better estimate the size of the various Qe
population groups in the U.S. _{adfe g\#kg\t~nm¢—»7p€/cﬁ»’»

The research being conducted on infectivity, the possible

delay between infection and infectivity, the efficiency of é;mﬁfg.
HIV transmission and progression from infection to death

should be quickly communicated to those modeling the

epidemic. doden A ieeemn.

The public health system should expand the amount of

available sentinel data from various high- and low-risk .
populations (e.g. hospital patients, penitentiary inmates, Qg ™~
high school students, runaway youths, newborns) to 1mprove

the estimates of incidence and prevalence.<A4fa~<3r* Qn»kj

The research community should be actively engaged in LAl
developing innovative models that better describe and Sl
explain the transmission of HIV within the populatlon.

(iogw\<<1woiwi\°“j§
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Code

2-1

2-3

2=7

Chapter 2: Patient Care

All members of the health care provider community should
treat patients with HIV infection with professionalism, and
every effort should be made to maintain an individual's
autonomy, sense of self-worth, and personal dignity.

Health care facilities should provide or arrange for a case
manager or some equivalent mechanism for assuring continuity
of care for HIV-infected persons who use their facilities.

All physicians and primary care providers should regularly
utilize the HIV anti-body test as a diagnostic tool, and
incorporate the test and counseling into the normal range of
services offered to patients.

The CHCP should be increased in high incidence areas to
allow for the provision of additional services to persons
infected with HIV. The federal allocation would provide
primary medical and dental care for patients and would also
allow for the training of current and new staff.

The federal government, through the DHHS, and the state
should provide funds for home health care services for
under-insured persons with HIV infection. Each state's
federal allocation for home health care would be based on
the ratio of the number of persons with HIV infection in the
state to the total number of persons with HIV infection in
the U.S. States should have the option to utilize this
allocation for grants to home health care agencies for the
provision of care to eligible individuals, for compensation
for the planners and providers of care, and for education
and training of home health care providers.

Facilities which currently care for persons infected with
HIV should be encouraged to make available psychosocial care
as needed, within the limitations of each facility's
resources. Care may be provided by psychiatrists,
psychologists, psychiatric nurses, social workers, marriage
counselors, sex counselors and therapists, family
counselors, or religious counselors, as appropriate. ALl
providers of psychosocial services should be enlisted in
efforts to prevent HIV transmission.

Federal funded community mental health centers should
develop programs targeted for persons infected with HIV and
their loved ones. To ensure the availability of these
services, the ADMS Block Grant funding should be increased.

HRSA should evaluate health care provider attrition from
municipal hospitals in high prevalence cities, to determine
means by which incentives can be developed to retain nurses,
physicians, and other direct health care providers.
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The HRSA, through the Maternal and Child Health Program,
should provide funding for demonstration grants for Regional
HIV Comprehensive Family Care Centers in areas where
inadequate pediatric services exist and the prevalence of
HIV infection is high. These centers would provide a full
range of services to HIV-infected children, adolescents, and
their families including: diagnostic, treatment, and follow-
up services, prenatal and well-baby care, testing,

counsel ing, psychosocial support services, day care, respite
care, education, and linkages with home care and acute
hospital care. (SEE: 10-10)

Where pediatric infection rates are high, based on pediatric
seroprevalence information, obstetricians and pediatricians
should counsel patients and advise testing as appropriate.

The HRSA should widely disseminate findings from the AIDS
Service Demonstration Projects so that other communities can
select and develop the most appropriate and feasible model.
The PHS through HRSA and in collaboration with the states
should provide initial funding and technical assistance to
communities in order to establish services to fill existing
gaps and to develop coordinated networks of service. Systems
created should include a continuum of services, emphasize
alternatives to hospitalization, and utilize a case-
management approach. (SEE: 10-11)

The National Center for Health Services Research should
compile data from hospitals using dedicated AIDS units and
those using scattered placement in order to compare their
effectiveness with respect to quality of care, patient
satisfaction, and the effect on staff (i.e., on recruitment,
retention, turnover rate, and satisfaction). Findings should
be disseminated to hospitals nationwide to help them plan
and design the most appropriate structure for service
delivery to people with HIV infection.

In areas were availability of intermittent or chronic care
services is encumbered by local restrictions or zoning
requirements, such as number of exits required for a
building or allowable number of occupants of a facility,
local governments should provide reasonable variances to
permit such care to be available.

Current funding to the Comprehensive Hemophiliac Diagnostic
and Treatment Centers should be increased to cover the costs
of HIV testing, counseling, evaluation of immune system
function, and supportive services for the patient and
family. Funding of immune system evaluation will enhance the
use of the Centers for clinical research.
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The DHHS should take steps to ensure that all Comprehensive
Hemophiliac Diagnostic and Treatment Centers are fully
prepared to offer HIV-related care to any patients, and to
extend the network of centers to the remaining 25 percent of
the hemophiliac population not now being served.

Municipal hospital systems in high prevalence cities should
assess their current five-year anticipated demand for HIV-
related services and forward these projections to the
Secretaries of the U.S. Departments of HHS and HUD for
incorporation into a plan for increased funding for patient
care in community and long-term care settings.

The DHHS should make the development of new strategies for
diagnosing, educating, and caring for adolescents at risk
for HIV infection a high priority.

The Pediatric AIDS Health Care Demonstration Projects grants
announced by the HRSA should be funded through 1991. Grants
should be awarded to programs which are family-focused and
community-based, include a coordinated, comprehensive
network of services, and should utilize a family case
management approach.
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Chapter 3: Health Care Providers

DHHS should administer a competitive grant or contract
program, Or organized consensus conferences, to construct
HIV treatment guidelines for practitioners in differing
practice enviromments encompassing a range of medical
specialties and including other disciplines. The guidelines
developed should then be made available to all practitioners
who request them.

Health care profession schools should assure that all
students are educated about HIV infection and those related
subjects most needed in providing care to HIV-infected
patients and their families, include: death and dying, pain
control, palliative care, human sexuality, substance abuse
counseling, ethics, and infection control.

Health care professions schools should be given incentives
to recruit medical students into specialties that are under-
represented but needed due to the HIV epidemic.

Eligibility for financial scholarships and grants should
include evaluation mechanisms that take into account the
adult financial responsibilities of adult students.

HRSA should develop a model program to create innovative
techniques to recruit, train, and retain nonprofessional
health care providers.

The Federal government, through NIMH, should continue to
provide funding for development of psychosocial and
neuropsychiatric provider education and training programs to
ensure continued availability to those who need such are in
the future.

Institutions which employ health care providers serving
persons infected with HIV should provide psychosocial
support to their staff on a proactive and continuing basis.

PHS's Division of Nursing should fund demonstration projects
to evaluate models of nurse-managed care for persons with
HIV infection or other chronic illnesses. Included should be
an evaluation of the Community Nursing Organization concept
(as described in the Community Nursing and Ambulatory Care
Act of 1987) applied to the care of HIV-infected persons. In
addition, models of differentiated nursing practice,
employing nurses in differing job descriptions based on
varying levels of education, should be evaluated.

PHS's Division of Nursing should alleviate restrictions for
nurse traineeships and provide funding for stipends for
full-time and part-time nursing students. Traineeships
should be available for RNs pursuing higher degrees as well
as for those students who are not yet registered nurses but

)
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are pursuing nursing higher education. Special emphasis
should be given to nurses pursing advanced degrees in
community health nursing, school health nursing, and
occupational nursing.

NIMH should reinstate funding for traineeships to educate
psych-mental health nurses at the masters and doctoral
levels who will be needed for counseling efforts.

Funding for current Nursing Student Loan Program should be
increased, and eligibility requirements for low interest
loans should be modified.

Nursing work payback programs should be established by the
federal government to provide tuition support for education
and living expenses. Such programs would have a greater
forgiveness clause for students working in facilities which
provide care to persons who are infected with HIV, including
hospitals, long-term care facilities, community-based
organizations, drug treatment facilities, and others that
meet the expanded definitions of medically underserved
areas.

Hospitals, other employers of nurses, and schools of nursing
should be encouraged, in conjunction with the federal
government, to provide both financial and scheduling
incentives for nurses to pursue advanced degrees in nursing.

Nursing organizations in conjunction with the Division of
Nursing in the HRSA should establish guidelines for health
care institutions for the implementation of counseling and
support services for nurses caring for HIV-infected persons
with appropriate mechanisms for assuring their
implementation.

Additional funding should be provided through the PHS's
Division of Nursing Special Project grants in collaboration
with the American Hospital Association, the Association of
Nurse Executives, and other professional organizations for
the development of innovative strategies designed to
increase retention of nurses in practice.

The DHHS should fund grants to Schools of Nursing that seek
collaborative relationships which agencies to demonstrate
the cost-effectiveness and quality of utilizing the nurse as
a case manager who:

* assesses the patient and family needs for short-term and
long-term care:;

* mitigates medical costs by facilitating the patient's
optimal level of independence through access to
appropriate levels of care both in the hospital and in
out-of-hospital settings:

8
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* organizes and sequences those services and resources
needed to adequately respond to patient's health care
needs by working with the attending physician to assess
the patient's medical needs; and functioning as a liaison
between the patient and specialized facilities and other
providers.

The DHHS should fund tuition and stipend grants for students
in innovative nursing education programs, which offer
advanced degrees in nursing as a professional degree in
nursing in order to:

* meet future health care provider needs as defined by HHS:

* address the shortage issue by stimulating interest in
nursing careers among those in a non-traditional, older
population, who may seek professional nursing as a second
career.

The HCFA should restructure the Medicare and Medicaid
reimbursement systems to allow for direct reimbursement
systems to professional nurses caring for persons with HIV-
related illnesses and other chronically ill patients in
acute and community care settings.

The PHS Office of Minority Health should identify funding
for recruitment of minorities into advanced levels of
nursing education programs.

Congress should amend the Nurse Training Act to include the
provision: that up to 85 percent of a borrower's loan plus
interest would be canceled at the rate of 15 percent for
each completed year of full-time employment as a
professional nurse.

The NHSC scholarship funds program should be reinstated to
enlist an additional 400 primary care physicians in training
per year, and provide loan forgiveness to 100 additional
practicing primary care physicians per year to staff
facilities in underserved areas, including HIV-endemic
areas.

The NHSC should establish scholarships, loans, and workstudy
opportunities to recruit, train, place, and retain 200
nurses per year to staff facilities in underserved areas,
including HIV-endemic areas.

Individuals who received NHSC funding for all or part of
their professional education and who have defaulted on their
subsequent service obligations, should be offered the option
of serving in HIV-endemic areas to meet their outstanding
obligations.





