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Foreword

This memorandum was prepared in response to a request by the Subcommittee
on Health and the Environment, House Committee on Energy and Commerce, and the
Subcommittee on Intergovernmental Relations and Human Resources, House Committee
on Government Operations. The Office of Technology Assessment (OTA) had been
conducting an assessment of Blood Policy and Technology (published in January 1985)
for the House Committee on Energy and Commerce when transfusion-related cases of
acquired immunodeficiency syndrome (AIDS) began to appear. We were subsequently
asked to review the recent and proposed activities of the Public Health Service (PHS)
in response to AIDS, and to evaluate the planning, resources and staffing of PHS’s ef-
forts to control AIDS.

OTA was asked to examine both technical aspects of research and related issues
of public health policy, in particular:

. the adequacy of PHS’s confirmation of the causal relationship between the newly
discovered retrovirus HTLV-1ll and AIDS and the adequacy of research to iden-
tify other possible agents involved,;

. the adequacy and timeliness of PHS’s redirection of general AIDS research toward
HTLV-III work, including research on blood, on treatment protocols, on ani-
mal models, and on epidemiological work;

. the adequacy and scope of efforts to develop vaccines against the disease;

. the adequacy and timeliness of the distribution of new knowledge and informa-
tion among researchers and regulators; and

. the adequacy of PHS resources to support needed activities that would yield the
best chances for immediate results in the prevention and treatment of AIDS.

These questions and related issues of science and public policy are addressed in

this memorandum.

\—/ JOHN H. GIBBONS

Director
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Chapter 1
Summary

The basic cause of acquired immunodeficiency
syndrome (AIDS) is almost certainly a newly dis-
covered virus, human T-cell lymphotropic virus,
type I, or “HTLV-IIl.” Researchers who have
isolated viruses similar to HTLV-III have given
their isolates other descriptive names, such as
“lymphadenopathy-associated virus” (LAV) or
“AlDS-related virus” (ARV), but these isolates
and HTLV-1I1I are essentially the same.

The AIDS virus preferentially infects and de-
stroys certain white blood cells called “T lym-
phocytes” that are essential for the functioning of
the body’s immune system. When the immune
system is severely depressed or destroyed by
HTLV-III, other infectious agents such as bacte-
ria or other types of viruses that usually do not
cause disease in persons with normal immune
functions may have the opportunity to cause dis-
ease (“opportunistic infections”) because of the
body’s weakened defenses. Different types of can-
cer may also occur with severe depression of the
immune system by HTLV-III infection. The cause
of these cancers is not certain, but it may be a
combination of depressed immune functions and
infection with other viruses, or perhaps involve
infection by the HTLV-III virus itself.

As more has been learned about the ability of
HTLV-I1I to cause disease, it has become appar-
ent that a broad spectrum of clinical responses can
occur. Some people have been infected and shown
few or no immunologic abnormalities and no
evidence of illness, others have had severe effects
on their immune systems and developed fulmi-
nant and fatal AIDS, while others have manifested
responses between these two extremes. Associated
risk factors are under examination and will help
in understanding why some people exposed to
HTLV-11I remain well while others progress to dif-
ferent stages of clinical illness. Since AIDS is a
newly discovered disease and the time between
exposure and the onset of clinical disease can take

several years, it is too soon to tell what percent-
age of persons exposed to the virus will develop
AIDS. It is also too soon to tell whether persons
exhibiting milder manifestations of disease (e.g.,
fever, some depression of immune functions,
enlarged lymph nodes) will eventually develop
AIDS, continue to exhibit signs and symptoms of
mild disease, or get well.

Prior to the discovery of the etiologic (causa-
tive) agent for AIDS, efforts to devise preventive
and treatment strategies had to depend on em-
pirical observations of AIDS’s epidemiology and
effects on the body. The discovery of HTLV-III
now provides a theoretical foundation which
greatly expands the range of possible strategies
to prevent, diagnose, and treat AIDS. It is im-
portant to recognize, however, that the discov-
ery of HTLV-III only begins the next phase of ef-
forts to control AIDS, Thus, it remains to be seen
whether the new knowledge that is gained can be
used to develop effective drugs and vaccines
within a few years. Meanwhile, the number of
persons infected with the virus and the number
of AIDS cases continue to grow rapidly.

The activities of the U.S. Public Health Serv-
ice (PHS) have laid down most of the foundation
for addressing the AIDS epidemic. PHS grantees
“discovered” AIDS as a syndrome; PHS has con-
ducted surveillance of AIDS; and PHS investiga-
tors and others have made significant scientific
advances, including the discovery of the probable
etiologic agent for AIDS. PHS is currently coordi-
nating development of a blood test for HTLV-I1II
antibodies; and research on AIDS treatment, vac-
cine development, and the many remaining ques-
tions about the natural history of the disease is
progressing. Furthermore, PHS investigators at
present are extensively involved in collaborations
with non-Federal researchers, both nationally and
internationally. It has not always been clear, how-
ever, that the amount of support for AIDS activ-



ities has been equivalent to the effort that indi-
vidual researchers and PHS agencies believe is nec-
essary. Furthermore, there are issues that extend
beyond the biological nature of AIDS which war-
rant more attention from the Federal Govern-

THE BIOLOGY OF AIDS

When the code contained in the DNA (deox-
yribonucleic acid) of a cell’s genes is to be “trans-
lated” to produce a product such as a protein, an
RNA (ribonucleic acid) copy of the relevant piece
of DNA is “transcribed,” and the RNA copy then
travels to the cell’s production site, where it serves
as a template for protein production. Collectively,
this process is termed “gene expression. ”

HTLV-I11 belongs to a group of viruses called
“retroviruses,” which are so named because they
can reverse the process of gene expression when
they infect cells. Retroviruses contain RNA, not
DNA, but reproduce by incorporation into the
DNA of the cells they infect. In order to be in-
corporated into a host cell’s DNA, the retroviral
RNA must be transcribed into its DNA counter-
part. An enzyme that the retrovirus produces,
called “reverse transcriptase, ” accomplishes this
process. When the retrovirus is ready to repro-
duce, it initiates the normal process of gene ex-
pression whereby DNA is transcribed into RNA
but at a greatly accelerated rate, spewing out
copies of the retrovirus in its original RNA form.

HTLV-I1l attacks what is commonly referred
to as the “helper/inducer” subset of T lympho-
cytes, or, more accurately, the “T4” subset. T lym-
phocytes are classified into various subsets. One
method of classification distinguishes between T
cells that function to “help” and T cells that func-
tion to “suppress” immune functions as the im-
mune system is activated and then is fine-tuned
when the body is invaded by foreign materials.
T lymphocytes can also be classified by the dif-
ferent molecules on their cell surfaces through the
use of monoclinal antibodies that recognize each
type of surface molecule as a separate and unique
antigen. One such classification system separates
T lymphocytes into those that have “T4” and
those that have “T8” molecules on their surface

ment—prevention of AIDS through education,
confidentiality and informed consent for research
and blood donation, and support for the clinical
and financial needs of AIDS patients.

(named after the monoclinal antibodies used to
distinguish between these two types of surface
molecules or antigens). Functional and surface
molecule methods of classification result in
overlapping categories. Commonly, however,
even though both the “T4” and “T8” subsets con-
tain cells that help and cells that suppress immune
responses, the “T4” subset is referred to as the
“helper/inducer” subset of T lymphocytes, and
the “T8” subset, as the “suppressor” subset.

The primary defect in AIDS is an acquired, per-
sistent, quantitative, and functional depression of
T4 lymphocytes. The T4 cell membrane molecule
that defines the T4 subset of T lymphocytes is now
known to be an essential component of the cell-
surface receptor for HTLV-III; i.e., interaction be-
tween the HTLV-1II virus and the T4 molecule is
apparently the way in which the virus gains en-
try into the cell.

The T4 molecule can be found not only on T4
lymphocytes but also on some other types of
white blood cells that perform a scavenging or
phagocytic function by engulfing foreign mate-
rial and consuming debris and foreign bodies. This
observation raises the question of whether these
other white blood cells may also become infected
with HTLV-III. Furthermore, brain cellsand T
lymphocytes are known to share some common
c-en ‘surface molecules, and recent evidence has
shown that the brain of an AIDS patient can be
infected and the virus reproduced there. Infection
of the brain would further complicate future treat-
ment prospects because of the general difficulty
in getting drugs into the central nervous system.

The availability of various tests for HTLV-III
should result in a more precise delineation of the
natural history of AIDS. Studies of different
populations at risk, their variations in associated



risk factors and in clinical responses upon ex-
posure to HTLV-I1II, are of immediate relevance
to our understanding of how the disease spreads,
preventive strategies, and the possibility of early
treatment. For example, the human immune sys-
tem will produce antibodies to whatever antigens
are encountered, so the mere presence of an-
tibodies to HTLV-1II does not necessarily mean
that the types of antibodies that will neutralize
the virus have been produced. By studying per-
sons who are at high risk for AIDS but who have
not developed the disease, scientists may discover
which of the several antibodies that are produced
in response to infection with HTLV-11I might neu-
tralize the virus.

Production of antibodies upon exposure to
HTLV-I111 is also the basis for a blood test that will
be used initially for screening blood donations and
plasma collections. It is now known, however,
that some persons can be infected with the virus
but have no current symptoms of disease and not
produce antibodies. The blood test for antibodies
to HTLV-I1II, therefore, will not replace screen-
ing procedures designed to exclude potential blood
donors in groups at high risk for AIDS. Because
of current technical capabilities, the first-genera-
tion blood test relies on detection of antibodies
to HTLV-III instead of detection of the virus itself
(or its parts). Large quantities of HTLV-III can
now be grown and used as the antigen to detect
antibodies in tested blood. Methods to mass pro-
duce antibodies to detect the presence of viral an-
tigens in tested blood, however, have yet to be
developed.

Use of the blood test raises difficult issues per-
taining to informed consent and confidentiality,
because the meaning of a positive test, other than
evidence of exposure to HTLV-III, is uncertain.
Does a positive result mean that a person who
has antibodies to the virus is also infected with
it? This question can be answered on a case-by-
case basis by a few researchers who have the ca-
pability to test for the presence of the virus, but
the capacity to perform such tests routinely has
yet to be developed. What are the chances that
an antibody-positive person will develo, AIDS?
The answer to this question will only come after
long-term monitoring of persons who are HTLV-
111 antibody-positive.

The discovery of HTLV-11l1 makes possible the
tentative confirmation that newer methods of pre-
paring antihemophilic factors from plasma can in-
activate the virus. Some plasma protein products,
such as albumin, are already heated to tempera-
tures that inactivate most viruses without caus-
ing these products to lose their activity. However,
the coagulation proteins are not as resilient in pre-
serving their activity when heated. Improvements
in heat treatment using buffers to protect the pro-
teins during heating, however, have recently been
shown to inactivate some viruses, and with the
availability of HTLV-III for testing, these new
methods and further improvements on them have
been shown to inactivate HTLV-1II. (The cellular
elements of blood that are used in transfusions—
red blood cells and platelets—and fresh plasma,
would be destroyed by the temperatures neces-
sary to inactivate HTLV-III.)

The discovery of HTLV-I1I also makes possi-
ble the development of more specific therapeutic
approaches to AIDS. Cultures of T lymphocytes
mixed with HTLV-III can be used to test drugs
that might inhibit infection by HTLV-I1II. At least
three drugs, suramin, ribavirin, and HPA-23,
have been shown to inhibit infection by block-
ing the action of the reverse transcriptase enzyme
and are now being tested in limited clinical trials.
More importantly, the life cycle of the virus is
now under study, and theories based on the
understanding gained will lead to multiple thera-
peutic approaches. Thus, for example, the ex-
periments leading to the discovery that the T4
molecule on T4 lymphocytes was an essential
component of the cell-surface receptor for HTLV-
111 raise the possibility of using monoclinal an-
tibodies against the T4 molecule to block the
virus’s entry into the cell.

The development of a vaccine against HTLV-
111, using novel as well as established methods,
is now under way. The many unknowns associ-
ated with HTLV-1Il make it prudent to develop
a vaccine that does not contain the virus’s genetic
material, so current efforts are focused on find-
ing and using the part (“subunit”) of the virus that
would elicit the proper antibody to neutralize the
virus. Current efforts to develop a “subunit” vac-
cine include breaking down the virus and testing
its various parts; taking the gene that corresponds



to the particular part of the virus under study and
inserting it through recombinant DNA techniques
into bacteria, yeast, or mammalian cells so that
the subunit can be produced in quantity; inser-
ting the corresponding gene into other, benign
viruses (e.g., into vaccinia virus, used to im-
munize against smallpox) with the intention of
using those viruses as the vaccine; and develop-
ing copies of the relevant viral subunit through
novel manipulations of antigen-antibody inter-
actions.

Despite these rapid developments in vaccine re-
search, serious obstacles remain. The first is that
most of the newer techniques are largely experi-
mental, the first of the vaccines from the most un-
derstood recombinant DNA techniques (i.e., a
vaccine for hepatitis B) having just become avail-
able. Second, there is evidence that the genes
which code for the parts of the virus that would
be most likely to make an effective vaccine (i.e.,
the surface membrane or “envelope” of the virus)
change frequently, although not drastically. If
these genetic mutations are significant enough that
their corresponding protein molecules change their
antigenic characteristics, it will be difficult to de-
velop an effective vaccine.

In contrast to these promising developments in
understanding the biology of AIDS are the ever
growing number of AIDS patients and the rapidly
enlarging pool of persons who have been exposed
to HTLV-IIl and who may be carriers of the virus.
The total number of AIDS cases reported to the
Centers for Disease Control (CDC) by the end of
1984 was approximately 7,000, and the number
of reported cases has been doubling every year—
fewer than 900 cases prior to December 1982,

more than 2,000 cases in 1983, and almost 4,000
cases in 1984. Seventy-three percent of patients
diagnosed before January 1983 have died. Forty
thousand new cases are expected to be reported
in the United States in the next 2 years. Further-
more, surveys of high-risk groups (gay men, in-
travenous drug abusers, hemophiliacs) for the
presence of antibodies to HTLV-III in their blood
have shown marked increases in positive rates
since about 1980, with current positive rates be-
tween 65 and 90 percent in some of the tested pop-
ulations.

AIDS is not only a problem in the United
States. There are at least 500 cases in the rest of
the Americas, 600 in Europe, and several thou-
sand in central Africa. In some parts of central
Africa, where infection with the HTLV-I1I virus
appears to predate infections in the United States,
heterosexual transmission appears to be common
and may be the predominant mode of transmis-
sion. Heterosexual transmission has occurred in
the United States, but is still relatively uncommon
and has been primarily from males to their female
partners, particularly in the intravenous drug
abuser group. A significant portion of U.S. female
intravenous drug abusers practice prostitution,
and the possibility of increased female-to-male
transmission and risks associated through contacts
with prostitutes are under study.

Thus, while significant advances in understand-
ing the biology of the AIDS virus are occurring
and may lead to effective therapeutic drugs and
a vaccine, the number of persons exposed to the
virus and probably carrying it and the number
of AIDS cases continue to increase at an accel-
erated pace.

FEDERAL SUPPORT OF AIDS RESEARCH

The U.S. Department of Health and Human
Services (DHHS) has designated AIDS as its num-
ber one health priority, and much of what we
know about the biology of AIDS is a result of fed-
erally sponsored activities. However, the Depart-
ment’s position has been that funds for AIDS ac-
tivities should be transferred from other PHS
activities, and increases in funding specifically for

AIDS activities have come at the initiative of Con-
gress, not from DHHS. Personnel ceilings have
been a special problem.

Although AIDS funding has been substantial,
particularly in fiscal years 1984 and 1985, the his-
tory of specific funding for AIDS has been marked
by tension among the individual PHS agencies,



DHHS, and Congress. Through the Assistant Sec-
retary for Health, individual PHS agencies have
consistently asked DHHS to request particular
sums from Congress; the Department has sub-
mitted requests for amounts smaller than those
suggested by the agencies; and Congress typically
has appropriated amounts greater than those re-
quested by the Department. Except when prodded
by Congress, the Department has maintained that
PHS agencies should be able to conduct AIDS re-
search without extra funds. However, threatened
cuts in overall funding and personnel levels have
restricted the ability of affected agencies to redirect
resources. Of greater impact than holding general
funding of PHS agencies about even or decreas-
ing it have been budget requests for decreases in
personnel ceilings. At critical times, several of the
PHS agencies have actually experienced decreases
in personnel.

PHS agencies have been unable to plan their
activities adequately because they have not
known how much funding and staff will be avail-
able to them. Furthermore, the uncertain distri-
bution of resources has intensified competition
among agencies now that an etiologic agent for
AIDS has been discovered and there are many di-
rections for research to take concurrently (e.g.,
treatment, vaccine development, cofactor re-
search, natural history studies) and several areas
in which agencies have overlapping expertise.

In addition to the question of whether or not
sufficient resources are being allocated to PHS
agencies’ AIDS activities by DHHS and Congress,
there remains the question of whether resources
are being allocated adequately to the various
AIDS activities. In particular, doubts have been
raised about the adequacy of resources devoted
to the search for factors affecting transmissibility,
the provision of treatment, and prevention through
public education.

In general, the search for factors affecting the
development of AIDS has always accounted for
a large proportion of the AIDS budget. For both
fiscal years 1984 and 1985, greater amounts were
budgeted for cofactor research and epidemiologic
studies after the discovery of HTLV-III than before
its discovery. PHS estimates that 12.6 percent of
the resources allocated to AIDS in fiscal year 1984

were obligated to cofactor research and 31.9 per-
cent to epidemiologic studies. In fiscal year 1985,
a relatively greater proportion (14.9 percent) of
total AIDS resources will be obligated to cofac-
tor research, but substantially less as a percent-
age of the total (26 percent) will be obligated to
epidemiologic studies than in fiscal year 1984. In
total dollars, however, almost $5 million more
will be obligated to epidemiologic studies in fiscal
year 1985 than in fiscal year 1984, and $6 mil-
lion more to cofactor research.

About 2. | percent of the AIDS budget for fiscal
year 1985, or nearly $2 million, is being spent for
research on psychosocial factors related to AIDS.
As defined by PHS, this category includes re-
search into the psychosocial consequences of
AIDS as well as research into the contribution of
these factors to the development of AIDS. Psycho-
social risk factors include life stress, exhaustion,
health habits, depression, anxiety, coping mech-
anisms, a sense of helplessness, and the loss of
social support.

Approximately 14.8 percent of the AIDS budg-
et for fiscal year 1985 is devoted to research on
treatment (8.8 percent for the etiologic agent, and
6 percent for opportunistic infections). Except for
treatment given to AIDS patients at the National
Institutes of Health’s Clinical Center, which is a
research hospital, no funds have been allocated
to the treatment of patients per se.

In the past, relatively few funds were allocated
to public education. Between 1984 and 1985, how-
ever, the amount allocated to such activities more
than doubled, from $1.4 million to $3.8 million,
most of it for CDC. The AIDS budget in PHS’s
Office of Public Affairs, which has maintained the
AIDS hotline, the Facts About AIDS newsletter,
and developed booklets and a videotape about
AIDS, is scheduled to decrease from $200,000 in
fiscal year 1984 to $120,000 in fiscal year 1985.

Whether information about AIDS has been gen-
erated and disseminated on an adequate and
timely basis has also been a cause of recurrent con-
cern. The involvement of multiple organizations
in similar research activities but addressed at dif-
ferent aspects of a common problem is arguably
the best scenario for research. However, it means



that researchers are constantly striving to keep
abreast of the work of others.

In addressing AIDS, sharing of information has
taken place through the informal networks that
exist among PHS agencies and among their re-
searchers and has been augmented by coordinat-
ing committees, external advisory committees,
conferences, and cooperative agreements on fund-
ing extramural research and conducting intra-
mural research. Most of these sharing and co-
ordinating activities would have taken place
regardless of any directive from PHS central man-
agement. In some instances, however, PHS (or
departmental level) guidance might have led to
better coordination—e.g., PHS might have di-
rected the National Cancer Institute to share virus
cultures with CDC. Finally, the announcement by
the Secretary of DHHS of the discovery of the
etiologic agent for AIDS appears to have been too
optimistic regarding the use of a blood test to
screen for exposure to HTLV-III and did not take
into account the social implications and ethical
dilemmas that would have to be addressed when
persons who might be carriers of the HTLV-I1I
virus were identified through a blood test.

Two factors which may have impeded the gen-
eration and dissemination of information are mat-
ters of more generalizable policy concerns. First,
in the context of a public health emergency such

RELATED ISSUES

It will be some time before the new knowledge
that has been gained about AIDS can be expected
to be translated into effective preventive and ther-
apeutic interventions. In the interim, and proba-
bly even if biological remedies for the disease be-
come available, prevention of AIDS through edu-
cation about ways of minimizing exposure to
HTLV-III has the greatest potential of limiting the
spread of this disease. So far, efforts to prevent
AIDS through education have received minimal
funding, especially efforts targeted at the groups
at highest risk.

The issues of confidentiality and informed con-
sent, first arising in the context of treatment of
AIDS patients and participation in AIDS-related

as AIDS, the Federal grants application and ap-
proval process for extramural research works too
slowly. Second, although private industry is in-
volved in similar research and development activ-
ities, Federal regulations concerning commercial
development of drugs, biologics, and devices
mean that much of the information generated is
not available to other researchers. A systematic
examination of these more generalizable concerns
is needed.

Thus, OTA finds that while the Federal Gov-
ernment has designated AIDS our country’s num-
ber one health priority, increases in funding spe-
cifically for AIDS activities have come at the
initiative of Congress, and PHS agencies have had
difficulties in planning their AIDS-related activi-
ties because of uncertainties over budget and per-
sonnel allocations. Furthermore, in some in-
stances, coordination between PHS researchers
and between DHHS policy makers and PHS re-
searchers could have been better managed. Two
general questions that need further examination
are: 1) how Federal research funding can be ac-
celerated in public health emergencies without
compromising the quality of research to be sup-
ported, and 2) how access to commercially spon-
sored research might be improved without infring-
ing on the property rights of commercial enter-
prises.

research projects, will soon be a major concern
as tests for evidence of exposure to or infection
by HTLV-111 become generally available. Confi-
dentiality safeguards can be improved without
sacrificing the surveillance needs of public health
officials or data sharing among researchers. In-
formed consent will bean especially difficult issue,
because the first tests to be applied will detect ex-
posure to HTLV-III through the presence or ab-
sence of antibodies. However, persons who test
positive will not be able to know whether they
are actually carriers of HTLV-III, will develop
AIDS, or will remain well. These developments
portend even more widespread and serious im-
plications for our country’s public health and
social policies. Decisions will have to be made



soon that attempt to balance the public health
concerns surrounding the transmissibility of AIDS
from persons who have antibodies against HTLV-
111 versus the stigma that may attach to these per-
sons, which could lead to their exclusion from
some occupations and perhaps to even greater iso-
lation from the rest of society.

Finally, providing and assisting in paying for
clinical and supportive services is already a sig-
nificant problem in those areas of the country with
relatively large numbers of AIDS patients. This
situation will worsen as the number of AIDS pa-
tients increases and if new treatments prolong life

but do not restore health. To date, the Federal
response has focused on the biomedical aspects
of AIDS, so the primary responsibility for AIDS-
related activities has rested with PHS. The poten-
tial contribution of PHS agencies to the provision
and financing of service needs is severely limited
by the nature of their responsibilities. Thus, if the
Federal Government is to respond to the service
needs of AIDS patients, Federal activities will have
to expand beyond those attributable to PHS and
at a minimum involve other organizational units
within DHHS, such as the Health Care Financ-
ing Administration.
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Specific Findings

IS THERE AN ADEQUATE CORRELATION BETWEEN HTLV-IIl AND AIDS?

There is strong and increasing evidence that the
newly discovered retrovirus HTLV-III (human T-
cell lymphotropic virus, type ) (57,122,130,132)
is the basic cause of acquired immunodeficiency
syndrome (AIDS). HTLV-III is similar to, but
nevertheless distinct from, two previously iden-
tified human T-cell lymphotropic retroviruses,
HTLV-l and HTLV-Il. HTLV-l and possibly
HTLV-II cause T-cell leukemias (proliferation),
whereas HTLV-11I causes T-lymphocyte death
(suppression). (Lymphocytes and other blood cells
originate in the bone marrow. T cells or lym-
phocytes are white blood cells that mature in the
thymus gland and mediate cellular immune re-
actions by helping (“helper T cells”) or suppress-
ing (“suppressor T cells”) immune responses. B
lymphocytes or cells are white blood cells that
mediate humoral (e.g., antibody production) im-
mune reactions and proliferate under stimulation
from factors released by T lymphocytes. )

The genetic material of “retroviruses” consists
of ribonucleic acid (RNA), not deoxyribonucleic
(DNA), but when retroviruses infect cells, they
are incorporated in the DNA of infected cells in
a DNA form known as the “provirus. ” When
retroviruses invade cells, they can reverse the
process of “gene expression” by which informa-
tion contained in the cells’ genes is transcribed
from DNA to RNA and then translated to direct
the synthesis of proteins. Through the production
of the enzyme “reverse transcriptase, ” retroviruses
produce a DNA analog of their own RNA. The
resulting DNA is then incorporated in the genetic
structure of the invaded cell as the “provirus. ”
Subsequently, the genetic information in the in-
corporated DNA is “expressed” in the usual way
to produce new retroviruses.

HTLV-III is essentially the same virus as other
retroviruses that have been associated with
AIDS—LAYV or “lymphadenopathy-associated vi-
rus” (7), IDAV or “immune-deficiency -associated
virus” (107) and ARV or “AlDS-related virus”
(89). The mild confusion that has resulted from

the giving of different names by researchers to
what appears to be the same virus is primarily
the result of scientific caution.

When a possible agent for a new disease is
reported, early published accounts provide the
details of the investigations, and the investigator
assigns a name to the agent. As Broder and Gallo
(23) have observed with respect to the viruses
associated with AIDS: “In theory, each isolate
might have been a different, newly discovered
human retrovirus presenting as an opportunistic
infection, with no bearing on the pathogenesis of
AIDS."

French investigators named their first isolate
“lymphadenopathy-associated virus” (LAV) be-
cause it was isolated from a patient with lymph-
adenopathy syndrome, and they named a subse-
quent isolate “immune-deficiency-associated
virus” (IDAV) because it was isolated from a pa-
tient with AIDS. In a later report on two other
patients, these investigators found isolates (or an-
tibodies to them) that were similar to both LAV
and IDAV (172). Gallo and his coworkers at the
National Cancer Institute (NCI) named their
isolates “HTLV-III” because they were closely
related to, but distinct from, two other recently
discovered human T-cell lymphotropic retrovi-
ruses that Gallo and his associates had been ex-
tensively studying. Gallo and his coworkers have
now accumulated over 90 isolates of HTLV-III
from around the world (23). Finally, when Levy
and his associates published findings on their
isolate, they chose yet another name, “AlDS-
related virus” (ARV), even though they found that
it cross-reacted with antiserum to the LAV isolated
in France (89).

Investigators in a study that examined antibody
reactivity to both HTLV-I1l and LAV have found
the results to be identical (32). Gallo and his
coworkers have also reported that they have
found these variously named retroviruses “im-
munologically and morphologically indistinguish-

13
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able from HTLV-III” (66). All of these isolates
have now been cloned (1,66,91), and direct com-
parisons of the nucleotide sequences of the ge-
nomes of the various isolates are being conducted
(56). In this memorandum, therefore, the various
isolates will be collectively referred to as “HTLV-
1y

HTLV-III attacks what is commonly referred
to as the helper/inducer subset of T lymphocytes,
the cells which are attacked (depleted) in AIDS.
T lymphocytes are classified into various subsets,
two of which are T4 and T8 (named after the
monoclinal antibodies used to distinguish the an-
tigenically distinct subsets from each other). Al-
though T4 cells have commonly been identified
with helper/Zinducer functions and T8 cells with
suppressor/cytotoxic functions, both subsets con-
tain cells that help and cells that suppress immune
responses (133).

The primary defect in AIDS is an acquired, per-
sistent, quantitative and functional depression in
the T4 lymphocytes (45,133). Patients with lymph-
adenopathy syndrome have been found to have a
selective depression in a subset of T4 cells, but
to have normal numbers of cells in the subset of
T4 cells that are the major helper subset for B cell
responses (115). HTLV-III has a selective tropism
for T4 lymphocytes (80), and the immune defects
observed in AIDS are completely compatible with
the cellular defects associated with HTLV-III in-
fections (46).

Furthermore, the T4 cell membrane molecule
that defines the T4 subset of T lymphocytes is now
known to be an essential component of the cell-
surface receptor for HTLV-III; i.e., interaction be-
tween HTLV-IIl and the T4 cell membrane mole-
cule is apparently the way in which HTLV-III
gains entry into the cell (39,81). These findings
strongly suggest that HTLV-III tropism depends
on the interaction of HTLV-IIl with the T4
molecule.

Most infectious retroviruses (including HTLV-I
and HTLV-II) use receptors common to many cell
types. HTLV-III, in contrast, appears to use the
surface receptor molecule specific to the cells (T4
lymphocytes) most affected by HTLV-III infec-
tion (39). The T4 receptor molecule can be found
on some types of white blood cells other than T4

lymphocytes. Such cells include macrophages and
monocytes, which perform a scavenging or phag-
ocytic function by engulfing foreign material and
consuming debris and foreign bodies. These other
white blood cells may also become infected with
the virus (65a), adding to the compromised im-
mune function in AIDS patients.

Brain cells and T lymphocytes are known to
share some common cell surface molecules, and
on the basis of this knowledge, some researchers
decided to examine whether HTLV-I1I can infect
brain cells. Their findings suggest that some of
the neurological abnormalities found in AIDS, in-
stead of being caused by “opportunistic” infectious
agents or tumors, are directly caused by HTLV-
111 infection (135). Although the investigators
showed that infection was not due to infiltration
of the brain by HTLV-Ill-infected lymphocytes,
the brain cell type or types directly infected by
HTLV-Illl—neurons, glial cells (cells which pro-
vide the supporting tissue of the brain), or
macrophages (scavenger cells) —have yet to be
determined. The finding that HTLV-IIl can
directly infect brain cells and replicate in the cen-
tral nervous system means that future drug treat-
ment for HTLV-1II infections will be made more
difficult because many drugs will not enter the
central nervous system if given orally or by in-
tramuscular or intravenous injections.

HTLV-11I also has unusual properties that make
it especially virulent. When a retrovirus infects
cells, its RNA is transcribed into DNA, which is
then integrated into the genome of the infected
cells. Normally, this viral DNA is present in the
cytoplasm of the infected cells only for a short
period of time before it is integrated into the cells’
genome. With HTLV-III, however, a substantial
amount of unintegrated viral DNA persists in the
cytoplasm. Although a persistence of unintegrated
viral DNA is unusual for retroviruses, when ob-
served with certain animal retroviruses, it has
been correlated with pathological effects on the
infected cells (134).

Furthermore, when HTLV-III that is integrated
in its “provirus” form in the genome of infected
cells begins to reproduce, special viral genes di-
rect the rate of reproduction. These special genes
have been shown to increase the rate of gene ex-
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pression of infected cells by 100 to 1,000 times
the rate of expression of uninfected cells. Thus,
HTLV-III is a very efficient reproducer, there be-
ing a high level of virus production in HTLV-III
infections which is unusual in HTLV-1 and HTLV-
11 infections (140).

What is now known about the cellular mecha-
nisms associated with infection with HTLV-III is
compatible with certain characteristics in most of
the population groups that have been identified
as being at high risk for AIDS. For example, T
cells that have been activated by antigenic stimuli,
but not resting T cells, are especially prone to in-
fection by HTLV-III (102). Homosexual and bisex-
ual males who have frequent sexual intercourse
with multiple partners are exposed to a variety
of infectious agents that usually do not cause dis-
ease but do stimulate the immune system. Injec-
tions in intravenous drug abusers lead to stimula-
tion of the immune system because of the injected
drugs themselves and contamination with infec-
tious agents. Injections with Factor VIII concen-
trates in hemophiliacs also lead to stimulation of
the immune system.

There is also a correlation between exposure to
HTLV-III and the development of AIDS. The
HTLV-II virus has been cultured from patients
with AIDS, AIDS-related complex, and persons
at high risk for developing AIDS; HTLV-III has
been observed by electron microscopy in the T
cells of these groups; and antibodies to HTLV-III
as well as HTLV-III antigens and the genes for
HTLV-11I have been isolated in these same groups.
HTLV-I1I can now be recovered from over 90 per-
cent of patients with AlIDS-related complex (23);
and, with the development of increasingly more
sensitive tests, antibodies to HTLV-III can be
detected in nearly all AIDS patients (77,127). In
contrast, other possible viral agents, including
HTLV-I, have been isolated in these patients at
rates which indicate that exposure to these other
viruses was only incidental and not related to
AIDS (although some of these viruses maybe the
cause of specific diseases associated with AIDS).
These results are being duplicated in countries
around the world: the United States and France
(154), France and Zaire (25,26), France (97), Brit-

ain (32,58), Denmark (103,104), Greece (118),
Scotland (11), West Germany (9,71), and Japan
(6).

A further indication of the causal relationship
between HTLV-IIl and AIDS is the chronological
association between the emergence of AIDS as a
recognized disease and increasing exposure rates
to HTLV-IlI among groups at high risk for AIDS.
Among homosexual men attending a sexually
transmitted disease clinic in San Francisco, for ex-
ample, the proportion of patients with antibodies
to HTLV-IIl increased from 1 percent in 1978 to
25 percent in 1980 and to 65 percent in 1984 (154).

Currently, antibodies to HTLV-I1II are found in
approximately 75 to 90 percent of U.S. hemophil-
iacs, while percentages for hemophiliacs world-
wide are 30 to 90 percent for Factor VIII users and
30 to 50 percent for Factor 1X users (158). Since
Factor VIII preparations from U.S. donors are
used throughout the world, almost all studies have
been done on patients receiving U.S. Factor VIII,
at least in part. It is not clear that U.S. Factor VIII
is a priori more infective than Factor VIII from
other sources (160). However, in a study of Scot-
tish and Danish hemophiliacs, 15.6 percent of
Scottish patients, who were largely treated with
Factor VIII concentrates produced in Scotland,
versus 59.1 percent of Danish patients, who re-
ceived both locally prepared concentrates and
commercial concentrates made in the United
States, were antibody positive to HTLV-I1I1 (105).
In one longitudinal cohort study of hemophiliacs,
no HTLV-III antibodies were detected prior to
1979 (from sera stored by a hematologist in Her-
shey, Pennsylvania). Subsequently, antibodies
were first detected in 20 percent of sera collected
during 1981 and 1982, and increased thereafter.
By 1984, Factor VIII recipients had an overall pos-
itive rate of 74 percent, with 90 percent of fre-
guent recipients of Factor VIII (at least twice a
month) having positive antibodies (43,60).

Individual instances of a close correlation be-
tween HTLV-III and the development of AIDS
have also been reported. For example, in one
blood donor-recipient pair, both with AIDS, the
virus was isolated from the donor’s lymphocytes
12 months after he developed AIDS and from the
recipient 1 month after she developed AIDS (47).
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Other investigators have reported on three clini-
cally healthy women intravenous drug abusers
who were serologically positive for the virus and
whose children developed AIDS, probably from
transfer of the virus during pregnancy or the peri-
natal period (86).

Finally, studies in which chimpanzees were
inoculated with serum and plasma from patients
with AIDS or lymphadenopathy syndrome or with
cultures of the virus have shown that chimps can
be infected with HTLV-IIl (2,52,53,54). One
chimp developed lymphadenopathy syndrome
but no opportunistic infections, and the lympha-

denopathy eventually disappeared (2,155). How-
ever, none of the chimps developed fulminant
AIDS.

Thus, identification of HTLV-I1II as the basic
causative agent for AIDS is now widely accepted
by the scientific community, and current research
is focusing on the relationship between exposure
to the virus and development of the disease. Re-
search on other possible causative agents has been
refocused to examine the roles of these agents as
“cofactors” in the causation of AIDS and of spe-
cific diseases associated with the syndrome.

HOW HAS THE PUBLIC HEALTH SERVICE (PHS)
REDIRECTED ITS AIDS RESEARCH TOWARD HTLV-IIl WORK?

The discovery of HTLV-III has led to the rapid
development of various methods to test for the
virus’s presence. The ability to grow HTLV-IIl in
cell cultures plus the availability of tools from the
field of molecular biology have made it possible
to test people for the presence of antibodies to
HTLV-I1I and for the presence of whole virus and
fragments (antigens) of HTLV-III. Several diag-
nostic indicators for exposure to an infection with
HTLV-III are identified below:

« Presence of antibodies to HTLV-IIl. Some
tests for antibodies to HTLV-11I use the whole
virus as a source of antigens. Another ap-
proach is to fragment HTLV-III and use frag-
ments to test for antibodies that may not be
detected with whole virus preparations. Spe-
cific tests are now available to detect anti-
bodies to the proteins that makeup the “core”
of the virus and to the proteins that make
up the “envelope” (surface) of the virus.
These core and envelope antigenic proteins
are specific enough to HTLV-1II that they can
be distinguished from the core and envelope
proteins of HTLV-1 and HTLV-1I (7,32,89,122).
Differentiation between antibodies to core
and envelope proteins is important to the
question of whether specific types of antibod-
ies can protect against the development of

AIDS, as well as to the related question of
whether an effective vaccine can be devel-
oped (to be discussed later).

* Presence of antigens of HTLV-IIl. The pres-
ence of HTLV-1IIl and fragments of the virus
in people can be tested by using sera from
other people known to have antibodies to
HTLV-III.

+ Presence of HTLV-111 genes. The techniques
of molecular biology allow the construction
of genetic probes that can be used to search
through the cytoplasm and nuclei of cells sus-
pected of being infected with HTLV-III (66).
(As noted above, when HTLV-III in its DNA
form is integrated into the chromosomes of
an invaded cell, it is referred to as being in
its “provirus” form.) These methods have
been used to show the integration of HTLV-
111 into the genes of helper T cells and the pres-
ence of unintegrated HTLV-IIl DNA (66,134).
Additionally, HTLV-HlI production by in-
fected cells can be detected by very sensitive
RNA hybridization methods so that individ-
ual infected cells can be visualized (68).

* Culturing of HTLV-111. With the successful
in vitro culturing of HTLV-III, it is now pos-
sible to take cells and sera from people to see
if HTLV-III can be isolated and directly
grown (89,108,122).
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These diagnostic indicators are being applied
to studies on AIDS, some of which are enumer-
ated below.

Blood Studies

In April 1983, soon after the first cases of blood-
transfusion-related AIDS had appeared, blood
banks and plasma collection centers implemented
donor screening procedures to exclude members
of population groups at high risk for AIDS. Prior
to the announcement of the discovery of HTLV-
111 in April 1984, blood banks had been searching
for “surrogate” laboratory tests that could be used
to screen out blood that might transmit AIDS.
Two of the tests that were considered were: 1)
T4/7T8 cell ratios because of the observation of
lowered ratios in cases of AIDS and AIDS-related
complex; and 2) the presence of antibodies to the
core protein of the hepatitis B virus, because some
of the groups (homosexuals, intravenous drug
abusers) at high risk for AIDS also had a high risk
for hepatitis B. The near availability of tests for
detecting the presence of antibodies to HTLV-I1II
has effectively made the usefulness of the search
for surrogate tests of these types moot. Research
grants sponsored by the National Institutes of
Health (NIH) on surrogate tests have been re-
viewed and been reoriented toward cofactors re-
search and/or toward the development of “sec-
ond-generation” tests for HTLV-1II (33).

Screening of blood donors will be undertaken
through tests to detect the presence of antibodies
against HTLV-III as proof of past exposure to the
virus (174). This blood test will augment, but not
replace, blood donor screening procedures cur-
rently in place to exclude members of groups at
high risk for AIDS (40). One reason is that re-
searchers now know that some people who have
the virus in their blood have not developed anti-
bodies to it and are also symptom-free (129).

Since a proportion of the tests that are initially
positive will be falsely positive, all positive tests
for antibodies to HTLV-III in the serum of blood
donors will need to be confirmed. PHS has ad-
dressed this issue of test reliability in its recom-
mendations for blood and plasma screening (see
box 2-A). In addition to the question of the relia-
bility of tests for detecting the presence of anti-

bodies to HTLV-III, there is the question of what
antibody positivity means. Other than revealing
past exposure to HTLV-1I1, does it mean that these
people carry the virus? Will they develop AIDS?
Answers to these questions are not known at this
time. (These questions on test reliability and sig-
nificance are also at issue in obtaining the in-
formed consent of persons who will be tested and
are addressed in the “Related Issues” section near
the end of this chapter. )

The high risk of AIDS in hemophiliacs was pre-
sumed to be due to transmission in Factor VIII
concentrates, the assumption being that standard
methods for preparing Factor VIII concentrates
were not sufficient to inactivate a presumed vi-
ral agent. There have recently been developed
newer methods of preparation that use heat treat-
ment at a sufficient level to inactivate some viral
agents in Factor VIII concentrates (there is a trade-
off in heat treatment between viral inactivation
and preserving the biological activity of Factor
VIII). With the discovery of HTLV-III, tests of in-
activation of this specific virus could be con-
ducted. Preliminary testing has shown that HTLV-
111 is very sensitive to heat and that recent meth-
ods of heat-treating Factor VIII concentrates are
capable of inactivating the virus in vitro. These
findings are being investigated further (42,156).

Other blood-related studies are discussed in the
following section on epidemiologic work.

Epidemiologic Studies

Studies of different populations at risk for
AIDS, their variations in associated risk factors
and in clinical manifestations of AIDS, are of im-
mediate relevance to our understanding of how
the disease spreads, preventive strategies, and the
possibility of early therapeutic interventions.

When AIDS was first recognized, tracking the
development and spread of what was apparently
a new disease had to be done without knowing
what the cause of the disease was. Thus, it was
necessary to survey specific illnesses—which were
essentially limited to only one type of infection
(Pneumocystis carinii pneumonia) and one type
of cancer (Kaposi’s sarcoma)—in the presence of
immune suppression without known causes. This
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conservative “surveillance” definition of AIDS
made it easier to identify populations at high risk,
but it excluded other possible AlIDS-related clin-
ical conditions and probably underestimated the
extent of AIDS.

The availability of various tests for HTLV-I1I
should allow for a more accurate definition of
AIDS and a more precise delineation of the nat-
ural history of the disease, clarifying whether an-
tibodies that can protect against progression to
full-blown AIDS exist and under what conditions
a protective effect might occur. Use of the blood
test for HTLV-11I will also enhance epidemiologic
studies of known high-risk groups such as homo-
sexual and bisexual males with multiple sex part-
ners, intravenous drug abusers, recent immigrants
from Haiti, and hemophiliacs.

In the blood area, a large study supported by
the National Heart, Lung, and Blood Institute
(NHLBI) is focusing on immunologic conse-
guences of transfusions. A component that has
been added to the study deals with the collection
and preservation of 200,000 serum samples from
blood donors to be tested when the HTLV-III
screening test becomes available (33). (There are
200,000 samples being collected on the assump-
tion that the rate of HTLV-IlI-antibody-positive
tests in the donor population will be approxi-
mately 0.5 percent, thereby yielding about 1,000
HTLV-IlI-antibody-positive donors.) The NHLBI-
supported study will provide information on the
extent of HTLV-1II antibodies in the blood donor
populations in cities in which AIDS is highly prev-
alent, as well as on the immunologic status of both
donors with positive tests and recipients of their
blood. The study should also provide important
information on the natural history of exposure to
HTLV-III in the blood donor and in the recipient
following blood transfusion.

Identification of HTLV-III as the basic etiologic
(causative) agent of AIDS has opened new ave-
nues to epidemiologic studies of AIDS on a world-
wide basis and has provided a plausible, though
preliminary and controversial, explanation of the
origins and spread of the disease from equatorial
Africa to other parts of the world (12,120). AIDS
cases in Africa have been found in epidemiologic
patterns that differ from those in the United

States, where AIDS is still occurring predominant-
ly among homosexual and bisexual males. In
Zaire, the male-to-female ratio of AIDS cases in
one study was approximately 1:1 (120); and in
a study in Rwanda, 9 of 17 patients were female
(170).

HTLV-III is probably already prevalent in the
general population of some African countries. In
Uganda, antibodies to HTLV-1II have been found
in preserved sera collected in 1973 of 65 percent
of 65 children of approximately 6 years of age
(131), although there have not yet been any
reported AIDS cases from Uganda. Sera collected
in 1980 from 100 Zairian mothers used as a con-
trol group to compare HTLV-IIl-antibody-posi-
tivity with that of known AIDS patients were pos-
itive for HTLV-III in five cases, and at least one
AIDS case may have occurred as early as 1977
(26). A study of female prostitutes in Rwanda has
found approximately 20 percent to have antibod-
ies to HTLV-111 ( 16) .

Finally, a study among 250 outpatients in a hos-
pital in rural Zaire found that 12. 4 percent had
antibodies to HTLV-III (12). The presence of an-
tibodies was higher in children than in adults. One
researcher’s hypothesis about the reason for the
difference in positive antibody rates between the
younger and older patients is as follows. When
the older patients were younger, the incidence of
positive antibodies among them and their peers
was higher and probably similar to that of the
younger patients. However, over the years, some
of the older patients’ peers with positive antibodies
died of unrecognized AIDS, probably of oppor-
tunistic infections such as parasitic diseases, which
would not have been distinguished from primary
parasitic deaths in rural areas. A further hypoth-
esis is that HTLV-1Il was probably endemic in ru-
ral areas and entered the urban population only
recently with the immigration of persons from ru-
ral to urban areas. Alternatively, a related and
cross-reactive virus that is distinct and does not
cause AIDS could account for their rural pattern
of antibody positivity ( 16) .

Another factor to consider in searching for the
origins of AIDS is that HTLV-III has been shown
to be more similar morphologically and by the
nucleotide sequence of its genes to an animal
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retrovirus known as “visna” virus than it is to the
other two members of the HTLV family, HTLV-
I and HTLV-II (63). Visna virus causes a chronic
degenerative disease of the central nervous sys-
tem in sheep and belongs to a subfamily (Lenti-
viruses) of retroviruses that infect ungulate
(hoofed) mammals, particularly domestic sheep,
goats, cattle, and horses. (Findings described
earlier that HTLV-III can infect the brain ( 135)
provide further evidence of a relationship between
HTLV-III and the Lentivirus subfamily of retro-
viruses.) Thus, HTLV-1II might have been initially
transmitted from domestic ungulates, and the epi-
demiologic evidence from central Africa provides
a clue as to when and where that initial transmis-
sion might have taken place.

The contribution of a number of cofactors—
i.e., factors or agents which are necessary for or
which increase the probability of the development
of disease in the presence of the basic etiologic
agent of that disease—to the actual development
of AIDS is also being investigated in epidemiologic
and other studies. Results of animal studies and
studies of the prevalence of HTLV-III antibodies
and virus in humans suggest that not everyone
exposed to HTLV-III virus develops fulminant
AIDS. Thus, it is assumed that other factors may
play a role in making people susceptible to de-
velopment of the disease, primarily through
alterations of the immune system. There are a
number of hypotheses about what these risk fac-
tors might be. Factors currently under investiga-
tion in U.S. populations include the following
(8,35,95,110,138,165/173):

 presence of cytomegalovirus;

+ presence of Epstein-Barr virus;

 presence of other herpes viruses;

+ exposure to hepatitis;

+ iatrogenic effect of steroids and other medi-
cines (e.g., psychoactive drugs);

+ use of alcohol and other recreational drugs
(e.g., heroin, cocaine, marijuana, meth-
adone);

+ cigarette smoking;

* antigenic stimulation as a result of various
sexual practices;

+ ethnicity;

+ particular underlying diseases; and

. psychosocial risk factors (e.g., life satisfac-
tion, self-esteem, depression, coping mech-
anisms, sense of control, social support,
stress).

The resources that PHS is devoting to the in-
vestigation of cofactors are discussed below in the
section entitled “How Adequate Are PHS’s Re-
sources Devoted to AIDS?”

Treatment Protocols

The development of effective treatments for
AIDS is urgent, as there is already a serious
worldwide epidemic, By the end of 1984, the total
number of U.S. AIDS cases that had been re-
ported to the Centers for Disease Control (CDC)
was approximately 7,000; and the number of re-
ported cases has been doubling every year—al-
most 900 cases prior to December 1982, more than
2,000 cases in 1983, and about 4,000 cases in 1984,
Seventy-three percent of AIDS patients diagnosed
before January 1983 have died (157). Furthermore,
extrapolations from trends in the incidence rate
of AIDS (67) suggest that an additional 40,000
new cases can be expected in the United States
in the next 2 years (125). There have already been
over 500 cases in the rest of the Americas, 600
in Europe, and several thousand in central Africa
(125).

Approaches for treating patients with AIDS in-
clude the following:

+ treatment for opportunistic infections and
cancers;

+ reconstitution of the immune system through
bone marrow transplants and lymphocyte
transfusions;

« immunologic enhancement with T-cell
growth factor (TCGF), interferon, and im-
munoregulatory agents such as isoprinosine
and imuthiol; and

+ agents directed against the HTLV-III virus
itself (84).

Prior to the discovery of HTLV-III, treatment
was directed at the specific opportunistic infec-
tions and malignancies associated with AIDS.
Treatment of the immune deficiency itself pro-
ceeded along two fronts: 1) attempts to restore
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immune functions; and 2) the use of known anti-
viral agents, on the presumption that the epide-
miologic pattern of AIDS pointed to an infectious
agent, most likely a virus.

Although the discovery of HTLV-III has not af-
fected treatment protocols for associated oppor-
tunistic infections and malignancies, it has affected
treatment protocols for the underlying immune
deficiencies associated with AIDS. Early treatment
methods for immune deficiency involved the use
of general antiviral agents (e. g., gamma inter-
feron) and attempts to restore immune functions
through methods such as lymphocyte transfusions
and administration of TCGF (also known as inter-
leukin-2). These “shotgun” methods were not suc-
cessful. Which antiviral agents would be effective
and when they should be administered were not
known, The timing of the administration of anti-
viral agents is probably crucial since they may
have to be administered before HTLV-III invades
cells. Lymphocyte transfusions were analogous to
pouring water in a leaky bucket (since the virus
would destroy these cells), and TCGF stimulated
T cells, a condition now known to enhance T-cell
infectivity by HTLV-III.

With the discovery of HTLV-I1II, more specific
therapeutic approaches are now possible. First,
the availability of HTLV-III cell cultures makes
possible an in vitro test of possible anti-HTLV-
111 drugs. One such drug, suramin, has been
shown to protect T-lymphocyte cell cultures
against the cytopathic effects of HTLV-III through
inhibition of the reverse transcriptase of HTLV-
111 (23) and is undergoing limited clinical trials at
NIH. Another drug, ribavirin, a general antiviral
agent, has also been shown to inhibit HTLV-III
in vitro (99). Finally, French investigators report
that they have tested another chemical, HPA-23
(heteropolytungstate, an inorganic cryptate),
which inhibits the reverse transcriptase enzyme
of murine (mouse) retrovirus in vitro and in vivo.
Four patients, three with AIDS and one with lymph-
adenopathy syndrome, have been treated with
HPA-23, and virus replication has been inhibited,
though not completely (106).

Strategies directed at the virus itself can also
encompass more than inhibition of reverse tran-
scriptase activity. Eventually, it might be possi-

ble to use antibodies against HTLV-III to prevent
or modulate infection (passive immunization).
Moreover, since HTLV-III invades cells, antibody
infusions will probably have to be used before or
at the time of initial infection, perhaps in conjunc-
tion with a vaccine to confer more permanent im-
munity (if such a vaccine proves possible). When
passive immunization would be most propitious
is not known, but the epidemiologic studies now
under way may eventually answer this question.
Another possibility would be to couple toxins
with antibodies against HTLV-III.

Approaches directed at disrupting HTLV-1II'S
life cycle might take place at the following points:
1) binding of the virus to the target cell surface,
2) entry into the cell, 3) transcription of RNA to
DNA (the target of reverse transcriptase inhibi-
tors), 4) integration of the virus into the cell’s
genes, 5) transcription of DNA to RNA (in prep-
aration of the virus’s replication and release from
the cell), 6) transfer of the virus to the cell sur-
face, and 7) disruption of the cell and release of
the virus (180). Studies described earlier, which
showed that the T4 molecule on T4 lymphocytes
was necessary for HTLV-III to infect the cell, used
monoclinal antibodies against the T4 molecule
to see if binding of HTLV-III to the T4 lymphocyte
would be blocked (39,81). This blockage was in
fact shown and might constitute a possible method
of inhibiting infection by HTLV-IIl. Whatever the
mode of attack against the virus, successful ther-
apy depends on whether or not infected cells die
in a short period of time and on whether there
is a regenerative capacity of T cells. It is not
realistic to expect that all of the virus will be
eradicated. Therefore, the hope is that the immune
system can handle a minimum of infection, and
lifetime treatment against the virus may be needed
(180).

Finally, attempts at reconstitution of the im-
mune system (85) may be more successful if done
in conjunction with specific agents against the
HTLV-1II virus.

Animal Models

Chimpanzees have been successfully infected
with the AIDS virus and have developed immu-
nologic abnormalities and lymphadenopathy, but
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no opportunistic infections or tumors character-
istic of AIDS (2,52,53,54,155). Other possible ani-
mal models are being screened by testing for the
effect of HTLV-IIl on the animals’ T lymphocytes
in cell cultures.

At NIH, prior to the discovery of the AIDS vi-
rus, three chimps were sequentially infused with
plasma from three different patients with lymph-
adenopathy syndrome, Kaposi’s sarcoma, and
life-threatening opportunistic infections, respec-
tively. Two chimps developed antibodies to
HTLV-11I (specimens were stored and subsequent-
ly tested when an HTLV-I1II test became avail-
able), and one of the two chimps developed a
transient severe lymphadenopathy 26 weeks after
inoculation, which persisted until 58 weeks after
inoculation (2). At CDC, two chimps were inoc-
ulated with concentrated HTLV-III and autolo-
gous lymphocytes that had been infected in vitro.
The virus has been found to grow and persist in
the chimpanzees’ lymphocytes, and the chimps
have produced antibodies to the virus; however,
neither chimp has developed any clinical illness
or lymphadenopathy (52). In another study using
tissues and plasma from AIDS patients, chimpan-
zees were similarly infected and antibodies pro-
duced. Infection and antibody production also
occurred in chimps inoculated with whole blood

from chimps previously infected and shown to
have produced antibodies. Except for one infant
chimpanzee which died 5 months after inocula-
tion (cause of death under investigation), all 23
of the inoculated chimps have remained clinicall,
well for periods of between 2 and 15 months
(53,54). These chimpanzee inoculation studies, in
addition to having promise as an animal model,
may indicate that AIDS is not an inevitable con-
sequence of HTLV-III exposure or even infection.

Primates other than chimpanzees, including
rhesus, stumptailed, cynomolgus, and bonnet ma-
caques, the capuchin, the squirrel monkey, and
the patas monkey, have also been inoculated with
HTLV-IIIl. Rhesus monkeys have recently been
shown to undergo infection by HTLV-III, but
have not produced antibodies and have remained
clinically well (48, 53, 54) .  Other animal species
that might serve as animal models are being
screened before inoculation studies are initiated.
Lymphocytes provided by the National Institute
of Allergy and Infectious Diseases (NIAID) from
25 animal species are being studied in cell cultures
by NCI to see if they can be infected by the virus.
In the case of those which are successfully infected
in vitro, the animals themselves will be inoculated
(121).

WHAT ABOUT EFFORTS TO DEVELOP AN AIDS VACCINE?

In general, “live” vaccines produce better im-
munity because of prolonged stimulation from vi-
ral reproduction. Noninfectious “inactivated” vac-
cines, on the other hand, require frequent booster
shots. Noninfectious vaccines can be made either
from whole inactivated organisms or from parts
(“subunits™) of the organism that have antigenic
properties which stimulate immunity. Neither live
virus vaccines for AIDS nor whole inactivated
preparations containing the genetic material of the
AIDS virus currently hold much promise: 1) be-
cause it is not known what constitutes an “inac-
tivated” virus in the case of HTLV-III; and 2) be-
cause the genetic structure of HTLV-III contains
segments that may cause cancer by activating nor-
mal cellular genes involved in the initiation of

tumors. Thus, only “subunit” vaccines against
AIDS are under serious investigation, albeit
through a variety of methods including the use
of live viruses other than HTLV-III.

When a foreign organism invades the body,
several different antibodies are produced, each
directed at specific subunits of the organism that
the body’s immune system recognizes as different
antigens. Only some of these antibodies will be
directed at subunits of the organism that are cru-
cial to the organism’s life cycle. “Subunits” that
stimulate the production of neutralizing or pro-
tective antibodies are necessary to produce an ef-
fective vaccine. Such subunits are usually the pro-
teins that make up the “envelope” (external coat),
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as opposed to the “core” of the virus. One way
to determine which antigenic subunits may pro-
duce a protective antibody response is to produce
antibodies against individual antigenic subunits
and determine whether these antibodies neu-
tralize infectious virus in cell cultures (in vitro
testing).

The three-dimensional structure of a viral an-
tigen is probably crucial for eliciting the proper
antibody response; i.e., without the proper three-
dimensional configuration of the viral antigen as
it appears on the whole virus, antibodies would
be produced against a viral subunit, but might not
“fit” the viral antigen as it actually appears on the
whole virus and therefore might not inactivate the
virus. After they are synthesized, envelope pro-
teins have carbohydrate molecules attached to
them which help to determine their three-dimen-
sional structure. (This modification is referred to
as “post-translational modification, ” and the at-
tachment of a carbohydrate molecule to the pro-
tein molecule is called “glycosylation.”) Thus,
HTLV-III subunit proteins produced for use as
vaccines may need to be glycosylated or treated
by some other method to approximate the three-
dimensional configuration of the virus’s original
subunit.

Relevant to the possible development of a vac-
cine to protect against HTLV-III is the experience
with a vaccine against feline leukemia virus. Feline
leukemia virus attacks T cells in cats and can cause
either immunosuppression or cancer. There are
three subgroups of the virus, one of which does
not occur naturally but develops in cell cultures
when either of the two naturally occurring types
is cultured. All three subgroups produce an en-
velope glycoprotein of the same molecular weight
(gp70), but each subgroup’s glycoprotein is struc-
turally distinct from the others.

The first experimental vaccines for feline
leukemia virus used either the inactivated viruses
themselves or the T-cell tumor cultures infected
with the viruses. Both types resulted in immuno-
suppression in cats because of the presence of p15E
(an envelope protein with a molecular weight of
15,000). Another feline leukemia vaccine was de-
veloped by altering the culture medium in which
the virus-infected T cells were grown; the incom-

plete viruses or fragments that resulted proved to
be about 90 percent protective against the virus
in cats themselves. The envelope proteins pro-
duced by this method were: 1) the gp70s of the
three subgroups of feline leukemia virus, which
neutralized the virus in vivo and prevented vire-
mia; and 2) another protein (FOCMA, or feline-
oncornavirus-associated cell membrane antigen)
formed by lymphosarcoma cells infected with the
virus, which prevented solid tumor formation.
FOCMA maybe identical to or immunologically
similar to the gp70 of the nonnaturally occurring
subgroup of the feline leukemia virus. Field trials
of this subunit feline leukemia vaccine are being
completed, and the vaccine may be available
sometime in 1985 (44).

Experience with the subunit feline leukemia vac-
cine is relevant to the development of an AIDS
vaccine because: 1) HTLV-1Il may contain sub-
units that may be detrimental to the patient; and
2) if there is a subunit that elicits protective anti-
bodies, it is likely to be a high molecular weight
envelope glycoprotein. Of the several protein sub-
units in HTLV-1II, natural human HTLV-III an-
tibodies predominantly recognize an antigen of
41,000 molecular weight (p41). This observation
has led to opposing preliminary conclusions by
researchers. On one hand, some researchers have
suggested that p41 may be of use for prophylac-
tic measures in persons at risk for AIDS (71).
However, antibodies to p41 can be found in all
AIDS cases, even when different isolates of the
HTLV-III virus have been identified. Antibodies
to p41 may therefore be a good diagnostic indi-
cator of infection with HTLV-III, but p41 may not
be the antigen for vaccine development. Another
suggestion, therefore, is that a more specific an-
tigen needs to be identified and that places to look
for antibodies might include lymphadenopathy
patients who get better; selected long-term part-
ners of AIDS patients who are well; hemophiliacs,
many of whom have high positive titers of anti-
bodies to HTLV-III; and patients with only Kapo-
si’s sarcoma and no opportunistic infections (48).

NIH has taken the lead in developing an AIDS
vaccine, at both NCI and NIAID. NIAID would
usually be the primary institute involved in vac-
cine development, but in the case of AIDS, NCI
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has the most experience with human retroviruses.
Vaccine development is being pursued both in-
tramurally and through extramural funding of
non-Federal researchers.

NIH is conducting both supportive and direct
activities related to vaccine development (55).
Supportive activities include: 1) large-scale pro-
duction of HTLV-III to characterize its various an-
tigens and immunogenic properties (and to pro-
vide adequate quantities of virus for other
activities); and 2) isolation and characterization
of the virus’s envelope proteins. Related activi-
ties include the development of an animal model
to test the efficacy of future vaccine candidates,
as well as epidemiologic and serologic investiga-
tions of the natural history of AIDS to determine
whether or not protective antibodies exist, when
in the natural history of AIDS such antibodies ap-
pear, when a vaccine would have to be given, etc.
Several activities directed at vaccine development
at NIH are discussed further below.

Subunit Vaccine From Cultured Virus

Viral proteins can be produced either by break-
ing up whole virus or by changing the conditions
under which the virus is grown so that greater
amounts of specific viral fragments may be pref-
erentially produced. The latter technique has been
used to produce a new subunit vaccine against fe-
line leukemia virus and could be used to produce
an AIDS vaccine. The feline leukemia vaccine and
associated hazards were discussed above.

Recombinant DNA Vaccine

An alternative to using whole virus as a source
of a subunit vaccine is to use recombinant DNA
techniques to make a vaccine. Once the gene(s)
for the viral protein(s) is identified, it is (they are)
cloned and inserted into bacteria, yeast, or mam-
malian cells, which then produce the protein(s).

The genes for several proteins (p41, p55, and
p54) of unknown specificity from at least three
different isolates of HTLV-III have already been
cloned and inserted into bacteria and yeast (55).
One hypothesis is that the glycosylated envelope
proteins gp120, gp100, and gp46 are the most like-
ly candidates for an AIDS vaccine (74).

Mammalian cells and, to some extent, yeast
cells (but not bacterial cells) have the ability to
glycosylate (add carbohydrate molecules) to these
proteins and are the favored method of synthesis
for subunits that need post-translational modifica-
tion. (The Merck Institute for Therapeutic Re-
search at West Point, Pennsylvania, for example,
is close to licensing a vaccine for hepatitis B that
uses yeast-cloned hepatitis B virus surface antigen
(101), and Biogen plans to begin human clinical
trials for a similar vaccine in early 1985 (13).)

A related method of preparing an AIDS vac-
cine would be to synthesize the viral proteins
directly, based on the nucleotide sequences of their
genes. It is now known which nucleotide se-
guences code for each of the 20 amino acids from
which all proteins are made. To obtain the proper
three-dimensional configuration, however, glyco-
sylation or other methods would probably be
needed.

Infectious Recombinant Vaccine

If the gene(s) coding for the proper subunit of
HTLV-1I could be inserted into other viruses that
are not harmful to humans, these viruses them-
selves could then be used in vaccinations. The re-
sult would be a live vaccine with more sustained
antibody production than an inactivated vaccine
but without the hazard of using live, whole
HTLV-III virus for continual stimulation of anti-
body production.

The vaccinia virus (which has long been used
to vaccinate against smallpox) has already been
used for the insertion of genes from a number of
viruses and one parasite, including hepatitis B
(111, 137), rabies (78), herpes simplex, influenza
viruses, and ”malaria. The recombinant vaccinia
virus has been shown to be capable of producing
rabies virus glycoprotein; i.e., following insertion
of the gene for the rabies envelope protein, the
vaccinia virus (which propagates in the cytoplasm
of infected cells rather than in the nucleus) not
only can produce the rabies envelope protein but
also adds carbohydrate molecules to the protein,
resulting in production of a rabies glycoprotein
that produces protective antibodies (78). Some of
these infectious recombinant vaccines have been
tested in animals but not in humans.
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Much of the work on recombinant vaccinia vi-
rus has been done by researchers at NIAID and
their collaborators, and work with HTLV-III
genes in vaccinia virus is being conducted through
NIAID. Meanwhile, NCI has also issued requests
for proposals for the development of human re-
combinant viruses other than the vaccinia virus.
One reason is that many people have been previ-
ously exposed to the vaccinia virus through small-
pox vaccinations, and if revaccinated with an
HTLV-IlI-gene-containing vaccinia virus, their
antibody-producing responses would be short
(anamnestic rather than primary responses). Pos-
sible alternatives to the vaccinia virus are the
adenoviruses, and NCI reports that William Jar-
rett, the discoverer of feline leukemia virus, is in-
terested in examining antibody production in dogs
with a dog adenovirus in which HTLV-III genes
would be inserted. Another possibility would be
to use herpes viruses (48).

Anti-ldiotype Vaccine

Contact between an antigen and an antibody
can be envisioned as a precise fit between two
pieces of a three-dimensional puzzle. If a second
antibody were made against a particular antigen’s
antibody (the “idiotype™), the second antibody
(the “anti-idiotype”) would have a part that
mimics the part of the antigen that was in con-
tact with the first antibody. And if the first and
second antibodies came from the same animal spe-
cies, they would differ only in that part which
comes in contact with the antigen; the rest of the
molecules of these antibodies would be identical.
Therefore, the anti-idiotype, when used as a vac-
cine in the animal species from which it was de-
rived, would elicit an antibody response only to
that part which was identical to the original
antigen.

In addition to the specificity of the elicited an-
tibody response, the fact that this anti-idiotype
vaccine would consist mostly of a molecule that
would be recognized as “self” would mean that
it would not be removed from the body as quickly
as it would be if the antibody had come from an-
other animal species. Therefore, if such a vaccine
were made with human monoclinal antibodies,
it would be present in the body for a longer period
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and produce more of an immune response. Fur-
thermore, since no part of the anti-idiotype would
have been made from the actual virus (either from
the whole virus or from its genes through recom-
binant DNA methods), there would be no possi-
bility of infection from the virus or its products.

An experimental anti-idiotype vaccine has been
developed in mice against reoviruses (another
family of RNA viruses), and the researchers are
now applying their methods to HTLV-111 (182) .
Successful immunization of mice against the bac-
terium Streptococcus pneumonia with an anti-
E|dio)type vaccine has also recently been reported

00).

Prospects for a Successful Vaccine

A subunit vaccine, made through purification
from whole virus, special culturing techniques,
or through the use of recombinant DNA technol-
ogy is the most likely vaccine candidate to be first
available. However, it is not known at this time
whether an effective vaccine against HTLV-III can
be made. The virus has only recently been dis-
covered, and investigations into the relationship
of the natural history of the disease with specific
immunologic responses, which may answer the
questions of whether or not protective antibodies
exist and under what circumstances, have just
begun.

An additional question for vaccine development
is the variation among the different isolates of the
HTLV-III. In contrast to HTLV-I, which has been
found to have only a few minor variations de-
spite its worldwide distribution, HTLV-III isolates
have been found to have many variations. Varia-
tions have been observed in the sequences of the
nucleotides that make up the genes ( 1, 23, 66, 91).
These imply either a large number of subtypes or
the possibility of sequential mutations analogous
to some animal retroviruses. As noted earlier,
HTLV-III is related to visna virus, an encephalitis-
inducing retrovirus of sheep, which can change
its envelope proteins antigenically (63). On the
other hand, no heterogeneity has been seen so far
in a given HTLV-III isolate, nor has heterogeneity
developed in culture. Most of the heterogeneity
is seen in the genes coding for the envelope pro-
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teins, and it is not yet known whether the genetic
heterogeneity results in significant antigenic dif-
ferences (178),

An emerging issue is the question of who might
benefit from a vaccine. Testing of high-risk groups
for exposure to HTLV-1II has shown a rapid in-
crease in the percentage of persons exposed-up
to 65 percent for some groups of homosexual and
bisexual males (154), nearl, 90 percent in some in-
travenous drug abusers (141), and up to 90 percent
of hemophiliacs who regularl, use Factor VIII con-
centrates (43,60,79). On the other hand, cases of
heterosexual transmission and transmission between
family members are being reported ( 28, 86, 126), and
the disease transmission pattern in central Africa
appears different from that in the United States,
with relatively more female patients in central
Africa and significant rates of the presence of anti-
bodies to HTLV-III in the general central Africa pop-
ulation (12, 120, 170) . Furthermore, since HTLV-III
has now been isolated from semen and saliva
(65, 73, 181), the population at risk may change
or may include more groups those than currently
identified in the United States.

One way that AIDS may get into the general
population is through female prostitutes. Seven-
teen of sixty-five AIDS cases not known to belong
to any risk group are now known to have had
frequent contact with prostitutes. There are ap-
proximately 200,000 drug abusers undergoing
treatment in public clinics at any one time, to-
taling about 400, 000 over the course of a year.
This number excludes about 1.5 million drug

abusers who are in private treatment or who are
occasional users. About 20 percent of female drug
abusers resume drug use within 1 year after treat-
ment in methadone clinics, and about 31 percent
of female drug abusers admit to prostitution.
Thus, female drug abusers are habitual users and
many are very active sexually (in part to support
their addiction). U.S. cities with large numbers
of drug abusers and where AIDS is most preva-
lent include New York, Miami, San Francisco, and
Los Angeles, which are also popular tourist areas,
hence intensifying the probability of spread
through female prostitutes (62).

Finally, there is the question of the private sec-
tor’s interest in developing and marketing an
AIDS vaccine. There has been great interest by
the private sector in developing and marketing
blood tests for HTLV-III, but the technical diffi-
culties involved in developing and producing an
effective and safe vaccine, and product liability
issues concerning vaccine-related injuries may
make an AIDS vaccine much less attractive com-
mercially than the markets for screening and other
diagnostic tests for AIDS. Although the private
sector seems interested in all AIDS-related prod-
ucts, it remains to be seen whether the interest
generated in the marketing of a blood test will
carry over into the vaccine area. If an AIDS vac-
cine proves feasible, the Federal Government may
need to assume production activities in addition
to the development activities it is currently
undertaking,

HAS THE DISTRIBUTION OF NEW INFORMATION AMONG
RESEARCHERS AND REGULATORS BEEN ADEQUATE AND TIMELY?

Whether information about AIDS has been gen-
erated and disseminated on an adequate and time-
ly basis has been an issue of recurrent concern.
As the new syndrome, later to be called AIDS,
began to surface, there was relatively fast coordi-
nation and dissemination of information among
PHS agencies and outside researchers. In Septem-
ber 1981, only 6 months after the first clusters of

an unusual syndrome involving Kaposi’s sarcoma
and Pneumocystis carinii pneumonia were re-
ported to CDC, NCI and CDC cosponsored a work-
shop on AIDS at which a significant amount of
information about the syndrome’s epidemiolog,
and virology was shared with 50 intramural and
extramural participants (164). In the intervening
months, CDC, NCI, and NIAID researchers had
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begun to reorient some of their intramural re-
search, and the first patients with the syndrome
had been admitted into NIH’s Clinical Center.

Since 1981, individual researchers and PHS
agency managers have coordinated the dissemina-
tion of information about AIDS in a variety of
ways. PHS units other than CDC, NIAID, and
NCI began to be involved as more became known
about the disease. Most, if not all, of the PHS in-
stitutes and agencies have had internal working
groups or committees meeting on AIDS with
varying levels of intensity depending on research
developments. In addition, there have been nu-
merous interagency meetings and conferences on
AIDS, attended by PHS researchers and PHS-
funded grantees. The Assistant Secretary for
Health, PHS, arranged for journals to expedite
their review process so that AIDS research results
could be published more quickly. NIAID took the
lead in publishing the AIDS Memorandum, a
compilation of nonreviewed research on AIDS,
and an AIDS bibliography to speed up the dis-
semination of information to researchers. Further-
more, interagency task forces have worked on de-
veloping recommendations on blood donation
(153) and on the blood test for HTLV-I11 ( 159).

At the PHS management level, former Assist-
ant Secretary for Health Edward Brandt estab-
lished a PHS Executive Committee on AIDS in
May 1983 (21). The committee was chaired by an
individual from CDC (not chosen to be a CDC
representative per se) and had representatives
from all five PHS agencies: CDC, NIH, the Food
and Drug Administration (FDA), the Alcohol,
Drug Abuse, and Mental Health Administration
(ADAMHA), and the Health Resources and Serv-
ices Administration (HRSA). The committee’s
function was to coordinate PHS efforts, but in
practice, the committee served primarily as a way
in which PHS’s central management was apprised
of progress in AIDS research.

With the announcement of the findings of NCI’s
work on HTLV-IIl in April 1984, Assistant Sec-
retary Brandt reconstituted the PHS Executive
Committee into the AIDS Executive Task Force,
chaired by him, for the following purposes:

. to develop and implement a strategy for PHS
efforts in AIDS;

. to determine and allocate the resources re-
guired to accomplish the strategy; and

. to develop policies and procedures for in-
forming the public, Congress, and the scien-
tific community about PHS’s efforts.

Three panels were established to accomplish
these purposes: 1) a science panel, 2) a resources
panel, and 3) an information panel ( 18) . In Sep-
tember 1984, four specific task forces were also
established: 1) one on vaccine development and
therapeutic intervention, chaired by the Director
of NIH with representatives from NIH, CDC, and
FDA; 2) one on epidemiology and prevention,
chaired by the Director of CDC with representa-
tives from CDC, NIH, FDA, and ADAMHA, 3)
one on blood and blood products, chaired by the
Director of FDA’s Center for Drugs and Biologics
with representatives from FDA, NIH, CDC, and
ADAMHA,; and 4) one on psychological, psychi-
atric, and addictive aspects, chaired by a repre-
sentative from ADAMHA with representatives
from ADAMHA, NIH, CDC, and FDA. The Science
Advisor to the Assistant Secretary for Health was
designated the PHS coordinator of these task force
activities. The Science Advisor also coordinates
the private sector production of the blood test for
HTLV-III and chairs committees concerned with
animal studies, bioethics, and biosafety, and the
utilization of the blood test (21).

The PHS task forces and committees continue
to meet on a regular basis. Since the discovery
of the probable AIDS etiologic agent, formal in-
formation-sharing activity on a management level
has increased substantially, and centralized coor-
dination of activities is also on the increase. Mem-
bers of the Epidemiology and Prevention Task
Force not only have agreed to distribute articles
prior to publication, but have also agreed to dis-
cuss studies at the planning stage (96) in order to
avoid unnecessary redundancies and to ensure
that all the necessary areas are being covered. The
Task Force on Psychological, Psychiatric, and Ad-
dictive Aspects is discussing participation by the
National Institute of Mental Health (NIMH) in the
NHLBI study of blood donors ( 138) .  As before,
however, information sharing among individual
laboratories and researchers continues both for-

mally (e.g., HTLV Symposium, Dec. 6-7, 1984
(161)) and informally.
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The Office of Technology Assessment (OTA)
has identified five factors which may have im-
peded the generation and dissemination of new
information about AIDS. First, NCI has not fully
shared HTLV-III supplies with CDC, perhaps
slowing the comparison of LAV and HTLV-III.
Second, the announcement by the Secretary of the
Department of Health and Human Services (DHHS)
Margaret Heckler of NCI’s discovery of HTLV-
111 provided overly optimistic assessments con-
cerning the usefulness of a blood test and prema-
turely committed the Federal Government to re-
quire use of the test for antibodies to HTLV-III
in blood and plasma collections. Third, in the con-
text of a public health emergency, the grant ap-
plication and approval process for extramural re-
search works slowly. Fourth, Federal regulations
covering commercial development of drugs, bio-
logics, and devices mean that much information
is not subject to full public scrutiny. Finally, the
coordination of PHS resources could be im-
proved, as discussed in the section below entitled
“How Adequate Are PHS’s Resources Devoted to
AIDS Prevention and Treatment?”

NCI and CDC Sharing of
HTLV-IIl Culture Samples

At about the same time that the Assistant Sec-
retary for Health established the first PHS Ex-
ecutive Committee on AIDS in May 1983, the Di-
rector of NIH established an NIH Coordinating
Committee. Part of the reason for establishing the
NIH Coordinating Committee was that CDC and
NIAID were collaborating with the French re-
searchers who had just published findings impli-
cating a new virus they called “lymphadenopathy-
associated virus” or LAV (7) as the cause of AIDS,
but neither CDC nor NIAID was aware of simi-
lar work that had been going on in NCI’s Labor-
atory of Tumor Cell Biology under Dr. Robert
Gallo (179).

CDC had received samples of LAV from the
French researchers in May 1983 (the month in
which their findings were published) and again
the following month, but had not been able to
culture it. In February 1984, CDC again received
the virus from the French researchers, and this
time, CDC was able to culture it (38). In late April

1984, DHHS Secretary Heckler announced the
discovery of HTLV-III and prospects for a blood
test and vaccine (70). Gallo and his coworkers had
their results published in May 1984 and sent CDC
their cultures later that month. CDC had diffi-
culty growing the cultures in bulk and asked for
more culture materials from the PHS Science Ad-
visor, who was coordinating the production of
the blood test for HTLV-1Il and arranging for
transfer of large amounts of HTLV-III cultures to
the commercial companies who would develop
the blood test. Subsequently, CDC was given a
small, but in its view insufficient, additional
amount. At the end of 1984, CDC signed a pur-
chase agreement with NCI for 100 liters of mate-
rial (38).

One consequence of CDC’s use of the French
instead of the NCI virus cultures was that the re-
search papers published by CDC and their col-
laborators, in which evidence of the AIDS virus
was presented, referred to “LAV” instead of to
“HTLV-IIL.” This situation might have been
avoided, and comparisons of the “LAV” and
“HTLV-III" isolates might have taken place soon-
er, if PHS had arranged for sharing of NCI culture
materials with CDC with as much attention as
PHS has given to transferring bulk quantities of
the cultures to the five commercial firms devel-
oping blood tests for AIDS under NCI’s license.

DHHS Announcement of
the Discovery of HTLV-III

The announcement by DHHS Secretary Heck-
ler in April 1984 of the discovery of HTLV-III was
a dramatic and extremely positive assessment of
the implementation of NCI’s research into the
HTLV-III virus (70a). The announcement called
AIDS “a disease with two names,” the other name
being “Fear,” announced that an “arrow” had been
aimed and fired at AIDS and had hit the target
“only two or three rings away from the bulls-eye, ”
and concluded that “(y)et another terrible disease
is about to yield to patience, persistence and out-
right genius. ”

Secretary Heckler’s announcement indicated
that a blood test could be widely available within
about 6 months and that a vaccine might be ready
for testing in about 2 years, and most attention
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has focused on these two developments. In addi-
tion, however, Secretary Heckler committed the
Federal Government to the use of the blood test
in screening blood and plasma donations. The
Secretary’s announcement indicated that the blood
test could “identify AIDS victims with essentially
100 percent certainty” and thus should prevent
transfusion-related AIDS, including AIDS in he-
mophiliacs. The announcement also indicated that
the blood test would allow prompt and early diag-
nosis of people who may have been infected by
HTLV-I1II.

In trying to reassure the public of progress
against AIDS, Secretary Heckler appears to have
been too optimistic regarding the use of the blood
test to screen for possible AIDS carriers. The Sec-
retary’s announcement also did not take into ac-
count the social implications and ethical dilemmas
that would have to be addressed when persons
who might be carriers of HTLV-11I were identified
through a blood test.

As mentioned earlier in this memorandum, it
is now known that the blood test for antibodies
to HTLV-I1I will not detect all persons exposed
to the virus, because some persons who have the
virus in their blood do not produce antibodies and
can also be symptom-free (129) . Furthermore,
studies of hemophiliacs for antibodies to HTLV-
111 have shown that most hemophiliacs have al-
ready been exposed to HTLV-III (43,60); thus,
only new hemophiliacs (and the minority of pres-
ent hemophiliacs not yet exposed) will benefit
from blood and plasma screening.

Aside from these limitations of the blood test
are the difficult issues of what to tell persons who
are found to have antibodies to HTLV-III and
who should have access to lists of HTLV-II anti-
body-positive persons. In July 1984, the New York
State Council on Human Blood and Transfusion
Services advised the New York State Health Com-
missioner that mandatory testing of blood donors
for viruses associated with AIDS was premature
(114). Following this action, the five-member New
York City Board of Health, in a resolution ap-
proved unanimously on October 17, 1984, rec-
ommended that the blood test be given only in
the context of controlled research programs which
preserve the confidentiality of participants (113a).

The Board of Health noted that although the test
“provided the opportunity for great scientific
strides, ” unanswered questions mean that the test
carries a “threat of mental anguish for those who
receive the results. ” These issues do not seem to
have been raised and addressed prior to Secretary
Heckler’s announcement in April 1984.

Funding of Extramural Research

Another coordination issue is whether or not
NIH funding of extramural research on AIDS
could have taken place more quickly. The policy
question here is not so much whether extramural
funding of specific research areas was tardy within
the time frame of established processes, but
whether the usual processes through which extra-
mural research is funded can and should be ac-
celerated in public health emergencies.

NIH research grants take about 16 months from
conceptualization to awards, and contracts take
about 14 months. The first round of extramural
grants awarded by NCI/NIAID was funded through
cooperative agreements (which have been used
only in the last 2 years), in which researchers from
the funding agency participate to some extent in
the research activities for better control of the
studies. Almost immediately after the NCI-CDC
workshop on Kaposi’s sarcoma, NCI’s Division
of Cancer Treatment, together with NCI’s Clini-
cal Division and NIAID, began to develop re-
quests for applications (RFAS) to investigate multi-
ple aspects of AIDS. These RFAs were developed
and funds set aside during the first half of 1982,
and the RFAs issued in August 1982. Proposals
were received in October 1982, and awards were
made beginning in January 1983. A second round
of RFAs was issued by NCI and NIAID in May
1983, directed at biological agents in AIDS. These
RFAs were awarded in March 1984, at about the
time (April 1984) that the announcement of the
discovery of HTLV-III was made by DHHS Sec-
retary Heckler. (All grantees were contacted to
make sure they were aware of Gallo’s findings
(29)). Thus, these grants took a total of 14
months, in part because of negotiations with the
Office of Management and Budget (OMB) over
the specific language used in the agreements ( 29) .
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Some steps have been taken to speed up the
normal process. For example, mail balloting has
been used instead of face-to-face meetings by re-
viewers. Or researchers working in relevant areas
have had their grants (or contracts) augmented
to direct their ongoing research specifically at the
AIDS problem. Nevertheless, a period of at least
several months is probably still necessary to fund
new research projects, given the time needed to
conceptualize the problem in researchable terms,
to review the work statements, including outside
experts such as an institute’s advisory body, to
allow respondents adequate time to develop and
write their proposals, and to evaluate and rank
each proposal. In addition, the more the usual
process is shortened, the more serious will be con-
cerns over the quality (and therefore, usefulness)
of the research activities funded. Nonetheless, the
extramural grants process for AIDS research was
not significantly accelerated over the usual grants
process, and the process needs to be examined to
see if bureaucratic processes can be streamlined
without compromising the quality of research that
is funded.

Federal Policy on
Commercial Development

The general policy in this country is to leave
the commercial development of technologies, in-
cluding technologies derived from Federal bio-
medical research, to the private sector. Once
under commercial sponsorship, research and de-
velopment activities are considered proprietary
and will not be made public unless voluntarily
released. Under the Federal Food, Drug, and Cos-
metic Act, this restriction applies when the spon-
sor of a new drug has applied to FDA for Inves-
tigational New Drug (IND) status to conduct
clinical investigations. Thus, for example, FDA
cannot divulge even the protocols being used by
the five companies under license from NCI to de-
velop AIDS screening tests to Federal research-
ers not directly involved in these activities; FDA
is also enjoined from discussing when such trials
will be completed and marketing approval
granted. Federal researchers, on the other hand,
will generally share their research, including their
research materials, their primary concern being
the qualifications of the private researchers and

the quality control processes they have established
(e.g., whether or not their laboratory facilities
meet standards for containment of infectious
agents).

In the case of AIDS, the sharing of informa-
tion developed by commercial firms was enhanced
in small part because PHS selected the companies
that would get the HTLV-III culture developed in
the NCI laboratory. Thus, for example, Dr. Gallo
met with the five companies soon after they re-
ceived the materials to discuss their use. However,
other laboratories have cultured the virus and sold
or given it to companies other than the five se-
lected by PHS, and the status of those companies’
activities is formally unknown to any Federal re-
searcher except at FDA. As an illustration, a com-
pany (Cellular Products of Buffalo, New York)
not among the five licensees of NCI may be
among the first companies to market an HTLV-
Il test; and another company (Centocor of Mal-
vern, Pennsylvania) claims to be the first to suc-
cessfully express polypeptides (small proteins, pre-
sumably antigenically similar to proteins of
HTLV-III) specific to antibodies to HTLV-III and
has filed a patent on the method of production
(14).

Conclusion

The involvement of multiple organizations in
similar research activities that are addressed at dif-
ferent aspects of a common problem is arguably
the best scenario for research. However, this sce-
nario means that researchers are constantly striv-
ing to keep abreast of the work of others. In ad-
dressing the problem of AIDS, information has
been shared through the informal networks that
exist among PHS agencies and among their re-
searchers. This sharing has been augmented by
coordinating committees, external advisory com-
mittees, conferences, and cooperative agreements
on funding extramural research and conducting
intramural research.

Although most of these sharing and coordinat-
ing activities would have taken place regardless
of any directive from PHS central management,
there have been instances in which PHS (or de-
partmental level) guidance could have led to bet-
ter coordination. PHS might have directed NCI
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to share virus culture with CDC, and Secretary
Hecklerfs announcement of the discovery of the
etiologic agent for AIDS could have been more
restrained.

Other possible impediments to the generation
and dissemination of information are matters of
more generalizable policy concerns that can only

be raised in this memorandum. A systematic ex-
amination both of the methods by which the re-
search grants and contracts process could be ac-
celerated in public health emergencies and of the
policy of keeping the research activities of com-
mercial developers confidential may be needed.

HOW ADEQUATE ARE PHS'S RESOURCES DEVOTED
TO AIDS PREVENTION AND TREATMENT?

As evidenced by the preceding discussions, PHS
has accomplished a great deal with respect to
AIDS: PHS grantees “discovered” AIDS as a syn-
drome; PHS has conducted surveillance of AIDS;
and PHS investigators and others have made sig-
nificant scientific advances, including the discov-
ery of the probable etiologic agent for AIDS. PHS
is currently coordinating development of a blood
test for HTLV-III antibody; and research on treat-
ment, vaccine development, and the many re-
maining questions about the natural history of the
disease is progressing. It has not always been
clear, however, that the amount of support for
AIDS activities has been equivalent to the needs
identified by PHS agencies (see, e.g., 146). Thus,
OTA was asked to address whether PHS has de-
voted sufficient resources to its AIDS activities.

Resources for AIDS can be examined at two
levels: 1) specific funding for AIDS activities, and
2) overall funding for specific PHS agencies. Al-
though funding for AIDS research has been sub-
stantial, particularly in fiscal years 1984 and 1985,
the history of specific funding for AIDS has been
marked by continuing tension among the individ-
ual PHS agencies, DHHS, and Congress. Individ-
ual PHS agencies have consistently asked DHHS
to request particular sums from Congress; the De-
partment has consistently submitted requests for
amounts smaller than those suggested by the agen-
cies; and Congress typically has appropriated
amounts greater than those requested by the De-
partment. Except when prodded by Congress,
DHHS has maintained that PHS agencies should
be able to conduct AIDS research without extra
funds, by obtaining money from their other activ-
ities. However, cutbacks and threatened cuts in

overall funding and personnel levels have re-
stricted the ability of affected agencies to redirect
resources. The Administration has not pursued
the option of seeking an appropriation for the
Public Health Emergency Act, which established
a revolving fund to be used for urgent govern-
ment response to public health emergencies (Pub-
lic Law 98-49; see 146).

In large part, PHS agencies’ responses to the
AIDS crisis have been facilitated by the transfer
of money and personnel from other activities. By
DHHS directive, the response to AIDS has con-
centrated on research into the biology of AIDS.
Psychological and social factors related to AIDS,
the service needs of AIDS patients, and public
education and prevention have not been consid-
ered funding priorities.

The U.S. budget process has effects on PHS
agencies apart from the amount of resources they
can devote to AIDS activities. PHS agencies have
been unable to plan their activities adequately be-
cause they have not known how much funding
and staff will be available to them. Furthermore,
the uneven distribution of resources has intensified
competition among agencies, particularly now
that an etiologic agent for AIDS has been discov-
ered and there are many directions for research
to take concurrently (e.g., treatment, vaccine de-
velopment, cofactor research, natural history
studies) and several areas in which agencies have
overlapping expertise. The distribution of re-
sources to activities not directly involving the
etiologic agent remains an issue. Of particular im-
portance is the question of whether sufficient re-
sources are being devoted to the investigation of
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factors affecting the transmissibility of AIDS, « the particular problem of personnel ceilings;

treatment, public education, and prevention. and

+ the extent to which agencies will be able to
pursue AIDS work adequately in the face of
further cutbacks.

Five issues concerning the allocation of funds
for AIDS to PHS remain open:

+ the extent to which progress in other disease

areas has suffered as a result of diversions Specific Funding for AIDS Activities
to AIDS activities;

+ the wisdom of limiting the priority status of As shown in table 1, Congress has consistently
AIDS primarily to biomedical research; earmarked funds for AIDS activities at a level
+ the manner in which limited resources can higher than that requested by the Administration,
be allocated among agencies; although not necessarily at levels requested by in-

Table 1 .—History of AIDS Funding, Fiscal Years 1982 to 1985 (thousands of dollars)

Earmarked in

congressional
] appropriate ions
PHS agencies’ President’s and/or actually
request budget request obligated
Fiscal year 1985:
President’s budget request . . . . . .. . $55,242° $60,589° $87.3567
Proposed budget amendment . . . . . . ... ... 35,809° —d ’
Estimated funds redistributed . . . . . . . ... ... - = 10,070
THAL . e $91,051 $60,589 $97,426"
Fiscal year 1984:
President’s budget request ., . . . . ... $39,827" $39,8279 $48,345
Supplement to original appropriation . . . . .. .. ... ... ... ..., 20,076° 0 9,475
Estimated funds redistributed . . . . . . .. ... = = 3,640
Tl $59,903 $39,827 $61,460"°
Fiscal year 1983:
President’s budget request . . . . . . ... of 0"
Supplement to original appropriation . . . . . .. ... ... ... .. ... N. A - $2,000
Estimated funds redistributed . . . . . . .. ... = = 26,736
1 N.A. - $28,736'"
Fiscal year 1982:
President’s budget request . . . . . .. .. of o' -
Supplement to original appropriation . . . . . .. ... ... ... ... of (o} 500
Estimated funds redistributed . . . . . . .. ... - - 5,055
1 0 0" $5,559 "

Notes:
a S,rce g, N, Brandt, Jr., Assistant Secretary for Health, Public Health Service, U.S. Department of Health and Human Services, ‘(Proposed FY 1984 and FY 1985

Amendment for Acauired Immunadeficienc Svndronbe." memorandum to the Secretary of Health and Human Services, May 25, 1964. .
b source: E: N. Brandt, jr AssistantSecretary for Health, Public Health Service,.S. Department of Health and Human Services, Washington, DC, letter to Off ice
of Technology Assessment, U.S. Congress, Dec. 20, 1984.

‘By subtraction.
d T. be determined, Inhearings before the House Energy and Commerce Subcommittee on Health on Sept. 17,1984, the Assistant Secretary for Management and

Budget testified that fiscal year 1965 supplemental AIDS funding would be addressed in connection with the submission of the 1986 budget in February 1985.
e Includere,.$2350,000 for FpA which cannot be obligated until requested by the president.
f Actual figure not known, but assumed to be the same as the President's budget request.
9 Source: U.8. Congress, House Committee on Government Operations, The Federal Response to AIDS (Washington, DC: U.S. Government Printing Office, 1963).
h Source:U.S. Congress, House of Representatives, «\jaking Supplemental Appropriations for the Fiscal Year Ending September 30, 1984, and for Other Purposes,
Conference Report 96-977 (to accompany H.R. 6040), Aug. 10. 1964. . . .
| Source: W. H Little, Office of the Assistant Secretary for Health, Public Health Service, U.S. Department of Health and Human Services, Rockville, MD, personal

. communication, Dec. 28, 1964.

I Amount represents actual obligations, including funds redirected from other activities,

k No rgquest for funds gpecifically for AIDS was made until May 1983 (u.S. Congress, House Committee on Government Operations, The Federal Response to AIDS
(Washington, DC: U.S. Government Printing Office, 1963)). As of April 1983, PHS planned to spend $14.5 mitlion on AIDS from existing allocations (U.S. Congress,
House Committee 85 Government O_é)erat_ions, The Federal Response to AIDS (Washingtgn. DC: US. Government Printing Of‘ic%. 198?“\.

IN.A. = Not gyailable. CDC. but not Nti, identified funds needed, DHHS did not request” them.” Congress appropriated an additional $2 millionfor GDC's AIDS research

in December. 1962 (US. Congress, House Committee on Government Operations, The Federal Response to AIDS (Washington, DC: U.S. Government Printing, %ffice, 1963).
re,.... W. H, Little, offic,of the Assistant Secretary for Health, Public Health Service, U.S. Department of Health and Human Services, Washington, OC, "Personal

communication, Oct. 26, 1964.
n N. request for funds specifically for AIDS was made untl May 1983.



33

dividual agencies. The Administration has main-
tained that AIDS activities can be funded from
overall agency funds supplemented by appropria-
tions initiated by Congress (see, e.g., 70). The
Administration has continued to maintain this de-
spite the fact that the special panel for AIDS re-
sources established in the Office of the Assistant
Secretary for Health (OASH) investigated and ap-
proved the amounts requested by individual
agencies.

AIDS was not discovered until March 1981, so
in fiscal year 1981, there was, of course, no op-
portunity for the Administration to request mon-
ey for AIDS work in its initial budget requests.
However, although the need for additional re-
sources was becoming clear in late 1981 and 1982,
no requests for funds were made in those years,
not even through requests for transfer authorities.
In August 1982, Congress appropriated additional
funds for AIDS research in fiscal year 1982, pri-
marily for CDC. Again in December 1982, Con-
gress appropriated an additional $2 million for fis-
cal year 1983 CDC AIDS research, based on
material prepared by CDC but not officially pre-
sented to Congress (146). The Administration did
not acknowledge the need for funds specifically
for AIDS until May 1983, when the Assistant Sec-
retary for Health requested the authority to trans-
fer funds across agency lines (19).

More recently, AIDS activities have been con-
sidered in the President’s budgets, although at
lesser amounts than those considered necessary
by affected agencies. The Administration’s initial
budget request for fiscal year 1984 AIDS activi-
ties was for $14, 461, 000, compared to then esti-
mated fiscal year 1983 expenditures of $14,132,000
(145). By August 1983, the expected spending level
for fiscal year 1983 had risen to $25 million, but
the Administration’s official request for AIDS re-
search and surveillance for fiscal year 1984 rose
from $14.46 million to $17.7 million, $7.3 mil-
lion less than expected fiscal year 1983 spending
levels (146). Subsequent to congressional hearings,
the Administration’s request for fiscal year 1984
more than doubled, to $39.8 million (145). In con-
trast, Congress earmarked $48,345,000 for fiscal
year 1984 AIDS research (150). It is not known
what the desires of the affected agencies were at
that point, but at least $3,045,000 was redirected

from other areas to meet the needs of AIDS activ-
ities, as shown in table 2.

When the discovery of the agent for AIDS was
announced in April 1984, the Assistant Secretary
for Health asked PHS agencies to reevaluate the
needs of their AIDS activities, for both fiscal years
1984 and 1985. On the basis of the agencies’ re-
evaluations, which were assessed for reasonable-
ness by the newly formed PHS AIDS Resources
Panel, Assistant Secretary Brandt forwarded a
memo to Secretary Heckler requesting a total sup-
plemental appropriation of $20,076,000 and 4 full-
time equivalents (FTEs) for fiscal year 1984 and
a budget amendment of $35,809,000 and 37 FTEs
for fiscal year 1985 (20).

The Assistant Secretary’s requests were not for-
warded to Congress by the Department, although
several Members of Congress received copies of
Assistant Secretary Brandt’s memo. Instead,
DHHS Secretary Heckler directed Assistant Sec-
retary Brandt to use “resources currently avail-
able to the Public Health Service” and to review
the funding status of AIDS after the passage of
the second supplemental appropriations bill for
1984 and the regular appropriations bill for 1985
(70). The Secretary noted that PHS had been able
to increase spending for AIDS by about $2.5 mil-
lion over the funding levels in the fiscal year 1984
DHHS appropriations act, implying that funds
were available in the agencies.

Despite the Department’s inaction, Congress
passed a supplemental appropriations bill in 1984
that included $9,475,000 for AIDS research. This
was about half the amount initially requested by
the affected PHS agencies (see table 3).

The President’s initial budget request for AIDS
for fiscal year 1985 was $55,242,000 (150). No
changes were made in allocations to the various
PHS agencies as a result of the discovery of the
etiologic AIDS agent. (As discussed below, funds
were redirected within agencies as a result of the
discovery of the AIDS agent. ) Table 4 compares
the President’s budget request for PHS agencies’
AIDS activities for fiscal year 1985 and the
amounts suggested by Congress in its final appro-
priation (Public Laws 99-473 [Continuing Reso-
lution] and 98-619 [Appropriations]).
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Table 2.--PHS Agencies’ Estimated Obligations for AIDS Activities in Fiscal Year 1984

)
PHS estimate of
(1) funds redirected
Estimated (included in

Agency obligations column 1)
Centers for Disease Control (COC) . . . . . ... ... .. .. .. .... $13,750
Food and Drug Administration (FDA) . . . . . . ... ... ....... 798 $398
National Institutes of Health (NIH):

National Cancer Institute (NCI) . . . . ... ... ... .. ....... 16,627 2,150

National Heart, Lung, and Blood Institute (NHLBI). . . . . . 4,871 154

National Institute of Dental Research (NIDR) . . .. ... ... 81 -

National Institute of Neurological and Communicative

Disorders and Stroke (NINCDS) . . . . . . . . ... .. ... ..., 1,510 145
National Institute of Allergy and Infectious Diseases
L 19,616 198

National Eye Institute (NEI). . . . ... ... ... . ... ... 60 -

Division of Research Resources (ORR) . . . . . . . . ... ... .. 1,356 -
Alcohol, Drug Abuse, and Mental Health Administration

P 2,791 —
Health Resources and Services Administration (HRSA). . . . - —

PStOtal . . . $61,460 $3,045
Notes:

alnclﬁdes supplemental appropriations and $3,045 million redirected; Source: E. N. Brandt, Jr., Assistant Secretary for Health,

Public Health Service, U.S. Department of Health and Human Services, Washington, DC, letter to Office of Technology Assess-

ment,, U.S. Congress, Dec. 20, 1984. X X
bgource: M: Gonzales, Public Health Service, y.s. Department of Health and Human Services, Washington, DC, personalcom-

munication, Nov. 8, 1964. Figures are approximate, and based on the difference between AIDS obligations at two points in
time, one earlier (approximately July 1964) and one later (approximately August 1964). The assumption made by PHS was
that any increases in obligations between the two points in time would have had to represent a redirection of funds initially
obligated to other activities into AIDS activities (W. H. Little, personal communication, Dec. 28, 1984). Further estimates of
the amounts redirected to AIDS from other activities in fiscal year 1964 have not been calculated by PHS.

Table 3.— Supplemental Funds for PHS Agencies’ AIDS Activities in Fiscal Year 1984:
Agencies’ indications Compared to Congressional Appropriations”
(thousands of dollars)

Agency Administration’s Congressional
Agency indication request appropriation
W $3,200 $— $1,750
DA 2,600 - -
NIH:
N 3,900 - 2,000
NAD . .o 8,330 - 4,150
NDR . . 81 - -
DR, .. 790 - 400
ADAM HA:
NMH . 375 - 375
NDRE . 800 - 800
BRSA . o - - -
Total ... .. $20,076 $— $9,475
Notes:

8|nitial agency indications were not forwarded to Congress by the Department of Health and Human Services.
Source: e. N. Brandt, Jr., Assistant Secretary for Health, Public Health Service, U.S. Department of Health and Human Ser-
vices, “Proposed FY 1964 Supplemental and FY 1985 Amendment for Acquired Immunodeficiency Syndrome, " memorandum

to the Secretary of Health and Human Services, May 25, 1964.
CSource: U.S. Congress, House of Representatives, “Making Supplemental Appropriations for the Fiscal Year Ending September

30, 1964, and for Other Purposes, ” Conference Report 98-977 (to accompany H.R. 6040), Aug. 10, 1984.
dNIMH = National Institute of Mental Health.

eNIDA = National Institute on Drug Abuse.
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Table 4.-Amounts ldentified for PHS Agencies’ AIDS Activities for Fiscal Year 1985: President’s Budget
Request Compared to Congressional Appropriations or Estimated Actual Obligations
(thousands of dollars)

Amounts identified for AIDS activities
Congressional appropriations

3
Conference levels
(2) before Cranston (5)
)] Totalb ¢ Amendment and 4) Estimated redistribution
Agency President’s budget?® (3)+(4)+(5)  redistribution  Cranston Amendment®d neededd
CDC ............ $12,020 $23,200° $12,000 $11,200 —
FDA ............ 475 8,825 8,825 — —
NIH:
DRR .......... 779 1,731 1,731 —_ —
NCI........... 18,951 26,851 21,351 — $ 5,5009
NE!I ........... 61 300 300 —_ -
NHLBI ........ 8,459 8,884 8,884 — —
NIAID ......... 16,228 23,262 17,389 1,303" 4,570"
NIDR.......... 35 411 411 — —
NINCDS ....... 1,150 1,150 1,150 — —
ADAMHA . ... ... 2,431 2,812 1,990 822 —
HRSA ........... — — — — —
PHS total .. $60,589' $97,426" $74,031 $13,325 $10,070

Notes:
agource: E N Brandt. J, Assistant Secretary for Health, Public Health Service U.S Department of Health and Human Services, Washington,DC»letter ‘o Off Ice of

Technnlngy Assessment, U S. Congress, Dec. 20, 1964 X . . .
Sources i H Little, Office of the Assistant Secretary for Health, Public Health Services, y s Department of Health and Human Services, Washington, DC, personal

communication, Oct 26, 1964; and E N Brandt, Jr., Assistant Secretary for Health, Public Health Service, U.S. Department of Health and Human Services, letter to

Office of Technology Assessment, U.S. Congress, Dac 20, 1984.
Cincludes Cranston Amendment and estimated redistribution needed
dincludedin total congressional appropriations

€|ncludes $4.5 million for addition to CDC virology building

f Contingent on President's request fOr $8,350,000

9Source: p Fischinger, Associate Director, National Cancer Institute, National Institutes of Health, Bethesda, MD, person%fcommumcanan.Nov 6, 1984

hsou,ce_,yduBuv)FinancialManaqementSec!ion.Nationallnstimle olAHerav_f:\nd Infectious Diseases, National !nstitutes

munication, Nov” 8, 1964
! Includes an increase of $5,347,000 over previous estimates for AIDS

PHS agencies’ needs for funds for AIDS activ-
ities in fiscal year 1985 have necessitated some
redistribution of funds from other activities. At
NIAID, between $5 million and $5.5 million has
been identified as having to come from other ac-
tivities, and at NCI, the figure is $4,570,000. CDC
has said that it will not need to identify additional
funds from other activity areas (119). Depending
on the number of antibody-positive blood donors
identified in its multicenter study of blood donors,
NHLBI may have to request or identify additional
funds from other activities (175).

In ADAMHA's opinion, all of the AIDS funds
appropriated as part of the regular budget proc-
ess have come from the agency’s other activities.
In other words, ADAMHA would have received
the same total dollar amount for its budget re-
gardless of how the funds were designated to be
spent. Only supplemental appropriations and
funds from the Cranston Amendment to the fiscal

Health, Bethesda, MD, personal com-

year 1985 appropriations for AIDS constituted ad-
ditional money for AIDS activities (139).

No additional funds have ever been requested
for the AIDS activities at HRSA, although the
agency has been expected to participate in the PHS
response to AIDS. HRSA's Division of Maternal
and Child Health provides information on AIDS
to recipients of the Maternal and Child Health
Block Grant (which the Administration proposed
transferring to OASH in DHHS (168)) and to He-
mophilia Treatment Centers, which are funded
through the Division of Maternal and Child
Health, and recently helped organize a conference
on pediatric AIDS. HRSA expects to be required
to take a greater role in the AIDS situation as the
number of pediatrics AIDS cases increases. An in-
creased role for HRSA might require additional
funds for the agency, and HRSA is optimistic that
money could be obtained if the case were made
to PHS. To date, HRSA has been told that the
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PHS priority for AIDS refers to research into the
biomedical aspects of AIDS, and PHS maintains
that HRSA has had sufficient funding to complete
the AIDS tasks assigned to it (22).

Funding for the PHS
Agencies as a Whole
DHHS has encouraged PHS agencies involved

in AIDS research to take money and personnel
from other activities to avoid asking Congress for

additional funds. However, cutbacks and threat-
ened cutbacks in funding and, in particular, in
personnel levels have restricted the ability of af-
fected agencies to redirect resources to AIDS-
related activities. Tables 5, 7, 9, 10, and12com-
pare funding levels suggested in the President’s
budgets for the years 1983, 1984, and 1985 for
CDC, FDA, NIH, ADAMHA, and HRSA, respec-
tively. Tables 6, 8, and 11 show actual overall
agency and AIDS budgets for CDC, FDA, and
ADAMHA.

Table 5.—Centers for Disease Control: Initial U.S. Budget Request Compared to Estimated Budget Authority

for Previous Year, Fiscal Years 1983

to 1985°(thousands of dollars)

1985R’

1984EC | 1984R 1983E | 1983R 1982E

CDC budget:

Excluding preventive health block grant’
Including preventive health block grant’
Percentage increase or decrease over previous year:

$280,364 $286,310 $270,023 $243,372 $217,192 $202,010
$369,864

$374,504 $356,352 $329,701 $298,792 $283,610

Excluding block grant . . . . .. .. ... —-21% - 10.9% — 7.5%

Including block grant . . . .. ... ... -1.2% — 8.1% — 5.4%
D0 FTES L o e e 3,923 4,178 3,975 4,058 3,983 4,268
Infectious diseases budget:". ..., ........ ... . ......... $ 46,161 § 49,885 34,417 $ 34,882 N.A9 N.A.
Percentage increase or decrease over previous year. . . . . —-7.5% —  —-13% — —_

Notes:
agource: Budget of the U.S. Government, Fiscal Years 1983 to 1985.

bR - Budget request.
Cg = Estimated budget authority.

dTh,president’s budget PTOPOsed that preventive health block grantfundsbe transferred from CDC to the office of the Assistant Secretary for Health (OASH).CDC

budgets both including and excluding the preventive health block grant are shown here because excluding administration of the block grant would affect CDC's size
and activity. The preventive health block grant was not transferred to OASH in either fiscal year 1964 or 1985.

©FTEs = Fulltime equivalents.
f The CDC AIDS Activity islocated in the CDC Center fOr Infectious Diseases.
IN.A. = Not available.

Table 6.—Centers for Disease Control: Overall Agency Budgets and AIDS Budgets,
Fiscal Years 1979 to 1985'(thousands of dollars)

1985 1984 1983 1982 1981 1980 1979

Overall CDC budget: $410,530 $380,489 $353,476 $302,242 $288,228 $296,125 $263,972
Percentage increase or decrease over

DEEVIOUS YEAr .« v v v v e e e 7.9% 7.6% 17.0% 4.9% —2.7% 2.2 -
OCFTES . e 4,401° 4,198 4,070 4,317 4,245° 4,052 4,048
AIDS budget:
Budget ........oviiiii $ 23,200° $ 13,750° $ 4,225' § 5009 $ 200 - —
Plus funds redirected from other

activities ............ ...l — — $ 1977" $ 1,550" — - —

Total . vt $23200 $13,750 $ 6202 $ 2050 $ 200 — —
FTES ..o 155¢! 80°¢ 45 — - - -

Notes:

ag0urce: Except where otherwise noted, B. Shepard, Centers for Disease Control, Atlanta GA, PerSOnal communication, Oct.16,1984.

bFTES = Full-time equivalents.

Cgource: E. N-Brandt, Jr., Assistant Secretary for Health, Public Health Service, U S. Department of Health and Human Services, Washington, DC, jetter to Office of

Technology Assessment, U.S. Congress, Dec. 20, 1964.
dincludes $4,500,000 for CDC virology building.
®Includes $1,750,000 in supplemental appropriations.

f Includes $2,225,000 in supplemental appropriations.
9Supplemental appropriation.

hRedirected trom surveillance of hepatitis, studies of chiamydial infections and pelvic inflammatory diseases, purchases of laboratory supplies and equipment, studies

of influenza risk factors and vaccines.
'Estimated.
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Table 7.—Food and Drug Administration: Initial U.S. Budget Request Compared to Estimated Budget Authority
for Previous Year, Fiscal Years 1983 to 1985° (thousands of dollars)

1985Rb 1984EC | 1984R 1983E | 1983R 1982E

FDA budget . ... ... . $394,004  $382,574 $385,933 $349,130 $356,163 $328,032
Percentage increase over previous year. . . . . ... ... 3% - 10.5% - 8.6% -
A FTE L e aa 7,094 7,191 7,163 7,164 7,180 7,192
Notes:

asource: Budgets of the U.S. Government, Fiscal Years 1983 to 1985.

bR = Budget request.
CE = Estimated budget authority.
dFTEs = Full-time equivalents.

Table 8.—Food and Drug Administration: Overall Agency Budgets and AIDS Budgets,
Fiscal Years 1979 to 1985°(thousands of dollars)

1985 1984 1983 1982 1981 1980 1979
Overall FDA budget . . . .................. $409,700° $394,817 $361,645 $338,268 $327,927 $320,852 $295,154
Percentage increase over previous year ... 3.8% 9.2% 6.9% 3.20/0 2.2% 8.7% , ey
A FTES . 7,068’ 7,090 7,090 7,159 7,777 7,623 7,561
AIDS budget . .................. ... ..., $ 8,825 % 798 $ 350 $ 150 - - -
FTES o\ttt ettt 20° 8° 7 0 - - - -

Notes:
agources: ) Biviano, Budget Analyst, Food and Drug Administration, Rockville, MD, personal communication, Aug. 28, 1984;and C. L. Wilburn, Food and Drug Adminis-

tration, Rockville, MD, personal communication, Nov. 5, 1984. . . . X . .
bestimate based o Continuing resolution. Twenty FTEs are in question and $8.3 million will have to be requested by the President in order tobe obligated.

CFTEs = Full-time equivalents.
dactual Positions; accounting conversion had not been made toFTEs.
©Redirected from other activities (hepatitis, herpes, pertussis, cytomegalovirus, and chickenpox).

Table 9.—National Institutes of Health: Initial U.S. Budget Request Compared to Estimated Budget Authority
for Previous Year, Fiscal Years 1983 to 1985°(thousands of dollars)

1985R° 1984E | 1984R 1983E | 1983R 1982E

NCIbudget . . ..o $1,101,069 $1,077,303 $989,263 $983,576 $955,449 $986,617
Percentage increase or decrease over previous year. . . 2.2% 0.6% -3.2%

OB . L 2,292 2,387 2,259 2,289 2,370 2,504
NIAD budget. . . . . o $35,319 $ 314,117 $281,405 $273,581 $246,043 $235,895
Percentage increase over previous year. . . . . . . . ... .. . 3.6% 2.9% 4.3%

NAD FTES . . o 730 762 768 772 814 837
NHLBIDUdget . . . . o e $718,8% $ 703,197 $628,028 $622,745 $577,143  $559,637
Percentage increase over previous year. . . . . . . . . . .. .. 2.2% 0.80/0 3.1 %

DB . . L $1048%0 $ 102,466 $87,930 $87,572 $78,339 $ 77,563
NHLBIFTES . o o e e 913 954 888 900 934 936
1 $91,0 $ 88,163 $80,583 $78,860 $74,462 $71,983
Percentage increase over previous year. . . . . . . . . .. ... 3.30/0 2.2% 3.40/0
P 347 362 341 348 369 385
NINCDS budget . . . . . . o o $344,600 $ 335,205 $301,022 $295,719 $274,505 $265,901
Percentage increase over previous year. . . . . . . . . .. ... 2.8% 1.8% 3.20/0

NINCDS FTES . . . o o e e e e 705 735 720 730 733 763
e R $157,873 $ 154,683 $143,276 $141,561 $131,550 $127,374
Percentage increase over previous year. . . . . . . . . .. ... 2.1% 1.2% 3.3%0

ELFTES . 205 213 224 218 222 227
T $45,78 $ 242,636 $228,542 $213,804 $191,024 $184,177
Percentage increase over previous year. . . . . . . . ... ... 1.3% 6.9% 3.70/0

21 PR 96 100 98 99 99 96
Notes:

agource: Budgets of the U.S. Government, Fiscal Years 1983 to 1985.

PR = Budget request.

Cg = Estimated budget authority.

dFTEs = Full-time equivalents.

©DBDR = Division of Blood Diseases and Resources.
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Table 10.—Alcohol, Drug Abuse, and Mental Health Administration: Initial U.S. Budget Request Compared to
Estimated Budget Authority for Previous Year, Fiscal Years 1983 to 1985°(thousands of dollars)

1985Rb  1984EC | 1984R 1983E |  1983R 1982E

ADAMHA budget:

Including service block grant'. . ... ... ... ... ... ... ... $844,955 $846,206 $792,854 $777,556 $737,177 $751,007
Bxcluding service block grant’. . . . ... .. ... ... .. ... . ... $372,655 $384,206 $357,826 $338,556 $305,177 $322,912
Percentage increase or decrease over previous year:

Including service block grant . . . . . . ... ... ... ... ... ... —0.1% - 2.0% - - 180 -

Excluding service block grant . . . . . ... ... ... ... ... ... —3.0% ) 5.7% - -5.50/0 -
ADAMHA FTES®. . . . . . . o o e e e e 1,608 1,707 1,698 1,758 1,694 1,757
NIMH'budget . ... $226,318 $250,547 $220,348 $225,985 $195,783 $224,553
Percentage increase or decrease over previous year. . . . . . =9.7% ° —=2.50/0 - —-12.80/0 -
NIDA BUAGEL . ..ottt e e $ 79,270 $ 70,301 $ 71,689 $ 61,202 $ 60,334 $ 57,846
Percentage increase or decrease over previous year . . . . . . 12.8% = 17.1% = 4.3% =
Notes:

aSource: Budgets of the U.S. Government, Fiscal Years 1983 to 1985.

bp = Budget request.

CE = Estimated budget authority.
dThe budget proposed transfer of service block grant to the Otfice of the Assistant Secretary for Health, but the transfers were not approved by Congress.

8FTEs= Full-time equivalen
f NIMH = National institute of Mental Health,

INIDA = National Institute on Drug Abuse.

Table 11 .—Alcohol, Drug Abuse, and Mental Health Administration: Overall Agency Budgets and AIDS Budgets,
Fiscal Years 1982 to 1985°(thousands of dollars)

1985 1984 1983 1982
Overall ADAMHA budget . . ... ... ... $434,093 $384,411 $340,866 $332,423
(NIMH) - .. - - - - o o . . . . . . (283,626) (251,035) (227,342) (229,319)
(NIDA) . . . - - . - . (81,410) (/71,008) ( 61,854) ( 56,564)
Percentage increase or decrease over prevmus year ............ 12.9% 12.80/0 2.50/0 -
NIMH? ........................ (12.90/0) (10.4%) (-0.90/0) -
(NIDA) (14.5%) (14.9%) ( 9.3%) -
ADAMHA FTESY ... .. e N.A~ 1,659 1,660 1,624
AIDS budget . . . ... $ 2,812 $ 2,791 $ 516 -
(NIMH) © o (L,787) (1,205) (202) -
(NIDA) . . . e (1 ,0%) (1,586) (314) -
Notes:

agoyurces: E. N. Brandt, Jr, Assistant Secretary for Health, Public Health Service, U.S. Department of Health and Human Services, Washington, DC, letter to Office

of Technology Assessment, U.S Congress, Dec. 20, 1984; and U.S. Department of Health and Human Services, Public Health Service, Alcohol, Drug Abuse, and Mental
Health Administration, “ADAMHA AIDS Research,” xerox copy dated Dec. 14, 1984.
bFTE5= Full-time equivalents.

CN.A. = Not available,

Table 12.—Health Resources and Services Administration: Initial U.S. Budget Request Compared to Estimated
Budget Authority for Previous Year, Fiscal Years 1983 to 1985°(thousands of dollars)

1985R’ 1984E° | 1984R 1983E | 1983R 1982E

HRSA budget:
Excluding block grants ..................... $ 245,419 $ 459,031 $ 292,444 $ 481,208
Including block grants”. . .. .. .......... .. ... $1,187,119 $1,380,151 $1,127,816 $1,315,226 $1,724,1; $1,401,9;
Percentage increase or decrease over previous

year:

Excluding block grants . . . . . ... ... ... ... ... -46.50/0 - -39.20/0 - - -

Including block grants. . . . . . ....... .. ... ... -14.0"/0 - - 14.20/0 - 23.00/0 -
HRSA FTES . . . . . - . . . . . . o o .. 2,704 3,746 3,731 4,627 3,787 4,874
Notes:

agource: Budgets of the U.S. Government, Fiscal Years 1983 to 1985.

bR - Rudnat re@nnaat

CE = Estimated budget authority,

dThe Presidents pyggets for fiscal years 1984 and 1985 proposed that several block grants be transferred to the Office of the Assistant Secretary for Health (OASH).
HRSA budgets both including and excluding the block grants are shown here because excluding administration of the grants would have affected HRSA'S size and
activity including AIDS activities. For example the proposed transfers included the Maternal and Child Health Block Grant, the program through which HRSA informs
qrant recipients of information about AIDS, The block grants were not transferred to OASH in either fiscal year 1984 or 1985.

©FTEs = Full-time equivalents,
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As shown in table 5, for fiscal year 1985, the
President requested a reduction in overall funds
and personnel ceilings for CDC relative to esti-
mated budget authority for the previous year. A
reduction in funding from previous levels for the
CDC Infectious Diseases Activity, of which the
AIDS Activity is a part, was also requested in
both 1984 and 1985, when, as shown in table 6,
CDC’s actual AIDS expenditures have been in-
creasing at a growing rate over the years. CDC
was especially affected by budget cutbacks in the
period when it was starting to become heavily in-
volved in AIDS activities. As shown in table 6,
the agency’s overall budget was reduced by almost
$8 million, or 2.7 percent, from 1980 to 1981, The
1982 appropriation brought CDC’s budget back
to approximately the 1980 level, In 1983, although
the overall agency budget increased a substantial
amount, the number of FTEs at CDC declined to
4,070 from 4,317.

Levels of funding have similarly varied over the
years for other PHS agencies involved in AIDS
activities. As shown in table 7, the President’s
budget suggested 8.6- and 10.5-percent increases
in funding for FDA in fiscal years 1983 and 1984,
but only a 3-percent increase in funding for fiscal
year 1985. FDA is responsible for evaluating the
blood test for AIDS and the safety and efficacy
of blood products and vaccines.

As shown in table 9, presenting figures for NIH,
the President’s budget for 1983 suggested a 3.2-
percent decrease in funding for NCI. Only mini-
mal increases in funding were suggested for NCI
and most of the other NIH institutes in fiscal years
1984 and 1985. Ifinflation is taken into account,
these minimal increases would represent decreases
in funding. (A 14-percent increase in funding for
the seven NIH institutes involved in AIDS activ-
ities was approved by Congress for fiscal year
1985: actual appropriations for the institutes in-
volved were $1, 183, 806, 000 for NCI; $370, 965, 000
for NIAID; $805,269,000 for NHLBI; $396,885,000
for NINCDS; $181,678,000 for NEI; $100,688,000
for NIDR; and $304,025,000 for DRR).

The Administration’s pattern for ADAMHA
overall, as shown in table 10, has been to sug-
gest more decreases than increases, although in-
creases in funding have been suggested for NIDA.

As shown in table 11, appropriations for
ADAMHA have increased since 1982. Except for
fiscal year 1983, as shown in table 12, the Admin-
istration has also suggested substantial decreases
in funding for HRSA. (HRSA'’s actual fiscal year
1985 appropriation was $1,427,694,000, )

Of greater impact than suggestions for holding
funding levels about even or decreasing them have
been budget requests by the Administration for
decreases in PHS agencies’ FTE personnel ceilings.
The Administration has consistently suggested de-
creases in personnel ceilings for CDC, FDA, NCI,
NIAID, NHLBI, NIDR, NINCDS, ADAMHA,
and HRSA. Small increases were suggested for
NEI in the 1984 budget and for DRR in the 1983
budget. Decreases in personnel have actually oc-
curred at several of the agencies at critical times.
No additional personnel resources have been al-
located to NIAID for any of its AIDS activities
(etiology, natural history, immunology, treat-
ment, and prevention research) (166).

How AIDS and Other Activities Have
Been and Will Probably Be Affected
by Funding Patterns

The effect of funding patterns for AIDS has var-
ied over time and by agency. Initially, the lack
of resources impeded the funding of extramural
research (NCI and NIAID), prospective studies
of high-risk individuals (NIH and CDC), and ani-
mal studies (CDC) (146). As the Nation’s public
health monitor, CDC is required to conduct sur-
veillance of a number of diseases and public health
outbreaks. FDA’s mission is to develop criteria
to help it evaluate the safety and efficacy of the
products it regulates. Thus, neither agency was
easily able to redirect funds and staff into the area
of AIDS without sacrificing other important
work. The mission of NIH agencies is basic re-
search, much of which may be advanced by in-
volvement in the AIDS problem. Thus, in NIH
laboratories, redirection of staff to work on AIDS
have not detracted from other activities as much
as have redirection of staff at CDC and FDA.
This situation at NIH, especially for NCI and
NIAID, may change in 1985.

In 1981, 1982, and 1983, CDC redirected funds
and personnel from a number of activities (e. g.,
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surveillance of hepatitis, studies of chlamydial in-
fections and pelvic inflammatory diseases, studies
of influenza risk factors and vaccines, and pur-
chases of laboratory supplies and equipment) to
support AIDS activities. In more recent fiscal
years, including fiscal year 1985, Congress has
appropriated amounts greater than those initially
requested by the Administration for AIDS, so the
redistribution of CDC funds from other activities
has not been necessary (119). Personnel ceilings
at CDC remain a problem. Three or four addi-
tional staff are needed for a study of blood recip-
ients, but they cannot be promised until the fiscal
year 1985 budget is settled. Congress has recom-
mended a personnel “floor” of 4,400 for CDC. In
the appropriations, 155 FTEs were specified for
AIDS. As of November 1984, only 80 had been
received, and CDC will not find out about the
remainder until OMB completes its budget proc-
ess (119). CDC'’s coordinator of AIDS activities
was not optimistic about getting additional FTES
(38). The way budgets have been processed has
consistently impeded the making of plans at CDC
(512).

FDA (see tables 7 and 8) has had largely the
same problem as CDC. In the past, personnel and
funds have been redirected from work on inter-
leukin-2 for herpes, chicken pox, and other related
viruses; improvement of current vaccines for per-
tussis; and research associated with hepatitis vac-
cines (177). Currently, even though it is well into
fiscal year 1985, FDA's appropriation is under a
continuing resolution. Additional problems are
caused by the facts that $8.3 million of the money
designated for AIDS by Congress must be re-
quested by the President before it is obligated; and
a reduction in overall agency FTEs was recom-
mended by the Administration and approved by
Congress.

As noted, NIAID and NCI historically have had
fewer problems with the redistribution of funds
from other activities than have CDC and FDA.
In addition, because they are part of a larger
agency, NCI and NIAID have been able jointly
to fund extramural research projects and lend each
other laboratory and other personnel. Currently,
NIAID continues to have problems obtaining staff
to conduct statistical analyses for its five-city

study of high-risk gay men, and NIAID did not
receive a fiscal year 1985 appropriation adequate
to meet the needs it articulated in the Assistant
Secretary for Health’s memo to the Secretary of
DHHS requesting a budget amendment.

NIAID plans to spend $23,262,000 in fiscal year
1985 on its AIDS activities, $4,570,000 of which
will be redirected from other activities (see tables
4and 13). Thi s redistribution was necessary to
fund continuation costs of activities supported as
a result of the fiscal year 1984 supplemental ap-
propriation of $4,150,000. As shown in table 13,
the redistribution of funds from other activities
means that new grants covering the gamut of
NIAID activities will not be funded; certain non-
AIDS projects that had been planned will not be
started. In addition, certain new AIDS projects
that had been requested will be foregone or post-
poned (142). These include the following (41) :

Table 13.—National Institute of Allergy and infectious
Diseases: Redistribution Needed To Fund Fiscal Year
1985 AIDS Activities’(thousands of dollars)

Amount Source

$2,258 18 competing research project
grants (covering the gamut of in-
fectious diseases and immunol-
ogy) will not be funded
Congressionally requested major
new clinical trials on:
«ribavirin therapy of viral
respiratory diseases
.candidate vaccines for Group
B streptococcal infections
Intramural research on vaccine
development other than for AIDS:
. hepatitis
.rotavirus diarrhea
.pertussis

$1,542

$ 770

Note:
aSource: Y. duBuy, Financial Management Section, National Institute of Allergy

and Infectious Diseases, National Institutes of Health, Bethesda, MD, personal
communication, Nov. 6, 1964,

. extramural studies of the development of new
vaccines and antiviral drugs for HTLV-III in-
fection;

. extramural studies to develop animal model
systems for testing vaccines and antiviral
drugs for HTLV-I1II infection;
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+ intramural clinical protocols of treatment
regimens directed at HTLV-1II virus as well
as immune defects resulting from viral in-
fections;

+ investigations of immune derangements in
addicted parents and children;

+ epidemiological cohort study of HTLV-III in-
fections in health care workers; and

+ support for additional AIDS outreach pro-
grams directed at health care workers.

NCI will also have to change its funding pat-
terns in fiscal year 1985, and anticipates some
problems as a consequence of changes in person-
nel ceilings. NCI did not receive any funds under
the Cranston Amendment (see table 4), to the
chagrin of two of its Boards of Scientific Coun-
selors (Boards of the Division of Cancer Etiology
and the Division of Cancer Treatment) (163,176).
In order to fund AIDS activities in 1985, NCI will
take funds from its research projects grants cen-
ter, cancer centers, cooperative clinical research,
career program development, and clinical educa-
tion (see table 14). NCI also foresees significant
problems at the end of the current contract year
when it will be unable to fund continuing costs
for anticipated subcontracts at the Frederick
(Maryland) Cancer Facility begun with funding
from the fiscal year 1984 supplemental appropria-
tion. The subcontracts will be a key element in
vaccine development research and it is unlikely
that the research can be completed in 1 year (162).

Table 14.—National Cancer Institute: Estimated
Redistribution Needed To Fund Fiscal Year 1985
AIDS Activities®(thousands of dollars)

Amount Source

$2,550 to $2,800 Research project grants pool
850 to 930 Cancer centers
850 to 930 Cooperative clinical research
550 to 610 Career program development
200 to 230 Clinical education

$5,000 to $5,500

Total . . ..

Note:

agpurces: p, Fischinger, Associate Director, National Cancer institute, National
Institutes of Health, Bethesda, MD, personal communications, Nov. 6, 1964. and
Jan. 3, 1985; and E. N. Brandt, Jr., Assistant Secretary for Health, Public Health
Service, U.S Department of Health and Human Services, Washington, DC, letter
of Office of Technology Assessment, US Congress, Dec. 20, 1964

In addition to funding problems, a number of
factors have come together to make NCI vulner-

42515 0 - 8 - 4

able to personnel cutbacks. Prior to a year and
a half ago, a category of personnel called “special
experts” could be hired without being counted
against NIH’s personnel ceilings. When the pol-
icy was first changed and the experts began to be
counted against the NIH personnel ceiling, it did
not have much impact on NCI, because most of
the institutes at NIH were under ceiling, so the
NIH in the aggregate was within the agency limita-
tion. Personnel slots can be “loaned” across agen-
cies at NIH. Now, however, the other institutes
are up to strength and are subject to an NIH hir-
ing freeze which sets positions at 13,507 FTEs.
NIAID had loaned NCI nine positions and now
needs them back. As a consequence, NCI is cur-
rently under a restriction to hire only one person
for every two who leave the institute (162). NIAID
foresees that it may have the same restriction
(166). According to OASH, however, NIAID will
be able to hire three persons for every five who
leave, the restrictions on NCI are in effect only
until NIH receives its final ceiling for 1985, and
the NIH Director has discretion to grant excep-
tions to the restriction for high-priority needs (22).
These changes reduce the prospects of hiring ap-
propriate personnel for specific project initiatives
in 1985. Thus, for example, NIH expects to have
to make cutbacks in its Clinical Center nursing
staff, which means that fewer patients will be
available for clinical trials and treatment.

Measures To Increase the Number
of Extramural Research Projects

One of the early criticisms of NIH was its inat-
tention to extramural research on AIDS. Critics
charged that not enough extramural research was
being funded and that what was being funded was
taking an unconscionably long time to go through
the system. In order to deal with the problem of
long delays in funding, NIH initiated mail ballots
and other procedures to expedite extramural grant
reviews. Subsequently, the award rate at the three
NIH institutes most heavily involved in AIDS
activities (NCI, NHLBI, and NIAID) was greatly
accelerated. For 1983, asshown in table 15, the
award rate, or the number of approved grants ac-
tually funded, in all areas at all three institutes
was around 35 percent; for AIDS, the award rates
were 67 percent for NCI, 100 percent for NHLBI,
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Table 15.—National Institutes of Health Award Rates
and Paylines for All Extramural Research Compared
to AIDS Extramural Research, Fiscal Year 1983°

NCI NHLBI NIAID
All extramural research:
Number of grants approved
for funding. . ... ... ..., 2,610 2,114 1,406
Number of grants actually
funded . .. ... 886 748 522
Miard rate . .. ... urn 35% 37%

Payline (priority score at
which approximately 90°/0
of grants were funded) . . . . 181 195 166

AIDS extramural research only:
Number of grants approved

for funding. . . ... ... ... .. 45 2 17
Number of grants actually

funded . . . ... ... 30 2 17
Mrard rate . . ... 670/0 100% 100 /0

Number of grants funded at
priority score ranges:’

100-180 . . ..o 8 — 12
181-200. . .o 5 ! 2
00-250 . o oo _— — 2
B30, ... 10 1 1

Notes:
asource: N. D, Mansfield, Division of Financial Management, National Institutes

of Health, Bethesda, MD, letter to Office of “technology Assessment, U.S. Con-

gress, Oct. 22, 1984.
bThe lower the score, the higher the priority.

and 100 percent for NIAID. For NCI, this meant
that a number of extramural grants receiving
rather poor priority score ranges were funded (the
lower the score, the higher the priority for fund-
ing). ADAMHA also expedited its review proc-
ess and funded projects beyond usual priority
scores (151). However, while the use of lower
standards for AIDS research by all of the agen-
cies mentioned undoubtedly increased the num-
ber of grants funded, it is believed that it also
resulted in the funding of some studies of poor
guality (56).

Resources for Research on
Cofactors and Treatment and
for Public Education

In addition to the issue of whether sufficient re-
sources are being allocated to AIDS activities by
DHHS and Congress, there remains the question
of how resources are being allocated to the various
AIDS activities. In particular, doubts have been
raised about the adequacy of resources devoted
to the search for factors affecting the development

of AIDS, the provision of treatment, and public
education. In this section, the proportion of the
AIDS budget directed at these activities is sum-
marized.

Cofactor Research

In general, the search for factors affecting the
development of AIDS has always accounted for
a large proportion of the AIDS budget. Immedi-
ately after the discovery of the etiologic agent for
AIDS, changes in resource allocations were made.
As shown in table 16, which represents funding
estimates for PHS AIDS activities as of Septem-
ber 11, 1984, for both fiscal years 1984 and 1985,
greater amounts were budgeted for cofactor re-
search and epidemiologic studies (items 1b and
4 in the table) after the discovery of HTLV-III than
before it. As shown in table 17, which represents
the most current estimates, PHS estimates that of
the total PHS resources allocated to AIDS in fiscal
year 1984, 12. 6 percent was obligated to cofac-
tor research, and 31.9 percent, to epidemiologic
studies. In fiscal year 1985, a relatively greater
proportion (14. 9 percent) of total AIDS resources
will be obligated to cofactor research, but a sub-
stantially smaller proportion (26 percent) will be
obligated to epidemiologic studies. In total dollars,
however, almost $5 million more will be obligated
to epidemiologic studies in fiscal year 1985 than
in 1984, and $6 million more to cofactor research.

It is more difficult to estimate the amounts be-
ing spent by PHS for research into psychosocial
risk factors. As shown in table 17, research on
psychosocial factors (item 8 in the table) consti-
tutes a relatively small amount of total fiscal year
1985 resources for AIDS (2. 1 percent of the budg-
et, equal to $1, 949, 000). Furthermore, this cate-
gory, as defined by PHS, includes research both
on the psychosocial consequences of AIDS and
on psychosocial factors which might contribute
to its development. Possible psychosocial risk fac-
tors for AIDS include life stress, exhaustion,
health habits, depression, anxiety, coping mech-
anisms, a sense of helplessness, and the loss of
social support (see, e.g., 8, 35, 95, 110) .

Several studies of psychosocial risk factors and
consequences of AIDS are being supported by
NIMH (see app. D). The investigation of psycho-
social factors has also been incorporated into epi-
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Table 16.—Changes in Funding for PHS AIDS Activities Anticipated After Discovery of AIDS Etiologic Agent*’
(thousands of dollars)

Fiscal year 1984

Fiscal year 1985

Appropriate ion Obligation

(Public Law 98-139) respread after
Activity before discovery discovery’

President’s budget

Before
discovery

After
discovery

1. Etiologic agent and cofactors:

ADISCORIY . o v et 2400

b. Confirmation and extension of
observations on causative agent and
discovery of role of confections and

ofactors . ... 6
2. Development and evaluation of blood tests:

a Developnent. . . . ... 6

b Baluation . . .. ... 1

oSureillance . ... 6

4. Epidemiological studies (to determine natural
history of AIDS) . . . . . .. 27
5. Development of evaluation of vaccine
(including animal model) . . . . . .. .. ... ... ... 3
6. Studies of therapeutic intervention:

RS, . 7

b. Opportunistic infections . . . . .. ... ....... 10

7. Inmunologic studies . . . . . ... ... ... 6

8. Psychosocial factors. . . . . ... .. ... .. 1

9. Simian AIDS .. . ... 4

10. Prevention of transfusion-related AIDS . . . . . . 0

11. Bioethics and biosafety . . . .. ... ... ... .. ... 0

12. Information dissemination/public affairs . . . . . 2
PHStotal . .. ... ... ... ... ...... 1000/0

$10,697 130/0 $ 6,357

2,949 8 4,010

2,949 5 2,309
559 4 1,895
3,100 6 3,092

13,756 32 16,279
1,417 3 1,477

3,414 7 3,414
5,183 10 5,212
3,023 6 3,023
709 1 709
1,808 4 1,808
22 0 22
168 0 207
964 2 964

$50,778 10000 $50, 778

100/0 $ 5,654

1 689

5 2,932

5 3,109

6 3,260
38 21,231
4 2,237

8 4,471

9 5,149

6 3,238

2 1,009

3 1,791

1 550

0 260

_ 2 973
100% $56 , 553

50/0 $ 2,797

6 3,337
3 1,553
6 3,175
6 3,260
40 22,651
5 2,554
8 4,337
9 5,247
6 3,238
2 1,009
3 1,612
1 550
0 260
2 973

1000/, $56,553

Notes

a Figures are approximate and represent calculations before passage of the supplemental appropriation for fiscal year 1984 and the appropriation for fiscal year 1985
bSource: U s Department of Health and Human Services, “AIDS Public Health Service Total” xerox copy provided by W H Litle, Office of the Assistant Secretary

for Health, sheets dated July 27, 1964, and Sept 11, 1964.

CAfter lhediscovery of HTLV-I11 as th,probable et iologic agent for AIDS, the remaining $29, 106,000 available for obligat ions for Various activities was redistributed

or ‘respread” among the activities

Table 17.—Funding for PHS AIDS Activities by Type of Activity, Fiscal Years 1984 and 1985°(thousands of dollars)

Activity

Fiscal year 1984 obligation

as of 9130/84

Fiscal year 1985 appropriation

1. Etiologic agent and cofactors:

A DISCOVRTY v v e e e e

b. Confirmation and extension of observations on
causative agent and discovery of role of

confections and cofactors . . . .. ... ... ... ... ...,

2. Development & evaluation of blood tests:

a Development . . . ...
boBvaluation . .. ... .
3SUrveillance . . .

4. Epidemiological studies (to determine natural

history of AIDS) . o o

5. Development and evaluation of vaccine (including

amimal model) . . ...

6. Studies of therapeutic intervention:

RS .

b. Opportunistic infections . . . .. ... ...... ... ..., ..

7. Imunologic studies . . . . . . ...
8. Psychosocial factors . . . . . . ...
G Siman AIDS. . .
10. Prevention of transfusion-related AIDS . . . . . . .. ... ..
11. Bioethics and biosafety . . . ... ... ... ..
12. Information dissemination/public affairs . . . . . . .. ...

PHS total . . . . . ..

8.20/0 $5,058 -
12.6 7,732 14.90/0
1.7 1,070 1.9
1.7 1,066 4.9
4.5 2,772 4.7
31.9 19,600 26.0
4.7 2,879 12.7
6.3 3,852 8.8
8.1 4,957 6.0
11.0 6,753 10.1
1.8 1,105 2.1
4.2 2,589 2.7
0.9 522 0.9
0.1 82 0.2
2.3 1,423 4.1

100% $61,460 100%

$13,804

1,754
4,569
4,400

24,119
11,776

8,158
5,554
9,444
1,949
2,546

882

144
3,827

$92,926"

Notes

aSource: £ N Brandt, . , Assistant gecretary foHealth Public Health Service, u . Department of Health and Human Services. Washington, DC. letter to Off ice Of

Technoloay Assessment, U.S. Congress, Dec 20, 1964
bExcluding $45 million for CDC virology lab.
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demiologic studies being conducted under the aegis
of other agencies. Thus, for example, NIAID’s pro-
spective study of 5,000 apparently healthy gay
men in five cities has incorporated some psycho-
social items (depression, life satisfaction, self-
-esteem, social support, sense of control) into its
basic questionnaire, and grantees are free to de-
velop additional questions. However, most of the
research on risk factors concentrates on factors
other than the psychosocial: cytomegalovirus,
Epstein-Barr virus, herpes virus, hepatitis, the
iatrogenic effect of steroids and other medicines,
alcohol and other recreational drug use, smok-
ing, sexual practices, ethnicity, and particular
underlying diseases (165).

As shown in table 18, all of the PHS agencies,
except FDA and HRSA, are involved in the in-
vestigation of confections and cofactors (item 1b)
and in epidemiologic studies to determine the nat-
ural history of AIDS (item 4). Further details on
the proportion of resources being devoted to the
various AIDS activities by each agency, including
cofactors and epidemiologic research, are pro-
vided in appendixes C and D.

Treatment

Tables 17 and 18, and appendix C, indicate the
relative proportion of PHS resources being de-
voted to research on treatment. As shown in table
17 (item 6), the most recent calculations indicate
that 14. 8 percent ($13, 712, 000) of the AIDS budg-
et for fiscal year 1985 was to be used for studies
of therapeutic intervention (8.8 percent for AIDS
and 6 percent for opportunistic infections). These
include studies of the drugs suramin, ribavirin,
pentamidine, and dapsone; the use of polyamine
inhibitors to control cytomegalovirus infections;
and the use of interferon and interleukin-2. They
do not include the study of psychosocial factors
related to treatment, which are included in the 2.1
percent of the budget allocated to psychosocial
factors (item 2 in table 17). The PHS emphasis
has been on studies of biological treatment. In ad-
dition, except for the treatment given to AIDS pa-
tients at the NIH Clinical Center and the benefits
patients gain from certain PHS activities (e.g.,
public education efforts directed at health care
workers, the funding of researchers in extramural

hospitals), no PHS funds have been allocated to
the treatment of AIDS patients per se. The NIH
Clinical Center is a research hospital to which pa-
tients are admitted on the basis of ongoing pro-
tocols, not need for treatment. The role of Fed-
eral agencies other than PHS in obtaining money
for treatment for individual patients is discussed
in the “Related Issues” section below.

Public Education and Prevention

In the past, relatively little money was allocated
to public education about AIDS. Between 1984
and 1985, however, the amount allocated for such
activities in the PHS agencies more than doubled,
from $1.4 million to $3.8 million, most of it for
CDC (item 12 in tables 17 and 18).

The AIDS budget of the Office of Public Af-
fairs in OASH, where much of the public educa-
tion has taken place, is scheduled to decrease to
$120,000 in fiscal year 1985, from $200,000 in
fiscal year 1984. PHS’s public education activi-
ties are discussed further in the “Related Issues”
section below.

PHS View and OTA Conclusions

In general, PHS believes that OTA’s review of
resources for AIDS is overly critical, especially
with respect to fiscal year 1985. In his response
to the first draft of this report, Assistant Secre-
tary for Health Brandt said that OTA failed to
give adequate credit to PHS for the “massive ef-
fort” it has mounted in response to the AIDS prob-
lem. “Although it is true that each of the PHS
agencies has had to make readjustments and re-
allocations of its resources, ” the Assistant Secre-
tary wrote; “we have nevertheless been successful
in mounting a coordinated attack in the fight
against AIDS. | assure you that adequate funds
have been appropriated for fiscal year 1985 to per-
mit the PHS agencies to carry out all of the AIDS
requirements which have been presented to me”
(22). More specifically, PHS agencies whose com-
ments were transmitted by the Assistant Secre-
tary stated that other activities will not suffer from
a reallocation of resources to AIDS activities in
fiscal year 1985, that the fiscal year 1985 mix of
AIDS activities is appropriate to meet require-
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Table 18.—Funding for PHS

AIDS Activities by Type of Activity and Agency, Fiscal Years 1984 and 1985°
(thousands of dollars)

Activity

Fiscal year Fiscal year
1984 obligation 1985

as of 9/30/84 appropriation

Activity

Fiscal year Fiscal year
1984 obligation 1985

as of 9/30/84 appropriation

1. Etiologic agent and cofactors:
a. Discovery
cbce
NIH:
NCI
NINCDS

T o t a |
b. Confirmation and extension of

observations on causative agent
and discovery of role of coinfec-

ions and cofactors:
ADAM HA

c D C

NIH:

D R R

NCI

NEI

NHLBI :
N I A I D

Total
2 Development and evaluation of
blood tests:
a. Development:
cC D C
NIH:
DRR
NCI
NHLBI

Total
b. Evaluation
cbDC
F D A
NIH:
NHLBI ,
NINCDS

T o t a |
3. Surveillance:
cDC
NIH:
N C |

Total

4. Epidemiological studies (to determine

natural history of AIDS):

ADAMHA
cbc
NIH:

DRR

N C I

NEI

NHLBI

NIAID

NINCDS

Total . . . . . ..
5. Development and evaluation of vaccine

(including animal model):
cbcC
FDA
NIH:
NCI
NIAID
NINCDS

Total.

$3,330 -
1,373 -
355 -
5,058 —
1,036 $ 685
1,403 3,210
71 95
3,929 8,058
25 150
483 422
785 1,184
7,732 13,804
650 1,244

7 9

111 203
302 298
1,070 1,754
471 1,018
- 3,270
555 195
40 86
1,066 4,569
2,732 4,335
40 65
2,772 4,400
688 648
2,710 4,068
1 —_
4,098 5,177
19 135
3,513 7,044
8,449 6,788
o 122 259
S 19,600 24,119
500 516
- 4,660
1,582 4,955
706 1,458
91 187
2,879 11,776

6. Studies of therapeutic intervention:
a. Al D S

F D A

NIH:
DRR
NCI
NHLBI Do
N | A | D
N | D R
N I N C D S

Total
b,cﬁ)daportunislic infections:

NIH:

NINCDS

Total

7.Jmmunologic

CDC

NIH:

DRR e

NC

NIAID

NI1DR

Total .,

8. Psychosocial factors:
A D A M H A
NIH:

D RR
NITAID
NINCDS

Total .,
9. Simian AIDS:
NIH:
D R R
NCI
NIAID
NINCDS, . . . . .,

Total

studies:

10. Prevention of transfusion-related AIDS:

cbcC

NIH:
NCI.
NHLBI

Total
11. Bioethics and biosafety:
cbcC
NIH:
NCI e
NHLBI .. L
Total
12. Information  dissemination/public  affairs:
cDC
NIH:
NCI . . oo
NIAID

Total,
PHS Total

798 895
132 222
1,759 2,817
- 800
1,113 3,117
- 206

50 101
3,852 8,158
250 186
274 244
170 298
16 15
4,124 4,725
81 -

42 86
4,957 5,554
300 32
121 167
2,612 3,695
3,720 5,345
- 205
6,753 9,444
1,067 1,479
4 5

34 34

- 431
1,105 1,949
746 989
850 1,403
183 154
810 -
2,589 2,546
500 707
22 50

- 125
522 882
54 124

10 20

18 -

82 144
850 3,260
71 110
502 457
1,423 3,827
$61,460 $92,926°

Notes:

agource: g, N, Brandt, Jr., Assistant Secretary for Health, Public Health

tn Office of Technol0q¥ Assessment, U.S. Congress, Dec. 20,
or CDC virology lab. Includes $8.3 mi

bExcluding $4.5 million

1984, _ _
llion for FDA which has not yet been obligated.

Service, U.S. Department of Health and Human Services, Washington, DC, letter
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ments, and that planning for AIDS activities has
been impeded by the rapidly changing problem
of AIDS and related investigations rather than by
inadequate resources, although “perhaps planning
could have been improved if resource availabil-
ity had been known at the onset. ”

PHS agencies also commented on the five “open
issues” that OTA identified in the introduction to
this section. With respect to the first issue, the ex-
tent to which progress in other disease areas has
suffered as a result of diversions to AIDS activi-
ties, the comment from PHS was that “other dis-
ease areas have not necessarily suffered as a re-
sult of the increased emphasis being planned on
AIDS” and that “what we learn from AIDS will
have significant importance in other areas, with
far-reaching benefits for our research on numer-
ous disease conditions. ” Further, the NIH will be
able to fund 1,500 more new and competing re-
search grants (for a total of 6,500) with its fiscal
year 1985 appropriation, providing “momentum
across the entire research base.”

Commenting on the second issue, the wisdom
of limiting the priority status of AIDS primarily
to biological research, Assistant Secretary Brandt
stated that “the effort has never been exclusively
limited to this priority.” He pointed out that only
about half of ADAMHA'’s AIDS activities in fiscal
year 1985 will be for biomedical research and that
the AIDS activities of CDC primarily support
nonbiomedical research activities (i.e., laboratory
investigations, surveillance, epidemiologic studies,
technology transfer, information dissemination,
and programs on disease prevention and control).
He also stated, however, that “a concerted effort
in public education or in areas such as psychoso-
cial factors cannot take place until we have dis-
covered, through biomedical research, the an-
swers we must have to the numerous questions
involving this puzzling disease. ”

As for the manner in which limited resources
can be allocated among agencies, the response

‘Subsequent to the Assistant Secretary's letter, it was reported
that the Office of Management and Budget (OMB) plans to reduce
NIH’s fiscal year 1985 competing grants from 6,526 to 5000 by
obligating funds for 1,526 grants in fiscal year 1985 but not actually
spending the money until fiscal year 1986 (FDC Reports (“The Blue
Sheet”) I:P&R-1, Jan. 9, 1985).

from PHS was that because Congress appropri-
ates funds by agency, PHS does not have the abil-
ity to reprogram funds between its agencies. Nev-
ertheless, the Assistant Secretary noted, PHS has
consistently placed a high priority on AIDS. NIH,
for example, has allocated approximately $9 mil-
lion of its fiscal year 1985 appropriation increases
to expand AIDS activities.

Assistant Secretary Brandt’s response to the
problem of personnel ceilings in PHS agencies was
that while personnel resources are always limited
and difficult decisions must be made, “careful
management” can “minimize the impact on science
and other AIDS activities. ” The Assistant Secre-
tary further noted, with respect to the problems
NCI and NIAID are experiencing, that “there

is... a provision for exceptions to be granted
by the Director, NIH, to these restrictions for
high-priority needs. AIDS is considered a high
priority. ”

Finally, with regard to the issue of the extent
to which PHS agencies will be able to pursue
AIDS work adequatel, in the face of further cut-
backs, the PHS response was that “it is difficult
to predict any actions to be taken in the future, ”
but “as long as AIDS continues to be a high pri-
ority health problem, PHS will continue to assign
it a high priority and allocate the necessary re-
sources for its support. ” Assistant Secretar,
Brandt pointed out that at NIH there has been a
42-percent increase for AIDS from 1984 to 1985,
as compared to a 14-percent increase in total ap-
propriations for the seven participating institutes.
Greater increases for AIDS research relative to
non-AlIDS activities, Brandt noted, are apparent
at “most” of the other agencies.

OTA concludes that although PHS has indeed
undertaken a massive effort and made significant
accomplishments, the statement that AIDS is
DHHS’s number one health priority has not
always been supported by financial and person-
nel resources. The responsibility for this situation,
however, appears not to rest with the Office of
the Assistant Secretary in PHS, but instead to re-
flect decisions made at higher levels of the Fed-
eral Government. The Administration has not
pursued an appropriation for the Public Health
Emergency Act, choosing instead to rely on se-



a7

curing appropriations for individual PHS agen-
cies from Congress. Although insufficient and
uncertain distribution of resources has not been
the sole cause of delays or inadequacies in PHS
AIDS research, surveillance, and service provi-
sion, it has resulted in at least inadequate plan-

RELATED ISSUES

This memorandum is primarily focused on the
biomedical questions surrounding AIDS and the
ways in which PHS has attempted to address these
questions. Several related issues that also deserve
mentioning, however, are those that involve con-
fidentiality and informed consent, prevention of
AIDS through education on the risk factors asso-
ciated with the disease, and financing for the clin-
ical and supportive services that AIDS patients
require.

Confidentiality and Informed Consent

AIDS has been described as a “legal emergency”
as well as a medical crisis (49). Much of the con-
cern centers on discrimination experienced by
members of high-risk groups, especially gay men
and intravenous drug abusers ( 124) . (Private con-
sensual homosexual activity is illegal in 23 States
and the District of Columbia (17). ) There have
been reports of discrimination in housing, em-
ployment, health or life insurance coverage, or
in the receipt of medical or dental care, not only
against AIDS patients but also against those
thought to have AIDS.

Two sections of the Public Health Service Act
have been used to protect confidentiality in fed-
erally sponsored research. Section 242a of the act
(42 U.S.C. section 242a) authorizes the Secretary
of DHHS to protect the privacy of individuals par-
ticipating in research on mental health, including
research on the use and effect of alcohol and other
psychoactive drugs, by: 1) withholding from all
persons not connected with the conduct of such
research the names or other identifying charac-
teristics of such individuals; and 2) prohibiting
persons authorized to protect the privacy of such
individuals from being compelled to identify them
in any Federal, State, or local civil, criminal, ad-

ning, increased competitiveness among agencies,
inadequate attention to certain areas which are
perceived by many to be important (e.g., public
education and prevention), and a diversion of at-
tention from other critical health areas.

ministrative, legislative, or other proceedings.
(Thus, for example, section 242a has been used
to protect the confidentiality of participants in
NIAID’s five-city study of the natural history of
AIDS.)

Section 242m(d) of the Public Health Service
Act (42 U.S. C. section 242 m(d)) provides that
information may not be used for any purpose
other than the purpose for which it was supplied
unless consent has been given. Assurances of con-
fidentiality based on this section were issued by
CDC inJuly 1984 to cover the agency’s surveil-
lance work, and epidemiologic studies and studies
of transfusion-related AIDS are being reviewed
by CDC for possible application of section 242m(d)
to these areas.

These two sections of the Public Health Serv-
ice Act apparently cannot cover all AIDS re-
search. Section 242a applies only to mental health
research or research into drug or alcohol use. Sec-
tion 242m(d) is applicable only to the Centers spe-
cified in the statute (i. e., the National Center for
Health Statistics, the National Center for Health
Services Research, and the National Center for
Health Care Technology). CDC has applied sec-
tion 242m(d) to its surveillance activities, because
they are similar to the functions and purposes of
the activities carried on by the National Center
for Health Statistics and because both CDC and
the National Center for Health Statistics are
funded in the same way (113).

These limitations of existing statutory assur-
ances of confidentiality have led to a proposal by
the National Gay Task Force and Lambda Legal
Defense and Education Fund to expand section
242m(d) to cover AIDS-related research and sur-
veillance undertaken directly or indirectly by PHS
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(113). The need for such a statute will increase
if members of high-risk groups fail to present
themselves as research subjects (as some gay orga-
nizations have advised), fearing breaches of con-
fidentiality.

Closely linked to concerns over confidentiality
is the issue of informed consent. For example, the
National Gay Task Force has stated that if confi-
dentiality is to have any real meaning, research-
ers must contractually obligate themselves to the
research subject not to disclose identifying infor-
mation, and that this objective can be accom-
plished by requiring the researcher to use a strong
consent form containing such a guarantee (113).

Until assurances of confidentiality can be given
for all AIDS-related research, informed consent
may require that research subjects be told that
such assurances cannot be guaranteed. This was
an issue in drafting the consent form for the
NHLBI study in which serum samples of 200,000
voluntary blood donors are being collected so that
they can be tested for the presence of antibodies
to HTLV-III. The wording in the informed con-
sent document that was forwarded to the Institu-
tional Review Boards of the blood centers in-
volved in the study and whose use PHS recom-
mended, was as follows: “Only authorized staff
of this institution and members of the research
team are expected to have access to the informa-
tion relative to my test; however, officials of the
Food and Drug Administration or others author-
ized by law may require access to this informa-
tion” (167) .

Another informed consent issue that arose in
drafting the consent document for the NHLBI
blood donor study was the significance of a
positive test for the presence of antibodies to
HTLV-III. (As stated earlier in this memorandum,
aside from indicating exposure to HTLV-III, the
implications neither of a positive test nor of a neg-
ative test are known. ) The document that was sent
to the blood centers for their use stated: “The sig-
nificance of the presence of the antibodies and the
reliability of the method used to detect them are
not known at this time. If my blood is tested and
if these antibodies are detected, | will be informed
of the results and offered further testing to clarify
their meaning” (emphasis in original) (167) .

One commentator has concluded that the un-
certainty surrounding the blood test meant that
“neither respect for persons nor beneficence allows
us currently to disclose the antibody test results
to the subject or others. Research subjects should
be promised a detailed explanation of their status
when that information is validated” (116). Other
commentators, assuming that it would violate the
same set of ethical principles (respect for persons
and beneficence) for research subjects or blood
donors to remain unaware of the information, de-
spite its uncertain implications, have described the
disclosure of HTLV-III antibody test results as a
guestion of “how,” not “if” (4,37).

Blood banking and commercial plasmapheresis
organizations are currently grappling with the
social and ethical issues surrounding the imminent
availability of the blood test. One concern is that
if the test is initially available only at blood banks
and plasmapheresis centers, gay men will present
themselves as donors in order to learn the results
of the tests on their blood. Because of the dangers
to the blood supply and the added expenses of
screening and not using blood that tests positively
for antibodies to HTLV-III, there have been sug-
gestions that the test be made available at a low
cost through health centers in high-risk areas.

The questions for blood banks are many. Should
registries of HTLV-1II antibody-positive donors
be maintained? Should donors be listed separately
as HTLV-III positive, or should they be aggre-
gated with others deferred for different health rea-
sons? What should recipients of blood products
from donors who are HTLV-III antibody positive
be told? (See previous box on PHS recommen-
dations for screening blood and plasma donations
for recommendations on notification and confi-
dentiality. These recommendations were ad-
dressed by an ad hoc group convened jointly by
The Hastings Center, a bioethics organization,
and the American Blood Commission in January
1985 (5).)

Other concerns about the blood test involve its
potential use by employers, the military, the im-
migration service, health insurers or others.
Should a private insurer, for example, be allowed
to use a positive test result as evidence for denial
of benefits because AIDS was a “pre-existing con-
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dition”? Should a positive result be the basis for
the dismissal or transfer of a food handler or the
transfer of a prisoner to an isolated section of the
prison?

A task force convened by The Hastings Cen-
ter recently reviewed Federal, State, and local
statutes as they applied to information gathered
for use in AIDS treatment, research, surveillance,
and scientific and program audits. One of its con-
clusions was that “administrative and statutory
safeguards should be created at Federal and State
levels to prevent both unjustifiable voluntary and
involuntary disclosure of personally identifiable
data.” The task force found that “(t)he strength
of State and local protections . . . is unknown,
since they have not been challenged in court by
Federal authorities” ( 10) . Its report also contains
specific recommendations on institutional policies
regarding who should have access to what kinds
of data; what kinds of patient identifiers would
be appropriate; how to balance the tensions be-
tween the desire for confidentiality and public
health reporting requirements; and what degree
of variability in these policies is appropriate across
various legal jurisdictions, research institutions,
and public health bodies.

The Office of Protection from Research Risks
(OPRR) is the NIH agency responsible for oversee-
ing human subjects research. In general, the pol-
icy of OPRR is to provide to local Institutional
Review Boards guidance on informed consent pro-
cedures, rather than to establish central Federal
direction, or models of informed consent forms
(98). Officials from OPRR have stated, however,
that legislation providing guarantees of confiden-
tiality might begin to be considered.

Prevention Through Education

In spite of the discovery of the probable cause
of AIDS, prevention through education remains
the primary means of restricting the spread of this
disease. Effective treatment and especially preven-
tion of infection through vaccines represent dif-
ficult technical objectives yet to be achieved.

PHS has focused its educational efforts on phy-
sicians and other health professionals, leaving
education of high-risk groups largely up to the

leadership of the groups themselves. (Appendix
D provides details about PHS public information
activities. )

Efforts at direct public education have included
the AIDS hotline, the Facts About AIDS newslet-
ter, partial funding of a public television docu-
mentary, NIH radio programs, a videotape about
AIDS, periodic announcements by DHHS Secre-
tary Heckler, and the publication of booklets
(147,148). The most direct advice on risk reduc-
tion has been published by CDC in two sets of
interagency prevention recommendations, the
latest in anticipation of the blood test to detect
antibodies to HTLV-11I (153,159; see box 2-B be-
low for precautions recommended by PHS for in-
dividuals likely to have an HTLV-III infection).
Reprints of PHS interagency precautions have
been distributed to community health centers,
other health facilities and drug treatment centers.
NIDA has reprinted AIDS materials and gener-
ated materials of its own for distribution to drug
abuse treatment and counseling centers.

Efforts directed at health professionals include
CDC'’s conferences for health care professionals
and State health agencies. CDC is cosponsoring
a major international conference on AIDS in April
1985 with nearly a thousand participants ex-
pected. PHS has developed videotapes and a
booklet (149) directed to health care workers and
others who might come in contact with AIDS pa-
tients as a consequence of their employment (e.g.,
court officers, prison officials, morticians). NIMH
is developing a booklet on Mental Health Impli-
cations of AIDS, and its Center for Prevention
Research cosponsored a meeting on the Psycho-
social Aspects of AIDS in December 1984. NIAID
has established an outreach program to transmit
the latest technical advances in AIDS research to
primary care physicians and allied health person-
nel. State and local health agencies in particular
have played a role in distributing information
about AIDS, including advice about prevention,
to their communities. A DHHS-funded U.S. Con-
ference of Mayors’ survey of local, mostly gov-
ernment, groups found that 40 percent of the ma-
terial distributed had been prepared by the Federal
Government (143).

Perhaps the most controversial aspect of pre-
vention through public education has been the
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Box 2-B.--PHS Recommendations for Individuals Likely To Have an HTLV-III Infection

An individual judged most likely to have an HTLV-III infection should be provided the following
information and advice:

1.

[ Y

10.

. Although as:mptomtic‘ these indwiduals may tramm:t HT

- Refrain f.rom donating blood, plasma, ‘body organs, oth txssuc,

. Lnerelsansxoruuecmlgomem

. Devices that have punctured the skin, suchashypodermicanda

The prognosis for an individual infected with HTLV-III over the long-term is not known. How-
ever, data available from ﬁudies conducted among homomnl men mdkate that most persons

will remain infected.

1 V-Qi m othe;'s medical_
evaluation and follow-up-is advised, especially for mdwidullﬁ who. developms or symptoms
suggestive of AIDS.

by sexual infercourse, sharing of needles, and possibly, expo-

sure of others to saliva through 0 Hﬁ‘emtal contact or intimate kissing. The efficacy of con-
doms in preventing infection V-III is unproven, but the consistent use of them may
reduce transmissiont,

Y I SRPLTAG A, Aoy

. Toothbrushes, razors, or o!her implements that could beccme ccntaminated with blood should

not be shared.
Women withaseropositxvetest or women whose sexual panneris '{ ~
atmmasedridcohmuirkuAIDS If they become pregnant, timiroffﬂtinzdteahgatinmmd

risk of acquiring ADS,. . T T T

. After accidents resulting | in bleedmg contammated surfaces should be cleaned with household

bleach freshly diluted 1:10 in water.
e needles, should be
steam sterilized by autoclave before vquse or safely dmcarded Wlmever possible, disposable
needles and equipment should be used

When seeking medical or dental care for intercurrent iﬁneos ‘these persons should inform the

 individuals responsible for their care of their positive antibody 1 status 0 that appropriate evalua-

tion can be undertaken and precautions taken to prevent tra >n to others.

Testing for HTLV-III antibody should be made available to individuals who may have been
infected as a result of their contact with a seropositive person (e.g., sexual partners, persons
with whom needles have been shared, infants born to seropositive mothers) Revised recom-
mendations will be published as additioaal infomatmn becénies avaﬂable and additional expe-
rience is gained with this test.

Reported by Center S for Disease Control; Food and Drug Administration; Alcohol, Drug Abuse,
and Mental Health Administration; National | nstitutes of Health; Health Resources and Services Admin-

istration.
SOURCE: US. Department of Health and Husian Services, Public Health Service, Centers for Dissise Control. “Provisional Inter-Agency Recom-

mendations for Screening Donated Blood and Plasma for Antibody to the Virus Causing Acquired Immunodeficiency Syndrome,” Mor-
bidity and Mortality Weekly Report 34:1-5, Jan. 11, 19SS.

provision of advice to gay men and intravenous
drug abusers. One reason may be that providing
advice on preventive practices may be viewed as
condoning bisexuality, homosexuality, or intra-
venous drug abuse. Another has been that not
enough was known to support definitive guide-
lines. Too, there is some concern that gay men
may be wary of advice from the Federal Govern-
ment, believing it to stem from a bias against
homosexuals or to be based on insufficient medi-
cal knowledge (76). Despite remaining questions,

there are preventive measures to which all par-
ties agree. The use of condoms, while not assur-
edly protective against AIDS transmission, does
provide some protection against sexually trans-
mitted diseases. Likewise, the use of disposable
or sterilized rather than shared or otherwise con-
taminated needles for intravenous drug use will
almost certainly reduce transmission. These con-
siderations are mentioned very briefly in the PHS
brochure aimed at gay and bisexual men ( 148) and
are mentioned more explicitly in the recent PHS
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recommendations. Brochures designed by gay or-
ganizations (69,112,128) have provided much
more explicit and practical advice on the relative
safety of various sexual practices.

Rather than funding local groups directly, PHS
has funded the U.S. Conference of Mayors to act,
among other things, as a distribution channel for
PHS-developed materials. The Conference of
Mayors’ role has been expanded to provide risk
reduction and blood test information through gay
community groups. Fiscal year 1984 appropria-
tions provided $150,000 to be used for preven-
tion projects of community groups; funding deci-
sions for specific projects will be made in early
calendar year 1985 (75). Fiscal year 1985 funding
for the Conference is anticipated to be $200,000.
In addition, CDC is expanding its support of re-
search to evaluate education efforts (e.g., changes
in sex practices and number of partners, changes
in drug use) by both private and public groups,
a research area which NIMH is also supporting.

As noted earlier, about 4 percent of the PHS
AIDS budget (exclusive of the Office of Public Af-
fairs in OASH) for fiscal year 1985 was allocated
to public education, compared to 2 percent in
fiscal year 1984 (see tables 17 and 18). One need
found by the U.S. Conference of Mayors’ survey
of local governments was for training and tech-
nical assistance in the community, particularly on
safe sex guidelines and the blood test (143). One
critic of PHS’s budget priorities questions the top
priority given to research, sees research and public
education working hand-in-hand, with each less
effective without the other, and concludes that in
the absence of effective interventions and treat-
ment therapies, the only option at this point is
prevention of the disease (92). Furthermore, a rep-
resentative of the National Gay Task Force has
stated (88): “The PHS knows how to target its
message to specific audiences—using the gay me-
dia would be no different but for the fear of be-
ing associated too directly with the gay commu-
nity . . . if the PHS is going to make a conscious
decision to leave prevention education to us, they
should at least provide some funding. ” Finally,
one AIDS researcher has observed (99a): “There
is an immense job left to do in public education
about AIDS risk. This need will certainly become

more evident and acute as the disease moves out-
side of existing risk groups and into the general
population in the next 2 years. At that time, con-
tinued education will be needed for those in the
risk groups about limiting contagion, as well as
for the general population in order to prevent
hysteria and give the public concrete recommen-
dations as to how to reduce risk of contraction.
It would be helpful if Federal funding sources an-
ticipate this trend and plan for such funding. ”

Financing of Clinical
and Supportive Services

Questions on financing of the clinical and sup-
portive services for AIDS patients and who should
be responsible for such financing have arisen re-
peatedly. It has been estimated that the cost of
caring for an average AIDS patient from diagnosis
to death is about $60,000 to $70,000 (109,117).

The Social Security Administration has two
programs which provide Federal assistance for
those disabled through illness. Both programs
apply to those who are unable to work because
of a physical or mental disability expected to last
at least 12 months or result in death. One pro-
gram, Disability Insurance (Title II), is for those
who have paid into Social Security; the other,
Supplemental Security Income, is for those who
have not paid enough into Social Security. These
tests can usually be met by AIDS patients. How-
ever, other factors complicate the process of meet-
ing eligibility requirements for financial assistance
and of obtaining coverage for clinical and sup-
portive care. First, there have been criticisms that
the use of the relatively conservative surveillance
definition of AIDS by CDC has delayed needed
financial assistance for patients not meeting this
definition of AIDS (83). Second, Federal and State
insurance programs generally reimburse for estab-
lished and standard treatments, while the most
important and promising treatments for oppor-
tunistic infections in AIDS are still in the experi-
mental stage (117). Finally, although admission
to a hospice might be appropriate or desired by
some AIDS patients, recently promulgated reim-
bursement regulations require that physicians cer-
tify that their patients are not expected to live
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more than 6 months before the Federal Govern-
ment will reimburse for care (24).

Additionally, the question remains as to which,
if any, government entities—local, State, or Fed-
eral—should be responsible for or share in cov-
ering the expenses that AIDS patients cannot meet

CONCLUSIONS

Accumulating evidence indicates that the re-
cently discovered retrovirus HTLV-III is the basic
cause of AIDS. As more has been learned about
HTLV-1II’S ability to cause disease, it has become
apparent that a broad spectrum of immunologic
and clinical responses can occur. Some persons
have been infected with few or no immunologic
abnormalities and no evidence of illness, others
have had severe effects on their immune systems
and developed fulminant and inevitably fatal
AIDS, while others have manifested responses be-
tween these two extremes. Associated risk factors
are under examination and will help in under-
standing why some people are able to resist in-
fection while others progress to different stages
of clinical illness.

Rapid advances in knowledge about HTLV-I1II
are being made possible because of previous
knowledge of the existence of a closely related
retrovirus (HTLV-I), recent advances in under-
standing the functioning of our immune systems,
the availability of recombinant DNA technolo-
gies, and tests based on immunologic and recom-
binant DNA principles. The new knowledge
about HTLV-I1II has led to an expanded and in-
creasingly precise cataloging of methods that
might be applied against HTLV-11I and associated
infections and tumors found in AIDS, and some
methods, such as drugs that might inhibit infec-
tion, are already being tried in limited clinical
trials. On the other hand, the discovery of HTLV-
111 as the primary cause of AIDS can also be seen
as only the beginning of focused efforts to con-
trol AIDS, and it remains to be seen whether the
knowledge that is gained can be used to develop
effective vaccines and therapeutic drugs within a
few years.

either directly or through their health insurance
coverage (123) . PHS’s potential contribution to
services coverage is limited, if not nonexistent.
Thus, discussions about possible Federal assist-
ance must include other entities in DHHS, such
as the Health Care Financing Administration.

Although DHHS has designated AIDS as its
number one health priority, in terms of financial
support, this priority has been implemented at
PHS and not at the Department level. The De-
partment’s position has been that funds for AIDS
activities should be transferred from other PHS
activities, and increases in funding for AIDS activ-
ities have come at the initiative of Congress, not
from DHHS. This has also been the case for per-
sonnel ceilings, with personnel allocated to AIDS
activities within the overall ceilings imposed by
OMB on DHHS, which in turn allocates person-
nel levels to PHS and its agencies.

The question of whether AIDS funds should
come out of existing PHS agency budgets or
whether such funds should augment agency budg-
ets is related to perceptions about: 1) whether
AIDS-related research is part of the overall mis-
sions of the PHS agencies involved, and 2) wheth-
er the AIDS epidemic is a sufficiently unique and
growing public health problem that it requires ad-
ditional resources. PHS agencies are involved pre-
cisely because their basic activities are relevant
to AIDS research, which also promises to extend
our understandin,of immune mechanisms and
the causes of cancer. Such research is attracting
many researchers for purposes in addition to find-
ing a solution to the AIDS problem. The issue,
therefore, is in deciding: 1) when other activities
are being curtailed too much because of fund
transfers from those activities to AIDS-related
activities; 2) when AIDS-related activities are be-
ing delayed because of wrangling over how much
funds are to be transferred and from which other
activities; and 3) when such fund transfers become
inadequate to fund AIDS-related activities. There
is probably no way to reach a consensus on when
these thresholds have been or will be reached.
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Aside from the issue of fund transfers and their
ability to meet AlDS-related research needs with-
out substantially retarding research in other pri-
ority areas, the allocation of funds and the sources
of those funds in themselves are important meas-
ures of priority-setting for addressing the AIDS
problem. On this point, while PHS has reacted
to OTA’s assessment by stating that the funds
PHS agencies have (including appropriations
voted by Congress and resisted by DHHS) are
adequate (22), PHS had previously asked for ad-
ditional funds (20), two NCI advisory bodies have
stated that more funds are needed (163, 176), and
numerous Federal and non-Federal researchers
have privately told OTA that additional funds
and personnel have been needed.

Another consideration that pertains to the ade-
quacy of resources devoted to AIDS-related re-
search is that research and development are go-
ing on internationally and within both the public
and private sectors. Thus, an examination of
PHS’s contribution to AlDS-related research pro-
vides an incomplete picture of the extent of activ-
ities and resources devoted to addressing the AIDS
epidemic. However, PHS’s activities are laying
down much of the foundation, and PHS investi-
gators have been indispensable and are extensively
involved in collaborations with non-Federal re-
searchers both nationally and internationally.

In contrast to AIDS-related research which is
international and involves both for-profit and
nonprofit investigators, there are other AIDS-
related activities that are domestic in nature and
which involve public health policy. These activi-
ties involve issues which could not be addressed
extensively within this memorandum primarily on
the biology of AIDS, but which were of sufficient
importance to be identified and raised briefly—
namely, prevention of AIDS through education,
financing of clinical and supportive services for
AIDS patients, and assurances of confidentiality
and informed consent.

Although significant advances have been made
in understanding AIDS, its primary cause, and
associated factors, it will be some time before this
biomedical knowledge can be expected to be trans-
lated into effective preventive and therapeutic in-
terventions. In the interim, and probably even if

biological remedies become available, prevention
through education on ways of minimizing expo-
sure to HTLV-III has the greatest potential of lim-
iting the spread of AIDS. So far, efforts to pre-
vent AIDS through education have received mini-
mal funding, especially efforts targeted at the
groups at highest risk.

Providing and assisting in paying for clinical
and supportive services is already a significant
problem in those areas of the country with rela-
tively large numbers of AIDS patients. This situ-
ation will worsen as the number of AIDS patients
increases and if new treatments prolong life but
do not restore health. The Federal response to date
has focused on the biomedical research aspects of
AIDS; thus, PHS has been given the primary re-
sponsibility for AlIDS-related activities. Increas-
ing demands for Federal support are inevitable,
but the potential contribution of PHS agencies to
providing and financing service needs is severely
limited by the nature of their responsibilities.
Thus, if the Federal Government is to respond to
the service needs of AIDS patients, Federal activ-
ities will have to expand beyond those attributable
to PHS and at a minimum involve other organiza-
tional units within DHHS. The allocation of re-
sponsibility between Federal, State, and local
governments will also have to be determined, and
legislation defining the Federal responsibility will
most likely have to be enacted.

A final related issue identified in this memo-
randum is that of confidentiality and informed
consent, first arising in the context of treatment
of AIDS patients and participation in AIDS-re-
lated research projects, and soon to be a major
concern as tests for evidence of exposure or in-
fection to HTLV-Ill become generally available.
Confidentiality safeguards can be improved with-
out sacrificing the surveillance needs of public
health officials and data sharing among research-
ers. Informed consent will be an especially diffi-
cult issue, because the first tests to be applied will
detect exposure to HTLV-I1I through the presence
or absence of antibodies. However, persons who
test positive will not be able to know whether they
are actually carriers of HTLV-III, whether they
will develop AIDS, or whether they are not in-
fected and will remain well.
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Appendix C.--Summary of Individual PHS
Agencies’ Obligations for AIDS Activities,
Fiscal Years 1984 and 1985

The tables in this appendix show estimated fiscal —National Heart, Lung, and Blood Institute,
year 1984 and 1985 obligations for AIDS activities for —National Institute of Allergy and Infectious
the Public Health Service (PHS) and for each of the Diseases,

PHS agencies listed below: —National Institute of Dental Research, and

¢ Alcohol, Drug Abuse, and Mental Health Admin- —National Institute of Neurological and Commu-

istration (ADAMHA). nicative Disorders and Stroke.

e Centers for Disease Control (CDC). The tables in this appendix were provided to OTA

® Food and Drug Administration (FDA). by W. H. Little, Office of the Assistant Secretary for

¢ National Institutes of Health (NIH): Health (OASH), Public Health Service, U.S. Depart-
—Division of Research Resources, ment of Health and Human Services. OASH obtained
—National Cancer Institute, the figures in these tables from individual agencies.

—National Eye Institute,
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1/04/835 AIDS

DIVISION OF RESEARCH RESOURCES
{dollars in thousands)

------- Ff 1984 Ff 1985

OBLIGATION OBLIGATION OBLIGATION OBLIGATION ~ OBLIGATION
APPROPRIATION AS 0F 9/30/8¢ APPROPRIATION AS OF 12/31/84 AS OF 3/31/85 AS 0F 6/30/85 AS OF 9/30/85

1. Etiolosic Asert and Co-factors:
a. Discovery . .
b, Conhrnhon and extensmn of observatwns on cwsatwe

wsent and discovery of role of co-infections and co-factors.. m %
Z.Develornent & Evaluation of Blood Tests:
3. Develorment ..uuuuiunienreniiiciraierierertiriirarirrarannnnns 7 9
D, Evaluation vuuuisveiiiiieirrreeerareneraeerisimniensrsssnnnens
3. Surveillance . -
4. Eridemilosical Studxes (to Determlne Natural History of AIDS) 201 |

5. Develorment 39 Evaluation OF Vaccine (includiny Animal Model)
b, Studies of Therareutic Intervention:

i. AIDS . e KRR 12 132 222
b, Omrtunlshc InfeCtlonS ..................................... 12 274 izl
7. 1amun0109iC StUdies.eisraveresennrsnirinsnsssssrarsnnnn. . ... . 121 167
8, Psychosocial Factors. ......ovvvv e 4 5
0.5 AIDS .iriiiit i s ereeees 730 746 989
10 Prevention of Transfusion-related AIDS . . . ... ..................
11, Bioethics andBiosafedy vevsvvsrernierennnnsans Crrrieriirenenes
12, Information Dissemination/ Public Affairs................... .

INSTITUTE TOTAL vuevennes vovnnvnnnes sonvasnenes srnnvens L7 1}356 17731

0/



1/04/85 AIDS
NATIONAL CANCER INSTITUTE
{dollars in thousands)

------- FY 1984 FY 1985
OBLIGATION OBLIGATION OBLIGATION OBLIGATION ~ OBLIGATION
APPROPRIATION (KOF 9/30/8 APPROPRIATION AS OF 12/31/84 5 OF 3131185 AS OF 6/301/85 S OF 9130185

1, Etiolesic Asent and Co-factors:

2 DESCOUAIY tuveniiiienrnvensisasnessaasnsnsas consnvsnsnransasss 11373 11373

b, Confirmation ind extension of observations on causative

asent and discovery of role of co-infections and co-factors. . 31929 31929 8:058

7 Develerment§ Evaluation of Bleed Tests:

a. Development ..ovvevvn it 0 ,0....00. . 11 il 203

D, EVAlUBLION vevvrsevinnnererssrssannns sasnasessssinsiiisisnes -
3. Surveillance ... vevveivnnssnisnssnaes . 40 40 65

4. Eridemilosical Studies (to Determine Na uvral History of AIDS) 4,098 4,098 52777

5. Development and Evaluation of Vaccinel ncluding Animil Model) 11543 11582 41955

6. Studies of Therapeutic Intervention:

8o DD L reriiereireereres errreees seaeeeeees vaes 11759 11759 2,817

b. Opportunistic Infections ......... 0,88, o0 ceiinnn, 170 170 298

T, Inmunol03ic SEUGIES vevvirvrnenve e e et s veenennrnnes o 21612 2612 31495

3. Povchosocial Factors seveessesissssnanassressosseaeeennnnnre..

9. SIRIAR AIDS wuviiiniin 330 850 1,403
10, Prevention of Transfusion-related AIDS . ... ... ... . . . 22 22 50
11, Bioethicsand Biosafety vovevevvivnineninrvnnenenen., 000 10 10 20
12, Infaraidion Dissemination; Pblicdffurs . . . . . . . .. ... ... 1 1 110

INSTITUTE TOTAL .o v vt virvinnesneee e et e s vrensannenens 16,588 161677 261851




1/04/85 AIDS

NATIONAL EYE INSTITUTE
{dellars in thousands)

------- Fr 1984 S 17—
OBLIGATION OBLIGATION ~ OBLIGATION OBLIGATION  OBLIGATION
ARPROPRIATION AS OF O/30/84 APPROPRIATION AS OF 12/31/84 AS OF 3/31/85 AS OF b/30/85 AS OF 9/30/85

1. Etielostc nvent and Co-factors?

B DISCOVEY .o e reaes
b. Confirmationind extension of observations on cawsitive
asent and discovery Of role of co-infections and co-fac ors . . 23 25 150

2, Development & Evaluation of Blood Tests:

2. Development wuvevsesee savnnaseans srnannrsree sensesasess saress

b, Evaluation . . . . . L L e e, seeees

3. SUNVEIANCE +evviviiieeernrinnnnraerressarrersssnnnnnarrrseess

4. Eridenilosical Studies (to Determine Natural History of AIDS) 18 19 135
5. Development and Evalvation of Vaccine tincluding AnimalModel)

b. Studies of Therarevtic Intervention:

2. AIDS evvenens Cerreesenii

b, Oreortunistic INfECHiONS. .. ... ot it s s 17 Ib 15
7. Iamnolosic STUIES. ... .ot i b reseraereeaenes

8. Psychosocial Factors. . ........coiiiiiii i o e

9. Siman AIDS iiiiiiiiieiiiiiiriiirsinees Ve e errrareree. s
10. Prevention of Transfusion-related AIDS ...... . ..,.%.,... .....
11, Bioethicsand Biosafety.........cvviiiii o e

12.  Information Dissemination/ Public Affairs. .. . vieevaens

INSTITUTE. TOTAL ...ttt eivesensmsasnensasisnnnsannnne 58 be 300

r74



1/04/85 AL

NATIONAL HEART, LUNG AND BLOOD INSTITUTE
{dollars in thousands)

------- FY 1984 ——mmmmmm o Y 198 e
OB INTION OBLIMITION  OBLIGATION OBLIGATION  OBLIGATION
APPROPRIATION P OF #3078 xoppopriaTION ASOF /31784 A e 331785 85 OF b/30/135 % OF 930185

1. Etielosic Asent and Co-factors:

2. DISCOVEY vevvivveniiiiiiiiiiiiiieiiniiinini SS.....
b. Confirmation and extension of observations on causmue "
asent and discovery of role of co-infections and co-factors . . 439 483 4zt
2. Develorment & Evaluation of Blood Tests: w0 - -
2. DEVEIODMEN +eveereronnrneeresesssvassneressensonsnnserensesss i L
b, Evalugtion .S0.007. iverirnrraienrnnenn. 061000 rris0200 410 55 1%
3. Surveillance . .
4. Eridemilosical Studies (to Determlne Nitura] History of ALDG) 3674 513 71044
5. Develorment and Evaluation of Vaccine (including Animl Nodel)
b, Studies of Therareutic Intervention:
. AIDS .., .. Sttt mrreeeires e e e e —— 800
b. Orrortunistic INFECEIONS - -byes™-cn tresunrnnes vinsiiininiin,
7. Iamunolosic Studies sievvsnnes P T T T e
8. Psychosocial Factors. . ......covvvvi e
9. Simsian AIDS . ceee090.0.
10, Prevention of Transfus on relaﬁed AIDS ........................ 125
11, Bioethics and Biosafely «esvesenrsssssrssrirerierinsrerisirinnes 18 18
1z, Information Dissemination/ PUblicAffairs. ..............oooee e
INST TUTE TOTAL -« « « o v v e e vvessnes svvssvens sivvsnnns 41890 heT1 8,884

€L




1/04/85 AIDS

NATIOWL INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES

{dollars in thousands)

------- Fr 1984

OBLIGATION

1. EticlosicAsent and Co-factors:

B0 DISCOVRIY tuuvernnvsnnrsnnernnnserrnnesrssnnes svassnnccnnssess
b. Confirmetion and extension of observations on tausitive
asent and discovery of role of co-infectionsand co-factors.. 11592

7, Develorment & Evalvation Of Blood Tests:

a. Develorment .. ...civveiiinirncnssninsvens Crriesnanes Ceeveranns

O V7 117 (T N Cervresireriianrarenes

3. SUNVEIIIANCE +vvveerrinrerrieierssinnnsssiennnsnssssansssne

4. Eridemilosical Studies (to Determlne Naﬁural History of AIDS) 71141
3. Develorment and Evaluation of Vaccine tincluding Animal Model) 1,085
6. Sludies of Therapeutic Intervention:

2. ADS tiriviririiiiirneaees e eer s ieraees 11460

b. Opportunistic Infect|ons ................ Cerriiiaes e 41443
7o Tomunolosic SUAIES.viusvrsrinneiiiriisssisineesnseninennsenss 21986
8, Psychosocial Factors vv.vevevaevass Cerreieee e e Kl
9. Simian AIDS ......... e sereertrrre T e et enaeaes Crrrraes 158
10, Prevention of Transfus on relaﬁed AIDS i, "
11, Bioethicsand Biosafety ....vevier suvervinnee sonnnsnnnne covenes
12. Information Dissemination/ Public AFRRIrS .., vov v ven vevrnnees 169
INSTITUTETOTAL  vvvsneeeneneveennsererrennrnssseerenans 191068

785

81449
706

11113
Hiz4
3720

183

11184

61788
11458

31117
4,725
51345

154

231262

OBLIGATION

fI 1285

OBLIGATION OBLIGATION
APPROFRIATION AS OF 9/30184 APPROPRIATION AS OF 1Z/31/84 AS OF 3/31/83 AS Of 6/30/85 AS OF 9130185

OBLIGATION




1/04/89

I, EticlosicAsent and Co-factors:

e DISCOVRIY tuvinrvrvarurensnsnnnssnsnsansnsses 1us Cereraraae cees
b, Confirmation and extension of ebservatiens on causative

asent and discovery of role of co-infectionsand co-factors ..

?  Development & Evaluation of Blood Tests:

3, Development vuvvierieiiiineiiiiiiiiii e

be BEvaAlUalion .vvvvviiiiiisiiiiiiisiaiisssssssssnisniisanrnnienns
3. Swrveillance.......,..0... .0.0,.. "
4, Eridenilosical Stud|esHo Determlne Natural Hxstorr ofMDS)
5. Develoraent and Evaluation of Vaccine (including fnisal Kedel)
&, Studies of Therarestic Intervention:

B AIDS tiiiiiriiirrirer e Cirersiesaees Cerrrrereiesen

b, Oprortunistic INFECLIONS «veverr civevirrisvassrinerensnnsens
7. Tamunolosic Studies .oove v crnreniniiiiiiiniiiniiinnn,
8, Psychosocial FaCtOrs v vevsvss svnunsesasinnernesansrininees
T
10. Prevention of Transfusmn related MDS ....................... .
11, Bioethics and Biosafety , vvvevr viariisnnsesnisirrnnssneanines
12, Inforsation Dissemination, Public Affairs ...ovvivivniivivnnnns
INSTITUTE TOTAL vivnsrnnansenronnnsss 00....... «ivvuane

AIDS
NATIONAL INSTITUTE OF DENTAL RESEARCH

{dollars in thousands)

------- FY 1984 FY 19S5
OBLIGATION OBLIGATION OBLIGATION  OBLIGATION ~ OBLIGATION
APPROPRIATION AS OF 9/30/84 APPROPRIATION AS OF 12/31/94 AS OF 3/31185 43 OF 6/30/85 A5 OF 9/30/85

06
30 81

205
30 31 AN

G/




1/04/85 AIDS

NATIONAL INSTITUTE OF NEUROLOGICAL AND COMMUNICATIVE DISORDERS ANDSTROKE
(dollarsin thousands)

------- F1 1984 FY 1985
OBLIGATION OBLIGATION OBLIGATION OBLIGATION  OBLIGATION
APPROPRIATION AS OF 9/30/84 Appropriation AS OF 1Z/31/84 &S OF 3/31/85 A5 OF b/30/85 AS OF 9/30/85

1. Etiolosic Asent and Co-factors:
B DISCORRY vivrninns N 603 355
bh. Confi rmatlon and extens on of observatlons oncwsahue
asent and discovery of roleof co-infectionsand co-factors,,
7. Develorment & Evalvation of Blood Tests:

i. Development ..*,,,.,,, ceevenes e rsierrierererrereieereerne

b. Evaluation covvivvviniinnnn. Creresrerieas e . 40 86
3. Surveillance vvovevevecnsns e iy serrrrreereree

4. Erideailosical Studies (toDeteraine Natural History of AI DS 22 59
5 Development andEvalvationof Vaccine{includins AnimalMode ) 91 187
4, Studies of Therapeutic Intervention:

o ADS v, Chererreanens veere o 50 101
b, Oprortunistic Infections ......... cerraes Creerieeeesiiaeee e & 86
T, Tamunolosic STUATES treeverre vovrrvenrmnssenssss tnmsmrs ey sens

8, Psvchosocial Facors uvvvieins srvivnninne sinnevennes cennnennes 431
9. Simian AIDS ....... et eirirreirireeteriattttataterastrrrrans 944 810

10, prevention of Transfusion-related AIDS «vevverren veerunennos wu
11, Bioethics and Biesafely veovvnn v+« v v o &
Z,  Information Disseainabion/ Public Affairs

INSTITUTE TOTAL ..... veaes renees B TP 19547 1,310 19150

9



Appendix D.—Individual PHS Agencies’ and OASH Office

of Public Affairs' Anticipated AIDS-Related Grants and
Activities, Fiscal Year 1985 and NIH AIDS Projects
Funded in Fiscal Years 1983 and 1984

This appendix provides information about AIDS-
related grants and activities as follows:

Section 1: Alcohol, Drug Abuse, and Mental

Health Administration (ADAMHA) anticipated

fiscal year 1985 grants and activities:

—National Institute of Mental Health (NIMH),
and

—National Institute on Drug Abuse (NIDA).

+ Section 2: Centers for Disease Control (CDC) an-

ticipated fiscal year 1985 grants and activities.

+ Section 3: Food and Drug Administration (FDA)

anticipated fiscal year 1985 grants and activities.

+ Section 4: National Institutes of Health (NIH) an-

ticipated fiscal year 1985 activities:

—National Cancer Institute,

—National Heart, Lung, and Blood Institute

—National Institute of Dental Research,

—National Institute of Neurological and Commu-
nicative Disorders and Stroke,

—National Institute of Allergy and Infectious
Diseases,

—National Eye Institute, and

—Division of Research Resources.

® Section 5: NIH AIDS projects funded in fiscal
years 1983 and 1984.

e Section 6: Office of the Assistant Secretary for
Health (OASH) Office of Public Affairs AIDS
Public Information Plan for fiscal year 1985.!

The information in this appendix was provided to

OTA by the agencies themselves.

1Also includes descriptions of public information activities of NIH,NIDA,
NIMH, and CDC.

7



SECTION 1: Alcohol, Drug Abuse, and Mental Health Administration
Anticipated AIDS= Related Grants and Activities, Fiscal Year 1985:
National Institute of Mental Health

National Institute on Drug Abuse
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NATIONAL INSTITUTE OF MENTAL HEALTH
FISCAL YEAR 1984

Extramural Research

During FY 1984 NIMH continued and expanded its research support for projects
focused on the psychiatric, behavioral and psychosocial aspects of AIDS. This
resulted in a portfolio of 14 research projects, totaling $1,204,838. These
projects focus on relationships between psychological conditions and immune
function, development and testing of psychological and behavioral measures to
assess mental health status as it relates to AIDS, changes in high risk
behavior patterns, as well as studies which supplement ongoing NIH research to
correlate behavioral changes with immunological status in large samples over
time.

NIMH funding has allowed investigators to develop and improve inventories
which measure psychosocial and mental health aspects of AIDS in groups at risk
and those with confirmed cases of AIDS. In one study, preliminary results of
assessments of the mental health of those at risk suggest the tendency for
scores on some measures to be poorer than expected. These tentative results
require confirmation and further research to determine their implications. It
has been hypothesized that increased levels of depression, helplessness, and
anxiety correlate with behavior changes in this population. Such inventories,
with edifications, may be valuable in identifying individuals at risk for
life-threatening illness beyond the AIDS epidemic. Results may have
implications for prevention and therapeutic intervention.

An NIMH-supported study is conducting neuropsychological evaluations of AIDS
patients to assess differences between psychological reactions to the disease
and cerebral problems resulting from the disease process which may also effect
mood, cognition and behavior. It has been recognized that clinically
significant alterations in these functions may be overlooked until patients
become disruptive or incapacitated.

In another NIMH supported study of the impact of AIDS on psychological
functioning, preliminary results indicate that the mere experience of being at
risk increased anxiety levels for eventually contracting the disease.

The AIDS patient, like patients with other life threatening illnesses,
struggles with the fear of imminent death, the necessity for abrupt closure on
future plans, and the challenge to maintain a purpose. Knowledge of these
factors is necessary to develop effective intervention strategies.
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It is hoped that such research will assist in identifying those persons most
at risk for the development of AIDS, and will be helpful in providing
recommendations for both prevention and educational programs.

NIMH research will continue to focus on understanding the needs of these
individuals, along the continuum of disease related events, as well as to
identify those psychological and behavioral factors which may negatively or
positively influence the course of illness. Other research related to immune
function and psychiatric disorders, and the interplay between psychoactive
drugs and immune function is also encouraged and supported by the NIMH.

A more detailed description of projects currently receiving NIMH support is
attached. (Attachment 1)

Intramural Research

Dr. David Rubinow of the Biological Psychiatry Branch, NIMH, is collaborating
with other NIH researchers to assess neuropsychiatric dysfunction in patients
with AIDS. The purpose of this study is to obtain longitudinal
neuropsychiatric evaluations of patients with AIDS.

Educational and Related Activities

The Mental Health Education Branch, Division of Communication and Education,
NIMH, is developing a booklet for health caregivers on Mental Health
Implications of AIDS. The manuscript, which is currently undergoing
clearance, deals with the emotional reactions of AIDS patients and the mental
health implications for their families, friends, and associates. It discusses
the emotional involvement of caregivers working with terminally ill patients
as well as concerns regarding contagion and related issues.

Four NIMH staff members recently received PHS awards for their participation
in the PHS AIDS hotline activities. -

FIscAL YEAR 1985

During FY 1985, NIMH will continue to support research focused on the
behavioral and psychological aspects of AIDS. NIMH will expand its research
efforts to include an emphasis on psychological reactions of individuals as a
function of receiving information concerning blood test results. NIMH is
encouraging research on the psychological reactions to learning HTLV-III
results.

Additional research areas which NIMH seeks to support include: changing
patterns of intimacy and behaviors among high-risk populations; relationships
between immune function and mental health status, such as depression, anxiety,
suicide attempts, and other responses to high levels of
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stress; interventions prior to or during the course of the disease; and
studies of psychological factors that impede participation in either research
or treatment programs. A group of NIMH supported researchers is preparing an
article which will focus on the psychosocial issues for patients and groups at
risk. The article will be directed toward clinicians and will contain
specific recommendations.

The NIMH Center for Prevention Research cosponsored a meeting on the
Psychosocial Aspects of AIDS with the Institute for the Advancement of Health
in New York City. (December 8-9, 1984.) This meeting focused on the
psychological aspects of AIDS and involved numerous NIMH grantees. Principal
investigators and other project staff from the NIMH funded projects studying
the mental health implications of AIDS attended, along with other researchers,
clinicians, PHS representatives, and others involved in research on the
psychosocial aspects of AIDS.

The meeting was organized to provide the AIDS researchers with an opportunity
to exchange information and to address future research needs and policy issues
related to the mental health aspects of AIDS. Participants explored how
psychosocial factors may affect immune system function, how emotional stress
may affect the course of disease, and how behavioral interventions may
optimize functioning of the immune system. Other broad topics included the
psychological consequences of events along the continuum of disease and
treatment and the potential for psychosocial interventions which could improve
both physical and emotional status. Researchers also shared strategies and
advice regarding issues of sampling, measurement, outcomes, and policy
recommendations. In addition, the group discussed issues related to the
forthcoming HTLV-III antibody blood test.

A psychosocial inventory appropriate for the assessment of psychosocial
variables in homosexual populations, developed by an NIMH-supported
researcher, is currently being made available to other investigators in the
U.S. and Europe.

NIMH-supported researchers and staff will also participate in the
International Conference on AIDS to be held in Atlanta, Georgia, April 14-17,
1985. ADAMHA is a cosponsor of the conference.

Publications and Presentations

During FY 1985, research supported by NIMH was cited in several news releases
and in Public Health Service Reports. In addition, the November 1984 issue of
the American Psychologist contained articles describing three NIMH supported
research projects as follows:

"Coping with the Threat of AIDS”, Jill Joseph, et al, MH 39346-01

"Behavioral and Psychological Factors in AIDS", Martin and Vance, M H
39557-01
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"Psychological Research is Essential to Understanding and Treating AIDS",
Coates, Temoshok, Mandel, MH 39344-01

Applied Methodology: A Primer of Pitfalls and Opportunities in AIDS
Research, Jane Zich and Lydia Temoshok (in press, Praeger, N.Y.), Book
Chapter, MH 39344-01

AIDS and Sexual Behavior Reported b: ’len in San Francisco, Leon McKusick,
William Horstman, Thomas Coates, (in press, American Journal of public
Health), MH 39553-01

NIMH researchers presented at numerous conferences and workshops including:

A symposium on AIDS at the University of California, May 4-5, 1984

A workshop on statistical problems at the Lakeshore VA Medical Center in
Chicago, Illinois, on August 28, 1984

A symposium on AIDS at the Annual Meeting of the American Psychological
Association, August 28, 1984

A conference on AIDS at Northwestern University Medical School on
December 1, 1984

A conference on psychological aspects of AIDS in Glen Cove, New Jersey,
December 7-9, 1984

Future Symposium: A Symposium on AIDS at the Society of Behavioral
Medicine Sixth Annual Meeting

FISCAL YEAR 1986

NIMH will continue to support research relevant to the behavioral and
psychosocial aspects of AIDS. It is anticipated that studies will focus on
stress factors related to the blood test to identify the HTLV IIl virus in
blood donors and high risk populations. There will be a continuing need for
public education for persons at high risk, families and friends, and health
care workers as o0 ore specific information becomes available.

New directions in research, prevention, and public education programs will be
determined by an examination of research findings and information generated by
workshops and the International Conference.

NIMH will continue to coordinate its activities in this area with ADAMHA and
appropriate NIH institutes.
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RESEARCH GRANTS

Investigator: Lydia Temoshok, Ph.D.(1RO1MH 39344-01)
Institution: University of California, San Francisco
Title: A Longitudinal Psychosocial Study of AIDS Patients

In FY 83, Dr. Temoshok received a two year grant to study psychological and
behavioral consequences of having suspected or diagnosed AIDS. Immunological
functions of subjects will be correlated with clinical and psychological
conditions to study relationships of psychological factors, the immune system,
and physical illness.

Investigator: Jill Joseph, Ph.D. (1 RO1 MH 39346-01)
Institution: University of Michigan
Title: Coping Strategies in AIDS Patients

This research focuses on developing and testing psychological and behavioral
measures used in AIDS research. Specifically, the investigator hopes to: (a)
study the relationships among psychosocial variables and measures of immune
function and physical health; (b) quantify the extent of changes in sexual
behavior that are presumed to affect an individual’s risk for contracting
AIDS; (c) examine factors associated with the maintenance or impairment of
psychological and social functioning in response to the threat of an epidemic
of fatal illness.

Investigator: Karolynn Siegel, Ph.D.(1RO1MH 39551-01)
Institution: Memorial Hospital for Cancer, New York, New York
Title: AIDS Risk Groups. Predicting Changes in Sexual Practices

This study attempts to identify psychosocial factors associated with changes
in sexual and drug related practices of AIDs patients and those at risk for
AIDS, and the extent to which they comply with treatment or monitoring
regimens. Factors to be examined include: social support, self-esteem,
anxiety, depression, and perceived risks. The sample population will include
asymptomatic homosexual males not diagnosed with AIDS or lymphadenopathy,
homosexual men with generalized lymphadenopathy, and homosexual male AIDS
patients.

Investigator: Marcus A. Conant, M.D. (1 RO1 MH 39553-01)
Institution: University of California, San Francisco
Title: Impact of AIDS on Sexual Behavior of Gay Men

This study assesses changes over time related to the social and psychological
functioning regarding high risk sexual behaviors, health behaviors, intimacy
patterns, and psychiatric symptoms. Dependent measures will be examined in
the context of knowledge of health guidelines, sources and modes of receiving
information, personal beliefs about AIDS transmission, attitudes and behaviors
regarding intimacy patterns, and individual differences in psychological
reaction to the AIDS crisis.



84

Investigator: Carole S. Vance, Ph.D. (1 R0O1 MH 39557-01)
Institution: Columbia University, New York, New York
Title: Mental Health Effects of AIDS on At Risk Homosexual Men

This study is assessing the mental health and behavioral effects of the
epidemic of AIDS on homosexual males (700) who do not have AIDS, but are at
high risk. Data will be collected through two face-to-face interviews. The
methodology will include both retrospective and prospective components.
Outcome measures will be specific and non-specific psychological distress,
drug use, and sexual behavior.

Investigator: Thomas Coates, Ph.D. (1 RO1 MH 39343-01A1)
Institution: University of California, San Francisco
Title: Prospective Psychosocial Study in Men at Risk for AIDS

This study is a collaborative effort with a contract funded by NIAID entitled
"A Prospective Sero-Epidemiological Study of AIDS in Homosexual Men Residing

in San Francisco". Under the NIAID study a probability sample of disease free
single males (1000 homosexual and 200 heterosexual) 25-54 years of age will be
recruited; it is estimated that between 45-75 cases of AIDS will develop
during a four year follow-up. Each subject will receive a physical
examination and donate specimens for serological, virological, and chemical
study. The NIMH portion will address: (1) the psychosocial and behavioral
risk factors for AIDS; (2) the attitudes, behaviors, and beliefs of the cohort
over time; (3) psychosocial consequences of diagnosis of AIDS or of symptoms
possibly associated with later development of AIDS; and (4) exploration of
psychoneuroimmunological relationships.

Investigator: Christopher Coe, Ph.D. (1 RO1 MH/NS 40144-01)
Institution: Stanford University
Title: Psychological Stress and Immune Responsiveness

This project will investigate the development of a nonhuman primate model for
assessing the effects of psychologically induced stress on immune

responses. The research will document the qualitative and quantitative
effects of elevated cortisol levels on basic immune parameters in separated
maternal and newly weaned.

Investigator: Mark Laudenslager, Ph.D. (1-R03-MH-39316-01)
Institution: University of Denver
Title: Coping and Immune Function

This research will provide parametric data on the time course and long term
effects of prior experiences with controllable or uncontrollable shock on
immune system function. Approximately 400 laboratory rats will be used.
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Investigator: Mark Laudenslager, Ph.D. (5R01 MH37373-02)
Institution: University of Denver
Title: Loss and Separation: Immune Status

This is the second year of a project to study the effects of separation of
mother and offspring on immune system and behavior in primates. Affective
disorders are frequently preceded by important separation and new data
indicate that separation and losses are etiologically significant antecedents
of a variety of nonpsychiatric medical disorders. The project will carry out
a comprehensive series of experiments to study the effects of separation and
loss on the function of the immune system.

Investigator: Steven Schleifer, M.D. (1 ROl 39651-01)
Institution: Mt. Sinai School of Medicine

Title: Major Depressive Disorder and Immune Function

This project will investigate the association between clinical depression and
immunity. Immune function will be examined in drug free patients with mild
and severe depressive disorders and compared with matched controls, mediated
depressed subjects, and patients in remission. The research could contribute
substantially to understanding ways in which the central nervous system
regulates immunity.

Investigator: Rosa T. Canoso, M.D. (RO1-MH-39528-01)
Institution: U.S. Veterans Administration Hospital (Mass.)
Title: Chlorpromazine Immunogenetics and Tardive Dyskinesia

This research is focused on a study of the association of chlorpromazine
treatment and the production of autoimmune antibodies. The study is one of
the first examples of the involvement of autoantibodies in major psychoses.
The prevalence and severity of tardive dyskinesia will be correlated with the
presence of antibodies. Follow-up studies will determine changes in the
immunoneurological, neurological, or psychological parameters after
discontinuation of chlorpromazine.

Investigator: Richard Pillard, M.D. (2-RO1-MH-32170-0A1S1)
Institutions: Boston University
Title: Clinical and Family Study of Sexual Orientation

This research is focused on the study of the familial and clinical aspects of
homosexuality. It will document psychiatric disorders in homosexuals, family
patterns of homosexuality, and gender-specific attributes of behavior. The
research may provide a basis for further studies of genetic, hormonal, or
longitudinal-developmental studies focused on the origins of sexual
orientation.
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Investigator: Stanley Zucker, M.D. (1-RO1-MH-33684-01)
Institution: Veterans Administration Medical Center
Title: Chlorpromazine-Induced Immunopathy

This research is focused on the study of immunological abnormalities in
schizophrenic patients who are treated with chlorpromazine. The objective is
to characterize the natural history of chlorpromazine induced immunopathy on
the mechanism of immune dysfunction. The research has significant
implications regarding the long term safety of psychoactive drugs and the
interaction of such drugs with the immune system.

Investigator: Robert Ader, Ph.D. (5 K05 MH 06318-15)
Institution: University of Rochester
Title: Psychoneuroi mmunology

This research is focused on understanding the regulation of Immune responses
by behavioral processes operating through the control nervous system and the
endocrine system. Documentation and elaboration of the relationship between
the central nervous system and the immune system has potential consequences

for understanding the immune processes and clinical implications concerning

chemotherapy in treatment regimens. The capacity of conditioning to suppress
or enhance immune responses raises issues regarding the modifiability of the
immune system and the integration of biologic and psychologic function. The
results will contribute to an understanding of psychoneuroimmunology and the
adaptive process. Animal subjects (rats and mice) are used in this research.
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NATIONAL INSTITUTE on DRUG ABUSE

Data from CDC indicate that 18% of all cases of AIDS reported, to date, have
occurred in heterosexual drug users. In addition, 14% of homosexuals with
AIDS (comprising 9% of the total number of cases of AIDS) present with a
history of parenteral drug use. Thus, independent of other risk factors,
27% of reported cases of AIDS occur in individuals with a history of
parenteral drug use. In the New York-New Jersey metropolitan areas the
percent of AIDS patients with a history of parenteral drug use 1is even
greater. New New York City Department of Health reports that 66% of all
cases of AIDS occur in individuals who have engaged in homosexual behavior,
whille in 32% of cases there is ahistory of self-administered parenteral
drug use. Similar data are reported for New Jersey.

Past experience with diseases such as malaria and serum hepatitis has led
investigators to hypothesize that HTLV-111 1is transmitted among parenteral
drug users through the sharing of contaminated needles. The cultural
practices of native born Haitians include frequent parenteral administrate on
of “medicinal agents” (“picurist”). The needles used in these practices are
frequently reused, without sterilization. These cultural practices have
accompanied the Haitians who have migrated to the large urban centers in the
United States, and may represent a mode of parenteral exposure to HTLV-I111.

Drug abusers use substances which have intrinsic immunosuppressive

properties and are associated with chromosomal damage. These substances are
administered in a contaminated vehicle (nonsterile water) which contains
contaminated diluents and impure narcotic. This mixture is self-administered
through blood and dirt-contaminated unsterile needles. The question of
whether this drug-taking behavior is able to produce sufficient insult to

the immune system to enhance the pathological effects of HTLV-1Il on the

host is the major target of the NIDA research effort.

NIDA”s activities include:

A. Investigator: Des Jarlais, Don C., 1 ROl DA 03574
Institution: New York State Department of Health
Title: Risk Factors for AIDS Among Intravenous Drug Users

Project Year: Start Date: 9/83, 2 years

1, A group of drug-users who are indicted on various charges and who
may acquire AIDS will be studied. Detailed questionnaires on
lifestyle and drug-use, medical histories, immunologic function,
HTLV/LAV antibody titres, and other factors will be measured. This
group is unique in that they did not seek out treatment and may
have unique variables--types of drug used, disease acquired, extent
of disease.

?. A follow-up study design will be based on the cohort studies of the
drug abuse populations. These studies will focus on changes in the
individual“s health to see what relationships exist between AIDS
and the immunological status, virological profile, drug abuse life
style or other identified factors. These will include a
proportionate representation of theoriginal groups studied.
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Populations of patients in detox and methadone programs have been
studied. Significant numbers of the detox, but not the methadone
patients, have measurable LAV antibody titres (see report in
July 13, 1984 MMWR). Interview data from detox subjects showed
that exposure to the virus is associated with frequency of drug
injection over the previous five years. The virus is relatively
easy to spread among persons who inject illicit drugs. A follow-up
of these individuals to determine the relationships of this virus
to the development of AIDS and a study of all the various groups
will be conducted in 1985-1986. These studies will include drug
addicts and methadone subjects with and without AIDS, with and
without LAV type virus, and with low to high T-helper/suppressor
ratios.

Investigator: Hubbard
Institution: Research Triangle Institute, N.C.

A case-comparison study of AIDS patients with a history of
intravenous heroin and cocaine use. The purpose of this study is
to attempt to quantify the risk factors associated with
needle-sharing and AIDS in geographically disparate cities. In
addition, an attempt will be made to quantify the risk factor of
the spouse and children living with needle-sharers. Physical
examinations and immunochemistries will be used to assess health
changes during the study. This study will be the first nationally
based study to determine normative values for the more recently
developed virological studies like HTLV among drug abusers.
Attempts will be made to correlate the findings of this study with
the clustering of AIDS in certain portions of the country. In
addition, the presence and recurrence of other viral infections
like herpes can be analyzed in terms of drug usage patterns. The
hypothesis that several of the psychoactive substances may have
immunosuppressive effects can be tested in a naturalistic setting.

Investigator: Cabral, G.A., 1 RO1 DA 3647

Institution: Virginia Commonwealth University
Title: Effect of Cannabinoids on Vaginal Herpes 2 in the
Guinea Pig

Project Year: Start Date: 7/84, 3 years

A preliminary study showed an increase in the severity of herpes-2
infection in guinea pigs administered THC and other cannabinoids.
The researchers are investigating the effect of marijuana (THC) on
the development of herpes-2 in guinea pigs in an attempt to
determine if this effect is mediated by a drug action on the
neurological, immunological, or an other system.
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D.

42-575 0

Investigator: Friedman, H., 1 RO1 DA 3646
Institution: University of South Florida
Title: Marijuana Effects on Immunity
Project Year: Start Date: 4/84, 3 years

This is a study to examine the influence of marijuana components on
both hormonal and cellular immune responses in vivo and in vitro.
For example, they will measure the antibody formation by immune
splenocytes or skin graft rejections, lymphocyte blastogenic
responses, and lymphokine production.

Investigator: Falek, A., 5R01 DA 1451

Institution: Georgia Mental Health Institute

Title: Cellular Genetic Aspects of Opiate Use
Project Year: Start Date: FY 1984, 3 years

This is a study of the effects of narcotics on the immune system.
This group is investigating the ability of lymphocytes of addicts
as compared to normal subjects to form rosettes, the extent and
duration of any alteration, mechanism of this effect and any
genetic factors involved. This is an attempt to determine
immunological changes resulting from narcotic and other drug use.

Investigator: Watson, E.E., 1 RO1 DA 03684

Institution: University of Mississippi

Title: Marijuana and Bacterial and Transplantation Immunity
Project Year: Start Date: 7/84, 3 years

The overall objective is to assess the potential iImmuno-suppressive
effects of marijuana smoke through measures of dose-related
increases in susceptibility to microbial infection and tumor growth
in rats receiving marijuana smoke. Resistance to systemic as well
as to localized infections will be assessed.

Investigator: Newmeyer, JA., 1R0O1 DA 03638

Institution: Community Substance Abuse Services

Title: Aids Risk Reduction for Needle-Using Drug Users
Year, Budget: Start date: 9/84, 1 year

It appears that public education programs in the homosexual
community has increased an awareness of the role of lifestyle
factors in predisposing towards AIDS. Incertain large cities, it
appears that this may be having a positive effect in decreasing the
rate of increase of the disease among homosexuals. This effect has
not been seen in the drug-abusing population. Funds are needed to
develop methods to alert drug-abusers about the increased risk of
AIDS associated with the use of intravenous drugs and to try to
develop and evaluate new approaches to preventing drug abuse in
those at risk for AIDS.

8 - 7



Joint NIDA-NCI Study

Recent epidemiologic evidence indicates that the putative agent
HTLV-111 can be transmitted by intimate sexual contact or by
injection of contaminated blood, producing AIDS. As NCI now has a
reliable and valid serologic assay for antibodies to HTLV-Ill, a
seroprevalence study of serum antibodies to HTLV-1Il will be
ascertained in drug users in the high risk area of the Newark

SMSA. In addition, an attempt will be made to determine specific
risk factors for contracting this newly identified virus. A second
phase of this study, dependent on the results of the first phase of
the implementation, will be an assessment of the actual risk of
developing an AIDS-related illness in antibody positive and
negative individuals. This prospective cohort study of drug users
will attempt to determine the clinical relevance of an individual
being HTLV-111 positive.



SECTION 2: Centers for Disease Control Anticipated AIDS= Related
Grants and Activities, Fiscal Year 1985
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AIDS
CENTERS FOR DISEASE CONTROL
FUNDING
MAJOR FUNCTIONS PLAN-FY85 PROJECTS
1. Etiologic Agent and
Co-factors:
b. Confirmation & extension $ 3,210,000
of observations on causative
agent & discovery of role
or co-infections and co-factors. 1. Laboratory studies to characterize
retroviruses implicated in AIDS.
$756,700
2. Laboratory studies on diagnosis of
AIDS and development of tests.
$1,806,650
3. Studies on incidence, risk factors and
natural history of AIDS.
$556,650
2. Development & Evaluation of Blood

Tests:

a.

Development

$1,244,000

1. Development of tests for opportunistic
infections occuring in AIDS.
$63,000

2. Characterization and development of
tests for viral antigens found in AIDS
patients.
$1,181,000

c6
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MAJOR FUNCTIONS

FUNDING
PLAN-FY85

PROJECTS

3.

b. Evaluation

Surveillance

$1,018,000 1. Evaluation of tests and test

combinations for sensitivity and
specificity in the diagnosis of AIDS.
$765,000

2. Determination of incidence of viral
antibodies in population groups at risk
for AIDS.
$253,000

$4, 335,000 1. Conduct surveillance of various

national and international population
groups to better determine the prevalence
of AIDS and risks of transmission.
$169,000

2. Conduct surveillance of AIDS and AIDS
related complex among various risk group
members their families and sexual partners.
$306,000

3. Determine the prevalence of retrovirus
antibody and viremia in various U.S.
populations including health care
personnel exposed to potentially infected
materials.

$189,000

4. National surveillance of AIDS
including funding and monitoring “active”
surveillance programs in 15 states/cities.
$3,573,000

5. Field investigations of AIDS cases
without identifiable risk factors.
$98,000
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FUNDING
MAJOR FUNCTIONS PLAN-FY85 PROJECTS
4. Epidemiological Studies (to
determine natural history of
AIDS. $4,068,000 1. Conduct various epidemiological

studies of known risk group members,
household members and sexual partners to
better understand sources of infection,
risk factors, and risk of transmission.
$2,435,000

2. Acquisition, including apheresis,
processing, distribution and storage of
AIDS and AIDS related specimens; Serum
Bank AIDS collection inventory; data
storage and retrieval.

$334, 000

3. Conduct studies of the relationship
between AIDS and lymphadenopathy syndrome
in various populations including families
of AIDS patients.

$397, 000

4. Multifaced field and epidemiologic
investigations of AIDS in foreign
countries with AIDS to better understand
prevalence risk factors and
transmissibility.

$366,000

5. Continue studies of pathogenesis of
HTLV-III/LAV infection in chimpanzees and
search for other animal models.

$128,000

6. Provide serologic and biologic
laboratory support for AIDS epidemiologic
studies.

$408,000
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FUNDING
MAJOR FUNCTIONS PLAN-FY85 PROJECTS
5. Development & Evaluation of Vaccine

(including animal model) $ 516,000 1. Determination of antibody induction
properties of viral antigens found in AIDS
patients.
$516,000

6. Studies of Therapeutic Intervention:

b. Opportunistic Infections $186,000 1. Studies on the effectiveness of
certain IND drugs for opportunistic
infections in AIDS patients.
$186, 000

7. Bioethical & Biosafety Issues $ 124,000 1. Studies on required precautions when
handling potentially infective (AIDS)
materials.
$124,000

8. Information Dissemination/Public

Affairs $3,260,000 1. Consult, develop and disseminate

information to health workers treating
patients with AIDS.
$68, 000

2. Information/Health Education/risk
reduction activities such as the PHS
hotline, public information program;
Conference of Mayors National Information
interchange system; International
Conference; Laboratory Training Course and
public and professional information.
$850,000

3. Establish contracts and cooperative
agreements with State/local health
departments for AIDS prevention programs.
$2,342,000

G6
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FUNDING
MAJOR FUNCTIONS PLAN-FY85 PROJECTS
9. Immunologic Studies $ 32,000 Inventory and production of reagents used
for immunologic testing in AIDS patients.
$32,000

12. Prevention of Transfusion-Related
AIDS $ 707, 000 1. Epidemiological studies and
surveillance of AIDS patients in whom the
use of blood or blood products is
implicated as a causative mechanism.

$707, 000




SECTION 3: Food and Drug Administration Anticipated AIDS-Related
Grants and Activities, Fiscal Year 1985
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FOOD AND DRUG ADMINISTRATION
AlIDS-Related Activities
Fiscal Year 1985

($ in 000s)
Evaluation of Blood Test
Facilities renovation $ 150
Blood contracts 2,000
Supplies 150
Equipment 350
Personnel 620
Subtotal $3,270
Development and Evaluation of Vaccine
Facilities renovation $ 300
Animal maintenance 1,150
Supplies 350
Equipment 1,300
Personnel 1,560
Subtotal $4,660

Studies of Therapeutic Intervention
Personnel $ 895

Total FDA AIDS Activities - Fiscal Year 1985 $8,825

a. Sources: N. William, Center for Drugs and Biologics, and J. Biviano, Budget
Analyst, Food and Drug Administration, Public Health Service, U. S. Department
of Health and Human Services, Bethesda, Md. , personal communications, Jan. 8,
1985.

b. Two extramural studies are planned, each for approximately $1,000,000: One
to assess the impact of testing on the whole blood and plasma supplies to
determine which groups to exclude from donating; and a second to assess the past
and current HTLV-IIl exposure of hemophiliacs who received antihemophiliac
factor from pooled plasma donations.



SECTION 4: National Institutes of Health Anticipated AIDS-Related
Activities, Fiscal Year 1985
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REPORT ON AIDS RESEARCH

INTRODUCTION

‘In its report on the fiscal year 1985 budget for the Department of Health
and Human Services, the Committee on Appropriations stated:

With the recent discovery of the likely cause of AIDS and
the ability to mass produce the HTLV-IIl virus, the Committee
is informed that the Public Health Service will be able to move
ahead in the development of a rapid blood test and a vaccine.

While the budget request provides an additional $6 million
for AIDS research at NIH, that request could not have factored
in the recent important discoveries related to the cause of AIDS.

Further, the Committee understands that NIH is currently
reviewing its additional resource requirements for AIDS research
in blood testing, HTLV-IIl production, vaccine development, mono-
cyte abnormalities, and immune abnormalities; collaborative
therapy trials of AIDS using standard protocols; clinical study
related to treatment and prevention of AIDS; and epidemiological
studies including possible HTLV-IIl infections in health care
workers.

The Committee believes that within the overall increases
recommended in this bill for NIH, sufficient resources will be
available to meet these additional research requirements. With
that in mind, the Committee requests NIH to provide to the Com-
mittee by September 1 a report identifying, by Institute, the
additional funding needed to respond to the recent AIDS discov-
eries, together with a description of activities to be conducted
in FY 1985. (House Report No. 98-911, pages 33-34)

The following report has been prepared by the National Institutes of Health
of the Department of Health and Human Services in response to the
Committee’s request.

Six NIH institutes and the Division of Research Resources are participat-
ing in the effort to conquer the AIDS problem — an effort that has been
intensified by recent scientific breakthroughs. NIH has established an

Executive Committee to coordinate the research efforts on AIDS.

FUNDING FOR AIDS RESEARCH

For FY 1984, NIH estimates that approximately $43,356,000 will be obligated
in AIDS research through NIH-supported programs. This funding includes
about $36,806,000 available in the regular appropriation and $6,550,000
provided by the Congress through a supplemental bill.

Preliminary estimates for AIDS funding in the 1985 President's Budget
totalled $40,316,000. With the discovery of the causative agent, however,
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and with the availability of data on more recent funding experience, NIH
now estimates that about $45,663,00 would be obligated within the level of
resources provided by the President’s Budget.

The recent appropriation for 1985 would provide for an estimated total of
$62,164,000 for AIDS research to be conducted and supported by NIH.
Approximately $11 million of this $16.5 million increase over the Presi-
dent’s Budget was achieved through mechanism redistribution of the House
and Senate allowances.

The attached table summarizes NIH funding for NIH research by Institute.

AIDS RESEARCH ACTIVITIES, Fy 1985

The identification of the retrovirus HTLV-11l as the cause of AIDS and

the development of a process to produce this virus in large quantities

have provided new impetus in the fight against this serious public health
emergency. The NIH is intensifying its efforts to facilitate the development
of a vaccine and to expand research on the natural history, epidemiology,
accessory etiologic factors, pathogenesis, and animal models, prevention,

and therapeutic methods. The specific avenues of research being undertaken
by each of the participating institutes and the Division of Research Resources
are discussed below.

National Cancer Institute

In 1985, the NCI will pursue new research projects to develop effective
strategies for dealing with AIDS, not only through the use of currently
available drugs and biological response modifiers in patients affected with
the disease, but also through basic research to develop the knowledge
necessary to prevent and cure the syndrome.

Efforts will primarily be directed toward the current commitment to basic
laboratory research, important clinical research to determine whether
interventive measures may be feasible, and continued vaccine developmental
research. Additional focus will involve studies on the etiopathogenesis of
the disease, including definitive studies on modes of transmission; the
nature of the protective antibody and a clear immunological identification
of the patient antibody profile. Additional knowledge is needed at the
level of viral genes, which involves cloning and DNA sequencing.

A number of drugs will be tested both in vitro and in vivo in attempts to
ameliorate or perhaps cure ongoing AIDS. Additional treatment protocols,
such as inoculation with compatible protective lymphocytes, will be
considered.

The NCI will expand its efforts in vaccine development. Past experience in
the area of attempted retroviral vaccines has shown that exceptional care
and expertise will be needed in the successful development of an HTLV-III
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vaccine. Furthermore, the parameters of retroviral growth and antigenic
configuration are more complex than in the previously studied viruses. The
result is that extensive vaccine developmental research will be required
before a vaccine can actually be developed, and several general methods of
vaccine production will be considered.

In the intramural research program, further work will be conducted on
human cell lines that produce large amounts of HTLV-III; studies to define
the molecular structure of DNA clones of HTLV-III; the determination of
biologically critical parts of viral genome at the molecular level; the
development of rapid immunological assays to detect infection by identify-
ing virus or viral antigens; the development of other ways to halt AIDS
progression; and an expanded search for a safe, effective therapy for AIDS
and its related diseases.

Support will be increased for the NCI Frederick Cancer Research Facility,
which is the prime source for HTLV-IIl production, the entire early scale-up
into fermentation, and the transfer after exponential expansion into the for-
profit sector-for testing blood antibodies.

Other research efforts that will be undertaken include: nutritional assess-
ment and support of AIDS patients, since wasting and cachexia are serious
clinical problems that have not been adequately studied in these patients;
study of “differentiating agents” and low-dose chemotherapy in AIDS patients
with malignancy; considerations of new treatment modalities, including a
number of agents that interfere with the general features of the retroviral
life cycle, such as inhibitors of reverse transcriptase; studies on the
immunologic effects of cytotoxic chemotherapy; and expanded grant support
for the further development of animal models for AIDS.

National Heart. Lung, and Blood Institute

The discovery of the agent that causes AIDS prompted the NHLBI to assess

and redirect previously supported activities and plans for future research.
The Institute is now focusing its efforts on epidemiological studies of the
natural history of the disease after exposure to blood products; evaluation
of the tests, or assays, used to detect the agent in blood and blood products.

The latter category, the prevention of transfusion-related AIDS, is a new
effort planned for 1985. Universal screening of blood products will certainly
help prevent the transmission of AIDS through blood products. However, it

is unlikely that any single test will identify every unit of blood with the
HTLV-IIl virus. Development of methods to remove or inactivate the virus
from blood products would provide extra assurance that the virus is not
transmitted. A second initiative would develop and test in animals which
immunoglobulin preparations are capable of protecting against AIDS; that is,
which immunoglobulins have neutralizing activity against HTLV-III.

The Institute will continue to support several epidemiological studies. Among
these is a study of blood product use and immune system changes in approximate-
ly 3,500 subjects and controls. This study takes advantage of the unique
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opportunity that now exists to collect and store blood specimens from a
large number of donors before universal screening becomes possible. Samples
will be tested for the HTLV-IIl virus; those found positive will be linked
to the recipients that had received the blood products. These cohorts of
recipients and donors of positive units will then be followed to determine
the long term immunologic and clinical status. The Institute will also
continue to develop a promising animal model that may prove exceedingly
useful for studies of the transmission of AIDS, the progression of the
disease, and the safety and efficacy of proposed interventions.

National Institute of Dental Research

Scientists at the NIDR are actively involved in the search to identify the
basic mechanisms responsible for the profound immunosuppression that
characterizes AIDS. These investigations have focused on the role of the
monocyte in this disease, in contrast to other NIH laboratories, which have
focused on T and B lymphocyte abnormalities. The NIDR has identified a
number of monocyte abnormalities, including depression of killing function,
chemotactic activity, mediator production, and follow-up microbicidal
product release. In preliminary studies, investigators are beginning to
extend these observations to an examination of monocyte surface receptor
activity and inhibitor production. The oral cavity is often the site of
presentation and incapacitating complications in AIDS as a result of
mucocutaneous candidiasis, herpes simplex virus, and Kaposi's sarcoma”

The continuation and expansion of these studies made possible by the House
allowance are extremely important for several reasons. First, the monocyte
is the first line of host defense against avariety of antigens, bacteria,
viruses, and protozoan parasites. Second, the monocyte presents antigen to
T lymphocytes and generates a variety of inflammatory mediators that Initiate,
augment, and integrate inflammatory responses. Third, characterization of
the immunosuppression is crucial to identification of immunomodulatory

agents that can be used clinically to enhance or augment the depressed
immune responses in patients with AIDS.

National Institute of Neurological and Communicative Disorders and Stroke

In FY 1985, the NINCDS will continue clinical studies of AIDS patients
with evidence of a neurological disorder as well as patients who have
AIDS but no evidence of brain involvement. In these studies, cerebral
spinal fluid and brain tissues from the patients will be tested for the
presence of retroviruses as well as an attempt to develop diagnostic tests
for AIDS. Serum specimens that have been tested for opportunistic infec-
tions will be examined for retrovirus antibodies. Electron microscopic

studies of central nervous tissue for retrovirus will largely supplant
attempts to isolate the virus, but the possibility that viruses other than
HTLV-IIl could cause or contribute to AIDS will also be considered.

Collaborative studies with NCI attempting to produce AIDS in primates have
demonstrated hematological changes transmitted by passage of infectious
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materials. Since these early experiments have been successful, experi-
mental diagnostic and therapeutic procedures are being initiated.

In other studies, the NINCDS will test human sera with Simian Acquired
Immune Deficiency Syndrome (SAIDS) agent for evidence of antibodies.
Tissue from [ onkeys Infected with SAIDS and other opportunistic infections
(simian virus-40, toxoplasmosis, and measles) will continue to be studied
with electron microscopy. Scientists will conduct comparative immuno-
logical characterization of SAIDS and AIDS. Monkeys with SAIDS will be
treated with interleukin-2 in attempts to enhance their susceptibility to
AIDS infection. The experience of developing a vaccine for SAIDS may help
to test procedures for the development of an AIDS vaccine. NINCDS
investigators will apply retrovirus probes in attempts to identify the
AIDS virus in the nervous system.

National Institute of Allergy and Infectious Diseases

In 1985 the NIAID will intensify its efforts in such areas as the natural
history of the disease, development of animal models and vaccines for
HTLV-I1l, and the development and testing of chemotherapeutic agents for
HTLV-IIl and the resultant opportunistic infections.

Specifically, 5,000 homosexual men residing in Baltimore, Berkeley, Chicago,
Los Angeles, and Pittsburgh are being followed longitudinally for 3 years.
Funds will be diverted from some activities described in the House report
language in order to undertake new efforts to resolve issues concerning the
clinical spectrum of HTLV-IIlI infections, the implications of a positive
serologic test for an individual, the prevalence of circulating and/or shed
virus in antibody-positive persons, and the prognosis for seropositive
individuals with mild or no signs of the disease. Biological specimens
will be collected and frozen; these will then be made available to intra-
mural and extramural scientists for evaluation.

In an attempt to learn about the pathology of retrovirus infections and for
testing possible vaccines and antiviral drugs for HTLV-I1l, the NIAID has
scheduled a meeting on “Animal Models of Retrovirus Infection” for November
1984. Several possible animal retrovirus systems that might serve as
models for evaluation of problems associated with HTLV-IIl vaccine develop-
ment will be discussed. Full development of these systems will require
extensive in vitro and in vivo testing of the most likely candidates. In
addition, NIAID intramural scientists are attempting to develop a recombinant
HTLV-IIl vaccine using the vaccinia vector system (VVS). The VVS, developed
by NIAID, has recently been used to develop a vaccine for hepatitis and
shown promise in animal studies. Application of this new technique to the
development of an AIDS vaccine represents a novel and potentially promising
approach.

Prior to and even with the development of an effective vaccine, some patients
will continue to develop AIDS and the opportunistic infections associated
with the syndrome. Consequently, studies of the basic biology of these
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infections will be continued. Particular attention will be directed toward
the development of new or improved therapy of candidiasis, cryptosporidiosis,
cytomegalovirus, Mycobacterium avium-intracellulare and Pneumocystis carinii
infections. NIAID will develop a mechanism to coordinate testing of
therapeutic agents found in these studies.

An outreach program has been established to transmit the latest technical
advances in AIDS research to primary care physicians and allied health
personnel. These activities will also be continued in FY 1985.

National Eye Institute

Patients with AIDS are susceptible to a variety of ocular infections includ-
ing one of the herpesviruses, cytomegalovirus (CMV) retinitis, a serious
inflammation of the light-sensitive tissue t hat lines the inside of the
back of the eye. Investigators have found that patients with CMV retinitis
are at high risk of dying within a few months, apparently because their
immune systems have been drastically impaired by the time the eye infections
occur. In severe cases, blindness may precede death, thereby adding to the
spectrum of suffering for AIDS victims. For these reasons, NEI staff
opthalmologists will continue to perform eye examinations on AIDS patients
at the NIH Clinical Center in consultation with staff of other Institutes
as part of their clinical workups of these patients. New projects planned
for 1985 include an epidemiological study of the various forms of retinitis
that can occur in a population at risk from AIDS. In another east coast
study, investigators will attempt to determine why so many AIDS patients in
that population have ocular herpes zoster infections. The results of blood
immunological assays will be analyzed to make this determination. As in
other diseases, the monitoring of the development of AIDS in the eye may
provide a sensitive index of systemic disease progression and of the
effectiveness of experimental therapies.

Division of Research Resources

The DRR will continue its research efforts in 1985 in the area of AIDS,
SAIDS, and AIDS/SAIDS-related research activities. Clinical studies of
AIDS will continue to be conducted within the General Clinical Research
Centers. In several of these centers, treatment modalities of patients
with AIDS, including bone marrow implantation, are being tested. It is
anticipated that these studies will facilitate the development of new
treatment methodologies.

Outbreaks of spontaneously occurring SAIDS have occurred in nonhuman pri-
mat es at four of the seven DRR-supported Regional Primate Research Centers.
The epidemiologic, pathologic, immunologic, and virologic features of

this disease show many similarities to those seen in human AIDS patients,
thus making SAIDS potential ly a very good nmodel system for basic studies on
human AIDS. There is a high mortality rate in nonhuman primates affected
by SAIDS, and this disease represents a threat to the health status of
thousands of research animals in these Centers.

42-575-0858
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Studies to date indicate that type D retroviruses are the causative agents

of SAIDS at all four Centers. The disease has been experimentally transmitted
to normal nonhuman primates at the California Center by inoculating them

with the type D retrovirus isolated from SAIDS-affected animals. These
retroviruses which appear to cause SAIDS are not the same retrovirus which
has been reported to be the probable causative agent of human AIDS.

Studies on SAIDS at the four Regional Primate Research Centers are continuing.
The retroviruses which have been isolated at the four Centers will be

further characterized by extensive biochemical and immunological studies.

In addition, attempts will be initiated to develop an antiserum to permit
rapid and reliable field detection of SAIDS and SAIDS-carriers in the

Centers' primate colonies. As soon as adequate laboratory characterization
of the SAIDS retroviruses are completed, attempts will be made to develop
vaccines to immunize nonhuman primates against the disease.
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National Institutes of Health
FUNDING FOR RESEARCH ON ACQUIRED IMMUNE DEFICIENCY SYNDROME (AIDS)

(dollars in thousands)

1982 1983 1984 Estimate 1985

Actual Actual Approp. Suppl. Total Approp.
NCIL ..o $2,400 $9,790 $14,588 $2,000 $16,588 $26,851
NHLBI . ... ... 5 1,202 4,890 —-—- 4,890 8,459
NIDR ... ... 25 25 30 T 30 411
NINCDS «eceee 31 684 1,547 o 1,547 1,150
NIAID **Q*** 297 9,223 14,918 4,150 19,068 23,262
NEI .0..98.0 . 33 45 58 o 58 300
DRR . *¥x*Hxxkx 564 699 775 400 1,175 1,731

Total . . . 3,355 21,668 36,806 6,550 43,356 62,164




SECTION 5: NIH AIDS Projects Funded in Fiscal Years 1983 and 1984
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12-14-84 o PAGE
NIN AIDS PROJECTS FOR FISCAL YEAKkS 19 33-84 BY IN STIT utE
Gm\m 11 UMBER START FY nat L ARS PERCENT DOLLARS GRANTEE [INSTITUTION
o TP_L% BALE , AHARDED 70 AIDS FORALDS TITLE OF PROJECT
Nation a Institute of &4l lerqy and infect lous Diseases \NIAID)—

1 F32A107216-01 05-31-85 Ba 20,049 100 20,04¢ PALO ALTO MEDICAL FOUNDATION RES INST
HOFFLIN, JULSSE M TOXOPLA!MIC ENCEPHALITISIN THE IMMUNOSUPPRESSED HOST
2 PO1AI12192-09 07-01-78 83 827,358 13 107,557 UNIVERSITY OF WASHINGTON
STAMM, WALTER E STD RESEARCH PROGRAM PROJECT
5 POt A112192-10 07-01-78 84 869,675 13 113,058 UNIVERSITY @oF HASHINGTON
STAMM, WALTER E STD RESLARCH PROGRAM PROJECT
3PO1 A112192-10SI 07-01-78 34 108,696 13 14, 130 UNIVERSITY OF HASHINGTON
STAMM, WALTER E STD RESEARCH PROGRAM PROJECT AI-12192
2 POV1ATI15036-06 07-01-78 83 424,463 14 59,425 UNIVERSITY OF NORTH CAROLINA CHAPEL HILL
SPARLING, PHILIP F NORTH CAROL PROGRAM ON SEXUALLY TRANSMITTED DISEASE
5 POt Al 15036-07 07-01-78 34 463,325 164 64,866 UNIVERSITY OF NORTH CAROLINA CHAPEL HILL
SPARLING, PRILIP F NORTH CAROLINA PROGRAM OF SEXUALLY TRANSMITTED DISEASE
2 P50A115321-06 09-01-78 83 110,252 100 110,252 GEORGETOWN UNIVERSITY
BELLANI, JOSEPH A INTERDISCIPLINARY RESEARCH ON IMMUNOLOGIC DISEASES
5 PSaAl115321-97 09-01-78 84 117,814 100 117,816 GEORGETOWN UNIVERSITY
BELLANTI, JOSEPH A INTERDISCIPLINARY RESEARCH ON IMMUNOLOGIC DISEASES

P50 A115321-0751 09-01-78 84 23,295 100 23,29¢ GEORGETOWN UNIVERSITY
BELLANTI, JOSEPH A CENTERS FOR INTERDISCIPLINARY RESEARCH ON IMMUNOLOGICDI
2 P50 AT15332-06 09-01-78 83 432,218 33 1642,63¢ UNIVERSITY oF cALIFORNIA_LOS ES
FAHEY, JOIit L INTERDISCIPLINARY RESEARCH ON IMMUNOLOGI ggigk
3 PSO AI15332-0651 09-01-78 83 76,153 33 25, UNIVERSITY OF CALIFORNIA LOS ANGELES
FAHEY, JOHN L ASSESSIIG&MEEIINO PSYCHOSOCIAL NEEDS OF AIDS PATIENTS
3 PSOAI15332-0652 09-01-78 83 170,974 33 56,421 UNIVERSITY OF CALIFORNIA LOS ANGELES
FAHEY, JUOHN L EFFECTIVE MANAGEMENT OF THE AIDS CRISIS BY PRIMARY CARE
3 PSO AI15332-06S3 09-01-78 83 56,745 33 18,066 UNIVERSITY OF CALIFORNIA LOS ANGELES
FAHEY, Jonn L INTERDISCIPLINARY RESEARCH ON IMMUNOLOGIC DISEASE
5 P50 A115332-07 09-01-78 84 762,756 33 251,709 UNIVERSITY OF CALIFORNIA LOS ANGELES
FAHEY, JOHN L INTERDISCIPLINARY RESEARCH ON IMMUNOLOGIC DISEASE
2 ROTAT16212-06A1 09-01-79 83 118,393 100 118,393 UNIVERSITY OF PITTSBURGH
RINALDO, CHARLES R, JR CELL MEDxMED IMMUNITY DURING CYTOMEGALOVIRUS INFECTION
5 RO1AI16212-05 09-01-79 84 116,091 100 116,091 UNIVERSITY OF PITTSBURGH

RINALDU, CHARLES R, JR

PROGRAM 111163

CELL MEDIATEDIMMUNITY DURING CYTOMEGALOVIRUS INFECTION

SOURCE 'OPEN/PEND FILE & AIDS FILE
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NIHAIDS PROJECTSFOR FISCAL YEARS 1983-84 BY INSTITUTE

PAGE

GRANT NUMBER START DOLLARS PERCENT DOLLARS GRANTEE INSTITUTION
Pl NAME DATE AWARDED TO AIDS FOR AIDS TITLE OF PROJECT

5 ROYAI19772-02 08-01-82 83 72,009 100 72,0 UNIVERSITY OF CONNECTICUT HEALTH CENTER
PESANTI, EDWARD L PNEUMOCYSTISCARINII! METABOLISM AND HOST DEFENSES

1 R13 AI20166-01 08-01-83 83 7,500 100 7,500 UNIVERSITY OF WASHINGTON

HOLMES, KING FIFTH MEETING - INTERNATIONAL SOCIETY FOR STD RESEARCH
1 RO1AI20573-01 09-15-83 83 124,253 100 124,253 UNIVERSITY OF CALIFORNIA DAVIS

GARDNER, MURRAY B SIMIAN ACQUIRED IMMUNODEFICIENCY SYNDROME
5 ROYAI20573-02 09-15-83 34 139,472 100 139,472 UNIVERSITY OF CALIFORNIA DAVIS

GARDNER, MURRAY B SIMIAN ACQUIRED IMMUNODEFICIENCY SYNDROME

1 UO1AI20671-01 05-01-83 83 392,765 100 392,745 YESHIVA UNIVERSITY

RUBINSTEIN, ARYE PATHOGENESIS 8 EPIDEMIOLOGY OF ACQUIRED IMMUNODEFICIENCY
5 U01AI20671-02 05-01-83 84 672,562 too 672,542 YESHIVA UNIVERSITY

RUBINSTEIN, ARYE PATHOGENESIS & EPIDEMIOLOGY OF ACQUIRED IMMUNODEFICIENCY
1 U0t AI20672-01 05-01-83 83 273,954 100 273,954 UNIVERSITY OF CALIFORNIA LOS ANGELES
FAHEY, JOHN L STUDIES OF ACQUIRED 1MMuNO DEFICIENCY SYNDROME
3 U0O1AI20672-01S1 05-01-83 83 78,133 100 78,133 UNIVERSITY_OF CALIFORNIA LOS _ANGELES
FAHEY, JOHN L CLINICAL & THERAPEUTIC STUDIES IN Ks & RELATED AIDS

3 V01 AI20672-0152 05-01-83 83 76,119 100 76,119 UNIVERSITY OF CALIFORNIA LOS ANGELES
FAHEY, JOHN L SIGNIFICANCE OF THSUBPOPULATION REDUCTIONS IN AIDS

5 U011 AI20672-02 05-01-83 86 491,012 100 491,012 UNIVERSITY OF CALIFORNIA LOS ANGELES
FAHEY, JOHN L STUDIES OF ACQUIRED IMMUNDO DEFICIENCY SYNDROME

1 UOtAIZ20673-01 04-01-83 83 86,505 100 JUDE CHILDREN'S RESEARCH HOSPITAL
HUGHES, WALTER T DEVELOPMENTAL THERAPEUTICS FOR P CARINII PNEUMONITIS

5 UO1AI20673-02 04-01-83 84 91,355 100 ST. JUDE CHILDREN”S RESEARCH HOSPITAL
HUGHES, WALTER T DEVELOPMENTAL THERAPEUTICS FOR P CARINII PNEUMONIYIS

1 UO1AI20676-01 04-01-83 83 116,974 100 116,974 ST. VINCENT?S HOSP &MED CTR NEMW YORK
MA, PEARL PREVALENCE AND PATHOGENESIS OF CRYPTOSPORDIOSIS

5 U091 AI20674-02 04-01-83 L1 143,695 100 163,695 ST. VINCENT’S HOSP & MED CTR NEW YORK
MA, PEARL PREVALENCE ANO PATHOGENESIS OF CRYTOSPORDIOSIS

1 RO1AI20698-01% 09-15-83 83 161,991 100 161,991 COLUMBIA UNIVERSITY NEW YORK

CHESS, LEONARD IMMUNOBIOLOGY OF THE ACQUIRED IMMUNODEFICIENCY SYNDROME
5 RO1AI20698-02 09-15-83 34 167,150 100 167,150 COLUMBIA UNIVERSITY NEHW vORK

CHESS, LEONARD

PROGRAM 8$N143; SOURCE:ONEN/PEND FILE & AIDS

FILE

IMMUNOBIOLOGY OF THE ACQUIRED IMMUNODEFICIENCY SYNDROME
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NIH AIDS PROJECTS FOR FISCAL YEARS 1983-84 BY INSTITUTE

GRANT NUMBER - START FY DOLLARS PERCENT DOLLARS GRANTEE INSTITUTION

Pl NAMNE DATE AWARDED TO AIDS FOR AIUS TITLE OF PROJECT
1 ROV AI20717-01t 09-15-83 83 102,198 100 102,198 UNIVERSITY OF CALIFORNIA [IRVINE

GUPTA, SUDHIR AMLR AND LYMPHOID DIFFERENTIATION IN AIDS
5 RO1AI20717-02 09-15-83 84 110,217 100 110,217 UNIVERSITY OF CALIFORNIA IRVINE
GUPTA, SUDHIR AMLR AND LYMPHOID DIFFERENTIATION IN AIDS
1 ROYAI20729-01% 09-15-83 83 79,444 100 79 HARVARD UNIVERSITY

LETVIN, NORMAN L IMMUMOREGULATIONIN AIDS
5 RO1AI20729-02 09-15-83 84 87,083 100 87,083 HARVARD UNIVERSITY

LETVIN, NORMAN L IMMUNOREGULATION IN AIDS
1 ROtAI20731-01 09-15-83 83 47,446 100 47,446 NEW YORK STATE DEPARTMENT OF HEALTH
MONTE-RICHER, VICTORIA SEMEN--INDUCED IMMUNOSUPPRESSION
5 ROt AI20731-02 09-15-83 84 50,818 100 50,818 NEW YORK STATE DEPARTMENT OF HEALTH
MONTE-WICHER, VICTORIA SEMEN--INDUCED IMMUNOSUPpPRESSION
1 RO1AI20736-01 09-30-83 83 292,916 100 292,916 UNIVERSITY OF MIAMI

PARKS, WADE P ACQUIRED IMMUNODEFICIENCY DISEASE IN HAITIAN CHILDREN
5 ROt AIZ0736-02 09-30-83 36 293,668 100 293,668 UNIVERSITY OF MIAM

PARKS, WADE P ACQUIRED IMMUNODEFICIENCY DISEASE IN HAITIAN CHILDREN
1 ROTAIZ0911-D1A1 09-30-84 84 77,193 100 77,193 UNIVERSITY OF TEXAS HLTH SCI ctrR HousTON
MILLER, GERALDINE P HUMAN IN VITRO RESPONSES TO CRYPTOCOCCUS NEOFORMANS
1 ROt AI20940-01 04-01-84 84 98,892 100 98,892 UNIVERSITY OF OKLAHOMA HLTH_SCIENCES CTR
IVEY, MICHAEL H ASSAY FOR PNEUMOCYSTOSIS IN IMMUNODEFICIENT HOSTS
1 U0t AI21105-01 04-01-84 84 118,103 100 18,103 YESHIVA UNIVERSITY

HORWITZ, MARSHALL S ADENOVIRUSES AS A COFACTOR AND IMMUNE MODULATOR IN AIDS
1 UO1AI21118-01 03-01-84 84 161,339 100 161,339 YALE UNIVERSITY

TATTERSALL, PETER J ASSESSMENT OF A POSSIBLE PARVOVIRAL ETIOLOGY FOR AIDS
1 U011 AI21122-01% 02-01-84 84 159,534 100 159, UNIVERSITY OF MIAMI

PARKS, WADE p HTLV RETROVIRUS INFECTION IN HAITIANS WITH AIDS
1 UDIAIZY 129-01 02-01-84 84 88,101 100 88,101 UNIVERSITY OF MASSACHUSETTS MEDICAL SCH
MULDER, CAREL MOLECULAR BIOLOGICAL STUDIES ON THE ETIOLOGY OF AIDS
1 UDY1AJ21134-01 05-01-84 34 s1,025 100 51,025 U.S. UNIFORMED SERVICES UNIV OF HLTH SCI
PREBLE, oLIVIA T INFECTIOUS ETIOLOGY OF AIDS IN HEMOPHILIACS
1 UOt1AIZ21161-01% 04-01-84 84 70,324 100 70,324 DANA-FARBER CANCER INSTITUTE

ANDERSON, DEBORAH J

>ROGRAMEN1G3; SOURCE’

OPEN/PEND FILE 8 AIDS FILE

ROLE OF SEMEN IN ACQUIRED IMMUNODEFICIENCY SYNDROME

L
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NIH AIDS PROJECTS FOR FISCAL YEARS 1983-84 BY INSTITUTE

12-14-84
GRANT NUMBER START FY DOLLARS PERCENT
Pl NAME DATE AWARDED TO AIDS
1 RO1 AIZ21161-01 09-15-83 83 177,810 100
SULLIVAN, JOHN L
5 ROVTAI21161-02 09-15-83 84 192,713 100
SULLIVAN, JOHN L
1 UoY AI21175-01 09-30-83 8S 304,989 100
LANGE, MICHAEL
3 UOYATI21175-01S1 09-30-83 84 34,300 100
LANGE, MICHAEL
5 UD1AI21175-02 09-30-83 84 336,937 100
LANGE, MICHAEL
1 UD1AIZ21182-01 04-01-84 84 78,985 100
SIDDIQUI, ALEEM
1 UBYAI21186-01 02-01-84 84 188,495 100
MILLER, | GEORGE, JR
1 UD1AI21189-01 02-01-84 84 105,535 100
CHAGANTI, RAJU S
1 R43 AI21209-01 07-01-84 84 42,286 100
WIDDER, KENNETH J
t POt AI21289-01 09-30-84 84 246,750 50
RICH, ROBERT R
1 RO1AI21510-01 07-01-84 84 168,470 100
MURRAY, HENRY W
1 RO1AI21516-01 06-01-84 84 228,632 100
BARTLETT> JOHN G
1 RO1AJI2187464-01 09-30-84 84 79,054 100
MC CARTHY, CHARLOTTE M
1 RO1AI21897-01 09-30-84 84 107,846 100
GANGADHARAM, PATTISAPU R
T RO ATZ21917-01 09-30-84 84 109,837 100
MURRAY, HENRY W
I ROY AIZ21919-0! 09-30-84 84 91*541 100

CROWLE, ALFRED J

'ROGRAMSN163; SOURCE’ OPEN/PEND FILE & AIDS FILE

DOLLARS GRANTEE INSTITUTION
FOR AIDS TITLE OF PROJECT

177,810 UNIVERSITY OF MASSACHUSETTS MEDICAL SCH
IMMUNOREGULATORY DEFECTS IN HEMOPHILIA

192,713 UNIVERSITY OF MASSACHUSETTS MEDICAL SCH
IMMUNOREGULATORY DEFECTS IN HEMOPHILIA

304,989 ST. LUKE'S-ROOSEVELT INST FOR HLTH SCI
PROSPECTIVE STUDY OF IMMUNOLOGIC ABNORMALITIES

34,300 ST. LUKE'S-ROOSEVELT INST FOR HLTH SCI
PROSPECTIVE STUDY OF IMMUNOLOGIC ABNORMALITIES

336,937 ST. LUKE'S-ROOSEVELT INST FOR HLTH SCI
PROSPECTIVE STUDY OF IMMUNOLOGIC ABNORMALITIES

78,985 UNIVERSITY OF COLORADO HLTH SCIENCES CTR
HEPATITIS B VIRUS AS COCARCINOGEN IN KAPOSI SARCOMA

188,495 YALE UNIVERSITY
RETROVIRUSES AND OTHER VIRAL COFACTORS IN AIDS

105,535 SLOAN-KETTERING INSTITUTE FOR CANCER RES
CYTOGENETIFCS OF LYMPHOID PROLIFERATION IN AIDS PATIENTS

42,286 MOLECULAR BIOSYSTEMS, INC.
POSSIBLE AIDS DIAGNOSTIC TEST

123,375 BAYLOR COLLEGE OF MEDICINE
REGULATORY ABNORMALITIES IN IMMUNOLOGIC DISEASES

168,470 CORNELL UNIVERSITY MEDICAL CENTER
ROLE & EFFECT OF GAMMA INTERFERON IN THE AIDS SYNDROME

228,632 JOHNS HOPKINS UNIVERSITY
ENTERIC DISEASES IN A POPULATION AT RISK FOR AIDS

79,054 NEW MEXICO STATE UNIVERSITY LAS CRUCES
ASSESSMENT OF DRUG RESISTANCE IN MYCOBACTERIUMAVIUM

NATIONAL JEWISH HOSP & RES CTR~NAT'L AsT
IMMUNOPATHOLOGY OF MYCOBACTERIUM INTRACELLULAR IN AIDS

109,837 CORNELL UNIVERSITY MEDICAL CENTER
GAMMA INTERFERON--MYCOBACTERIUM AVIUM INFECTION IN AIDS

91,541 UNIVERSITY OF COLORADO HLTH SCIENCES CTR
MECHANISMS OF M AVIUM INFECTION IN AIDS

cli
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NIH AIDS PROJECTS FOR FISCAL YEARS 1983-84 BY INSTITUTE

GRANT NUMBER START FY DOLLARS PERCENT DOLLARS GRANTEE INSTITUTION

P1 NAME DATE AWARDED TO AIDS FOR AIDS TITLE OF PROJECT _
1 RO1.AJ21929-01 09-30-84 84 71,792 100 ,792 UNIVERSITY OF MEDICINE 8 DENTISTRY OF NJ
IMAEDA, TAMOTSU MYCDIACTERIMAVIUN INTRACELLULAR IN AIDS PATIENTS
1 RO1 AT2193t-01 09-30-84 84 111,604 100 111,604 UNIVERSITY OF CALIFORNIA LOS ANGELES
GANZ, TONAS MICROBICIDAL MECHANISMS AGAINST PNEUMOCYSTIS CARINII
t ROt AI21938-01 09-30-84 84 38,395 100 EMORIAL HOSPITAL FOR CANCER & ALLIED DI
ARMSTRONG, DONALD PENTAHIDINE PHARMACOKINETICS IN ANIMALS AND HUMANS
t RO1 AI21946-01 09-30-84 84 41,240 100 61,240 TEXAS COLLEGE OF OSTEOPATHIC MEDICINE
BARROW, WILLIAM W PROCESSING OF MYCOBACTERIAL GLYCOPEPTIDOLIPID ANTIGENS
1 ROY AI219647-01% 09-30-84 84 61,356 100 61,356 MEDICAL COLLEGE OF OHIO AT TOLEDO
LEHMANN, PAUL F MANNOPROTEIN BIOSYNTHESIS AND ITS ROLE IN PATHOGENICITY
1 ROt AI21951-01 09-30-84 84 178,870 100 178,870 UNIVERSITY OF TEXAS HLTH SCI CTR DALLAS
LIPSCOMB, MARY F PULMONARY DEFENSES IN OPPORTUNISTIC INFECTIONS
! ROV AI21953-01 09-30-84 84 81,518 100 81,518 UNIVERSITY OF WASHINGTON

MILLER, RICHARD A HUMORAL IMMUNITY TO CRYPTOSPORIDIUM IN PRIMATES
1 NO1 AI32503-00 05-19-83 83 169,078 100 169,078 MELOY LABORATORIES

CICMAKEC, JOHN L HOUSING ANIMALS FOR STUDIES OF INFECTIOUS DISEASES
5 NO1 AI32503-0t 05-19-83 84 117,649 100 117,649 MELOY LABORATORIES

CICMANEC, JOHN L HOUSING ANIMALS FOR STUDIES OF INFECTIOUS DISEASES
1 NOt AI32507-00 07-22-83 83 550,838 100 550,838 NEW YORK BLOOD CENTER

BAKER, LOUIS N COLLECT SPECIMENS TO DETECT ETIOLOGIC AGENTS OF AIDS
5 NOt AI32507-05 07-22-83 84 578,322 100 578,322 NEW YORK BLOOD CENTER

BAKER, LOUIS N COLLECT SPECIMENS TO DETECT ETIOLOGIC AGENTS OF AIDS
5 NOt AI32507-06 07-22-83 34 201,697 100 201,697 NEW YORK BLOOD CENTER

BAKER, LOUIS N COLLECT SPECIMENS TO DETECT ETIOLOGIC AGENTS OF AIDS
1 NO1AI3Z2511-00 09-30-83 - 669,165 100 669,165 UNIVERSITY OF CALIFORNIA LOS ANGELES
DETELS, ROGER NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
5 NOYAI32511-03 09-30-83 84 564,861 100 544,861 UNIVERSITY OF CALIFORNIA LOS ANGELES
DETELS, ROGER NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
5 NO1 AI32511-06 09-30-83 84 629,025 100 629,025 UNIVERSITY OF CALIFORNIA LOS ANGELES
DETELS, ROGER NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
I NOt1 AI32513-00 09-30-83 83 782,790 100 782,790 UNIVERSITY OF PITTSBURGH

RINALDO, CHARLES R, JR

'OGRAM 8N 143; SOURCE: OPEN/PEND FILE & AIDS FILE

NATURAL HISTORY oF ACQUIRED IMMUNE DEFICIENCY SYNDROME

el




12-44-84 PAGE
NIK AIDS PROJECTS FOR FISCAL YEARS 1983-84 BY INSTITUTE
GRANT NUMBER START FY DOLLARS PERCENT DOLLARS GRANTEE INSTITUTION
P1 NAME DATE AHARDED TO AIDS FOR AIDS TITLE OF PROJECT
5 NOUAI3Z2513-01 09-30-8s 83 156,000 100 156,000 UNIVERSITY OF PITTSBURGH
RINALDO, CHARLES R, JR NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
5 NO1AI32513-04 09-30-83 84 1, 109,920 100 1,109,920 UNIVERSITY OF PITTSBURGH
RINALDO, cHARLES R, JR NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
5 NO1 AI32513-06 09-30-83 84 665,311 100 665,311 UNIVERSITY OF PITTSBURGH
RINALDO, CHARLES R, JR NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
1 NOt AI32519-00 09-30-83 83 676,951 100 676,951 UNIVERSITY OF CALIFORNIA BERKELEY
WINKELSTEIN, WARREN, J R NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
5 NO1 AI32519-04 09-30-83 84 615,627 100 615,627 UNIVERSITY OF CALIFORNIA BERKELEY
WINKELSTEIN, MARREN, J R NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
3 NOY AXI32519-05 09-30-83 84 445,285 100 443,285 UNIVERSITY OF CALIFORNIA BERKELEY
HINKELSTEIN, RARREN, J R NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
1 NOt AI32520-00 09-30-83 83 471,663 100 471,663 JOHNS HOPKINS UNIVERSITY
POLK, B FRANK NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
5 NOY1AI32520-01 09-30-83 83 94,000 100 94,000 JOHNS HOPKINS UNIVERSITY
POLK, B FRANK NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
5 NO1 AI32520-04 09-30-83 84 404,269 100 404,269 JOHNS HOPKINS UNIVERSITY
POLK, B FRANK NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
3 NOt A132520-05 09-30-83 84 517,879 100 517,879 JOHNS HOPKINS UNIVERSITY
POLK, B FRANK NATURAL HISTORY OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
1 Yol A140012-00 08-07-84 84 33,940 00 33,940 U.S. NATIONAL INSTITUTES OF HLTH
KASLOHW, RICHARD A MENTAL HEALTH EFFECTS OF AIDS ON AT-RISK HOMOSEXUAL MEN
1 NOt AI42543-00 07-10-86 84 149,225 00 149,225 INDIANA UNIV-PURDUE UNIV AT INDIANAPOLIS
SMITH, JAMES W DEVELOP DRUGBS FOR TREATMENT OF PNEUMOCYSTICCARINII
t NOt AI425644-00 07-23-84 84 227,559 00 227,559 NATIONAL JEWISH HOSP & RES CTR-NAT'L AsT
ISEMAN, MICHAEL D DRUG TREATMENT OF M. AVIUM-INTRACELLULARE N AIDS
1 NOt AIG2545-00 07-23-84 84 186,123 100 186,123 UNIVERSITY OF CALIFORNIA LOS ANGELES
YOUNG, LOHELL S DRUG TREATMENT QF M. AVIUM-INTRACELLULARE IN AIDS
1 NOtAI42547-00 07-16-84 84 159,494 100 159,494 UNIVERSITY OF TEXAS SYSTEM CANCER CENTER
LOPEZ-BLRESTEIN, GABRIEL DEVELOP DRUGS FOR TREATMENT OF CANDIDIASIS
1 NOYAIG25648-00 07-10-84 84 160,024 100 160,024 UNIVERSITY OF CINCINNATI

HALZER, PETER D
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1 NOt. AJG2549-00 07-23-84 84 144,836 100 146,836 UNIVERSITY OF MISSISSIPPI
CLARK, ALICE M DEVELOP DRUGS FOR TREATMENT OF CANDIDIASIS
1 NO1AJI42554-00 08-01-84 84 671,023 100 671,02S UNIVERSITY OF MICHIGAN AT ANN ARBOR
DRACH, JOHN C DEVELOP ANTIVIRAL DRUGS FOR CMV INFECTIONS IN AIDS
1 NO1AI42555-00 08-01-84 84 137,133 100 137,133 SOUTHERN RESEARCH INSTITUTE
SHANNON, WILLIAMM DEVELOP ANTIVIRAL DRUGS FOR CMV INFECTIONS IN AIDS
1 NO1AI42556-00 08-01-84 84 157,279 100 157,279 UNIVERSITY OF MASSACHUSETTS MEDICAL SCH
WRIGHT, GEORGE E DEVELOP ANTIVIRAL DRUGS FOR CMV INFECTIONS IN AIDS
1 NOf$ AI42557-00 09-01-84 84 284,771 100 284,771 UNIVERSITY OF TEXAS MED BR GALVESTON
ALBRECHT, THOMAS B DEVELOP ANTIVIRAL DRUGS FOR CMV INFECTIONS IN AIDS
1 NOt AIG2651-00 07-30-84 84 222,553 100 222,553 UNIVERSITY OF TENNESSEE KNOXVILLE
BECKER, JEFFREY M DEVELOP DRUGS FOR TREATMENT OF CANDIDIASIS
hﬂ:SITTTUTE TOTAL 24,691,203 102 21,230,459
National Cancer Institute

5 ROV CA19341-07 06- 01-79 83 117,855 10 11,786 DANA-FARBER CANCER INSTITUTE
HASELTINE, WILLIAM A THE MOLECULAR BIOLOGY OF REPLICATION RNA TUMOR VIRUSES
5 ROt CA19341-08 06-01-79 34 142,570 10 14,257 DANA-FARBER CANCER INSTITUTE
HASELTINE, WILLIAM A THE MOLECULAR BIOLOGY OF REPLICATION RNA TUMOR VIRUSES
3 RO1CA33205-01S1 09-30-82 83 16,350 100 16,350 NEW YORK UNIVERSITY
MARMOR, MICHAEL RISK FACTORS FOR KAPOSI'S SARCOMA IN HOMOSEXUAL MEN
2 RO1CA33205-02 09-30-82 84 251,794 100 251,794 NEW YORK UNIVERSITY
MARMOR, MICHAEL RISK FACTORS FOR KAPOSI'S SARCOMA IN HOMOSEXUAL MEN
1 ROt CA33873-01A1 08-01-8S 83 104,431 100 SLOAN-KETTERING INSTITUTE FOR CANCER RES
MERTELSMANN, ROLAND H INTERLEUKIN 2 IN HUMAN IMMUNGDEFICIENCY SYNDROMES
5 RO1CA33873-02 08-01-83 84 110,788 100 SLOAN-KETTERING INSTITUTE FOR CANCER RES
MERTELSMANN, ROLAND H INTERLEUKIN 2 IN HUMAN IMMUNODEFICIENCY SYNDROMES
1 R23 CA34671-01 09-30-83 83 52,244 100 52,244 DUKE UNIVERSITY
CIANCIOLO, GEORGE J INHIBITORS OF MACROPHAGES IN NEOPLASIA RELATIONSHIP
5 R23 CA36G671-02 09-30-83 84 53,720 100 53,720 DUKE UNIVERSITY
CIANCIOLOG, GEORGE J INHIBITORS OF MACROPHAGES IN NEOPLASIA RELATIONSHIP
1 ROt CA346764-01 02-07-83 83 184,958 100 186,958 UNIVERSITY OF TEXAS SYSTEM CANCER CENTER

HERSH, EVAN M
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5 RO1.CA36676-02 02-07-83 84 198,741 100 198,741 UNIVERSITY OF TEXAS SYSTEM CANCER CENTER
HERSH, EVAN M STUDY OF ACQUIRED IMMUNODEFICIENCY AND KAPGSI®*S SARCOMA
1 RO1CA34729-01 05-01-83 83 99,563 100 99,563 UNIVERSITY OF CALIFORNIA SAN DIEGO
SPECTOR, DEBORAH H HUMAN CMV, CELL-RELATED DNA, ONCOGENES & KAPOSI SARCOMA
5 ROt CA34729-02 05-01-83 84 115,844 100 115,844 UNIVERSITY OF CALIFORNIA SAN DIEGO
SPECTOR, DEBORAH H HUMAN CMV, CELL-RELATED DNA, ONCOGENES &KAPOSI SARCOMA
1 ROY1CA36822-01 09-30-8s 83 190,939 100 190,939 MEMORIAL HOSPITAL FOR CANCER & ALLIED DI
SAFAI, BIJAN EPIDEMIOLOGY: KAPOSI SARCOMA-ACQUIRED IMMUNE DEFICIENCY
1 U01CA34975-01 05-01-83 83 143,699 00 143,699 HARVARD UNIVERSITY

MULLINS, JAMES | MALIGNANCY ASSOCIATED GENETIC CHANGES--KAPOSI'S SARCOMA
S U0 CA34975-02 05-01-83 34 126,262 00 126,262 HARVARD UNIVERSITY

MULLINS, JAMES | RETROVIRUSES AND AIDS

1 V01 CA34976-01 06-01-83 83 166,822 00 166,822 NEW YORK UNIVERSITY

VALENTINE, FRED T ETIOLOGY AND IMMUNOLOGICAL BASIS OF THE AID SYNDROME
5 U0t CA34976-02 06-01-83 84 171,305 00 171,305 NEW YORK UNIVERSITY

VALENTINE, FRED T ETIOLOGY AND IMMUNOLOGICAL-BASIS OF THE AID SYNDROME

1 U0t CA34977-01 09-30-83 83 264,616 100 264,616 TULANE UNIVERSITY OF LOUISIANA

ANDES, N ABE A STUDY OF THE IMMUNODEFICIENCY IN HEMOPHILIA
5 U0t CA34977-02 09-30-83 84 261,892 100 261,892 TULANE UNIVERSITY OF LOUISIANA

ANDES, W ABE A STUDY OF THE IMMUNODEFICIENCY IN HEMOPHILIA
1 UD1CA34979-01 09-30-83 83 60,631 100 60,631 DANA-FARBER CANCER INSTITUTE

FINBERG, ROBERT W ANIMAL MODELS OF AIDS
5 U0t CA34979-02 09-30-83 34 64,561 100 64,561 DANA-FARBER CANCER INSTITUTE

FINDERG, ROBERT W ANIHAL MODELS OF AIDS
1 U01CA34980-0C1 05-01-83 83 526,229 100 526,229 UNIVERSITY OF CALIFORNIA SAN FRANCISCO
VOLBERDING, PAUL A STUDIES OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
3 U011 CA34G980-01S52 05-01-83 83 48,526 100 48,526 UNIVERSITY OF CALIFORNIA SAN FRANCISCO
VOLBERDING, PAUL A STUDIES OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
5 U0t CA34980-02 05-01-83 84 559,702 100 559,702 UNIVERSITY OF CALIFORNIA SAN FRANCISCO
VOLBERDING, PAUL A STUDIES OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
1 U011 CA34981-01 09-30-83 83 153,421 100 153,421 THOMAS JEFFERSON UNIVERSITY

HAUPTMAN, STEPHEN P
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5 UO1CA36981-02 09-30-83 84 152,570 100 152,570 THOMAS JEFFERSON UNIVERSITY
HAUPTMAN, STEPHEN P AIDS--MECHANISM OF DEFECTIVE IMMUNOREGULATION
1 VD1 CA34987-01 09-30-83 83 24,737 100 24,737 UNIVERSITY OF TENN CENTER HEALTH SCIEN
PIFER, LINDA L NONINVASIVE DIAGNOSIS OF PNEUMOCYSTIS IN AIDS PATIENTS
5 U011 CA36987-02 09-30-83 84 92,620 100 92,620 UNIVERSITY OF TENN CENTER HEALTH SCIEN
PIFER, LINDA L NONINVASlVE DIAGNOSIS OF PNEUMOCYSTIS IN AIDS PATIENTS
1 U0YCA36G988-01 09-30-83 83 134,029 100 134,029 UNIVERSITY OF MIAMI
FISCHL, MARGARET A A STUDY OF AN ACQUIRED IMMUNODEFICIENCY SYNDROME
5 U011 CA34988-02 09-30-83 84 169,224 100 169,224 UNIVERSITY OF MIAMI
FISCHL, MARGARET A A STUDY OF AN ACQUIRED IMMUNGCDEFICIENCY SYNDROME
1 UOY CA3G989-01 05-01-83 83 254,011 100 254,011 MOUNT SINAI SCHOOL OF MEDICINE
SIEGAL, FREDERICK P AIDSt CHARACTERIZATION OF EARLY DEFECTS
5 U0t CA364989-02 05-01-83 84 330,121 100 330,121 MOUNT SINAlI SCHOOL OF MEDICINE
SIEGAL, FREDERICK P AIDS! characterization OF EARLY DEFECTS
1 U0t CA34991-01 09-30-83 83 107,681 100 107,681 CITY OF HOPE NATIONAL MEDICAL CENTER
ZAIA, JOHN A ROLE OF CMV IN THE ACQUIRED IMMUNODEFICIENCY SYNDROME
5 U0t CA34991-02 09-30-83 84 112,662 100 112,662 CITY OF HOPE NATIONAL MEDICAL CENTER
ZAIA, JOHN A THE ROLE OF CMV IN THE ACQUIRED IMMUNODEFICIENCY SYNDROM
1 UDY1CA34994-01 09-30-83 83 46,600 100 46,600 U.S. UNIFORMED SERVICES UNIV OF HLTH SCI
PREBLE, OLIVIA T INTERFERON AND THE ETIOLOGY OF ACQUIRED IMMUNODEFICIENCY
5 U0t CA34994-02 09-30-83 84 40,600 100 40,600 U.S. UNIFORMED SERVICES UNIV OF HLTH SCI
PREBLE, OLIVIA T INTERFERON AND THE ETIOLOGY OF ACQUIRED IMMUNODEFICIENCY
1 V01 CA36995-0t 06-01-83 83 249,999 100 249,999 MEMORIAL HOSPITAL FOR CANCER & ALLIED DI
SAFAl, BIJAN PROSPECTIVE STUDY OF EPIDEMIC KAPOSI*®*S SARCOMA AND AIDS
5 U011 CA34995-02 06-01-83 84 266,397 100 266,397 MEMORIAL HOSPITAL FOR CANCER 8 ALLIED DI
SAFAl, BIJAN PROSPECTIVE STUDY OF EPIDEMIC KAPOSI®'S SARCOMA AND AIDS
1 UOY1 CA35001-01 04-01-83 83 60,050 100 60,050 CHILDREN’'S HOSPITAL (COLUMBUS)
HUGHES, JOHN H ASSESSMENT OF SEMINAL PLASMA 8 CMV INFECTIONS ON AIDS
5 U0t CA35001-02 04-01-83 84 87,614 100 7,616 CHILDREN’'S HOSPITAL (COLUMBUS)
HUGHES, JOHN H ASSESSMENT OF SEMINAL PLASMA 8 CMV INFECTIONS ON AIDS
1 U0Y1CA35006-01 09-30-83 83 172,538 100 172,538 NATIONAL JEWISH HOSP & RES CTR-NAT'L AST

KIRKPATRICK, CHARLES H
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5 UDY CA35006-02 09-30-83 84 184,583 100 m..sas NATIONAL JEWISH HOSP & RES CTR-NAT'L AST
KIRKPATRICK, CHARLES H PATHOGENESIS OF ACQUIRED IMMUNE DEFICIENCY SYNDROME
1 U0t CA35018-01 05-01-83 83 568,319 100 568,319 CORNELL UNIVERSITY MEDICAL CENTER
DOUGLAS, R GORDON, JR COLLABORATIVE STUDIES OF AID/KAPOSI'S SARCOMA
3 U001 CA35018-01S1 05-01-83 83 137,372 100 137,372 CORNELL UNIVERSITY MEDICAL CENTER
DOUGLAS, R GORDON, JR COLLABORATIVE STUDIES OF AID/KAPOSI*S SARCOMA
5 U011 CA35018-02 05-01-83 84 760,065 100 760,065 CORNELL UNIVERSITY MEDICAL CENTER
DOUGLAS, R GORDON, JR COLLABORATIVE STUDIES OF AID/KAPQSI'S SARCOMA
1 U01CA35020-01 05-01-83 83 124,335 100 124,335 MASSACHUSETTS GENERAL HOSPITAL
HIRSCH, MARTIN S VIRUSES ACQUIRED IMMUNODEFICIENCY AND KAPOSI SARCOMA
3 U0t CA35020-0151 05-01-83 84 29,000 100 29,000 MASSACHUSETTS GENERAL HOSPITAL
HIRSCH, MARTIN S VIRUSES ACQUIRED IMMUNODEFICIENCY AND KAPOSI SARCOMA
5 UGt CA35020-02 05-0%$-83 84 123,310 100 123,310 MASSACHUSETTS GENERAL HOSPITAL
HIRSCH, MARTIN S VIRUSES ACQUIRED IMMUNODEFICIENCY AND KAPGSI SARCOMA
t R13 CA35028-01 01-07-83 83 20,367 100 20,367 COLD SPRING HARBOR LABORATORY
TOPP, HILLIAN C WORKSHOP ON A | D SYNDROME AND KAP0OSI*S SARCOMA
1 ROt CA35660-01A1 03-15-84 84 83,465 10 8,347 UNIVERSITY OF NEBRASKA MEDICAL CENTER
VOLSKY, DAVID J MONOCLINAL ANTI-EBNA ANTIBODIES
t ROt CA35676-01 09-30-83 83 95,303 too 95,303 NORTHERN CALIFORNIA CANCER PROGRAM, INC.
HOLLY, ELIZABETH A EPIDEMIOLOGY: EWING'S SARCOMA, ANAL AND RECTAL CARCINOMA
5 ROI CA35676-02 09-30-83 84 147,959 100 147,959 NORTHERN CALIFORNIA CANCER PROGRAM, INC.
HOLLY, ELIZABETH A Epidemiology EWING'S SARCOMA, ANAL AND RECTAL CARCINOM
t RO1 CA35683-01 09-30-83 83 58,453 100 58,453 UNIVERSITY OF KANSAS COL HLTH SC: & HOSP
HOLMES, FREDERICK F ANAL CANCER IN WOMEN:? ETIOLOGIC FACTORS
5 RO1 CA35683-02 09-30-83 84 92,344 100 92,344 UNIVERSITY OF KANSAS COL HLTHSCI& HOSP
HOLMES, FREDERICK F ANAL CANCER IN WOMEN: ETIOLOGIC FACTORS
1 ROt CA35706-01 09-30-83 83 103,837 100 103.837 UNIVERSITY OF SOUTHERN CALIFORNIA
PETERS, RUTH K EPIDEMIOLOGY OF EPITHELIAL TUMORS OF THE ANOGENITAL AREA
- 5 RO1 CA35706-02 09-30-83 84 118,029 100 118,029 UNIVERSITY OF SOUTHERN CALIFORNIA
PETERS, RUTH K EPIDEMIOLOGY OF EPITHELIAL TUMORS OF THE ANOGENITAL AREA
9 RO1 CA35922-064At 09-30-83 83 66,747 100 66,747 UNIVERSITY OF MICHIGAN AT ANN ARBOR

SUPPRESSOR CELLS IN CANCER AND IMMUNGDEFICIENCIES
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5 ROYCA35922-05 09-30-83 84 65,371 100 65,371 UNIVERSITY OF MICHIGAN AT ANH ARBOR
SCHWARTZ, STANLEY A SUPPRESSOR CELLS IN CANCER AND IMMUNODEFICIENCIES
1 U0t CA35982-01 07-15-83 83 395,000 100 395,000 NEW YORK UNIVERSITY
FRIEDMAN-KIEN, ALVIN E EPIDEMIC KAPOSI'S SARCOMA
1 ROYCA36301-01A1 07-15-84 84 299,077 100 299,077 UNIVERSITY OF SOUTHERN CALIFORNIA
LEVINE, ALEXANDRA M EPIDEMIOLOGY & IMMUNOLOGY IN HOMOSEXUALS WITH PGL
9 RO1CA36642-064A1 09-s0-83 83 123,117 100 123,117 DUKE UNIVERSITY
CORLEY, RONALD B HELPER T CELLS: COMPARISON OF T-T AND T-B INTERACTION
5 RO1CA36642-05 09-30-83 84 128,564 100 128,564 DUKE UNIVERSITY
CORLEY, RONALD B HELPER T CELLS: COMPARISON OF T-T AND T-B INTERACTION
1 R13 CA36751-01 09-30-83 83 10,000 100 10,000 NEW YORK ACADEMY OF SCIENCES
SELIKOFF, IRVING J CONFERENCE ACQUIRED IMMUNE DEFICIENCY SYNDROME
3 R13 CA36751-01S1 09-30-83 84 25,000 100 25,000 NEW YORK ACADEMY OF SCIENCES
SELIKOFF, IRVING J CONFERENCE; ACQUIRED IMMUNE DEFICIENCY SYNDROME
1 U1 CA37259-01 04-01-84 84 145,662 100 165,662 GEORGETOWN UNIVERSITY
ROSENTHAL, LEONARD J ROLE OF HCMV IN KS ASSOCIATED WITH AIDS
1 U011 CA37265-01 03-01-84 84 132, 123 100 132,123 FRED HUTCHINSON CANCER RESEARCH CENTER
MC DOUGALL, JAMES K CYTOMEGALOVIRUS IN AIDS AND KAPOSI'S SARCOMA
1 U01CA37295-01 04-01-84 84 259,408 100 259,408 NEW YORK UNIVERSITY
BASILICO, CLAUDIO MOLECULAR BIOLOGY OF AIDS-RELATED TUMORS
1 U0O1CA37316-01 04-01-84 84 114,987 00 114,987 JOHNS HOPKINS UNIVERSITY
HAYHWARD, GARY S INTERACTION OF EBV AND CMV IN AIDS KAPOSI*S SARCOMA
1 U0t CA37327-01 03-01-84 84 76,372 00 76,372 NEW YORK BLOOD CENTER
GERMAN, JAMES L, 111 CHROMOSOME MUTATION IN THE PATHOGENESIS OF AIDS
1 ROt CA37437-01 09-30-8S 83 107,422 00 107,422 SLOAN-KETTERING INSTITUTE FOR CANCER RES
CHOI, YONG S FUNCTIONAL ANALYSIS OF T-LYMPHOCYTE SUBPOPULATIONS
5 RO1CA376437-02 09-30-83 84 118,837 100 118,837 SLOAN-KETTERING INSTITUTE FOR CANCER RES
CHOI, YONG S FUNCTIONAL ANALYSIS OF T-LYMPHOCYTE SUBPOPULATIONS
1 Y01 CA376461-01 04-01-84 84 100,313 100 100,313 MASSACHUSETTS GENERAL HOSPITAL
SCHOOLEY, ROBERT T HUMAN T-CELL LEUKEMIA VIRUS--VIRUS-HOST INTERACTIONS
1 UO1CA37465-01 04-01-84 84 125,225 100 125,225 CREIGHTON UNIVERSITY
VOLSKY, DAVID J STUDIES OF THE VIRAL ETIOLOGY OF AIDS
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1 U0t CA37466-01 04-01-84 84 156,966 100 156,966 HARVARD UNIVERSITY
ESSEX, MYRON E ASSOCIATION BETWEENHTLV AND AIDS
1 UO1CA3T467-01 03-01-84 34 171,558 100 171,558 UNIVERSITY OF CALIFORNIA DAVIS
GARDNER, MURRAY B SIMIAN ACQUIRED IMMUNODEFICIENCY SYNDROME--A MODEL
1 U011 CA376477~-01 04-01-84 84 67,918 100 67,918 UNIVERSITY OF TEXAS HLTH SCI CTR SAN ANT
SUMAYA, CIRO V EPSTEIN-BARR VIRUS AND CHROMOSOMAL ABERRATIONS IN AIDS
1 UD1CA37478-01 04-01-84 84 163,159 100 163,159 UPSTATE MEDICAL CENTER
POIESZ, BERNARD J ACQUIRED IMMUNODEFICIENCY SYNDROME/ASSOCIATION WITH HTLV
1 R43 CA38502-01 09-30-84 84 50,000 100 50,000 IMRE CORPORATION
BALINT, JOSEPH P, JR IMMUNOADSORPTION THERAPY FOR KAPOSI'S SARCOMA
N INSTITUTE TOTAL 12,038,483 78 11,728,983
NCIl - iy, of Cancer Biology_andDi actnc@ls-
¥ Nui1 CB25005-01 09-30-82 83 16,241 70 11,369 BIOQUAL, INC.
WEATHERLY, BRIAN S FACILITY FOR VIRUS INFECTED AND CHIMERIC MICE
3 W01 CB25005-02 09-30-82 83 250,409 70 175,286 BIOQUAL, INC.
WEATHERLY, BRIAN S FACILITY FOR VIRUS INFECTED AND CHIMERIC MICE
3 NO1CB25005-04 09-30-82 84 265,162 70 185,613 BIOQUAL, INC.
WEATHERLY, BRIAN S FACILITY FOR VIRUS INFECTED AND CHIMERIC MICE
. INSTITUTE TOTAL 531,812 3 372,268
NC1 - Div. of Cancer Treatment —--
5 NO1CMB5724-15 09-30-80 83 400,000 12 48,000 LITTON BIONETICS
SARNGADHARAN, M O PROVIDE ANIMAL FACILITIES FOR VIRAL CANCER RESEARCH
3 NO1CM05724-17 09-30-80 84 400,000 12 48,000 LITTON BIONETICS
SARNGADHARAN, M G PROVIDE ANIMAL FACILITIES FOR VIRAL CANCER RESEARCH
5 NOt CM25608-01 09-30-82 83 293,501 20 58,700 HEM RESEARCH, INC.
SMITH, RICHARD G SUPPLY HUMAN TUMORS NUCLEIC ACIDS AND RETROVIRUSES
3 NO1 CM25608-03 09-30-82 83 74,663 20 14,933 HEM RESEARCH, INC.
SMITH, RICHARD O SUPPLY HUMAN TUMORS NUCLEIC ACIDS AND RETROVIRUSES
5 NO1CM256 16-02 03-21-82 83 579,507 80 463,606 LITTON BIONETICS
SARNGADHARAN, M G PROVIDE HEMATOPOIETIC CELL CULTURES
5 NOt CM25616-03 03-21-82 84 579,507 80 463,606 LITTON BIONETICS
SARNGADHARAN, M G PROVIDE HEMATOPOIETIC CELL CULTURES
INSTITUTE TOTAL 2,327,178 6 1,096,845

PROGRAM 8N1643; SOURCE: OPEN/PEND FILE & AIDS FILE
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NCI = ice of The Director RATE o A_:vA‘P‘lﬁRDED TO AIDS FOR AIDS TITLE OF PRQJECT
3 NO1C023909-04 09-09-82 83 7,444,087 1 76,461 LITTON BIONETICS
LIVHEMAN, JAMES L RESEARCH AT THE NCI FREDERICK CANCER RESEARCH FACILITY
5 NO1C023909-07 09-09-82 84 7,623,593 1 76,236 LITTON BIONETICS
VANDE WOUDE, GEORGE F RESEARCH AT THE NCI FREDERICK CANCER RESEARCH FACILITY
3 NO1C023910-05 08-02-82 83 7,013,488 1 70,135 PROGRAM RESOURCES, INC.
GILDEN, RAYMOND v OPERATIONS AT THE NCI FREDERICK FACILITY
3 NO1C023910-06 08-02-82 83 2746, 116 1 2,741 PROGRAM RESOURCES, INC.
GILDEN, RAYMOND v OPERATIONS AT THE NCI FREDERICK FACILITY
3 NO1C023910-07 08-02-82 83 15,812,422 1 158,124 PROGRAM RESOURCES, INC.
GILDEN, RAYMOND v OPERATIONS AT THE NCI FREDERICK FACILITY
3 N0O1C023910-10 08-02-82 83 5,862,113 1 58,621 PROGRAM RESOURCES, INC.
GILDEN, RAYMOND v OPERATIONS AT THE NCI FREDERICK FACILITY
3 NO1C023910-11 08-02-82 83 8,601,830 1 86,018 PROGRAM RESOURCES, INC.
GILDEN, RAYMOND v OPERATIONS AT THE MCI FREDERICK FACILITY
5 NO1C023910-12 08-02-82 84 3,747,306 1 37,473 PROGRAM RESOURCES, INC.
GILDEN, RAYMOND v OPERATIONS AT THE NCI FREDERICK FACILITY
3 NO1C023910-14 08-02-82 84 456,525 1 4,565 PROGRAM RESOURCES) INC.
GILDEN, RAYMOND V OPERATIONS AT THE NCI FREDERICK FACILITY
5 NO1C023910-15 08-02-82 84 3,000,000 1 30,000 PROGRAM RESOURCES, INC.
GILDEN, RAYMOND v OPERATIONS AT THE NCI FREDERICK FACILITY
5 N01C023910-17 08-02-82 84 5,129,000 1 51,290 PROGRAM RESOURCES, INC.
GILDEN, RAYMOND v OPERATIONS AT THE NCI FREDERICK FACILITY
3 NO1C023910-18 08-02-82 84 18,223,986 1 182,240 PROGRAM RESOURCES, INC.
GILDEN, RAYMOND v OPERATIONS AT THE NCI FREDERICK FACILITY
5 NOTC023910-19 08-02-82 84 151,920 1 1,519 PROGRAM RESOURCES, INC.
GILDEN, RAYMOND v OPERATIONS AT THE NCI FREDERICK FACILITY
3N01 CO23910-20 08-02-82 84 2,816,918 1 28,169 PROGRAM RESOURCES, INC.
GILDEN, RAYMOND v OPERATIONS AT THE NCI FREDERICK FACILITY
5 NOft C023910-21 08-02-82 84 3,790,108 1 37,901 PROGRAM RESOURCES, INC.

GILDEN, RAYMOND Vv
INSTITUTE TOTAL 89,947,412

PROGRAM $#N143; SOURCE: OPEN/PEND FILE & AIDS FILE
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12-14-84 PAGE
NIH AIDS PROJECTS FOR FISCAL YEARS 1983-84 BY INSTITUTE
GRANT VYL START FY  ARARDER P ERceEnT  DOLLARS GRANTEE INSTITUTION
nel - BA OF Cancer Cause A cvention — AIDS FOR AIDS T{ILE OF PROJECT
5 NOY CPotoqr. 06 09-27-80 83 1,931,539 5 96,577 HESTAT, INC.
CAHILL, JACK SUPPORT SERVICES FOR EPIDEMIOLOGY STUDIES
5MN01 CPO1044-07 09-27-80 84 2,229,226 5 111,646 1 WESTAT, INC.
CAHILL, JACK SUPPORT SERVICES FOR EPIDEMIOLOGY STUDIES
3 NO1CP21007-03 04-01-82 83 346,602 12 41,592 BIOTECH RESEARCH LABORATORIES, INC.
BODNER, ANNE STORE SPECIMENS FROM PERSONS AT HIGH RISK OF CANCER
5 NO1CP21007-064 04-01-82 84 374,000 12 44,880 BIOTECH RESEARCH LABORATORIES, INC.
BODNER, ANNE STORE SPECIMENS FROM PERSONS AT HIGH RISK OF CANCER
1 Y01CP30500-00 10-01-82 83 596,350 2a 166,978 U.S. UNIFORMED SERVICES UNIV OF HLTHSCI
STRONG, DOUGLAS M IMMUNOLOGIC & IMMUOGENETIC STUDIES OF CANCER FAMILIES
3 Y01CP30500-01 10-01-82 83 3,700 28 1,036 U.S. UNIFORMED SERVICES UNIV OF KLTHSCI
STRONG, DOUGLAS M IMMUNOLOGIC & IMMUNOGENETICS STUDIES OF CANCER FAMILIES
3 Y01CP30500-02 10-01-82 84 400,667 28 112,187 U.S. UNIFORMED SERVICES UNIV OF HLTHSCI
STRONG, DOUGLAS M IMMUNOLOGIC 8 IMMUNOGENETICS STUDDIES OF HIGH ROSK CANCER
3 Y01CP30500-03 06-01-84 84 232,683 28 65,151 U.S. UNIFORMED SERVICES UNIV OF HLTHSCI
STRONG, DOUGLAS M IMMUNOLOGIC & IMMUNOGENETICS STUDIES OF HIGH RISK CANCER
3 Y01 CP30500-04 06-01-84 84 84,000 28 23,520 U.S. UNIFORMED SERVICES UNIV OF HLTHSCI
STRONG, DOUGLAS M IMMUNOLOGIC & IMMUNOGENETICS STUDIES OF HIGH RISK CANCER
6 NO1 CP31061-01 09-30-83 83 618,821 100 618,821 HESTAT, INC.
HANSEN, LOUISE CASE-CONTROL STUDY OF ORAL AND PHARYNGEAL CANCER
6 NO1CP310641-0101 09-30-83 84 371,241 100 371,241 WESTAT, INC.
HANSON, SUSAN CASE-CONTROL STUDY OF ORAL AND PHARYNGEAL CANCER
6 NO1CP31061-0102 09-30-83 84 209,000 100 209,000 HESTAT, INC.
HANSEN, LOUISE CASE-CONTROL STUDY OF ORAL AND PHARYNGEAL CANCER
6 NO1CP31061-02 09-30-83 83 348,236 100 348,236 HESTAT, INC.
GREENBERG, BARBARA SUPPORT SERVICE FOR A 'SURVEY OF T-CELL SUBSETS
6 NO1CP310641-0201 09-30-83 84 33,912 100 33,912 WESTAT, INC.
GREENBERG, BARBARA SUPPORT SERVICE FOR A SURVEY OF T-CELL SUBSETS
6 NO1CP310641-0202 09-30-83 84 10,000 100 10,000 WESTAT, INC.
GREENBERG, BARBARA SUPPORT SERVICE FOR A SURVEY OF T-CELL SUBSETS
6 _NO1CP31061-03 09-28-84 84 654,606 100 654,606 WESTAT, INC.

DURAKD, STEPHEN J

PROGRAM #N143; SOURCE: OPEN/PEND FILE & AIDS FILE
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PAGE
NIHAIDS PROJECTS FOR FISCAL YEARS_1983-84 BY INSTITUTE . . . ------- -
GRANT NUMBER START FY DOLLARS PERCENT DOLL ARS GRANTEE INSTITUTION
PI NAME DATE AWARDED TO AIDS FOR AIDS TITLE OF PROJECT
INSTITUTE TOTAL 8 444,583 »198
National Heart Lun BI)- Blood Dlseases and Resour ces
1 Y02 HB30006-00 04-02-83 83 55,583 100 55,583 u. S NATIONAL INSTITUTES OF HLTH
ALTER, HARRY STUDIES OF ACQUIRED DEFICIENCY SYNDROME (AIDSI
2 Y02 HB30006-01 03-28-84 84 60,000 100 60,000 U.S. NATIONAL INSTITUTES OF HLTH
ALTER, HARRY STUDIES OF AIDS
1 YD2 HP30013-00 09-16-83 83 138,595 100 138,595 U.S. NATIONAL INSTITUTES OF HLTH
HENDRICKSON, ROY NHLBI/DRR - SIMIAN ACQUIRED IMMUNODEFICIENCY SYNDROME
1 YO1HB30034-00 10-01-82 83 140,000 100 140,000 U.S. CENTERS FOR DISEASE CONTROL
EVATT, BRUCE NHLBI AGREEMENT WITHCDC: AIDS
4 NOY HB47002-00 05-25-84 84 210,000 100 210,000 UNIVERSITY OF SOUTHERN CALIFORNIA
MOSLEY, JAMES W SERUM REPOSITORY FOR HTLV-IIl TESTING -AIDS
3 NO1HB47002-01% 05-25-84 84 282,000 100 282,000 UNIVERSITY OF SOUTHERN CALIFORNIA
MOSLEY, JAMES W SERUM REPOSITORY FOR HTLV-IIl TESTING -AIDS
3 NO1 HB47002-02 05-25-84 84 62,596 100 62,596 UNIVERSITY OF SOUTHERN CALIFORNIA
MOSLEY, JAMES W SERUM REPOSITORY FOR HTLV-IIl TESTING -AIDS
1 NOtHB47003-00 09-30-84 84 2,345,000 100 2,345,000 UNIVERSITY OF SOUTHERN CALIFORNIA
MOSLEY, JAMES W BLOOD USE IMMUNE FUNCTION CHANGE RELATION TO AIDS
T nn
National Heartluna and_BloNa ] F {LLAL 3,293,774 8 3,293,774
5 POt HL09011-20 03-01-76 83 1,371,513 2 27,430 NEW YORK BLOOD CENTER
KELLNER, AARON A RESEARCH AND RESOURCE PROGRAM IN BLOOD
3PO1 HL09011-2051 03-01-76 83 705,891 2 14,118 NEW YORK BLOOD CENTER
KELLNER, AARON A RESEARCH AND RESOURCE PROGRAM IN BLOOD
5 PO1 HLO9011-21 03-01-76 84 1,705,963 2 36,119 NEW YORK BLOOD CENTER
KELLNER, AARON A RESEARCH AND RESOURCE PROGRAM IN BLOOD
5 P50 HL26309-03 05-01-81 83 853,263 3 25,598 UNIVERSITY OF HORTH CAROLINA CHAPEL HILL
ROBERTS, HAROLD R SPECIALIZED CENTER OF RESEARCH IN THROMBOSIS
3 P50 HL26309-03S1 05-01-81 84 4,197 3 126 UNIVERSITY OF NORTH CAROLINA CHAPEL HILL
ROBERTS, HAROLD R SPECIALIZED CENTER OF RESEARCH IN THROMBOSIS
5 P50 HL26309-04 05-01-81 84 524,127 3 15,724 UNIVERSITY OF NORTH CAROLINA CHAPEL HILL
ROBERTS, HAROLD R SPECIALIZED CENTER OF RESEARCH IN THROMBOSIS
3 P50 HL26309-04S1 05-01-81 84 26464,6964 3 7,341 UNIVERSITY OF NORTH CAROLINA CHAPEL HILL
ROBERTS, HAROLD R SPECIALIZED CENTER OF RESEARCH IN THROMBOSIS

PROGRAM 8#N143; SOURCE: OPEN/PEND FILE 8 AIDS FILE
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PAGE
NIH AIDS PROJECTS FOR FISCAL YEARS 1983-84 BY INSTITUTE __
GRANT NUMBER START FY DOLLARS PERCENT DOLLARS GRANTEE INSTITUTION
Pl NAME __ DATE _ AV\{AF}DED TO AIDS FOR AIDS TITLE OF PR_O“JECT R
fROY HL31015-01 07-01-83 83 100,801 100 100,801 MEDICAL COLLEGE OF WISCONSIN
MONTGOMERY, ROBERT R, JR ACQUIRED IMMUNOLOGIC ABNORMALITIES IN HEMOPHILIA
1 RO1HL32432-01 04-01-84 84 121,754 100 121,754 AMC CANCER RESEARCH CENTER
BOREK, ERNEST BIOCHEMICAL MARKERS FOR LATENT CARRIERS OF AIDS
1 RO1HL326434-01 04-01-84 84 49,389 100 49,389 UNIVERSITY OF COLORADO HLTH SCIENCES CTR
BLASER, MARTIN J DETECTION OF AIDS-AGENT CARRIERS BY SEROLOGIC ASSAYS
1 ROt HL326453-01 04-01-84 84 164,598 100 164,598 STANFORD UNIVERSITY
ENGLEMAN, EDGAR G DETECTION OF THE CARRIER STATE OF AIDS
1 ROTHL326471-01 04-01-84 84 199,602 100 199,602 UNIVERSITY OF CALIFORNIA SAN DIEGO
RICHMAN, DOUGLAS D NUCLEIC ACID HYBRIDIZATION TO DETECT AIDS RELATED AGENTS
1 ROV HL326473-01 07-01-84 84 179,786 100 179,786 U.S. UNIFORMED SERVICES UNIV OF HLTH SCI
PREBLE, OLIVIA T ACID-LABILE ALPHA INTERFERON IN PRECLINICAL AIDS
1 RO$HL32477-01 05-15-84 84 175,428 100 175,428 SAN FRANCISCO MEDICAL SOCIETY
PERKINS, HERBERT A LABORATORY DETECTION OF AIDS IN HEALTHY CARRIERS
t RO1 HL32505-0t 04-01-84 84 174,410 100 174,410 SOUTHWEST FOUNDATION FOR BIOMEDICAL RES
DREESMAN, GORDON R ASSAY METHODS TO DETECT ANTIGENIC MARKERS FOR AIDS
INSTITUTE TOTAL 6,575,416 15 1,290,224
GRAND TOTAL 147,849,861 2643 42,821,224

PROGRAM 8N143; SOURCE: OPEN/PEND FILE 8 AIOS FILE

vel




11-20-84
DIVISION OF RCSEARCH RESOURCES
AIDS RESEARCH
1984 SUBPROJECT SUPPORT BY PROGRAM

DIVISION OF RESEARCH RESOURCES PROGRAMS

ANIMAL RESOURCES

BIOMEDICAL INSTRUMENTATION

BIOMEDICAL RESEARCH SUPPORT

CLINICAL RESEARCH CENTERS

DIVISION OF RESEARCH RESOURCES

-OTHER BID ---  ~°°°° DRR ----- TOTAL

DOLLARS ~ SUBPROJ DOLLARS SUBPROJ GRANTS
858, 138 23 9
54,500 3 3
85,826 17 16
357,686 24 17

s $ 1,356,150 67 45

OPPE, OD, DRR

PAGE 1
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DIVISION nFRESEARCH RESOURCES
AIDS KESEARCH
1984 SUBPROJECT SUPPORT BY PROGRAM
GRANT NUMBER PROGRAM DIRECTOR SUBPROJECT FUNDS INSTITUTION CITY STATE TOTAL
SUBPROJ INVESTIGATOR BID DRR TITLE DRR AWARY
P4ORRO0O36 1-17KALTER, SEYMOUR S 09/84-09/85 SOUTHWEST FOUNDATION FOR BIOMEDICAL RSAN ANTONIO TEXAS 66,547
43326 KALTER, s S 38,994 SIMIAN VIRUS DIAGNOSTIC LABORATORY (SAIDS, MEASLES, HERPES)
P4ORR00393-17 JACOBY, ROBERT O 01/84-12/84 YALE UNIVERSITY NEW HAVEN CONNECTICUT 489,47:
43044 SMITH, ABIGAIL L 50 IMMUNOSUPPRESSION INDUCED BY MVM | AN ANIMAL MODEL OF AIDS
P51RR00163-25 LASTER, LEONARD 07/84-04/85 MEDICAL RESEARCH FOUNDATION OF OREGONPORTLAND OREGON 4,301,390
75,000 SUPPLEMENTAL FUNDS
45094 SHIIGI, STANLEY Il 39,516 NONHUMAN PRIMATE MODELS FOR IMMUNODEFICIENCY SYNDROMES
P51RR00164~-23 WALSH, JOHN J 05/84-04/85 TULAME UNIVERSITY OF LOUISIANA NEW ORLEANS LOUISIANA 2,366,703
20,000 SUPPLEMENTAL FUNDS
45120 RANGAN, SETLUR R 57,658 CYCLOSPORIN A AND CYTOMEGALOVIRUS INFECTION
P51RR00165-24 HATCHER, CHARLES R, J05/84-064/85 EMORY UNIVERSITY ATLANTA GEORGIA
4523% MCCLURE, HAROLD M 8,612 CLINICAL IMMUNOLOGY ANO SURVEY OF MACAQUE COLONY FOR AIDS LIKE DISEASE
45232 MCCLURE, HAROLD M 28,612 CHIMPANZEES EXPOSED TO HUMAN AIDS
20,000 SUPPLEMENTAL FUNDS
PSIRRO0O 166-23LEIN, JOHN N 07/84-064/85 UNIVERSITY OF WASHINGTON SEATTLE WASHINGTON
45585 MOR1ON, WILLIAM R 19,408 IMMUNOLOGY OF ENZOOTIC RETROPERITONEAL FIBROMATOSIS(ERF)
75,000 SUPPLEMENTAL FUNDS
PS1RR0O0167-24 BOCK, ROBERT M 07/84-04/85UNIVERSITY OF WISCONSIN MADISON MADISON WISCONSIN 2,548,580
20,000 SUPPLEMENTAL FUNDS
45292 UNO,HIDEO 28,239 KAPOSI SARCOMA LIKE LESIONS IN PIGTAILED MACAQUES
P51RRO0 168-23TOSTESON, DANIEL C 05/84-04/85 HARVARD UNIVERSITY BOSTON MASSACHUSETTS
45367 CHALIFOUX, L V 25,700 MORPHOLOGIC CHANGES IN LYMPH NODES OF MACAQUES W/ AN IMMUNODEFICIENCY SYNDROME
4537 fLETVIN, NORMAN L 25,700 TRANSMISSION OF NATURALLY OCCURRING LYMPHOMA AND MACAQUE AIDS IN MACAQUE MONKEYS
45354 LETVIN, NORMAN L 25,700 ACQUIRED IMMUNODEFICIENCY SYNDROME IN A COLONY OF MACAQUE MONKEYS
45357 LETVIN, NORMAN L 25,700 TRANSMISSION OF MACAQUE AIDS BY MEANS OF INOCULATION OF MACAQUELYMPHOMA TISSUE
45389 DANIEL, MD 25,700 INMUNODEFICIENCY SYNDROME IN MACAQUES & THE ISOLATION OF A NEW TYPE D RETROVIRUS
95.000 SUPPLEMENTAL FUNDS
4536 1KING, NORVAL W, JR 25,700 HISTOPATHOLOGICCHANGES IN MACAQUES WITH AN ACQUIRED IMMUNODEFICIENCY SYNDROME
45386 DANIEL, Il D 25,700 ATTEMPTS TO ISOLATE A RETROVIRUS FROM HUMAN AIOS PATIENTS
PSIRR00169-23RIIODE, EDWARD A 05/84-04/85 UNIVERSITY OF CALIFORNIA DAVIS DAVIS CALIFORNIA 2,884, 184
95,000 SUPPLEMENTAL FUNDS
45462 GARDNER, M 37,049 SIMIAN ACQUIRED IMMUNE DEFICIENCY SYNDROME (SAIDS)
AHIMAL RESOURCES 858,138 2 3 DRR SUBPROJ 9 DRR GRANTS
BI1D SUBPROJ DRR GRANTS W/BID FUNDS

PAGE 1
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DIVISION OF RESEARCH RESOURCES
ALUS KUSEAKCUH
1984 SUBPROJECT SUPPORT BY PROGRAM

GRANT NUMBER PROGRAM DIRECTOR SUBPROJECT FUNDS IN

STITUTION cITY STATE TOTAL
SUBPROJ  INVESTIGATOR BID . _.DRR TITLE . . DRR AWARD
s10RR01945-01 CAMBIER, JOHN C o 1/84-12/84 NATIONAL JEWISH HOSP & RES CTR-NAT'L DENVER COLORADO 215,000
10874 KIRKPATRICK, CHARLES 32,250 CS:PATHOGENESIS OF AIDS (LYMPHADEUPATHY, HEPATITIS B, HEMOPHILIA A, HOMOSEXUAL)
S10RR01959-01 KELLER, RDBERT M 01/84- 12784 MEDICAL COLLEGE OF WISCONSIN MILWAUKEE WISCONSIN 69,000
11052 ASTER, RICHARD H 10,350 CS UPGRADE: T SUBSETS &IMMUNOMODULATOR EFFECTS, AIDS, HEMOPHILIACS & HOMOSEXUAL
SIORR02034-01 KOENIGSBERG, WILLIAM HO1/84- 12/84 YALE UNIVERSITY NEW HAVEN CONNECTICUT 238,000
11843 SUMMERS, WILLIAM C 11,900 PROTEIN SEQ* GENETICS OF HSV THYMIDINEKINASE IN DESIGN OF CHEMOTHERAPEUTICS
BIOMEDICAL INSTRUMENTATION 54,500 3 DRR SUBPROJ 3 DRR GRANTS

BID SUBPROJ DRR GRANTS W/BID FUNDS

PAGE 2
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DIVISION OF RESEARCH RESOURCES
AIDS RESEARCH
1984 SUBPROJECT SUPPORT BY PROGRAM
GRANT NUMBER PROGRAM DIRECTOR SUBPROJECT FUNDS INSTITUTION CITY STATE TOTAL
SUBPROJ INVESTIGATOR BID DRR TITLE DRR AWARL
SO07RR05359-23 LEONARD, FRED 04/84-03/85 GEORGE WASHINGTON_ UNIVERSITY WASHINGTON DIST OF CcOL 151,834
61834 SCHULOF, RICHARD 2,664 PILOT STUDY OF THYMOSIN THERAPY IN PRE AIDS
SO07RR05363-23F0GEL, BERNARD J 04/84-03/85 UNIVERSITY OF MIAMI MIAMI FLORIDA 237,884
$7515KLIMAS, NANCY G 8,432 IMMUNOSUPRESSIVE FACTORS IN SERUM OF ACQUIRED IMMUNODIFICIENCY SYNDROME PATIENTS
57522 MCKINNEY, CHURCHILL 8,231 AUTOIMMUHE ANTI T HELPER ACTIVITY IN AIDS PATIENTS
SO07RR05392-23MCCOLLUM, ROBERT W 04/84-03/85 DARTMOUTH COLLEGE HANOVER NEW HAMPSHIRE 155,007
59372 KASPER, LLOYD H 2,001 TOXOPLASMA GONDII:ANTIGENIC CHARACTERIZATION AND IMMUNITY
S07RR05399-23 FARBER, SAUL J 04/84-03/85 NEW YORK UNIVERSITY NEW YORK NEW YORK 261,265
56333 FRIEDMAN-KIEN, ALVIN 7,557 PATHOBIOLOGY OF DISSEMINATED AND LOCALIZEDKAPOSIS SARCOMA
SO7RR05400-23 NAUGHTON, JOHN P 04/84-03/85 STATE UHNIVERSITY OF NEW YORK AT BUFFABUFFALO NEW YORK 176,094
56353 BRASS, CORSTIAAN 1,951 PATHOGEN FACTORS & EFFECTS OF TREATMENT IN A MOUSE MODEL OF SYSTEMIC CANDIDIASIS
SO07RR05445-23 GOLDBERG, ALAN M 04/84-03/85 JOHNS HOPKINS UNIVERSITY BALTIMORE MARYLAND 212,271
59407 GOINGS, STELLA A 306 PARCOVIRIDAES OTHER VIRUSES IN THE ACQUIRED IMMUNE DEFICIENCY
SO07RR05487-22COFFMAN, JAY D 04/84-03/85 UNIVERSITY HOSPITAL (BOSTON) BOSTON MASSACHUSETTS 57,513
54413 HAUSER, WILLIAM E 5,000 ROLE OF NATURAL KILLER CELLS I N IMMUNITY TO TOXOPLASMOSIS
SO07RR05513-22 KRUPP, MARCUS A 04/84-03/85 PALO ALTO MEDICAL FOUNDATION RES INSTPALO ALTO CALIFORNIA 34,791
56883 LUFT, BENJAMIN J 22,241 IMMUNITY IN ACQUIRED IMMUNODEFICIENCY SYNDROME
S07RR05593-17RUSHMER, DONALD S 04/84-03/85 GOOD SAMARITAN HOSP & NED CTR(PRTLND, PORTLAND OREGON 47,945
51220 LEVINSON, WENDY 1,823 PARASITIC ILLNESS IN HOMOSEXUAL MEN
SO07RR05604-07GORTNER, SUSAN R 04/84-03/85 UNIVERSITY OF CALIFORNIA SAN FRANCISCAN FRANCISCO CALIFORNIA 21,533
57088 LESSOR, ROBERTA 4,166 RISK SHARING AMONG NURSES ON AIDS UNIT: SOCIAL PSYCHOLOGICAL PROCESSES
SO07RR056649- 18 AXELROD, DAVID E 04/84-03/85 NEW YORK STATE DEPARTMENT OF HEALTH ALBANY NEW YORK 93,011
57149 FLAHERTY, LORRAINE 6,903 ASSAY METHODS TO DETECT CARRIER STATE OF AIDS
SO07RR05736-12KUSCHNER, MARVIN 04/84-03/85 STATE UNIVERSITY NEW YORK STONY BROOKSTONY BROOK NEW YORK 195,463
58606 STEIGBIGEL, ROY T 9,180 PATHOGENESIS OF ACQUIRED IMMUNODEFICIENCY SYNDROME
SO7RR05842-05 HENSON, PETER M 04/84-03/85 NATIONAL JEWISH HOSP & RES CTR-NAT'L DENVER COLORADO 149,041
59837 GANGADHARAM,PATTISA 2,840 EXPERIMENTAL CHEMOTHERAPY OF MYCOBACTERIUM INTRACELLULAR DISEASE
SO07RRO7015-19BOCKELMAN, CHARLES K 04/84-03/85 YALE UNIVERSITY NEW HAVEN CONNECTICUT 225,869
60114 NOVICK, ALVIN 176 ETHNICS DISTRIBUTION OF AIDS
SO07RR07026-19 ALLEN, RICHARD D 04/84-03/85 UNIVERSITY OF HAWAIT AT MANDA HONOLULU HAWAII 102,805
55056 CHING, CLARA Y 1,841 NATURAL KILLER FUNCTION IN ACQUIRED IMMUNODEFICIENCYSYNDROME (AIDS)

PAGE 3
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D1VIS1ION AFRFSFARCH RESOURCES
ALDS RESEARCH
19R84SUBPROJECT SUPPORT BY PROGRAM
GRANT NUMBER PROGRAM DIRECTOR SUBPROJECY FUNDS INSTITUTION CITY STATE TOTAL
SUBPROJ INVESTIGATOR BID DRR TITLE _ DRR AWARL
S07RR07206-03 RATHGE, RICHARD W 04/84-03/85 NORTH DAKOTA STATE UNIVERSITY FARGO NORTH DAKOTA 15,913
52715 GABRIELSON, DAVID A 514 TOXOPLASMA GONDIT:EXOTOXIN AND ITS ITS VACCINE POTENTIAL
BIOMEDICAL RESEARCH SUPPORT 85,826 17 ORR SUBPROJ 16 DRR GRANTS
BID SUBPROJ DRR GRANTS W/BID FUNDS
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11-20-8
DIVISION OF RESEARCH RESOURCES
AIDS KESEARCH
1984 SUBPROJECT SUPPORT BY PROGRAM
GRANT NUMBER PROGRAM DIRECTOR SUBPROJECTFUNDS INSTITUTION aTty STATE TOTAL
SUBPROJ INVESTIGATOR ~_ _ _ BID _ _ DRR ___ TMLE- - DRR AWAR
MO 1RR0O0030-23 ANLYAN, WILLIAM O 12/83-11/84 DUKE University DURHAM NORTH CAROLINA 1,372,27
20021 GALLIS, HARRY A 17,551 5 FLUOROCYTOSINE & AMPHOTERICINB IN CRYPTOCOCCAL MENINGITIS
MO 1RR00032-24 PITTMAN, JAMES A, JR 12/83-11/84 UNIVERSITY OF ALABAMA I N BIRMINGHAM BIRMINGHAM ALABAMA 911,73
20071 DISMUKES, WILLIAM E 83,721 COMPARISON OF TWO REGIMENS OF 5 FC + AMB IN THERAPY OF CRYPTOCOCCAL MENINGITIS
20078 DISMUKES, WILLIAM E 20,244 2 DOSAGE REGIMENS OF ORAL KETOCONAZOLE IN BLASTOMYCOSIS OR HISTOPLASMOSIS
MO 1RR0O0047-24 MEIKLE, THOMAS H 12/83-11/84 CORMELL UNIVERSITY MEDICAL CENTER NEW YORK NEW YORK 1,587,93:
20751 ROBERTS, RICHARD J 5,533 COLLABORATIVE STUDIES OF AIDS/KAPOSIS SARCOMA
MO IRR0O0051-23 SCHWARZ,M RO Y 07/84-11/84 UNIVERSITY OF COLORADO HLTH SCIENCES DENVER COLORADO 1,440,94!
20908 HASIBA, UTE 3,038 EVALUATION OF IMMUNE STATUS | N PATIENTS WITH HEMOPHILIA
20928 ROBINSON, WILLIAM A 1,199 SINGLE STUDY AIDS SYNDROME MANIFESTED BY A KAPOSIS SARCOMA REFRACTORY
MO 1RRO0065-22STEINFELD, JESSE L 12/83-11/84 VIRGINIA COMMONWEALTH UNIVERSITY RICHMOND VIRGINIA 675,48:
21299 KERKERING, THOMAS M 174 5 FLUOROCYTOSINE 8 AMPHOTERICIN B IN THERAPY OF CRYPTOCOCCAL MENINGITIS
MO 1RROO068-22KNOWLES, HARVEY C, JR12/83-11/84 UNIVERSITY OF CINCINNATI CINCINNATI OHIO 1,400,028
21384 SOLINGER, ALAN m 7,447 INVESTIGATION OF PATHOGENESIS OF ACQUIRED IMMUNODEFICIENCY SYNDROMES
MO 1RR00073-22 LEVIN, WLLIAM C 12/83-11/84 UNIVERSITY OF TEXAS MED BR GALVESTON GALVESTON TEXAS 691,510
21566 JORIZ20, JOSEPH L 4,481 IBUPROFEN (MOTRIN) AS AN IMMUNE ENHANCER | N CHRONIC MUCOCUTANEOUSCANDIDOSIS
MO 1RR00083-22 SCHMID, RUDI 12/83-11/84 UNIVERSITY OF CALIFORNIA SAN FRANCISCAN FRANCISCO CALIFORNIA 1,124,620
21805 VOLBERDING, pAauL 30,322 PHASE 11 TRIAL OF ALPHA 2 INTERFERON IN KAPOSIS SARCOMA
MO 1RR00096-24HOLLANDER, CHARLES S 12/83-11/84 NEW YORK UNIVERSITY NEW YORK NEW YORK 2,501,740
21990BORKOWSKY, WILLIAM 3,096 LITHIUM 10N AS AN IMMUNOLOGICAL ADJUVANT;IMMUNODEFICIENCY
22022 FRIEDMAN-KIEN, ALVIN 12,386 GAMMA INTERFERON TREATMENT OF KAPOSIS SARCOMA
MO1RR0O0102-21 KAPPAS,ATTALLAH 12/83-1 t/84 ROCKEFELLER UNIVERSITY HEW YORK NEW YORK 2,102,919
22091 LAURENCE, JEFFREY 5,020 ACQUIRED IMMUNE DEFICIENCY SYNDROME
MO 1RR00125-21EBBERT, ARTHUR, JR 12/83-11/84 YALE UNIVERSITY NEW HAVEN CONNECTICUT 2,587,089
22262 DWYER, JOHN M 10,307 CELL MEDIATED IMMUNE DEFICIENCY DIAGNOSIS & TREATMENT WITH TRANSFER FACTOR
MO 1RR0O0645-13TAPLEY, DONALD F 12/83-11/84 COLUMBIA UNIVERSITY NEW YORK NEW YORK NEW YORK 1,121,269
23129 APPEL, GERALD B 4,221 THE STUDY OF IMMUNOLOGIC ABNORMALITIES IN AIDS PATIENTS ON DIALYSIS
“MOIRR00722-12 ROSS, RICHARD s 12/83-11/84 JOHNS HOPKINS UNIVERSITY BALTIMORE MARYLAND 292,817
23213 POLK, FRANK 576 LONGITUDINAL STUDIES OF THE ACQUIRED IMMUNE DEFICIENCY SYNDROME
MO T1RRO0827-10 PETERSDORF, ROBERT G 07/84-11/84 UNIVERSITY OF CALIFORNIA SAN DI EGO LA JOLLA CALIFORNIA 919,329
23409 KAGNOFF, MARTIN F 515 INTESTINAL IMMUNE FUNCTION IN Homosexual MALESWITH/WITHOUT AIDS
MO 1RR0O0865-11MELLINKOFF, SHERMAN M12/83-11/84 UNIVERSITY OF CALIFORNIA LOS ANGELES LOS ANGELES CALIFORNIA

_23595GOTVTLIEB, MICHAEL S 40,444 PHASE Il TRIAL OF ALPHA 2 INTERFERONINKAPGSIS SARCOMA
; PAGE 5
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DIVISTIONNF RESEARCH RESOURCES
AIDS RESEARLN
1984SUBPROJECT SUPPORT BY PROGRAM

GRANT NUMBER PROGRAM DIRECTOR SUBPROJECT FUNDS INSTITUTION CITY STATE TOTAL
SUBPROJ INVESTIGATOR BID DRR TITLE DRR AWAR!
MO IRROOB65-11MELLINKOFF,SHERMANM12/83-11/84 UNIVERSITY OF CALIFORNIA t0S ANGELES LOS ANGELES CALIFORNIA 990,27’
23571 MITSUYASU, RONALD T 5,331 BONE MARROW TRANSPLANTATION IN TWINS: KAPOSIS SARCOMA 3AIDS
23588 SAXON, ANDREW 53,291 MoDIFIED SERUM IMMUNOGLOBULIN INFUSION: DOSE STUDY FOR IMMUNODEFICIENCY SYNDROME
23594GOYTLIEB, MICHAEL S 4,758 ALPHA 2 Interferon | N AN ACQUIRED T CELL IMMUNODEFICIENCY (AID)
MO 1RR00997-09NAPOLITANO,LEONARDM12/83-11/84 UNIVERSITY OF NEW MEXICO ALBUQUERQUE ALBUQUERQUE NEW MEXICO 773,49¢
23738 SI MON, TOBY 3,442 EFFICACY OF IV GAMMA GLOBULIN TO PREVENT CONGENITAL & ACQUIRED IMMUNODEFICIENCY
MO1RR0O1346-03 STEIN, JAY H 07/84-11/84 UNIVERSITY OF TEXAS HLTH SCI CTR SAN SAN ANTONIO TEXAS
23971 GRAYBILL, JOHN R 25,997 PHASE 111 STUDIES OF KETOCONAZOLE IN COCCIDIOMYCOSIS
23967 GRAYBILL, JOHN R 16,594 PHASE 11 STUDIES OF KETOCONAZOLE IN COCCIDIOIDAL MENINGITIS
CLINICAL RESEARCH CENTERS 357,686 24 DRR SUBPROJ 17 ORR GRANTS

BID SUBPROJ DRR GRANTS W/BID FUNDS
DI VI SI ON  OF RESEARCH RESOURCES 1,356,150 67 ORR SUBPROJ 45 DRR GRANTS

BID SUBPROJ ORR GRANTS W/BID FUNDS

PAGE 6

Let




SECTION 6: Office of the Assistant Secretary for Health Office of
Public Affairs AIDS Public Information Plan for Fiscal Year 1985

‘Also includes descriptions of public information activiies Of NIH, NIDA, NIMH, and cDC.
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BACKGROUND

Public information and education activities regarding
Acquired Immune Deficiency Syndrome (AIDS) have been conducted by
vari ous PHS components since the first AIDS cases were reported
in 1981; a formal public information plan was prepared in 1983.
In September 1983, this plan was refined to include stated
objectives, defined target audiences, and a list of specific
projects, activities and materials to be prepared or conducted by
PHS components during Fiscal Year 1984. It was subsequently
approved by the Assistant Secretary for Health, and a budget was
provided for the program. Significant activities are described
inthe AIDS Operational Plan as updated July 1, 1984.

Wth the identification of HILV-11l as the probable AlIDS
cause by PHS scientists in April 1984, nodifications in existing
public information materials were made and revisions becane
necessary in the initial plan, reflecting the inmnent testing of
a blood test for HTLV-111 antibodies and subsequent availability
of the test for the public and to specific risk groups. Al so,
experience with the initial plan and with risk groups indicated
addi tional needs and 0ﬁportunities for public information and
education activity. The revised plan also makes fuller use of
resources outside PHS, such as health agencies, organizations,
facilities and community groups in promoting, conducting, and
financing AIDS informati on and education activities. The revised
?Ian refl ects the input of individual agencies through the

nf%{ggt|on and Education Panel of the PHS Executive Task Force
on .

OBJECTIVES: To provide information to the American public
regardi ng Acquired I nmune Deficiency Syndrone éAIDS) suf ficient
to create a w despread awareness and understanding of the nature
of the syndrome, its probable causeand test(s) for its
detection, its suspected means of transmission, the relative
threat it poses to specific populations and to the public health,
and precautions recommended for avoiding contracting the
syndrome.

TARGET AUDI ENCES: The nature and effects of AIDS and the public
response experienced to date regarding attitudes toward the
syndrome and to risk groups indicate the desirability of
targeting selected informati on and appropriate messagesto
several audiences. Following are brief descriptions of those
audiences and messages:
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[. General Public, male and femal e, a%ed 14 and ol der, not

specifically 1dentified as being at risk -- This group Includes
certain subgroups that wll require additional infornation and
targeted messages, but in general it requires a basic awareness
of AIDS as being prinmarily an affliction of the risk groups
information on the incidence of the syndronme anong the risk
groups and the total population, the availability of test(s) for
Its detection, the means of transmission, and the safety of bl ood
donation and blood transfusion as it relates to contracting

AIDS. The purpose of providing this information is to allay fear
in the general public regarding the likelihood of contracting
AIDS, particularly where such fear needlessly reduces bl ood
donations, interferes with patient acceptance of nedically
necessary bl ood transfusions, and stignatizes risk groups so as
to interfere with their functions and relationships in society.
Subgroups of this target audience, not treated separately

el sewhere, include:

--Blood donors not at risk; _ _

--Persons who frequently encounter at risk populations as a
result of their type of work, place of work or residence, or
recreational pursuits; _

--Persons who encounter populations at risk as a result of
famly relationships or friendships (not including sexual

partners). . : .
--Participants in AIDS-rel ated studies regarding bl ood
transfusions, blood test(s) for HILV-11l antibodies, AlIDS

vacci ne, sexual activity, and nmental health aspects

11.  Honpbsexual and Bi sexual Ml e Portion of the Genera
Public -- This group requires AIDS Iinformation sufficient to
understand the nature of the syndrone, whether their sexua
activity renders them anong the atrisk population, the
precautions recommended for avoiding contracting the syndrome,
the availability of test(s) for HTLV-IIl antibodies, symptoms of
the syndrome, and awareness that significant effort is bei ng
applied to devel oping a vaccine for AIDS and inproved treatnent
for AIDS patients.

IIl. Abusers of Intravenous Drugs -- This group needs to be
informed of the dangers of AIDS, the risk of acquiring the
syndrome through use of infected needles, tests-for HILV-11]
antibodies, and synptoms of AIDS

V. Recent Haitian Immgrants ‘- In addition to know edge
of the syndrome, related tests, and its synptons, this group
needs to-understand what the “at risk” designation neans
precautions for avoiding contracting the syndrome, and sufficient
under st andi ng of the neans of AIDS transm ssion so that they can
counter m sconceptions aoutthe syndrome directed agai nst them

v. Henophilia Patients -- These frequent recipients of
bl ood and bl ood products need to know the risks_invol ved
regarding the potential for contracting AIDS. The group should




135

have accessto understandabl e explanations of the syndrong,
related test(s) , and precautions that blood |aboratories take to
protect the purity of their products.

VI. Health Wrrkers -- This audience enconPasses a wde range
of occupations and professions that require informtion on
treating AIDS patients and on self-protection against the
syndronme. There is a particular need to correct m sconceptions
about AIDS anong this group that interfere with providing good
medi cal care to AIDS patients.

VIlI. Other Workers Whose Jobs Bring Them In Close Contact
With At-Risk Populations --This group, wnich Includes such
occupations as police, prison and other security guards, certain
| aundry and custodial workers, and simlar service personnel,
usually has less health information and under st andi ng t han most
of theaudi ences in category VI. The group needs basic
information about the nature of AIDS and its means of
transm ssion so that they will not harbor unnecessary fears about
their work and the at-risk individuals they deal with.

STRATEGIES: To date, all PHS agencies have participated in sonme
way in public information and education activities regardi ng
AIDS. Activities have been coordinated by the Ofice of Public
Af fairs, OASH, which has also directly conducted many of the more
than two dozen individual projects comprising the previous AIDS
Public Information Plan.

Information for professionals has been dissemnated via the
MMWR, journal articles, bulletins, panphlets, nmedia interviews
and nunerous wor kshops on Al DS conducted by the agencies and
attended by outside consultants, organizations and the public.
Sone 40,000 copi es of the MWAR--which has carried articles on
Al DS epi demi ol og% and etiology, PHS recommendations and

recautions for health workers--are regularly distributed to the
ealth comunity. In addition, reprints of these articles have
been distributed to conmunity health centers, other health
facilities and drug treatnent centers. CDC has also devel oped
AIDS videotapes and information materials for venereal disease
project areas, STD prevention training centers, PHS Regi onal

O fices and professional groups. Videotapes have been produced
or are in production by OPA, with CDC and NIH for release this
fall to hospital |aboratory and nursing staff audiences, public
saf ety personnel and dru? treatment center staffs, and the
public. These will be offered for sale and distributed through
the National Audiovisual Center. CDC has also distributed nore
than 40,000 slides for use “in clinical and public health
training, use by the media and for public health education
rograms. National and regional conferences have been sponsored
Yy NIH and CDC to provide clinical information to primary care
physicians, nurses, laboratory technicians and other allied
health personnel, and state and local health officials. Special
meetings have been sponsored by the agencies to exchange
information on special aspects of AIDS, such as transfusion-
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associ ated cases, safety of clotting factor concentrates, siman
AIDS, the needs of drug abuse treatnment centers and conmmunity
centers, and ethical issues in AIDS-related studies

Early efforts aimed at the populations at risk and at the
public focused on ﬁroviding i nformation quickly through the news
medi a, including the ga¥ press, which carried articles, broadcast
news and features and of fered docunentary prograns based on PHS-
provided information about AIDS. These channels also pronoted
the national AIDS toll-free hotline (800-342-AlDS) operated by
PHS. The hotline is available to the public for AIDS information
24 hours a day and has received more than 600,000 calls, most of
them from individuals in the populations at ri sk. The National
Institute of Drug Abuse (NIDA) has directed materials about AIDS
todrug users through drug treatnment centers. OPA has awarded a
contract to a Haitian community group in Mam, Fla., to conduct
AIDS information activities inthe Haitian community there. PHS
information materials have been sent in bulk to Haitian
organi zations to enable themto conduct education progranms anong
their nenbers. PHS has al so worked with organizations
representing henophiliacs to provide information to that group

The public has been informed through PHS interviews with the
news nedia, briefings and press conferences, and an assortnent of
materials ranging fromsmall reference cards and fact sheets to
bookl ets and ﬁanphlets. The materials assure that the public
under stands that persons outside the identified risk groups are
at very low risk of acquiring the disease and that casual contact
W th persons in the risk groups poses no danﬂer to the public
health. The materials are also intended to help allay public
concerns re?ard|ng the safety of donating bl ood and receiving
bl ood transtfusions. PHS officials have participated in countless
television and radio interviews to discuss AIDS. Exhibits have
been built by the Health Resources and Services Adm nistration
(HRSA) for use by AIDS-related PHS conponents at meetings and
cogyentions for health professionals and other appropriate
audi ences.

The reporting of HTILV-111 as the probable cause of AIDS
necessitates revising or supplenenting all AIDS information
material and the devel opnent of new items for specific
purposes. In addition, greater efforts are necessary for some
target audiences, specifically nmore effort targeted to drug
users, their famlies and treatnent center staff. Al so, new
efforts are needed to explain the HILV-111 antibody test to the
public and to potenti al Barticipants in various research
projects, as well as to blood donors and recipients

Cost estimates for the FY 1984 public information activities
amounted to $197,850, in addition to at |east $43,000 in services
and expenses contributed by individual conponents. To ensure
best use of FY 1985 funds and to maxim ze results of new
materials and projects, the revised plan enphasizes sharing of
materials, devel opment of prototypes for reproduction by others
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and the invol venent of other agencies, organizations and
facilities in the private and public sector for production,
reproduction and distribution of nmaterials. For exanple, PHShas
mounted a collaborative project with the U.S. Conference of
Mayors to identify the most effective educational strategies and
materials in use in various cities and communities and to share
those materials and techniques with health officials throughout
the country in mounting their own AIDS information programs.

FY 1985 Information Projects\Activities\Materials
Concerning Acquired Immune Deficiency Syndrome

1. Bl ood Test Materials (fact sheets and cards): This wll
include descriptions of the test(s) for HTLV-111 antibodies,
expected to be available and in use by the end of 1984.
Prototype materials will be devel oped for use by physicians,
health care facilities, blood banks, blood collection agencies,
and simlar appropriate entities. Al though supplies will be made
avail abl e in bulk quantities, entities will be encouraged to use
‘camera copy” reproducible and print their own materials.

During the research period, it will be necessary to develop
film and/or videotape footage describing the blood test, for use
by the news nedia and for patient education and participant
education purposes. This would be in addition totheusua press
releases and background explanatory statements used to explain
PHSactivities.

2* Facts About AIDS (fact sheet): This fact sheet, in question
and answer form, has been published every two to three months
withbasi ¢ informati on about AIDS, for use with all target

audi ences. Distribution usualy amounts to 25,000 per nonth. In
FY 1985, about six issues of the fact Sheet ar e p| anned, with
organi zations, health care facilities, and others being
encouraged to reproduce the fact sheet thenselves. At least two
of the 1ssues will be translated into Spanish.

3. MMWR Selected Reprints: Several appropriate articles from
the MMWR will be collected into one publication for distribution
primarily to health care personnel on request. Experience has
also shown the reprints to be of special interest to many persons
inri sk groups and to their famlies.

4, MMWR reprints of PHS-Recommended Precautions Regarding
AIDS: Demand for this reprint has been at least 10,000 copies
per month during 1984 among health care workers and families of
AIDS patients and is expected to continue.

5. AIDS Hotline: Use of the AIDS hotline has varied from a
high of about 5,000 calls per day to a low of 150 calls per day
between July 1983 and July 1984, with the average expected to be
mai ntai ned at about 200 during 1985. Initially, PHS staff
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answered questions raised by callers, and a tape-recorded three
minute audiotape wi th AI DS information was used 24 hours a day
Currently only the audiotape is used, except when anew

devel opnent i s announced or OPA is aware of a special pronotion
of the AIDS hotline number; then the taFe is_supp]enﬁnted b% a
hotline operator to answer questions. ncomng lines will be
reduced from8 to 4.

6. Videotape Updates (trailers) : Three videotapes were
Frepared I'n FY 1984 tor use anong the public, nurse and hospita
ab workers, and energency and correctional workers. These tapes
are being ﬁronnted and distributed by the National Audiovisua
Center. The 20-mnute tapes will require updating as new AIDS
findings occur. This can be accomplished by trailers of up to 10
mnutes at the end of the existing tapes, elimnating the need
for reshooting the entire tapes.

7. Videotape for Primary Care Physicians: N AID has prepared a
vi deotape for use by physicians and at hospital continuing
education prograns-describing AIDS treatnent and research. The
tape was edited from a one-day sem nar sponsored by the
Institute and will be distributed through appropriate mailing
lists, for duplication by recipients and return for reuse. A
trailer may be produced for this tape, too.

8. Al DS Publications (Updates) : Four publications have been
purchased froma private publisher for use with the genera
ublic, gay and bisexual nen, health workers, and Spanish

anguage audi ences. For FY 1985, these publications nust be
updated to reflect new AIDS devel opments, especially availability
of the blood test. FY 1984 distribution has been in bulk to any
organi zation or facility that could nmake effective use of the
materials in reaching a target audience. FY 1985 quantities can
be reduced and commercial (for profit) organizations or _
facilities will be limted in quantities that will be provided
free. Instead, these facilities will be encouraged to purchase
the lowcost materials directly from the publisher.

9. Drug Abuser Program: NIDAhas reprinted AIDS materials and
generated materials of 1ts own for distribution to drug abuse
reament aNd  counseling centers. Comunities and centers in
California and New York have al so devel oped naterials of their
own. FY 1985 activities will include sharing materials possibly
through the Conference of Mayors ( see no. 11), and perhaps

devel opi ng approFriate items such as traininP vi deot apes and
other educational materials. The program will be ained at center
staffs, famlies of drug abusers, mothers, and so-called
recreational drug users.

10. Mental Health Aspects of AIDS: N M has been conducting
research on this issue, and during FY 1985 is expected to have
devel oped sufficient information to release, in publication or

audiovisual form, for use in educating appropriate health
personnel about mental illness aspects of AIDS and the mental
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heal th needs of AIDS patients, their famlies, and cl ose

friends. A publication listing nodel nmental health prograns for
people with AIDS, other hotlines, community efforts, support
networks and education programs will be produced for State and

| ocal officials and other organizations.

11. Conference of Mayors Project: A contract was awarded during
FY 1984 to the U.S. Conference of Mayors to provide for the
sharing of AIDS information and education experiences and
materials among the nation’s cities and communities. This
channel will be used as a distribution channel for appropriate
PHS-developed materials (e.g. drug abuse-related AIDS
information) and for the identification of materials and programs
that are most effective in bringing about AIDS risk reduction.
The project may be expanded to provide risk reduction and blood
test information through gay community groups. A project
evaluating and documenting substantial behavioral changes among
high risk group members may also be initiated.

12* Haitian-Related Activities: A contract was awarded in FY
1984 to a Haitian community organization in Miami to develop
materials and conduct a health information and education campaign
among Haitians in the Miami area with emphasis on AIDS
information. FY 1985 activity will include updating of the
previous year’s information materials, distribution, and possible
application to Haitian communities in other parts of the country.

13. Survey of Physician Knowledge: A FY 1984 survey of public
knowledge showed that most Americans had a general understanding
of AIDS being confined to specific risk groups. The survey also
determined the effectiveness of PHS-distributed information
material. FY 1985 activities will include a survey of physician
knowledge about AIDS and their perception of required patient
information, which will to provide guidance to OPA in ensuring
the development of materials that are both adequate and
necessary. This project will be conducted in cooperation with
the AMA.

14. Other press materials: Press releases, background papers
and statements, and similar materials, in addition to aiding the
news media, are also useful in secondary distribution to various
target audiences. Other suggested materials include 3 mailings
to weekly newspapers by contractor as part of a features service,
and an authoritative source material kit and contact list for
health writers and editorial writers.

15. NIH Radio Programs: In FY 1984, the NIH produced two 15
minute radio programs on AIDS as special supplements to the NIH
regularly produced interview programs on research topics. Three
five minute programs were also excerpted from each of the longer
programs, with 11 the shows then distributed on albums to about
400 radio stations who request the NIH programming. This
successful project is being planned for updating and preparation
again in FY 1985. Planned emphasis is on the availability and
use of a blood test for HTLV-IIl antibodies.
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Cost Estinmates FY 1985
AIDS Projects and Activities

Blood test materials (fact sheets/cards) . . . . . . . . . .. $ 20,000
Facts About AIDS (fact sheet) (6 issues) . .......... 5,000
Facts About AIDS (Spanish) (2 issues) . . . . . . . . . . .. .. 500
MWR Selected Reprints (collection) **Q .* *O**** | 3,000
MWR Reprint of AIDS Precautions.... . . . . . . . . . . . . ... 2,000
AIDS Hotline (Code-a-Phone) . . . . . . . . . . . ... 2,500
Videotape Updates . . . . . .. RrEQEA Kk k xkx kkkkxkQ Kkxg 5,000
Videotape for Mrticians and pathologists . . . . . . . . .. 20,000 (1)
AIDS Publications (Updates) . . . . . . . . . . .. ... 22,500
Drug Abuser Program. . . . . . .. B R e[ Aol ¢ L 50,000 (2)
Mental Health Aspects of AIDS.. * **  _ * .. . 10, 000 (3)
Conference of Mayors Project . . . . . . . . . . ... 200,000 (4)
Haitian-Related Activities . . . . . . ... . ... .. .. .. ... ... 5, 000
Survey of Physician Knowledge . . . . . . . . .. ... ... 10, 000
Other Press Materials . . . . . . . . . .. 15, 000
NHRadio Programs . . . . . . . . o 2,500
Mailing/ Request Handling/Distribution. . . . . . . . . . . . .. 25, 000
Meetings/Travel. . . . . . o o 2,000
TOTAL (NEEDED FOR TAP) (OPA) $120, 000

OTHER AGENCY FUNDING (1,2,3,4)

(1) NIH to fund
(2) NIDA to fund
(3) NIMH to fund
(4) CDC to fund



Appendix E.—A Partial List of Organizations
Involved in AIDS Lobbying, Public Education,

Prevention, or Social Services

East Coast

GLH/AIDS Project
P.O. Box 11013
Durham, NC

(919) 286-0079

Gay Men’s Alliance of Hudson Valley
255 Grove St.

White Plains, NY 10601

(914) 997-5149

Long Island AIDS Project
SUNY Hedlth Sciences
Stony Brook, NY 11794
(516) 444-2404

AIDS Task Force, Inc.
P.O. Box 3B/Bidwvell
Buffalo, NY 14222
(716) 886-1275

AIDS Program, HCC, Inc.
50 Court St., Suite 1001
Brooklg NY 11201

55-1

212 275
SouTier AIDS Task Force
P.O Box 1492

Bi nghanton, NY 13902
(607) 723-6493

Central NY AIDS Task Force
P. O Box 1682

Syracuse, NY 13201

(315) 475-2430

AIDS Rochester, Inc.
153 Liberty Poleway
Rochester, NY 14604
(716) 232-7181

Capitol District AIDS
332 Hudson Ave.
Al'bany, NY 12110
(518) 465-6094

Haitian Coalition on AIDS
255 Eastern Parkwa,

Brookl; NY 11238
212) 7183-2676

AIDS Task Force
CDGLF, Box 131
Albany, NY 12201
(518) 465-6094

Lambda Legal Defense and Education Fund
132 W. 43rd St.

New York, NY 10036

(212) 944-9488

Haitian Committee on AIDS
117 Harvard St.

Dorchester, MA 02124

(617) 436-2808

Fenway Health Community Center/AIDS Action
Committee

16 Haviland St.

Boston, MA 02115

(617) 267-7.573

Gay Men’s Health Cirisis, Inc.
Box 274, 132 W. 24th St.
New York, NY 10011

(212) 807-6664

AID Atlanta

1132 W. Peachtree, NW, #112
Atlanta, GA 30309

(404) 872-0600

Philadelphia AIDS Task Force
P.0.Box 7259

Phi | adel phia, PA 19101

(215) 232-8055

AIDS Educ. Program
5900 W. Junior Coll. Rd.
Key West, FL 33040

AIDS Education Fund
2335 18th St., N.W.
Washington, DC 20009
(202) 332-5939

AIDS Project New Haven
P.O. Box 7

New Haven, CT 06473
(203) 239-7881

141
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Gay and Lesbian Alliance of Delaware
P.O. Box 9218

Wilmington, DE 19809

(302) 764-2208

AIDS Action Committee
P.O. Box 4073

Key West, FL 33041
(305) 294-5531, ext. 4797

Health Crisis Net.

1930 Bay Drive, #2
Normandy lIsle, FL 33141
(305) 448-2882

HERO/Medical Arts Bldg.
Cathedral & Read, #819
Baltimore, MD 21201
(301) 955-3150

Gay Rights National Lobby AIDS Project
P.O. Box 1892

Washington, DC 20013

(202) 546-1801

The Bar Association for Human Rights for Greater

New York
P.O. Box 1899
Grand Central Station
New York, NY 10163

United States Conference of Mayors
16201 St., N.W.

Washington, DC

(202) 254-8718

National Gay Task Force
80 Fifth Ave.

New York, NY 10011
(212) 714-5800

AIDS Action Council

Federation of AIDS-Related Organizations
1115 1/2 Independence Ave., S.E.
Washington, DC 20003

(202) 547-3101/547-3102

Mayor’s interagency Task Force on AIDS
1025 Worth St., Rm. 604

New York, NY 10013

(212) 566-0484

AIDS Resource Center, inc.
235 W. 18th St.

New York, NY 10011

(212) 206-1414

AIDS Medical Foundation
230 Park Ave., Rm. 1266
New York, NY 10169
(212) 949-7410

AIDS Network Group
Department of Social Work
Memorial Sloan-Kettering
1275 York Ave.

New York, NY 10021

(212) 794-7018

Haitian Community Health Project
391 Eastern Parkway

Brooklyn, NY 11213

(718) 773-1171

AIDS Institute

New York State Department of Health
8 E. 40th St., 3rd floor

New York, NY 10016

(212) 340-3388

Lesbian and Gay Concern Committee
National Association of Social Workers
110 W. 86th St.

New York, NY 10024 (212) 799-3298

West Coast

AIDS Team

P.O. Box 9773
Fresno, CA 93794
(209) 264-2436

Pacific Center AIDS Project
2712 Telegraph Ave.
Berkeley, CA 94705

(415) 548-8283

AIDS Education/Research Foundation
P.O. Box 14227

San Francisco, CA 94123

(415) 626-8784

SF People with AIDS
1040 Ashbury, #5

San Francisco, CA 94117
(415) 665-3787

Los Angeles AIDS Network
811 N. Coronado Terrace
Los Angeles, CA 90026
(213) 483-8574

AIDS InterFaith Network
890 Hayes St.
San Francisco, CA 94117
(415) 558-9644

American Association of Physicians for Human
Rights

P.O. Box 14546

San Francisco, CA 94114

(415) 673-3189
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Seattle AIDS Action Comm.
113 Summit Ave. E., #204
Seattle, WA 98104

(206) 323-1229

Northwest AIDS Foundation

P.O. Box 3449

Seattle, WA 98114

(206) 527-8770; 622-9650; 322-6698

Gay Men’s Health Group
2353 Minor Ave. E.
Seattle, WA 98102

(206) 322-3919

Seattle Gay Clinic
P.O. Box 20066
Seattle, WA 98104
(206) 322-2873

Cascade AIDS Project

408 S.W. 2nd Ave., Rm. 403
Portland, OR 97204

(503) 223-8299 (10 a.m.-3 p.m.)

AIDS Hotline
P.O. Box 968
Santa Fe, NM 87504
(505) 827-3201

New Mexico Physicians for Human Rights
P.O. Box 1361

Espanola, NM 87532

(505) 753-2779/984-1217

AIDS Project/L.A.

937 N. Cole Ave,, #3
Los Angeles, CA 90038
(213) 871-1284

SF AIDS Foundation

54 10th St.

San Francisco, CA 94104
(415) 864-4376

Diablo V. Community Center
1818 Colfax St.

Concord, CA 94520

(415) 827-2960

Gay & Lesbian Community Services of Orange
County

12832 Garden Grove Blvd.

Garden Grove, CA 92643

(714) 534-0862

Southern California Physicians for Human Rights
7985 Santa Monica Blvd., #109

Los Angeles, CA 90032

(213) 658-6261

AIDS/Kaposi’s Sarcoma Foundation
2115 J. St., #3

Sacramento, CA 95816

(916) 448-AIDS

San Diego AIDS Project
P.O. Box 81082

San Diego, CA 92138
(619) 294-2437

San Francisco AIDS Project
P.O. Box 14227

San Francisco, CA 94114
(415) 864-4376

Shanti Project
890 Hayes St.
San Francisco, CA 94117
(415) 558-9644

Bay Area Physicians for Human Rights
P.O. Box 14546

San Francisco, CA 94114

(415) 558-9353 (adm.) or 372-7321 (medical)

Berkeley Gay Men’s Clinic
2339 Durrant Ave.
Berkeley, CA 94704

(415) 548-2570 or 848-9220

AIDS/KS Foundation/SC Co.

715 North 1st St.

San Jose, CA 95112

(408) 298-4238 (hotline, 12 noon-9 p.m. M-F)

Colorado AIDS Project/GLCC
1436 Lafayette St.

Denver, CO 80218

(303) 831-6268

Central United States

Oklahoma for Human Rights
4107 East 2nd Place
Oklahoma City, OK 74112

Health Guard Foundation
417 NW 9th St.
Oklahoma, OK 73102
(405) 235-5693

AIDS Commi ttee

1627 Vst Rosewood
San Antonio, TX 78201
(512) 736-5216
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Oaklawn AIDS Action Project
5811 Nash

Dal las, TX 75235

(214) 351-1502

AIDS Vol. of Cincinnati
P.O. Box 2615
Cincinnati, OH 45201
(513) 542-0493
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Appendix F.—Glossary of Acronyms and Terms

Glossary of Acronyms

ADAMHA—AIcohol, Drug Abuse, and Mental
Health Administration (part of PHS)

AIDS —acquired immunodeficiency syndrome

ARV —AIDS-related virus

CDC —Centers for Disease Control (part of
PHS)

DBDR —Division of Blood Diseases and
Resources (part of NHLBI)

DHHS —Department of Health and Human
Services

DNA —deoxyribonucleic acid

DRR —Division of Research Resources (part
of NIH)

FDA —Food and Drug Administration (part
of PHS)

FOCMA —feline-oncornavirus-cell-membrane-
associated antigen

FTEs —full-time equivalents

HPA-23  —heteropolytungstate

HRSA —Health Resources and Services
Administration (part of PHS)

HTLV-l  —human T-cell lymphotropic virus,
type |

HTLV-1l —human T-cell lymphotropic virus,
type Il

HTLV-1I —human T-cell lymphotropic virus,
type I

IDAV —immune-deficiency -associated virus

LAV —Ilymphadenopathy-associated virus

MCHBG —Maternal and Child Health Block
Grants

NCI —National Cancer Institute (part of
NIH)

NEI —National Eye Institute (part of NIH)

NHLBI —National Heart, Lung, and Blood
Institute (part of NIH)

NIAID —National Institute of Allergy and
Infectious Diseases (part of NIH)

NIDA —National Institute on Drug Abuse
(part of ADAMHA)

NIDR —National Institute of Dental Research
(part of NIH)

NIH —National Institutes of Health (part of
PHS)

NIMH —National Institute of Mental Health
(part of ADAMHA)

NINCDS —National Institute of Neurological and

Communicative Disorders and Stroke
(part of NIH)

42-575 0 - 85 - 1

OASH —Office of the Assistant Secretary for
Health (part of PHS)

OMB —Office of Management and Budget
(part of Executive Office of the
President)

OPA —Office of Public Affairs (part of
OASH)

OPRR —Office of Protection from Research
Risks (part of NIH)

OTA —Office of Technology Assessment
(part of U.S. Congress)

PHS —Public Health Service (part of DHHS)

RFAs —requests for applications

RNA —ribonucleic acid

TCGF —T-cell growth factor (also known as

interleukin-2)

Glossary of Terms

Acquired immunodeficiency syndrome (or acquired
immune deficiency syndrome): See “AIDS. ”

Active immunity: Protection against a disease resulting
from the production of antibodies in a host (i.e.,
person or animal) that has been inoculated with an
antigen. (Compare “passive immunity.”)

Adenoviruses: Any of a group of DNA-containing
viruses originally identified in human adenoid
tissue, causing respiratory diseases, and including
some capable of inducing malignant tumors in ex-
perimental animals. (See also “viruses” and com-
pare “reoviruses” and “retroviruses. )

AIDS (acquired immunodeficiency syndrome): A dis-
ease believed to be caused by the retrovirus HTLV-
111 (human T-cell lymphotropic virus, type 111) and
characterized by a deficiency of the immune sys-
tem. The primary defect in AIDS is an acquired,
persistent, quantitative functional depression within
the T4 subset of lymphocytes. This depression often
leads to infections caused by micro-organisms that
usually do not produce infections in individuals
with normal immunity or to the development of a
rare type of cancer (Kaposi’s sarcoma) usually seen
in elderly persons or in individuals who are severely
immunocompromised from other causes. Other
associated diseases are currently under investigation
and will probably be included in the final defini-
tion of AIDS.

AIDS-related complex: A variety of chronic but
nonspecific symptoms and physical findings that ap-
pear related to AIDS, which may consist of chronic
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generalized lymphadenopathy, recurrent fevers,
weight loss, minor alterations in the immune sys-
tem, and minor infections. Some persons with
AIDS-related complex may develop full-blown
AIDS, while in others, the condition may represent
the height of clinical illness in reaction to infection
with HTLV-111. AIDS-related conplex is sometinmes
known as “pre-AIDS.” (Conpare “l|ynphadeno-
pathy syndrone.”)

Antibody: A blood protein produced by mammals in
response to exposure to a specific antigen. Anti-
bodies are a critical component of the mammalian
i mune system

Antigen: A large molecule, usually a protein or car-
bohydrat e, which when introduced into the body
stimulates the production of an antibody that will
react specifically with that antigen.

Appropriation: An act of Congress that authorizes one
or more Federal agencies to incur “obligations” (see
definition below) and make payments from the gen-
eral fund or various special funds of the U.S. Treas-
ury. Appropriations do not represent funds avail-
able in the Treasury, but are limitations on the
amounts that agencies may obligate during the time
period stated in the law.

ARV (AIDS-related retrovirus): A retrovirus recovered
from an AIDS patient and believed to be the same
virus as HTLV-11I. (See “HTLV-IIL.”)

B lymphocytes (or B cells): Lymphocytes that mediate
humoral (e.g., antibody production) immune re-
actions. B lymphocytes proliferate under stimula-
tion from factors released by T lymphocytes. (Com-
pare “T lymphocytes.”)

Budget authority: Funds that are appropriated by Con-
gress for obligated purposes, or less commonly, re-
quests to Congress for such appropriations.

Clone: A group of genetically identical cells or orga-
nisms produced asexually from a common ancestor.

Cofactor: Factors or agents which are necessary or
which increase the probability of the development
of disease in the presence of the basic etiologic agent
of that disease.

Core proteins: Proteins that make up the internal
structure or core of a virus. (Compare “envelope
proteins.”)

Cytopathic: Pertaining to or characterized by abnor-
mal changes in cells.

Cytotoxic: Poisonous to cells.

DNA (deoxyribonucleic acid): A linear polymer, made
up of deoxyribonucleotide repeating units, that is
the carrier of genetic information in living orga-
nisms. Recombinant DNA is a hybrid DNA formed
by joining pieces of DNA from different organisms
in vitro.

Envelope proteins: Proteins that comprise the envelope
or surface of a virus. (Compare “core proteins.”)

Enzyme: Any of a group of catalytic proteins that are
produced by living cells and that mediate and pro-
mote the chemical processes of life without them-
selves being altered or destroyed.

Epidemiologic studies: Studies concerned with the rela-
tionships of various factors determining the fre-
guency and distribution of specific diseases in a
human community.

Etiologic agent: Causative agent.

Expenditures: Amounts actually expended by Federal
agencies as a result of obligations. (Compare “obli-
gations.”)

Factor VIII: A naturally occurring protein in plasma
that aids in the coagulation of blood. A congenital
deficiency of Factor VIII results in the bleeding dis-
order known as hemophilia A.

Factor VIII concentrate: A concentrated preparation
of Factor VIII that is used in the treatment of in-
dividuals with hemophiliaA.

Fulminant: Severe.

Gene: The basic unit of heredity; an ordered sequence
of nucleotide bases, comprising a segment of DNA.
A gene contains the sequence of DNA that encodes
for the synthesis of one polypeptide chain (protein).

Gene expression: The mechanisms through which
directions contained within the genes that code for
a cell’s products are transferred and used to direct
the production process. (See also “transcription”
and “translation.”)

Genome: The genetic endowment of an organism.

Glycoproteins: Proteins with carbohydrate groups at-
tached at specific locations.

Glycosylation: The attachment of a carbohydrate mol-
ecule to another molecule such as a protein.

Hemophilia: A rare, hereditary bleeding disorder
caused by a deficiency in the ability to synthesize
one or more of the blood coagulation proteins, e.g.,
Factor VIII (hemophilia A) or Factor 1X (hemophilia
B).

Hepatitis: Inflammation of the liver, may be due to
many causes, including viruses, several of which are
transmissible through blood transfusions.

HPA-23 (heteropolytungstate): A drug which has been
shown to inhibit the reverse transcriptase enzyme
of murine (mouse) retrovirus in vitro and in vivo,
and which has been shown in early clinical trials
to inhibit HTLV-HI replication in humans, but
which has not eradicated the virus. (Compare
“ribavirin” and “suramin.”)

HTLV-1I1 (human T-cell lymphotropic virus, type Il1):
A newly discovered retrovirus that is believed to
be the basic cause of AIDs. The target organ of
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HTLV-1I1 is the T4 subset of T lymphocytes, which
are the master regulators of the immune system. (In
this memorandum, HTLV-III is used to refer to the
various isolates (e.g., IDAV, LAV, ARV) that have
been associated with AIDS.)

IDAV (immune-deficiency-associated virus): A retro-
virus recovered from an AIDS patient and now
believed to be the same virus as HTLV-III. (See
“HTLV-IIL.”)

Idiotype (or idiotope): A site on the variable portion
(combining site) of an antibody molecule that can
be recognized by a combining site of other anti-
bodies.

Immune: Being highly resistant to a disease because
of the formation of humoral antibodies or the de-
velopment of cellular immunity, or both, or as a
result of some other mechanism (e. g., interferon
activity in viral infections). (See also “active im-
munity” and “passive immunity.”)

Interferon: A class of glycoproteins (proteins with car-
bohydrates attached at specific locations) important
in immune function and thought to inhibit viral in-
fections.

mVvitro: Literally, “in glass”; pertaining to a biological
reaction taking place in an artificial apparatus; often
used in reference to the growth of cells from multi-
cellular organisms under cell culture conditions.

In vivo: Literally, “in the living”; pertaining to a
biological reaction taking placein a living organism.

Kaposi’'s sarcoma: A multifocal, spreading cancer of
connective tissue, principally involving the skin; it
usually begins on the toes or the feet as reddish blue
or brownish soft nodules and tumors.

LAV (lymphadenopathy-associated virus): A retro-
virus recovered from a person with lymphadeno-
pathy (enlarged lymph nodes) who was also in a
group at high risk for AIDS, and now believed to
be the same virusas HTLV-III. (See “HTLV-III. ")

Lymphadenopathy: Enlargement of the lymph nodes,

Lymphadenopathy syndrome (LAS): A condition
which is characterized by persistent, generalized,
enlarged lymph nodes, sometimes with signs of mi-
nor illness such as fever and weight loss, which ap-
parently represents a milder reaction to infection
with HTLV-IIl than full-blown AIDS. Some pa-
tients with LAS have gone on to develop full-blown
AIDS, while in others, LAS may represent the
height of clinical illness in reaction to infection with
HTLV-IIl. LAS is also known as “generalized
lymphadenopathy syndrome. ” (Compare “AIDS-
related complex.”)

Lymphocytes. Specialized white blood cells involved
in the immune response. (See also “B lymphocytes”
and “T lymphocytes.”)

Lymphosarcoma: A general term applied to malignant
neoplastic disorders of lymphoid tissue, but not in-
cluding Hodgkin’s disease.

Messenger RNA (MRNA): RNA that serves as the
template for protein synthesis; it carries the trans-
cribed genetic code from the DNA to the protein
synthesizing complex to direct protein synthesis.
(See also “RNA.”)

Monaoclinal antibodies: Homogeneous antibodies
derived from clones of a single cell. Monoclinal an-
tibodies recognize only one chemical structure and
thus have remarkable specificity. They are easily
produced in large quantities and have a variety of
medical and industrial uses.

Obligations: Amounts stipulated in contractual agree-
ments between the Federal Government and other
parties. (Compare “expenditures.”)

Opportunistic infection: A disease or infection caused
by a micro-organism that does not ordinarily cause
disease but which, under certain conditions (e.g.,
impaired immune responses), becomes pathologic.

Passive immunity: Disease resistance in a person or
animal due to the injection of antibodies from
another person or animal. Passive immunity is usu-
ally short-lasting. (Compare “active immunity.”)

Pneumocystis carinii pneumonia: A type of pneumo-
nia primarily found in infants and now commonly
occurring in patients with AIDS.

Post-translational modification: The process by which
the protein product of gene expression is modified,
such as through attachment of carbohydrate groups.
(See AlsO “gene expression, ” “translation,” and
“glycosylation. )

Provirus: The genome of an animal virus integrated
into the chromosome of the host cell, and thereby
replicated in all of the host’s daughter cells.

Recombinant DNA techniques: Techniques that allow
specific segments of DNA to be isolated and inserted
into a bacterium or other host (e. g., yeast, mam-
malian cells) in a form that will allow the DNA seg-
ment to be replicated and expressed as the cellular
host multiplies. The DNA segment is said to be
“cloned” because it exists free of the rest of the DNA
of the organism from which it was derived.

Reoviruses: Any of a group of relatively large, widely
distributed, and possibly tumor-causing viruses
with double-stranded RNA. Unlike retroviruses,
which also contain RNA, reoviruses replicate in the
cytoplasm of the cells they invade and do not pro-
duce DNA analogs to their RNA for incorporation
into the host cell’s genome. (See also “viruses” and
compare “adenoviruses” and “retroviruses. ”)

Retroviruses: Viruses that contain RNA, not DNA,
and that produce a DNA analog of their RNA
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through the production of an enzyme known as “re-
verse transcriptase. ” The resulting DNA is incor-
porated in the genetic structure of the invaded cell
in a form referred to as the “provirus. ” (See also
“provirus” and “viruses” and compare “adeno-
viruses” and “reoviruses.”)

Reverse transcriptase: An enzyme produced by retro-
viruses that allows them to produce a DNA analog
of their RNA, which is then incorporated into the
host cell. (See also “retroviruses.”)

Ribavirin: A drug which has been shown to protect
T4 cells against infection by HTLV-III in vitro, and
which is being tested in AIDS patients. (Compare
“suramin” and “HPA-23.”)

RNA (ribonucleic acid): Any of various nucleic acids
that contain ribose and uracil as structural compo-
nents and are associated with the control of cellular
chemical activities. (See also “messenger RNA.”)

Serum: The clear portion of any animal liquid sep-
arated from its more solid elements, especially the
clear liquid (blood serum) which separates in the
clotting of blood.

Subunit vaccine: A vaccine that contains only portions
of a surface molecule of a pathogen. (See also
“vaccine.”)

Suramin: A drug that has been shown to protect T4
cells against infection by HTLV-III in vitro, and
which is being tested in AIDS patients. (Compare
“ribavirin” and “HPA-23.”)

T-cell growth factor (TCGF, also known as inter-
leukin-2): A glycoprotein that is released by T lym-
phocytes on stimulation with antigens and which
functions as a T-cell growth factor by inducing pro-

liferation of activated T cells. (See also “T lym-
phocytes” and “glycoproteins.”)

T lymphocytes (or T cells): Lymphocytes that mature
in the thymus and which mediate cellular immune
reactions. T lymphocytes also release factors that
induce proliferation of T lymphocytes and B lym-
phocytes. (Compare “B lymphocytes.”)

Transcription: The synthesis of messenger RNA on a
DNA template; the resulting RNA sequence is com-
plementary to the DNA sequence. This is the first
step in gene expression. (See also “gene expression”
and compare “translation.”)

Transfer authority: Authority from Congress to trans-
fer money from one appropriation to another
within an agency or across agencies.

Translation: The process in which the genetic code
contained in the nucleotide base sequence of mes-
senger RNA directs the synthesis of a specific or-
der of amino acids to produce a protein. (See also
“gene expression” and compare “transcription.”)

Tropism: An innate tendency to react in a definite
manner to stimuli.

Vaccine: A preparation of killed organisms, living at-
tenuated organisms, living fully virulent organisms,
or parts of micro-organisms, that is administered
to produce or artificially increase immunity to a
particular disease.

Viruses: Any of a large group of submicroscopic agents
capable of infecting plants, animals, and bacteria,
and characterized by a total dependence on living
cells for reproduction and by a lack of independ-
ent metabolism. (See also “adenoviruses,” “pro-
virus, “ “reoviruses,” and “retroviruses.”)
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