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EXECUTIVE
SUMMARY

he people of the United States have
arrived at a crossroads in the history of the HIV epidemic. In the months to come
they must either engage seriously the issues and needs posed by this deadly disease or
face relentless, expanding tragedy in the decades ahead. In just ten years the human
immunodeficiency virus (HIV), the causative agent of AIDS, has claimed more
American lives than did the Korean and Vietnam wars combined. If, from this day
forward, there were never another instance of new infection, the upcoming decade
would still certainly be much worse. The amount of human suffering and number of
deaths will be much greater.

The face of AIDS will change as well; thus far it has focused its devastation pre-
dominantly on young men. In addition, it is also a disease that affects an entire
family—now, all too often, mothers, fathers, and children die swiftly, one following
the other, leaving a few orphans as a grim reminder of what was once a family.

Workers on the front lines are struggling heroically to cope with illness and death,
but their tools have been too few, their resources too constrained, and their logistics
too crippled by the sabotage of disbelief, prejudice, ignorance, and fear.

Nor has the virus followed rules of fair play. Gay and bisexual men still bear much
of the burden of HIV disease. Disproportionately and increasingly the epidemic has
attacked segments of society already at a disadvantage—communities of color,
women and men grappling with poverty and drug use, and adolescents who have not
been effectively warned of this new risk to their futures. And with these shifts have
come new anger, mistrust, and attempts to assign blame, which have drowned out
the warnings that should signal the magnitude of the mounting crisis. Sadly, this has
permitted too many Americans to detach from the fray, to feel the problem is that of
others different from themselves, and to retreat into resentful indifference. Diversity,
which should be our greatest strength as a nation, has for the moment become a
weakness, and has sanctioned a begrudging and sometimes callous response. Even

the language of prevention, which should be tailored to the myriad subcultures and
ethnicities of people at risk, is constrained in the name of morality, withholding
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potentially lifesaving information and
devices in order to avoid offending a
public presumed to be in agreement
with such constraints,

Astonishingly, even our most basic
efforts to better understand and
respond to this new plague have been
hampered. Efforts have been made to
constrain or forbid behavioral re-
search; in the face of the most deadly
sexually transmitted disease ever to
confront humanity, some would pro-
hibit even the study of the human
behaviors that put our children at risk.
Thus we disarm ourselves in the midst
of lethal battle.

Worst of all, the country has
responded with indifference. It is as if
the HIV crisis were a televised portray-
al of someone else’s troubles, It has
even appeared relatively painless; many
of the torments are hidden because so
many people do their suffering and
grieving in secret, out of fear of stigma,
discrimination, or rejection, But the
epidemic will not remain painless
much longer even for the most indif-
ferent observer; soon everyone will
know someone who has died of AIDS.
If we are to honor our fundamental
social contract with our fellow citizens,
with ourselves, and with our children,
we must somehow develop a sense of
urgency. For there is only a little time
left to recognize at a deep and funda-
mental level that the threat of HIV is
all around us and that we must all join
in this battle for the sake of future gen-
erations. In order to have any chance
of winning, we must first energize our
nation and transform indifference into

informed action.

We have used arresting language
because Americans readily understand
the need to mobilize rapidly for collec-

_tive action in response to external

threats to life. AIDS is a life-threaten-
ing disease of global proportions, and
it requires the same national resolve
and commitment to address it effec-
tively that we exhibit in times of war.

But the military analogy does not
work well in this crisis. In war, we
tend to look for a human enemy to
attack, and alas thus far this tendency
has been all too evident in our
response to HIV. But in confronting
AIDS, our response must be just the
opposite. Compassion and concern
for human suffering must direct our
efforts. It is against the virus, not
those infected, that this war must be
waged. Tragically, to date, too many
of us have failed to understand this
fundamental distinction or acknowl-
edge what a massive national effort is
needed to contain the epidemic,

The sapping of our collective
strength comes from many directions.
There has been a dominant undercur-
rent of hostility toward many people
with HIV disease, as if they are some-
how to blame. But no one gets this
virus on purpose. We do not with-
hold compassion from people who
suffer from other diseases related to
behavior. " As President Bush stated in
his single speech about AIDS, “Once
disease strikes we don’t blame those
who are suffering. We don’t spurn the
accident victim who didn’t wear a seat

belt; we don’t reject the cancer patient




who didn’t quit smoking. We try to
love them and care for them and com-
fort them.” We must replace the inno-
cent/guilty mindset with sympathy
and care for people with HIV disease.

Our nation’s leaders have not done
well. In the past decade, the White
House has rarely broken its silence on
the topic of AIDS. Congress has
shown leadership in developing criti-
cal legislation, but has often failed to
provide adequate funding for AIDS
programs. Articulate leadership guid-
ing Americans toward a proper
response to AIDS has been notably
absent. We are accustomed to hearing
from the “bully pulpit” about national
problems and how we should address
them, so perhaps the public cannot be
blamed for assuming that such a
silence means that nothing important
is happening. Their false calm is rein-
forced by politicians who declare that
enough has been done about AIDS,
since it is “just one disease,” and that
we should redirect our attention to
other diseases that currently kill more
people.

But we cannot turn away from

what is coming, lest we be blind-sided.
There are at least one million Ameri-
cans silently infected with HIV. Most
of them will get sick during the next
decade. And in the absence of a
national effort, the virus continues to
spread. The cumulative deaths of the
first ten years of AIDS will more than
double in the next two: by the end of
1993, the toll will rise from 120,000 to

over 350,000. AIDS is already the

leading cause of death for young men

and women in many parts of the
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country and is climbing relentlessly up
the list of causes of “years of potential
life lost.”

What makes these numbers partic-
ularly tragic is that there is so much
that we can do to turn the tide of HIV
through prevention of further spread,
and so much that we must do to pro-
vide more humane and compassionate
care to those who have already been
caught in the path of the virus. But
there are two destructive attitudes
within our borders that hamper these
actions. They are a thinly veiled feel-
ing that those who acquire the virus
are getting what they deserve and a
collective indifference to their fate. As
long as these attitudes persist there

will be reluctance to engage in the

effort required to surmount HIV dis-
ease. Overcoming these attitudes will
require leadership—leadership from
the highest levels of government and
the private sector.

To accomplish the tasks that loom
ahead, we must, as a society, find a
way to convert anger, fear, and indif-
ference into informed action. We
must deal effectively with discrimina-
tion and prejudice, overcome present
governmental inertia, rededicate our-
selves to maintaining a necessary
intensity of research endeavor, educate
the public to replace panic with an
informed awareness of what is needed
to prevent infection, and coordinate
our resources to meet the urgent
health care needs of the sick in cost-
efficient ways that take full advantage
of our powerful science. We must rec-

The cumulative
deaths of the first
ten years of AIDS

will more than
double in the next

two: by the end of
1993, the toll will
rise from 120,000
to over 350,000.




ognize our obligations to future gener-
ations in these tasks, for further indif-
ference or misdirected efforts spells
doom for millions.

For two years, the National Com-
mission on AIDS has pursued its man-
date from Congress to make recom-
mendations to Congress and the
President “for a consistent national
policy concerning AIDS” and the HIV
epidemic. We have held hearings, site
visits, and consultations; we have
heard from over one thousand voices
across the country in direct testimony,
voices that have described the horror
of the HIV tragedy and the heroism of
brave men, women, and children as
they grapple with HIV. Some have
told of their struggle with their own
illnesses. Some have told of remark-
able commitment to care for and

about others. We have been heartened

and inspired by the thousands of peo-

ple throughout the land who have self- .

lessly given of themselves to develop
programs of prevention, care, and
advocacy in their communities. It has
been a privilege to experience the rich-
ness of diversity that could give uncon-
querable strength to our efforts if it
were honored and fully harnessed; and
it has been a source of constant sorrow
to witness the accelerating loss of tal-
ent as young adults die of AIDS in
ever increasing numbers.

This report attempts to address a
number of the central themes that
have emerged from this process. It
brings out the fact that, in an impor-
tant sense, the only thing new about
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our present quandary is the virus, that
most of what we are experiencing rep-
resents old problems that have been

poorly patched and bandaged or

ignored entirely. The HIV epidemic
did not leave 37 million or more
Americans without ways to finance
their medical care—but it did drama-
tize their plight. The HIV epidemic
did not cause the problem of home-
lessness—but it has expanded it and
made it more visible. The HIV epi-
demic did not cause collapse of the
health care system—but it has acceler-
ated the disintegration of our public
hospitals and intensified their financ-
ing problems. The HIV epidemic did
not directly augment problems of sub-
stance use—but it has made the need
for drug treatment for all who request
it a matter of urgent national priority,
Rural health care, prison health care,
access to health care for uninsured and

underinsured working -men and.

women—these issues and many more
form the fabric of our concern. The
report is not all-encompassing, for we
have focused on certain issues that the
Commission viewed as most impor-
tant during our first two years of work.

The Introduction, the first chapter,
paints an overview of the current sta-

tus of the epidemic in America. It
" notes that, in endeavoring to solve

problems of HIV care in the context of
our current epidemic crisis, we can
develop better ways to manage other

chronic relapsing illnesses, innova-
tions that will serve society well in the
, years to come. By taking away our
right to procrastinate further, HIV
presses us to confront the shortfalls in
our health care system more honestly.




The second chapter deals with
issues of prevention and education. It
points out that prevention is currently
our only hope of altering the course of
the HIV epidemic and that efforts in
this sector have been grossly underuti-
lized—further, that prevention strate-
gies will remain key even after the
development of effective drugs or vac-
cines. It develops the theme that frank

"communication is our best defense for

our children against the twin epi-
demics of HIV and drugs. Elements
common to successful programs are
highlighted, including the importance
of cultural sensitivity, cultural compe-
tence, and community involvement.
Effective progress in the prevention of
HIV disease associated with illicit drug
use is noted. Finally, a call is made for
a comprehensive national HIV pre-
vention initiative that would integrate
federal, state, county, and municipal
governments, community-based orga-
nizations, and affected populations to
achieve a common goal of HIV pre-
vention,

The third chapter discusses how
health care for people with HIV dis-
ease can be improved. It takes note of
the substantial progress that has been
made in enhancing the quality and
extending the duration of lives of peo-
ple with HIV. It describes who should
be involved in the delivery of health
care and social services to those with
HIV disease, the sites where care
should be available, and how those
care services can best be organized.
Ideally, such care involves an interdis-
ciplinary group in a continuum of ser-

Executive Summary

vices delivered in the least restrictive,
least institutional settings at the lowest
possible costs. Common elements
link counseling and testing with pri-
mary care in out-of-hospital settings,
coordination of that care with the hos-
pital, access to investigational drugs
and integration of illicit drug use
treatment with HIV care. The point is
made that existing health care
providers must be better trained to
manage the care of people with HIV
disease and that future needs for more
health care professionals must be
anticipated. Finally, continued efforts
must be devoted to improving com-
munication strategies so that minimal
delay occurs between development of -
new therapies and their availability.
The fourth chapter deals directly
with the difficult issues of health care
financing in the context of HIV. The
Commission came to the conclusion
that systemic reform will be necessary
to achieve genuinely appropriate
access to health care for all Americans.
Only in this way will those with HIV
disease be assured of needed care.
Thus we have not confined our discus-
sion to the arena of HIV disease alone,
but have instead discussed solutions to
problems of financing that are consis-
tent with the broader initiatives of
health system reform currently under
discussion. However, our recommen-
dations are specific to problems of
HIV, and thus we offer a series of
options that could improve the lot of
HIV infected people and we cost out

their implications. We remain firm in
our conviction that these short-term
measures should give way as quickly as
. possible to nationwide reform of the




American health care system, reform
that ensures financial access to care for
all of our citizens.

The fifth chapter focuses on clinical
trials and treatment-related research.
To date, our deliberations have not
focused on the nation’s vitally impor-
tant biomedical research enterprise.
Further, we have paused only briefly to
underscore the manifest importance
of social and behavioral research in
achieving ultimate control of the HIV
epidemic. In this chapter, the discus-
sion is directed to currently dynamic
issues of clinical trials and the search

for new therapeutic agents for people’

with HIV disease. Problems of assur-
ing access to drug trials for diverse
populations with HIV disease while
maintaining orderly studies that will
permit sound scientific assessment of
therapies are considered. Issues of
delivery of care in the context of
experimental therapy and the use of
new drugs in expanded access pro-
grams are also covered.

In the sixth and final chapter, the
responsibilities and opportunities for
government to intervene and interact
with other components of society are
examined. It is noted that at all levels
of government greater leadership is
needed. At the federal level, we note
that within the U.S. Public Health Ser-
vice there has been a real effort to
coordinate responses, but that there is

a need for much greater cooperation
and coordination across many depart-
ments at the cabinet level. State and
local governmental roles are critical
and distinctive. Of particular concern
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is the current fiscal crisis occurring in
many of the states with the highest
incidence of AIDS. The need to fully

fund the Ryan White CARE Act is

underscored, and the importance of
providing the funding to evaluate pro-
grams is stressed.

After each chapter the Commission
has offered a short series of recom-
mendations for action. They have
been purposely kept few with the hope
that they will all receive careful consid-
eration. They overlap. Prevention of
HIV infection, care and treatment of
those with HIV disease, the financing
of that care, and the research necessary
to improve treatment are all intimately
interwoven and inseparable.

. To transform what now obtains
into effective action requires simulta-
neous attention to all facets of this epi-
demic which is now causing such pain
and loss of life.
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RECOMMENDATIONS

A comprehensive national HIV plan should be developed with the full participa-
tion of involved federal agencies and with input from national organizations rep-
resenting various levels of government to identify priorities and resources neces-
sary for preventing and treating HIV disease.

Universal health care coverage should be provided for all persons lmng in the
United States to ensure access to quality health care services.

The federal government should establish a comprehensive national HIV preven-
tion initiative. :

Government should assure access to a system of health care for all people with
HIV disease.

Medicaid should cover all low-income people with HIV disease.

States and/or the federal government should pay the COBRA premiums for low-
income people with HIV disease who have left their jobs and cannot afford to pay
the health insurance premium.

Medicaid payment rates for providers should be increased sufficiently to ensure
adequate participation in the Medicaid program.

Social Security Disability Insurance (SSDI) beneficiaries who are disabled and
have HIV disease or another serious chronic health condition should have the
option of purchasing Medicare during the current two-year waiting period.

Congress and the Administration should work together to adequately raise the
Medicaid cap on funds directed to the Commonwealth of Puerto Rico to ensure
equal access to care and treatment.

Policies should be developed now to address future plans for the distribution of
AIDS vaccines and the ethical and liability issues that will arise when vaccines
become available.

The federal government should fund the Ryan White CARE Act at the fully
authorized level.
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17.

18.

19.
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21,

Congress should remove the government restrictions that have been imposed on
the use of funds for certain kinds of HIV education, services, and research.

The Secretary of Health and Human Services should direct the National Insti-
tutes of Health, the Health Care Financing Administration, and the Health
Resources and Services Administration to work together to develop a series of
recommendations to address the obstacles that keep many people from partici-
pating in HIV-related clinical trials, as well as the variables that force some peo-
ple to seek participation in trials because they have no other health care options.

HIV-related services should be expanded to facilities where underserved popula-
tions receive health care and human services, in part to ensure their increased
participation in trials of investigational new therapies,

Current efforts at the National Institutes of Health (NIH) to expand the recruit-
ment of underrepresented populations in the AIDS Clinical Trials Grou p should
be continued and increased.

HIV education and training programs for health care providers should be
improved and expanded and better methods should be developed to disseminate
state-of-the-art clinical information about HIV disease, as well as drug and alco-
hol use, to the full range of health care providers.

Greater priority and funding should be given to behavioral, social science, and
kealth services research.

The Food and Drug Administration should aggressively pursue all options for
permitting the early use of promising new therapies for conditions for which
there is no standard therapy or for patients who have failed or are intolerant of
standard therapy.

The National Institutes of Health should develop a formal mechanism for dis-

seminating state-of-the-art treatment information in an expeditious and far- .-

reaching manner.

The Department of Health and Human Services should conduct a study to deter-

mine the policies of third-party payers regarding the payments of certain health
service costs that are provided as part of an individual’s participation in clinical
trials conducted in the development of HIV-related drugs.

Implementation of the Americans with Disabilities Act should be carefully moni-
tored, and states and localities should evaluate the adequacy of existing state and
local antidiscrimination laws and ordinances for people with disabilities, includ-
ing people living with HIV disease.
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The federal government should expand drug abuse treatment so that all who
apply for treatment can be accepted into treatment programs. The federal gov-
ernment should also continually work to improve the quality and effectiveness of
drug abuse treatment.

Legal barriers to the purchase and possession of injection equipment should be
removed.

The following interim steps to improve access to expensive HIV-related drugs

should be taken:

(a) adequately reimburse for the purchase of drugs required in the prevention
and treatment of HIV disease, including clotting factor for hemophilia;

(b)undertake, through the Department of Health and Human Services, a consol-
idated purchase and distribution of drugs used in the prevention and treat-
ment of HIV disease; .

(c) amend the Orphan Drug Act to set a maximum sales cap for covered drugs.

All levels of government should develop comprehensive HIV plans that establish
priorities, ensure consistent and comprehensive policies, and allocate resources.

Federal, state, and local governments should join forces with the private sector in
providing long-term support to community-based organizations.

The U.S. Public Health Service should expand and.promote comprehensive pro-
grams for technical assistance and capacity building for effective long-term pre-
vention efforts.

Federal, state, and local entities should provide support for training, technical
assistance, supervisory staff, and program coordination to acknowledge and sup-
port the family members, friends, and volunteers who are an integral part of the
care system of a person with HIV disease. '

The federal government should develop an evaluation and technical assistance
component for all federally funded HIV-related programs.

Elected officials at all levels of government have the responsibility to be leaders in
this time of health care crisis and should exercise leadership in the HIV epidemic
based on sound science and informed public health practices.
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s 27—

' Wr:' must learn to practice the justice,
freedoms, and compassions that we take so much pride in talking

about in civics classes and teaching our children about when we teII them

- what rr is to be an Amencan

: : Bk Our response to AIDS must
rake into account how all peopie with AIDS and HIV live and recognize
that we aren’t all in San Francisco or New York using systems that
are collapsing from the weight of us. Some of us are in

- Kentucky and Alabama and Missouri and Iowa, still trying to find a doctor :
willing to treat us or a home care agency that will send the nurse without -

requiring a baseline antibody_ restfor her. . ..

; | have to say rhat people living
 with AIDS and HIV wanr nothmg more or nothmg less than what all
of you take for gmnted today—a pface to live, the right to have a
job, decent medical care, and to live our lives out without unreasonable
"~ barriers. We are not askmgfor extras, only to be included in what
- America aIr:eady delivers to her privileged people.

I’m thirty-one this year and my
life has been blessed with two healthy children—a six-year-old daughter,
and a son who is almost three. Relatively speaking, I'm not in bad shape
and I used to hope that I would be able to live long enough to see my

children, with the help of their father, accept and adapt to the inevitability

of my death. More lately I've been hoping that when I'm gone they
wouldn’t continue to be stigmatized by the shadow thrown by my public

life.

But compassion is not going to
happen because of a report that we make or an edict that somebody in
Washington delivers. It will begin in the small towns in the quiet country
throughout America when people understand that people living with AIDS
and HIV are just like us because they are us.

BELINDA MASON
September 1989
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CHAPTER ONE

INTRODUCTION

u-ince scientists first began to under-

stand the dynamics that govern transmission of the human immunodeficiency virus
(HIV), it has been possible to predict with chilling accuracy the toll the epidemic
would exact in sickness and in lives lost. As the nation enters the second decade of
the HIV epidemic, the accuracy of predictions made in the mid-1980s stand as a
silent rebuke. One need take only a brief look at these statistics to understand the
impact that AIDS has had in the United States.

By the end of 1990, more than 100,000 people in the United States had died of
AIDS, and nearly a third of those deaths occurred that year. Now more than a hun-
dred people die in the United States every day of AIDS—one every 15 minutes—and
the pace is accelerating. As of June 1991, 182,834 cases of AIDS in the United States
and its commonwealths and territories had been reported to the federal Centers for
Disease Control {CDC). Between March 1990 and March 1991, the reported number
of new cases in the United States rose by more than one third. These numbers are a
telling indication that our efforts at prevention must be redoubled.

During the earliest years of the epideniic, from 1981 to 1982, nearly 80 percent of
all reported AIDS cases were from six large metropolitan areas in five states—New
York City, San Francisco, Los Angeles, Miami, Newark, and Houston, So far in 1991,
31 metropolitan areas and 25 states and the Commonwealth of Puerto Rico have
reported one thousand or more cumulative AIDS cases—and the number of commu-
nities, counties, and states affected by HIV disease continues to expand.

While the majority of new AIDS cases have been from metropolitan areas, there
has been a significant increase in new cases in municipalities with populations less
than 500,000. Lack of access to adequate health care has denied the benefits of
advances in treatment to many in these smaller cities and rural communities, despite
the dedication of stalwart health care providers and volunteers. More ominous still,
failure to acknowledge the dimensions of the crisis has resulted in insufficient atten-
tion to AIDS education and prevention programs.

HIV disease has had a disproportionate impact on some communities. The HIV
epidemic continues to affect gay and bisexual men more than any other single group

11




" The AIDs/HIV
epidemic has focused more
: ;Itt}eﬁ't'_:x'_'c'i:r'i:_o'ftulo:ﬁg:st&nding
- problems and has made it clear
5 .'_'t_h;z't it’s time for sweeping
_ policy and systemic changes in
e hou{ A'(nerica cares for.
- _irs_:most needy. . .

. . --DON SCHMIDT
e et July 1990

of Americans; these individuals com-
pose 64 percent of the cases of AIDS
reported since the beginning of the
epidemic. African-Americans consti-
tute 12 percent of the
United States population,
but nearly 28 percent of
AIDS cases. Hispanics
constitute 9 percent of the
population, but 16 percent
of AIDS cases. Unless sus-
tained support for target-
ed interventions that facil-
itate access to a broad
range of health and social
services is given, there is
every indication that these
communities will ¢contin-
ue to be disproportionate-

ly represented among
AIDS cases in the future.

The number of women and chil-
dren infected with HIV—particularly
within communities of color—contin-
ues to grow dramatically. In fact,
AIDS cases among women are grow-
ing faster than AIDS cases among
men. As of June 1991, women
accounted for 10 percent of all AIDS
cases. In 1991 AIDS is projected to
become one of the top five causes of
death for young women.

Increasingly, parents who are them-

- selves infected are forced to make ago-

nizing choices for themselves, their
infected children, and their. uninfected
children. Parents may sacrifice their
own health as they seek care for their
children and must struggle with issues
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of how to provide for both sick and
healthy children after their death.
New York City officials project an
“orphan burden” of approximately
20,000 children who will need to be
cared for by relatives or placed in fos-
ter homes when their parents die of
AIDS in the next few years. About one
fourth of these children will be HIV
positive themselves. Intravenous drug
use has contributed significantly to
this new trend. Approximately 70 per-
cent of all pediatric AIDS cases are
directly related to maternal exposure
to HIV through intravenous drug use
or sex with an intravenous drug user.
Communities all across the United
States are struggling to confront the
twin epidemics of HIV and substance
use. The nexus between HIV and sub-
stance use is unarguable. Already,
approximately 31 percent of all AIDS
cases can be linked, either directly or

_indirectly, to intravenous drug use.

Cases of HIV infection related to
unprotected sexual activity under the
influence of crack cocaine, alcohol, or
other substances is another disturbing
trend, especially among adolescents.

Drug treatment centers are ill equip- -
g quip

ped to deal with the growing numbers
of substance users with HIV disease.
The lack of treatment slots, training,
and funding only perpetuates this
insidious link.

The number of reported AIDS
cases does not, however, accurately
portray the scope of the epidemic
because such figures represent only 10
to 15 percent of the total number of
people now infected with HIV in the
United States, CDC estimates that, at
present, approximately one adult male




in 100 in the United States is HIV pos-
itive and one adult female in 600 is
similarly infected. In all, CDC esti-
mates that at least one million people
in this country have HIV infection.
Moreover, HIV affects people of all
ages. Adolescents are often forgotten
as discussions center on adults and
children. Presently, adolescents with
hemophilia represent a majority of
reported AIDS cases among those
aged 13-19. In addition, adolescents
practice many of the same behaviors
that put adults at risk. Given the
length of time between infection and
diagnosis, it is clear that the Jarge
numbers of individuals diagnosed
with AIDS in their mid to late twenties
were infected during their teens. The
disproportionate impact of AIDS on
young people is further dramatized by
the “years of potential life lost.”
Health economists have tallied up the
years of potential life lost before age 65
to describe the extent to which deaths
from AIDS occur primarily in young
people. In 1987 the years of potential
life lost due to AIDS was 432,000.
This figure compared with 246,000 for
stroke, 1.5 million for heart disease,
and 1.8 million for cancer. While the
rates for these other major diseases
remain stable, the years of potential
life lost due to AIDS continues to
increase. In 1991 estimates place the
years of potential life lost due to AIDS
between 1.2 and 1.4 million, ranking it
third among all diseases. By 1992 the
years of potential life lost due to AIDS
will grow to between 1.5 and 2.1 mil-

* hospitals, HIV antibody
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lion. By 1993 AIDS will clearly out-
strip all other diseases in lost human
potential.

HIV disease has a devastating
impact on those who are already
marginalized members of society.
Growing numbers of HIV infection
and AIDS cases occur among poor
residents of inner cities. For the mem-
bers of the National Commission on
AIDS, the statistics of HIV disease
were brought to life by the testimony
of nearly one thousand witnesses at
hearings and site visits across the
country. The Commission met with
people living with HIV disease and
with caregivers on the
front Jines. Its members
met with people at home-
less shelters in New York
City, at a needle exchange
program in Seattle, in
Native American commu-
nities in four states, in
private homes in rural
Georgia, at primary
health clinics and drug
outreach centers in Puer-
to Rico, at a Veterans
Administration hospital
in Los Angeles, and at

testing centers, drug
treatment clinics, and
comprehensive hemophil-
ia treatment centers
throughout the nation.

A mere tally of cases
only sketches part of the
picture. It quickly became clear dur-
ing the Commission’s travels that HIV
disease could not be understood out-

.side the context of racism, homopho-

I worry about

begmmng

TONI P.

March 1991 :

my daughrer who is not mfecred
but affected by her fmmfy s
situation.” I not rmly worry
about her, but all the siblings '-
that are not infected because
I think the system tends to
forget about these children..
If they lose their parents, if -
they lose the:r mfected s:b!mgs,
the public views these children
as now over the trauma. ‘Well,
those children’s trauma xs ;ust

-----
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s There were no
' support groups, 1o social
workers, nobody, so I retreated
even further into my
© community. But even that was
~wrong. I had people coming to
my door wanting to beat me
up—they didn’t want AIDS in
their "r:ommm'zity:—even though
these were my relatives. . . .
But because I had AIDS I was
no longer human. I was a
- disease. I no longer had
~ feelings. I no longer was given
' the opp'brzu:nity to plan, to
“have goals, to contribute.

WILLIE' BETTELYOUN, M.A.
i September 1989
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bia, poverty, and unem-
ployment—pervasive fac-
tors that foster the spread
of the disease. This web
of associated social ills
has been referred to as “a
synergy of plagues.”
Poverty and unemploy-
ment in the inner cities of
the United States entail
much more than an
inability to pay the bills.
In 1991 being poor is a
generic risk factor, for it

is associated with in-

creased risks of becoming
homeless, dying a violent
death, and suffering and
perhaps dying from a
multitude of preventable
illnesses. A 1990 study of
mortality in New York
City’s Harlem found that
black men in that com-

munity were less likely to reach the age

of 65 than were men in Bangladesh.
The association of poverty, home-

lessness, and disease is perhaps best
dramatized by the impact of the HIV
epidemic on those in inner cities who
are living at the margins of society.
Without permanent addresses or
steady incomes, the homeless and
many of America’s poor often are iso-
lated from all but the most rudimenta-
ry health care. Public hospitals that
serve low-income communities and
the overwhelming majority of people
with AIDS in large cities are over-

crowded, their staffs are beleaguered,
and their substandard funding is
shrinking with each additional munic-
ipal budget crisis. Those most in need
of health care are typically the ones
who can least afford it. When illness
strikes, the emergency room becomes
the “family physician.” The increase
in numbers of HIV cases is placing a
strain on a system already on the verge
of collapse.

In some areas of the country the
sheer number of people with AIDS has
forced a greater awareness and under-
standing of the challenges people with
HIV disease face. However, although
recent opinion polls reflect a modera-
tion of harsh attitudes toward people
living with HIV disease, HIV-related
discrimination has not disappeared.
This discrimination reflects the racism
and homophobia that pervade our
society and, like poverty, limit people’s
access to care and compassion, AIDS
has been sufficiently controversial to
have earned the status of the most liti-
gated disease in American history.
There is, moreover, a further disquiet-
ing trend. Surveys of court cases and
complaints to human rights commis-
sions show that rather than disappear-
ing, AIDS discrimination is changing.
Subtle prejudices involving denial of
basic health services are replacing overt
forms of bias, and these subtle biases
are more difficult to fight legally.

As the epidemic worsens, opportu-
nities to mobilize effective responses
diminish each day that we fail to act

decisively. Education for prevention of

further HIV spread through the avoid-
ance of risk behavior has been greatly
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underutilized. Despite a slow start,
there is much that can be done now to
prevent new HIV infections from
occurring and to enhance the quality
and length of life of those already
infected. In recent years there have
been heartening developments in
treatments for HIV disease. Guaran-
teeing access to all of these treatments is
essential. The Commission has wit-
nessed firsthand the efforts of many
people, particularly individuals working
at the community level, who are pro-
viding these and other services to peo-
ple with HIV disease.

The nation must be awakened to
the enormity of the HIV crisis and to
the potential for individual and collec-
tive action. There is no lack of options
or remedies. We are not without hope.
The nation’s response must be com-
mensurate with the threat posed by the
epidemic. The report that follows
offers concrete proposals for action.

By 1992 the
years of potential
life lost due to AIDS
will grow to
between 1.5 and
2.1 million.

By 1993 AIDS
will clearly outstrip
all other diseases
in lost human
potential.
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' |t’s nofgood enough to Say that
we serve everyone. It’s not good enough to say that our programs are open
to all. If we don’t specifically design our programs in such a
way that they reach out into the community, that they become part of the
community, and the community becomes part ofthem, they are not as
o ~ functional as they need to be.

Coupled wrrh our efforts to ensure
. access, representanan, and inclusion is the essential work ofsroppmg the
progression of the disease through education and prevention activity, focusing
' on risk redacuon and behavioral change

|n communities of color, as in the _
majority of communities, much of the average behavior is clandestine, behind
closed doors and unnamed or named differently—i.e., gay versus sex with
men—so that a singular outreach strategy will only reach the most phys:caﬂy
and obviously adverse papufanorz

|n our communities it is just as likely
that we will reach at-risk peopfe at church functions, at the barber
and beauty shop, at the WICs program, in jail or work release, and topless
clubs, in minor camps, in the social clubs, at the food bank, at the pow wow,
or other community events, at the kind of local community gathering where
people are together and where information flows.

P. CATLIN FULLWOOD
July 1990




CHAPTER TWO

PREVENTION AND
EDUCATION

ntil a cure or a vaccine is found,
education and prevention are the only hope for altering the course of the HIV epi-
demic. This actually understates the importance of prevention, for prevention
Strategies will continue to be a key component of HIV containment far beyond the
advent of successful drug treatments or vaccines. There are valuable lessons to be
learned from earlier experiences with sexually transmitted diseases. Effective and
inexpensive treatments for many of these diseases have long been available, yet drugs
alone have not stemmed the tide of infections, especially among young people and
those living in poverty. Those prior experiences are underscored by the rapid
reemergence of syphilis, and it can be said with certainty that medical science alone
will not be able to vanquish AIDS, even with a magic bullet.

There is an urgent need for implementation of carefully designed strategies to
Prevent new HIV infections (primary pre{rention) and to prevent disease progres-
sion for HIV-infected individuals through early diagnosis, prompt treatment, and
continuing care and support (secondary and/or tertiary prevention). Educational
Programs are also necessary to alter the public’s perceptions that HIV disease is
Someone else’s problem. The discrimination that occurs against people with HIV
disease results largely from fear and ignorance, and the best weapon against these is
education.

Some of the most encouraging news thus far in the HIV epidemic comes from the
success of certain health education programs that have resulted in dramatic, sus-
tained reduction in risk behavior. There is clear evidence that prevention is possible;
Changes in attitudes and behavior can occur as a result of carefully tailored, targeted,
and credible prevention efforts. Such success is less dramatic to the public than a
laboratory breakthrough, but probably more important. This chapter considers an
array of education and prevention strategies, highlights some prevention success sto-
ties, and offers recommendations to focus prevention efforts for the second decade
of the epidemic. As we move into the second decade, the Commission believes poli-




cies should be developed now to
address future plans for the distribu-
tion of AIDS vaccines as well as the
ethical and liability issues that will
arise when vaccines become available,

A DISEASE OF BEHAVIORS:
CLINICAL AND EPIDEMIOLOGIC
ASPECTS OF HIV
When considering prevention strate-
gies to alter the course of the HIV epi-
demic it is important to keep in mind
the manner in which the virus is
transmitted. The limited modes of
transmission of HIV have been well
documented. HIV can be transmitted
through sexual contact; by the sharing
of contaminated injection equipment;
through exposure to infected blood or
blood products; and, during gestation
or at birth, from an infected mother to
a newborn, Breastfeeding has also
been identified as a potential mode of

transmission.

Understanding these modes of
transmission has enabled the develop-
ment of some practical strategies for
use in stopping the spread of the virus.
Screening of blood and voluntary
deferral of blood donors at risk of HIV
infection has significantly reduced the
transmission of HIV through the
blood supply. Sophisticated purifica-
tion techniques, bloed screening, and
voluntary self-deferral have eliminated
new HIV infections from occurring
through the use of blood clotting fac-
tors to people with hemophilia, “Uni-
versal precautions” can help patients
and health care workers avoid expo-

sure to HIV. Such precautions involve

_the avoidance of all potentially infect-
- ed blood or body fluids through barri-

er methods, without regard to the
serostatus of patients or health care
workers. The efficacy of universal pre-
cautions can be strongly inferred by a
substantial drop in hepatitis B trans-
mission (hepatitis is a hundred times
more infectious than HIV). Appro-
priate use of condoms can decrease
the risk of HIV during sexual inter-
course. It is also possible to disinfect
injection equipment with bleach so
that the sharing of needles and
syringes does not spread the virus.

" In addition to the strategies avail-

.able to prevent new infections, much

more is now known about how to
delay progression to AIDS in HIV-
infected individuals. Until a few years
ago, treatment regimens for HIV dis-
ease had been offered only to those
exhibiting symptoms. In recent years,
the clinical management of HIV dis-
ease has improved with the develop-
ment of therapeutic strategies involv-
ing the use of treatments such as
zidovudine {AZT) and aerosolized
pentamidine for HIV-infected individ-
uals who are still asymptomatic. This
early intervention has enhanced well-,
being in addition to delaying the onset
of AIDS, but its availability or lack
thereof raises important issues of
access. To bring the benefits of early
intervention to people in need, addi-
tional and better coordinated services
will be required—not only greater
outreach, HIV testing, counseling,
laboratory monitoring, medications,

and primary health care, but also
improved laboratory services, better
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coordinated systems of care, and pub-
lic and private financing strategies to
pay for care,

DEVELOPING PREVENTION
MESSAGES

Frank Talk About Sex and Drugs
Most of the disagreement about HIV
Prevention is not over goals, but over
methods to achieve goals and over
who should decide which methods
ought to be used. As noted above,
there are a number of simple, readily
available technologies that will con-
tribute significantly to reduction in
the spread of HIV infection. Yet AIDS
education and prevention efforts con-
tinue to be stymied by an unwilling-
ness to talk frankly about sexual and
drug use behaviors that risk the spread
of HIV. Constraints on discussions of
sex, whether imposed by law, political
considerations, issues of morality, lan-
guage, or culture, have been a substan-
tial barrier to the creation and imple-
mentation of effective HIV prevention
Programs. There is a cruel irony at
work here, for reticence about dis-
Cussing sex has become an obstacle to
the implementation of lifesaving pre-
vention programs. This withholding
of potentially lifesaving information
raises serious ethical problems.

In the early years of the AIDS epi-
demic messages concerning HIV were
couched in euphemisms. There were
warnings about the danger posed by
the “exchange of bodily fluids” when
the phrase eluded public understand-
ing. Generic, incomplete, and
ambiguous messages such as this fos-
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tered misunderstandings
about the actual dimen-
sions of risk and the ways
to avoid the threat posed
by HIV disease.

Research in many areas
of health education has
shown that to encourage
behavior change, preven-
tion messages must be
transmitted in a language
and manner that can be
understood by the people
to whom they are direct-
ed. Those who design
and implement education
and prevention programs
must be able to use
unvarnished language
and communications that
are both meaningful and
acceptable to the particu-
lar community or group
being addressed. Where
the communications are tar-
geted to a specific group, the
potential offensiveness to
others to whom the message
is not directed should not
and need not be a barrier.
Congress should remove the

government restrictions that have been
imposed on the use of funds for certain
kinds of HIV education, services, and

research.

In addition to crafting clear and
explicit messages that are relevant to
those at risk, a greater realism is need-
ed in approaches to altering sexual
behavior and drug use. For example,
although teenagers are encouraged to
delay sexual intercourse until marriage
or at least until adulthood, a majority

ik :rml

The present i

situation m Puerto Rico. sha:rwsE
the island as havmg such

a h;gh mczdence ofHIV rhat
there exists a sense ofpamc
about bemg mfected
Ignorance is evident at all
levels offmng—améng
employers, in public -
tmnspormtzon, -as well as-
funeral parlors overchargmg ‘.
for burials because they clamz
to be _at:nsk__of___mfgctwn.

education throughaut'th:'"f_'
island to attempt to chauge the
attitudes ofpamc and re;ecrzon'
suffered by so many panents :
to become instead an
envzronment offatrh hop

. and concern :

LUIS MALDONADO
November 1990
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of young people have not heeded such
advice, regardless of how forcefully this
message has been delivered. In view of
this stark and dangerous reality, advice
concerning abstinence must be supple-

_'-When yougo

about becofmngpart of an .
AIDS project, they will say,
“who'is'in charge?” And then
¢ __1!? as we say in our
commumty, do a readmg of

ommunity people

mented by frank talk
about AIDS, and about
how to avoid sexually
transmitted diseases and
unintended pregnancies.
In addition, it must reach
children at a young age.

A similar set of prob-
lems has existed in dis-
cussions and attitudes

that | person

about drug use as it
relates to HIV transmis-
sion. The predominant
policy approach has char-
acterized drug use as a
criminal rather than a
public health problem.
Here too the approach
must be more than “just say no” A
more realistic strategy is crucial to the
prevention of HIV transmission relat-
ed to drug use. Some of those at risk

will be able to stop using drugs on
their own, or will stop with the help of
formal treatment, self-help, or
“twelve-step” programs modeled on
Alcoholics Anonymous. Access to
drug treatment is an absolutely funda-
mental element of prevention in those
populations. Those who find it
impossible to stop using drugs, or who
relapse following a period of absti-
nence from drugs, must be encour-
aged to practice safer sex and safer
drug use and must be taught how to
do so.

The Commission reiterates the rec-

ommendations made in its fifth inter-

~im report to the President and the

Congress concerning the twin epi-
demics of HIV disease and substance
use. The federal government should
expand drug treatment so that all who
apply for treatment can be accepted
into treatment programs. The federal
government should also continually
work to improve the quality and effec-
tiveness of drug use treatment. In
addition, legal barriers to the purchase
and possession of injection equipment
should be removed, Legal barriers do
not reduce illicit drug injection. They
do, however, limit the availability of
new;, clean injection equipment, there-
by encouraging the sharing of injec-
tion equipment, and the increase in
HIV transmission.

Cultural Sensitivity
and Cultural Competence
As part of the need to deal realistically
with issues about sex and drugs, it is
critical that these subjects be
addressed in a manner that is not only
culturally sensitive but also culturally
competent. Especially since sex and
drugs are sensitive topics, it is clear
that the best prevention messages will
be those developed by and for the peo-
ple the messages are intended to reach,
through community-based efforts at
the local level, It is essential to include
people living with HIV disease in HIV
prevention efforts. For many commu-
nities, seeing people in education and
prevention efforts who are directly
affected by HIV will bring home the
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reality of HIV and help overcome the
denial that “this cannot happen to me
or my loved ones.” When gay men,
wormen, people of color, and persons
using drugs are not consulted in the
design and implementation of preven-
tion programs, programs directed
toward these audiences will not be
effective.

STRATEGIES IN HIV
PREVENTION
The Web of Illness, Poverty,
and Alienation

HIV disease is associated with a host
of related health and social problems;
strategies to prevent the further spread
of HIV disease must take these prob-
lems into account. Other sexually
transmitted diseases (e.g., syphilis,
gonorrhea, chlamydia, herpes, hepati-
tis, and venereal warts) may act syner-
gistically with HIV, enhancing HIV
transmission or disease progression.
Drug use is significantly associated
with HIV disease. Injection drug use
poses the most direct threat of HIV
transmission when contaminated
injection equipment is shared; this is a
risk for intravenous users of any drug,
including heroin, cocaine, and
steroids. It has been less widely recog-
nized that crack cocaine, alcohol, and
other psychoactive drugs also repre-
sent serious threats when multiple
sexual partners and impaired judg-
ment about risk are involved.

From New York City to Waycross,
Georgia, from San Juan, Puerto Rico,
to Seattle, Washington, in hearings
and site visits the Commission has
seen how poverty, homelessness, lack
of basic health care, lack of prevention

services, and lack of drug treatment
combine with the alienation experi-
enced by gay men, poor women of
color, and drug users to exacerbate the
spread of the virus. A dramatic exam-
ple of this is the increase in sexually
transmitted diseases in many urban
and rural areas in the United States.

Essential Elements
of Prevention Programs

To intervene effectively in the spread
of HIV it is essential to consider the
broader social context of the HIV epi-
demig, for it involves not only individ-
uals at risk, but also families, cultural
and social groups, neighborhoods,
and communities at risk
of multiple problems.
Although this adds to the
complexity of HIV inter-
vention, it also means that
successful HIV prevention
efforts will not only -
reduce the spread of HIV,
but also are likely to have
an impact on the rates of

other sexually transmitted

diseases, teenage pregnan-

cy, and drug use.

A mix of strategies is being used
throughout the country in the design
of HIV prevention programs. From
grass roots efforts to federally spon-
these
approaches draw on a number of dif-
ferent fields, disciplines, perspectives,
and experiences. The potential for
success in prevention is enhanced by

sored programs, varied

SANDRA VINING-BETHE

educate a woman who
+ homeless and hungry.

 January 1991




government policies that are not
restrictive and that create a climate in
which prevention efforts can be cre-
ative, cooperative, and comprehensive.
Other interventions that have helped
to create a positive context for HIV
prevention efforts include laws guard-
ing confidentiality and protecting
against discrimination. Without
assurances that people can avail them-
selves of HIV prevention opportuni-
ties without risking the loss of jobs,
housing, and health insurance, it is
next to impossible for prevention and

. education services to reach those at

greatest risk of HIV.

If prevention efforts are to be suc-
cessful they require sustained commit-
ment to change over the long term,
rather than an expectation of short-
term results. They also require sup-
port of multiple interventions and
strategies, rather than investment in a
single “solution.” Support must be
continuous and predictable. Preven-
tion programs must be accountable,
progress and results must be measur-
able, and training and support must
be provided to those administering
the programs. '

Some important prevention strate-
gies include: sex and HIV education
appropriate to age levels; treatment
programs for substance users; educa-
tion about bleach and clean needle

and syringe programs for those who
are unable to stop using drugs; efforts
to control sexually transmitted dis-
eases; outreach programs to provide
contraception to women of childbear-
ing age; easily accessible HIV anti-
body testing and essential counseling;

"AMERICA Living With AIDS

peer counseling; street outreach

efforts; and readily available condoms
" supported by a social marketing pro-

gram that encourages their use.

Individual and Community
Approaches

Efforts designed to control HIV infec-
tion create change by intervening at
many levels. Technological approach-
es will not work without changes in
knowledge, attitudes, beliefs—and
behaviors. In this second decade of
the HIV epidemic, there will be an

increasing need to supplement indi-

vidual behavior change strategies with

a concept of communitywide preven-

tion. Similar interventions aimed at

changing the norms of entire commu-
nities are among the most promising

HIV prevention strategies. These

interventions have proven to be effec-

tive in promoting a variety of health
behaviors, such as family planning
and cardiovascular risk reduction,
including smoking cessation.

Communitywide models of HIV
prevention make use of a mix of
strategies. Communities of interest
are defined by more than mere geo-
graphical proximity. Communities
may be defined by:

* common identities such as gender,
sexual orientation, race or ethnici-
ty, language, religious affiliation,
age group, or a genetic condition
such as hemophilia;

* behavior such as same-gender sex,
injection drug use or needle shar-
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REDUCING SEXUAL
TRANSMISSION OF HIV
Substantial progress has been made in

ing, and non-injection drug use,
including alcohol use;

location or setting such as hospitals,
clinics, prisons, churches, work reducing sexual transmission of HIV
environments, and schools;

other circumstances such as possible

infection among certain populations
in some areas of the country. Never-

exposure to HIV infection through

blood transfusions or other use of

bleod products.

Communitywide models are
designed to utilize multiple settings,
channels, and organizations in their
design, implementation, and evalua-
tion. Each community has distinct
features; no two communities will be
alike in their response to HIV disease,
and thus the process by which a
response to the HIV epidemic is
mobilized in communities will also
vary. Understanding more about how
to respond to AIDS involves under-
standing and respecting what the
community regards as problems and
priorities, acknowledging social orga-
Nization and structure, and then iden-
tifying the community’s available
resources and what solutions it will be
ready to employ. These efforts must
be supported, funded, documented,
and evaluated to broaden the reach of
our prevention efforts. Federal, state,
and local governments should join
forces with the private sector in pro-
viding long-term support to commu-
nity-based organizations. As a part of
this effort, the U.S. Public Health Ser-
vice (PHS) should expand and pro-
mote comprehensive programs for
technical assistance and capacity
building for effective long-term pre-
vention efforts.

theless, sexual transmis-
sion of HIV continues to
be a major route of infec-
tion. Although many
more people are now
aware of the types of sexu-
al behaviors that risk the
spread of HIV, the gulf
between awareness of risk
and long-term behavioral
change can be wide. Sexu-
al conduct is influenced by
complex factors, including
biological drives, religious
beliefs, customs, and cul-
tural and community
norms and values. These
aspects of sexual behavior
make changes difficult to
inculcate. Consider how
difficult it is to get people
to stop smoking, even
when they know how
dangerous it is; or how
much effort it has taken
to encourage people to
wear seat belts, despite
the manifest risks of not
doing so. A psychiatrist
who testified before the

: JNo miueras por: :
1gnomncza"’ (Do not die
because of ignorancel); “La
- Familia Hispana Contra el
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Whar honor

- can there be in being a hero in
a losing battle? -History teaches
‘us that those who exhibit valor

on '_beha.!f of the conquere
~ become forgotten. There’s

increasingly large body of

evidence that suggests that
‘ those of us who are ourselves
infected with the HIV virus
_';_at'i'eqdy:fq'fgé_tréﬂ, especially if

we are black and gay or
bisexual.
*PHILL WILSON
o y_f;;m_e_m;y 1990

e DN M et G R e e e

Commission made a telling compari-
son: “We are essentially asking people
to go on a diet and never cheat for
their entire life. Unlike a diet, cheat-
ing may be lethal”

Same-Gender Transmission

Homosexual and bisexual men still
bear much of the burden of HIV dis-
ease in the United States across all
racial and ethnic groups. In cities
with large gay communities, such as
San Francisco and New York, a sub-
stantial portion of gay men are infect-
ed with HIV. The validity of programs
of prevention is dramatically under-
scored by studies in the last several
years of white gay men in
urban epicenters of the
HIV epidemic. Sustained
changes in sexual behav-
ior have been accompa-
nied by a marked lowering
of the rate of incidence of
d new infections. Interpre-
an tation of these trends is
further supported by sta-
ble or falling rates of sexu-
ally transmitted diseases.

are A dramatic change in
peer behavioral norms
among gay men is one of
the heartening stories of
the HIV epidemic. Early
in the epidemic, pro-
grams were established to
impart information, to
help motivate change,

AMERICA Living With AIDS

and to bolster skills necessary to

. change behavior, such as ways to

negotiate safer sex. Many of these
programs came from within the gay
community and relied to a large extent
on volunteers, as many governmental
agencies were not confronting the epi-
demic. The result of these programs
was that many gay men increased con-
dom use, adopted safer sex practices,
and reduced the number of their sexu-
al partners.

Although many gay men have made
remarkable changes in sexual behav-
ior, these changes should not be taken
as evidence that the job of education
and prevention has been done; but
rather that it can be done. There are
many men who engage in same-gen-
der sex but do not perceive of them-
selves as being gay or as belonging to
any gay social or political community.
These men are particularly difficult to
reach with gay-specific HIV preven-
tion messages. Targeted messages
about behavior change may have
passed them by. In addition, as the
epidemic matures, sustained efforts
will be necessary to prevent “relapse”
among gay men who have made
changes in their sexual behavior,
More attention to the relationship
between alcohol and drug use and sex-
ual behavior is warranted, as those
who combine sex with alcohol and
other drugs are more likely to engage
in sexual activities that carry a high
risk of HIV transmission.

Gay and bisexual men are the
largest segment of people with AIDS
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among blacks and Hispanics (36 and
40 percent of cumulative cases, respec-
tively, as of June 1991). A total of 28
Percent of gay and bisexual men with
AIDS are black or Hispanic. Despite
these realities, epidemiologic and
behavioral studies in HIV disease had
until recently focused overwhelmingly
on white gay men. Gay men of color
may face special risk-reduction chal-
lenges. More must be done to reach
out to these men and empower them
through prevention efforts.

Women who have sex with other
women have been neglected in HIV
prevention efforts. The lack of atten-
tion to this group of women is due in
part to a tendency toward rigid cate-
gorization that belies the true variety
of human sexual experience. Lesbians
are still viewed by many in terms of
their status as members of a group
rather than the behaviors they may
Practice and thus are often overlooked
in prevention efforts. Many of these
Women may have a false sense of secu-
rity about their risk of HIV infection
and consequently neglect to practice
safer sex habits. Lesbians must be
given information about how to
reduce the risk of HIV transmission
and must be encouraged to practice
safer sex with both female and male
sexual partners and to use safe injec-
tion procedures if they use injection
drugs,

Adolescents who are just entering a
Phase of sexual experimentation or

who are beginning to express their
Sexual identity may be at special risk
for HIV infection. The well-known
tendency of teenagers to deny risk is

abetted in the case of gay youth by the
lengthy incubation period of the AIDS
virus—as many as five to ten years
may pass between infection with HIV
and development of clinical symp-
toms. Approximately 20 percent of
AIDS cases have occurred among indi-
viduals aged 20 to 29; most of these
people were probably infected during
their teenage years. Gay males in their
teens and twenties outside urban epi-
centers of HIV are significantly more
likely than older men to engage in
unprotected anal intercourse and to
do so with more partners, according
to current studies reviewed by the
Committee on AIDS Research and the
Behavioral, Social, and Statistical Sci-
ences of the National Research Coun-
cil. Young gay men often wrongly per-
ceive the risk to be solely from older
men, deriving a falsc sense of security
from having sex with other young
men who appear healthy, but who
actually may be HIV infected.

Heterosexual Transmission
Over the past few years concern over
AIDS cases in the United States
attributed to heterosexual contact has
grown. Cumulatively, 6 percent of all
AIDS cases in the United States are
due to heterosexual contact. In this
exposure category, women are at
greater risk than men of acquiring
infection through heterosexual con-
tact. Thirty-three percent of all

i,

Thirty—three
percent of all
women with AIDS
as opposed to
2 percent of «ll
men with
AIDS report
exposure through
heterosexual
contact,
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| am twenty-one
years old. I have hemophilia
and am HIV positive.
I found out my HIV status
when I was fourteen—when
they thought it could mean
I was immune. It didn’t really
matter what they thought
then anyway. Death means

absolutely nothing to a
fourteen-year-old. I thought
I was immortal until just about
" a year ago when my girlfriend

 at the time and I were
going to find out the results of
- her first AIDS test.
Méanwhjile, most of my friends
still think they are immortal.
This is one of the basic tricky
= aspects ofAIDS for the
adolescent and the young
‘adult. It is extremely hard to
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" have a mid-life crisis and
acknowledge the fact that you
_are going to die whéﬂ__fr'fe has
. just begun. The other is the
fact that this acknowledgement
© - of death comes through
+ something that is the
4 reaffirmation of life and
T love—sex.

T
_ April 1991
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women with AIDS as
opposed to 2 percent of
all men with AIDS report
exposure through hetero-
sexual contact. It is
important to note that a
majority of female het-
erosexual cases are related
to unprotected sex with
an HIV-positive intra-
venous drug user,
Women of color have
been particularly heavily
affected.

These statistics are
particularly troubling
because many women
believe they are not at
risk and do not need to
practice safer sex or
change potentially dan-
gerous behaviors. Pre-
vention messages are not
effectively reaching large
populations of women.
Much of the attention
women have received in

‘the HIV epidemic has

been related to the poten-
tial for the spread of HIV
to their sexual partners or
offspring; women are fre-
quently characterized,
explicitly or implicitly, as
“vessels of infection” or
as “vectors of perinatal
transmission.” Women
need attention in their
own right, not only in the

development and evaluation of HIV

prevention strategies, but in all aspects
of HIV policy development.

et

Many prevention messages have

‘not been grounded in the realities of
women’s lives. Not surprisingly, such

messages have not been very effective.
Perhaps the most unrealistic preven-
tion message for women is the nearly
exclusive focus on the use of condoms,
advice that is naive regarding anatomy,
gender roles, and power relationships.
The emphasis on condoms grew out
of the early years of the HIV epidemic
when sex between men was a predom-
inate concern. As more knowledge
has been gained about the epidemic,
the need for alternative prevention
methods has been clearly indicated.
Condom use requires the active
involvement of the male partner, and
the woman must secure his coopera-
tion or convince him to terminate the
sexual interaction if he refuses. The
use of condoms may be complicated
by the perception that their use is an
admission of infidelity, hence threat-
ening relationships of long standing.
In fact, many men report using con-
doms “on the side,” but not in their
primary relationships.

That condom use is inherently lim-
ited as a method for preventing the
heterosexual spread of AIDS does not
imply that attempts to encourage their
use should be abandoned, but rather
that such efforts should be redoubled.
The United States has yet to embark
on campaigns such as have been
undertaken in other countries to fos-
ter fundamental changes in social atti-
tudes about condoms, through adver-
tising, social marketing, and intensive
outreach and reinforcement strategies.
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Across categories of exposure, indi-
viduals for whom condoms might
reduce risk report only limited consis-
tent use of them. Condoms must be
made more widely available and infor-
mation on how they can be effectively
used must be provided. Further, their
use must be promoted through
sophisticated social marketing strate-
gics. The de facto ban on network
television advertising of condoms con-
tinues to impede their social accept-
ability. These and other impediments
to the use of condoms should be rec-
ognized and addressed. More behav-
loral research is needed to develop
Methods of HIV prevention during
sexual contact that are acceptable to
both women and men.

While attempts to promote greater
use of condoms to reduce transmission
of HIV should continue, it is equally
important that research funds and per-
sonnel be devoted to the exploration of
alternative methods of preventin g HIV
transmission. Increased efforts are
hecessary to develop a wider array of
chemical and physical barriers to block
vaginal HIV transmission that do not
depend entirely on the male partner’s
Cooperation. These include gels, sup-
Positories, or sponges that might be
used before or after intercourse. More
Tesearch is needed on chemicals that
kill viruses {virucides). A female con-
dom is also in development. The
diaphragm should be evaluated in
terms of its potential role in HIV pro-
phylaxis.

In considering alternatives to con-
doms that might be more relevant for
women, it is important to consider

and Education

not only efficacy (the probability of
preventing HIV transmission given
optimal or correct use of a prevention
technique or device), but also effective-
ness (efficacy plus the extent to which
the device or technique will be used
correctly and therefore contribute to a
slowing of the epidemic). Even sure-
fire methods of prevention are worth-
less unless people are willing to use
them.

Teenagers tend to deny risk. Yet,
evenn when they recognize
the risks of HIV, many
adolescents still feel they
are invincible or discount
the risk of HIV because
other risks in their envi-
ronment are perceived as
greater and more imme-
diate. Adolescents are at
risk, not only from their
own perceptions of lack
of risk, but also because
adults often ignore the
special needs of adoles-
cents or deny that adoles-
cents are sexually active.

Abstinence is an effica-
cious means of eliminat-

ing the risk of sexual

transmission of HIV., However,
although many young people have
been encouraged to delay intercourse
until marriage or adulthood, some
teenagers will choose to begin sexual
behaviors during adolescence. In fact,
studies in 1988 revealed that by age 15,
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The hopelessness

that is connected with adult
life for young minority people
is a future of which they are
aware. If we don’t change the
fact that they have no hopeful
future, I'm not sure we can
take the pressure off the wish to
find whatever joyous escape -

exists in the present, -

MINDY FULLILOVE, M.D.
March 1991
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27 percent of girls and 33 percent of
boys were sexually active. Half of girls
had had sex by age 17 and half of boys
by age 16; three out of four unmarried
19-year-old women and five out of six
unmarried 19-year-old men had had
sexual intercourse.,

Moreover, unprotected sexual activ-

We have over

twenty identified Asian/Pacific
communities here in southern
California. We speak different
languages. We come from very
different cultures, ethnic
backgrounds. Language is a
barrier for us, not just English.
Along with laniguage, we have
cultural barriers—gan-barr,
the barrier of denial, bringing
shame to the family.
_Homophobia and/or
homoignorance. These are all
issues and barriers that exist
within our community.

DEAN GOISHI
January 1990
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ity is clearly occurring
among teen- agers, Other
clear evidence for adoles-
cent sexual behavior is
found in the high rates of
sexually transmitted dis-
eases among sexually
active adolescents and the
fact that approximately
one million teenage girls
become pregnant each
year. According to a study
conducted by the National
Research Council, entitled
Risking the Future, more
than 400,000 of these
pregnancies occurred in
young women 15-17 years
of age. Pregnancy still
remains the focus of many
health and sex education
programs. If birth control

is the sole objective, an .

oral contraceptive may be
used instead of a barrier

method that would also help to pre-
vent HIV and sexually transmitted dis-
eases. Some young women practice
anal or oral sex as a birth control
method, which may pose increased
risks for transmission of HIV. Educa-
tion messages to young women and
men must be twofold, teaching ways to
prevent both pregnancy and disease.

AMERICA Living With AIDS
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Adolescents need clear, realistic,

“unequivocal prevention messages
* about the risks of HIV transmission

associated with unprotected sexual
activity, sharing of injection equip-
ment, and sexual activity in conjunc-
tion with substance use. Adolescents
must also be provided with the tools
necessary to engage in safe behaviors.
Adults must use their knowledge to
impart information despite their own
embarrassment or reluctance to dis-
CUSS 5eX.

Although many adolescents prac-
tice risk behaviors, some have a more
difficult time than others finding
information or avoiding risk behav-

‘jors. These adolescents need targeted

programs. Some studies have shown
African-Americans, Hispanics, and
other youth from communities of
color to be less aware of what places
them at risk for HIV transmission
than white youth. Special attention
should be given to these communities,
Young people who are infected with
the virus need counseling and educa-
tion to deal with the difficulties of liv-
ing with HIV disease.

Sexual Transmission Related
to Substance Use
Sexual transmission of HIV related to
substance use concerns sexually active
individuals, whether gay, lesbian, or
heterosexual, whether adult or adoles-
cent. Injection drug use is clearly
linked to sexual transmission of HIV.
It is less well known that sexual activi-
ty in conjunction with the use of other
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psychoactive substances, including
alcohol and crack cocaine, poses a
substantial risk. Sexual transmission
with regard to substance use occurs
when judgment about safer sex is
impaired as well as when sex is traded
for drugs.

Prevention messages about sexual
behavior as well as drug use may be
effectively conveyed in drug treatment
Programs. Unfortunately, drug treat-
ment opportunities, deficient for men,
are in even shorter supply for women.
This problem is in part a continuation
of prior inequities, for women have
traditionally had difficulty gaining
access to drug treatment facilities,
which for the most part have been ori-
ented toward the needs of men.
Women with children and pregnant
women who use drugs often have spe-
cial difficulty finding drug treatment
that meets their needs. Women in
need of treatment are often single par-
ents who attend to their children’s
nNeeds before their own. Even when
Pregnant drug users are accepted into
treatment, a significant opportunity
for intervention may be missed, since
there are often no provisions for pre-
natal care,

Sexual partners of individuals who
use intravenous drugs are often
Unaware of the risks they face, either
because their partner’s drug use is
overt, or part of the past, or because
they are unaware of the associated risks
of HIV. Those who are aware of the
risks may still face difficulty in seeking
counseling for risk reduction. Thus,
the simple steps that must be taken to
Prevent AIDS, such as condom use,
Inay not be so simple after all.

and Education
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Adolescents may be at heightened
risk for transmission through sexual
activity in conjunction with the use of
substances other than injection drugs.
While some studies indicate that ado-
lescents may avoid intravenous drug
use, the use of alcohol and the grow-
ing use (especially in low-income
urban communities) of crack cocaine
places these individuals at increased
risk. It is extremely important, there-
fore, not to assume that intravenous
drug use is the only link between
drugs and sexual transmission.

REDUCING HIV TRANSMISSION
RELATED TO
INTRAVENOUS DRUG USE
Successful and sustained risk reduc-
tion among injection drug users is
vital to slowing the spread of HIV
infection. Injection drug users place
themselves at risk through a variety of
behaviors, and may spread the virus
not only to their needle-sharing peers,
but also to their sexual partners and at
birth to their offspring. Hence, any
potentially successful program must
address drug use and sexual behaviors
simultaneously. It is also important to
provide prevention education to all
those who engage in the risk behavior
of sharing injection equipment,
including athletes who inject steroids
and individuals who inject vitamins

and medications.

Although there is a commonly held
misconception that drug users in the
throes of addiction are impervious to
messages about the risk of HIV trans-
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mission, the evidence suggests other-
wise, Drug users know a great deal
about how HIV is transmitted and are
willing to make the changes necessary
to reduce risk of transmission when
encouraged to do so. There is evidence
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What do we

do now? We do what many
cities have been doing for
several years now. We take it
to the street. We take
treatment to the user. We take
intervention to the user.
We take education to the user.
We take prevention to the
children and families.
Prevention is all of the above.
We take hope to people who
have no hope. We become
advocates. We become
transportation. We bring food
.and clothing to those who have
no food and clothing.

We let the user, the addict, and
the persons living with HIV
and AIDS know that we truly
care. We open doors for
them that previously were
shut—treatment doors,
emergency care doors, medical
care doors, and whatever
doors remain locked.

EDMUND BACA
January 1991
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that HIV prevention
strategies targeting injec-
tion drug users can result
in decreased needle shar-
ing, increased needle
cleaning, increased demand
for sterile needles on the
street, and stable or declin-
ing seroprevalence rates
among drug users. In addi-
tion, when such HIV-relat-
ed interventions are
offered, there is often an
increased demand both for
treatment for addiction
and for primary care.
Some consistent mes-
sages have emerged from
studies of the impact of
HIV on drug use behav-
iors. Most drug users
report changing their
behavior in response to
AIDS. There is no single
method of reducing HIV
risks that will work for all
drug users; prevention
strategies must encourage
both cessation of use and
the adoption of safer
injection practices for
those who continue use.
Finally, more drug users
have reported changes in

drug use practices than changes in sex-

“ual behaviors, and yet, of course, both

are essential. Thus, renewed efforts to
encourage behavioral changes related
to both sex and drug use are necessary.
HIV associated with drug use has
potential for extremely rapid spread.
Some cities have already experienced
this, with up to 50 percent of intra-
venous drug users HIV seropositive. In
other cities with large populations of
intravenous drug users, HIV seropreva-
lence remains at much lower levels,
The geographic variation in HIV sero-
prevalence among intravenous drug
users underscores the opportunities for
heading off the spread of HIV disease.

‘HIV prevention strategies targeting

injection drug users now include clinic-
based interventions, street outreach
projects, community-based informa-
tion and awareness campaigns, and
both publicly supported and unsanc-
tioned needle exchange programs.

As the Commission noted in its
recent report, The Twin Epidemics of
Substance Use and HIV, the unmet
need for treatment on demand is criti-
cal. In cities hard hit by both drug use
and HIV disease the situation is
extremely serious. New York City, for
example, has an estimated 200,000
intravenous drug users, approximately
half of whom are HIV positive. Yet
New York has only 38,000 publicly
funded drug treatment slots. Out-
redch efforts have had the positive side
effect of referring individuals to treat-
ment programs, but these gains will be
lost if there are not enough treatment

slots available,
Among the most important AIDS
prevention efforts are those aimed at
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encouraging injection drug users to
adopt safer injection practices, either
by using bleach or by participating in
needle exchange and distribution pro-
grams. These programs have fre-
quently been delayed or blocked by
political and community opposition
and by laws that make possession of
drug injection equipment a criminal
offense. - In some localities, criminal
justice officials have looked the other
way as local public health officials and
activists have mounted needle
exchange and distribution programs.
On occasion, local prevention activists
charged with crimes for distributing
clean needles have defended their
actions in court, claiming that any vio-
lations of law in distributing clean nee-
dles were justified by the need to save
lives. This was borne out in the recent
decision of a Manhattan judge who
overturned criminal charges against
AIDS activists engaged in distributing
sterile needles by stating, “The nature
of the crisis facing the city, coupled
with the medical evidence offered, war-
ranted the defendants’ action” Courts
in Massachussetts and California have
also failed to convict people conducting
needle exchange programs.

Fears that needle and syringe
exchange and distribution programs
might encourage drug use and create a
new class of drug injectors have not
materijalized. Where such programs
have been operating, they have pro-
vided a means of encouraging injec-
tion drug users to join treatment
programs. Needle and syringe distri-
bution programs deserve further

experimentation, and laws and regula-
tions that block implementation and
study of such programs should be
repealed.

REDUCING PERINATAL
TRANSMISSION

HIV prevention strategies and messages
for women who wish to consider
becoming pregnant may have to be
quite different than those for women
who are willing to delay having children,
Issues of disease prevention are often
conflated with questions of pregnancy
and reproductive choice. A number of
steps aimed at preventing pregnancies,
such as vasectomies, intrauterine
devices, and oral contraceptives, may
have little or no impact on interrupting
the spread of HIV disease.

In recent years there has been much
debate about whether HIV antibody
testing of pregnant women or new-
borns ought to be mandatory, routine,
or merely available. The backdrop
against which these debates are taking
place is a set of clinical studies that
reveal that transmission of the virus
from HIV-positive mothers to new-

born children is less than previously

thought, approximately 30 percent or
less. HIV antibody testing of new-
borns only definitively establishes
whether the mothers are HIV positive.
Newborns who test HIV positive may
or may not be infected. Some will test
positive only because of the presence of
maternal antibodies that will eventual-
ly disappear. Debates have centered on
whether testing or screening ought to
involve all pregnant women or merely
those at “high risk” of HIV and the
extent to which counseling ought to be

New York City,
has an estimated
200,000
intravenous drug
users, approximate-
ly half of whom are
HIV positive.
Yet New York has
only 38,000 pub-
licly funded drug
treatment slofs.
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: The medium is
the message. You can’t have
safe sex at Cabrini Green
Projects. 'It’s not a safe place.
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directive in discouraging HIV-infected
women from becoming pregnant or
bearing children. HIV antibody screen-
ing of pregnant women and newborns
raises profound moral, legal, and policy
issues that are dealt with at considerable
length in recent reports on the subject by
the Institute of Medicine (1991) and
other policy groups.

All women of child-
bearing years who are
considering pregnancy or
are pregnant must be
apprised of all the options
available to them—they
must be informed of their
options but not coerced
into any particular deci-
sion, Just as much of the

advice to date for women
about how to prevent the
sexual transmission of HIV may have
been of little relevance to their lives,
there is a growing realization that
blanket advice for HIV-positive
women to avoid becoming pregnant
may not be appropriate. As noted in a
report by the Institute of Medicine,
HIV Screening of Pregnant Women and
Newborns, . . . limited studies to date
offer little evidence to suggest that
knowledge of HIV infection status sig-
nificantly affects women’s decisions
regarding continuation of a pregnancy
or future childbearing.” For many
women, having children is a large part
of being a woman; thus, fully informed

L34

women may decide that it is worth
running the risk of perinatal transmis-

_sion to give birth.

RESEARCH AND EVALUATION
REGARDING PREVENTION
PROGRAMS
During the first decade of the HIV
epidemic the need for epidemiologic
and behavioral research was recog-
nized. The published literature that
resulted consists primarily of a mosaic
of small-scale studies, examples of
behavioral interventions demonstrat-
ed to be effective either in reducing
new HIV infections or in making sub-
stantial modifications to high-risk
behaviors in narrowly defined popula-
tions. In the earliest phases of the epi-
demic, a great deal was learned about
appropriate prevention strategies
among those identified to be at risk,
especially white, self-identified gay

meen in urban areas. ’

There remains, however, a lack of
knowledge in several areas crucial to
education and prevention—sexual
and other behavior patterns in people
of varied cultural, racial, and ethnic
groups; frequency of different types of
sexual behavior among adolescents or
adults; or community
approaches to prevention; technological -

family

approaches to prevention, including
female-based research on virucides and
barrier methods of prevention; large-
scale studies of needle exchange pro-
grams in the United States; and innova-

tive approaches in prevention,

. including communitywide approaches.

Greater priority and funding
should be given to behavioral, social
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science, and health services research.
Social marketing and communications
research are also necessary to find out
whether national mass media cam-
paigns, such as CDC’s “America
Responds to AIDS” campaign are
effective, among what groups, and for
what purposes. The number of racial
and ethnic minority health profession-
als must be increased. Every effort
must be made to identify, nurture, and
support researchers indigenous to the
community.

It is critical that researchers clearly
establish what does and does not work
in prevention. The cost of not know-
ing will be measured not only in dol-
lars spent and opportunities missed,
but also in lives lost. Future preven-
tion efforts are greatly hindered by
insufficient evaluation of HIV preven-
tion services and programs within
CDC and other federal agencies, as
well as within local communities. The
National Research Council (NRC) has
Proposed an evaluation strategy based
on three key questions:

1. What interventions are actually
delivered?

2. Do the interventions make a differ-
ence?

3. What interventions or variations
work better?

As NRC notes, “The evaluation of
AIDS intervention programs is not an
easy task: it will take time, and it will
also require a long-term commitment

of effort and resources. . . . The nature
of the HIV/AIDS epidemic demands
an unwavering commitment to pre-
vention programs, and ongoing pre-
vention programs require a similar
commitment to their evaluation.”
NRC recommends a full complement
of evaluation research, encompassing
formative, process, and outcome eval-
uation (NRC, 1991).

The Commission agrees that evalu-
ation is needed at every step of devel-
opment and implementation of HIV
prevention programs. Participatory
evaluation—which includes groups
targeted by the programs and groups
providing the programs, as well as
funding agencies—is a critical aspect
of evaluation that has been frequently
overlooked. Communities should not
be viewed by academic evaluators as a
place for experimentation without
consultation or collaboration. There
is a need for greater collaboration
among federal agencies, especially
CDC and the Alcohol, Drug Abuse,
and Mental Health Administration
(ADAMHA), related to research and
evaluation strategies and HIV preven-
tion. The federal behavioral research
establishment has an important role to
play in “meta analysis”—the collation
and comparison of various small-scale
research studies. It can also provide
mechanisms so that those responsible
for the development of prevention
programs can be kept abreast of the
latest developments.

But even the best efforts to increase
the knowledge base and to improve
information dissemination strategies
will be for naught if the knowledge
gained is not effectively applied.




Unfortunately, the findings of research
on HIV education and behavioral
interventions are only partially applied
because of restrictions placed on pre-
vention messages by the U.S.
Congress. In the area of prevention, it
is also important that the United
States consider adopting successful
prevention models developed in other
countries, Examples would include
sexual education programs in Scandi-
navia that have led to low rates of sex-
ually transmitted diseases and unin-
tended pregnancies (though rates of
sexual activity are comparable to the
United States) and programs of over-
the-counter sales of needles and nee-
dle exchanges throughout Europe and
Australia that have reduced needle
sharing without leading to increased
intravenous drug use.

A COMPREHENSIVE NATIONAL
HIV PREVENTION INITIATIVE
The federal government should estab-
lish a comprehensive national HIV
prevention initiative that integrates
the approaches of federal, state, coun-
ty, and municipal government; com-
munity-based organizations; the pri-
vate sector; and affected populations.
This strategy should ensure both cen-
tral coordination and local autonomy.
At the federal level, a plan should be
established within the Public Health
Service and across other federal agen-
cies to coordinate development of
effective HIV prevention programs,

AMERICA Living With AIDS

rather than allowing each agency or
institute to pursue potentially idiosyn-

‘cratic activities, Emphasis should be
placed on linking health care and pre-

vention efforts. The Commission
stresses the urgent need for imple-
mentation of carefully dc'signed strate-
gies to prevent new HIV infections
and to prevent disease progression for
HIV-infected individuals through
early diagnosis, prompt treatment,
and continuing care and support.
Offering advice about changes in
behavior and making referrals to edu-
cation, counseling, and prevéntion
services is a critical aspect of deliver-
ing HIV care.

Although some states and localities
have built infrastructures to enable
them to mount effective primary and
secondary prevention programs, oth-
ers have not. Community-based orga-
nizations, often the heart of primary
prevention efforts, are even less likely
to have the strong administrative and
fiscal structures that would ensure that
their programs remain sound. Many
community-based organizations have
relied upon seed money or demon-
stration grants from governmental or
private foundation sources. The
fragility of funding streams has made
it difficult to plan, implement, and
evaluate programs, especially for
newer groups in minority communi-
ties. Rigid requirements hinder

attempts to develop and sustain mean-
ingful programs. Delayed reimburse-
ments jeopardize the very existence of
' community-based organizations,
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which are a critical element of HIV
prevention activities nationwide.

Communities must find better ways
to mobilize, plan, design, and imple-
ment comprehensive communitywide
HIV prevention efforts. Public health
departments, community-based orga-
nizations, and affected populations
must be able to work through and
resolve conflicts, CDC, the Health
Resources and Services Administra-
tion, ADAMHA, states, county and
municipal governments, and commu-
nity-based organizations need flexibil-
ity in funding. The concept of HIV
care consortia, as in the Ryan White
CARE Act, merits consideration in
HIV prevention efforts. The National
Institute of Mental Health’s model for
mobilizing communities around issues
related to the severely mentally ill may
be another potential model.

- The primary and secondary pre-
vention of HIV disease deserves a
Place on everyone’s agenda. It is with-
in our capacity as individuals, as
members of various communities, and
as a nation to halt the further spread
of HIV and to extend and enhance the
quality of life for those already infect-
ed. We must learn to draw upon our
diversity in order to bring people
together to confront the challenges
posed by HIV.
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RECOMMENDATIONS

The federal government should establish a comprehensive national HIV preven-
tion initiative. - .

This initiative should be authorized by Congress and developed by the Depart-
ment of Health and Human Services. It should provide flexible resources to state
and local government and other public or private nonprofit entities for commu-
nitywide HIV prevention efforts. It must also include input from individuals
who have expertise through experience, education, or training, The prevention
initiative is an essential component of a national HIV plan.

Greater priority and funding should be given to behavioral, social science, and
health services research.

Behavioral, social science, and health services research are currently grossly
underfunded. The Commission believes there must be a more appropriate bal-
ance of funding between these areas of study and biomedical research.

Congress should remove the government restrictions that have been imposed on
the use of funds for certain kinds of HIV education, services, and rescarch,
Government restrictions on certain HIV programs and on behavior-oriented
research studies impede the fight against HIV disease. HIV prevention programs
and research into sexual and drug using behaviors must be conducted and evalu-
ated. Results from these and other health promotion and disease prevention
efforts must be shared and rapidly incorporated into HIV prevention and educa-
tion strategies.

The U.S. Public Health Service should expand and promote comprehensive pro-
grams for technical assistance and capacity building for effective long-term pre-
vention efforts.

Federal, state, and local governments should join forces with the private sector
in providing long-term support to community-based organizations.
Community-based efforts are now and will continue to be an integral part of any
HIV prevention strategy. The role of people with HIV disease must be recog-
nized, encouraged, and supported. In designing services, community-based
organizations and their programs must be accountable, yet they must be afforded
sufficient flexibility to implement programs that will best serve communities in
need.
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Policies should be developed now to address future plans for the distribution of
AIDS vaccines and the ethical and liability issues that will arise when vaccines

become available.

The federal government should expand drug abuse treatment so that all who
apply for treatment can be accepted into treatment programs. The federal gov-
ernment should also continually work to improve the quality and effectiveness

of drug abuse treatment.

Legal barriers to the purchase and possession of injection equipment should be
removed.

Legal barriers do not reduce illicit drug injection. They do, however, limit the
availability of new, clean injection equipment, thereby encouraging the sharing of
injection equipment, and the increase in HIV transmission.
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o | feel I am quite fortunate
1 ' because I know how to access the system. I know all the “right”
' - people. I know how it operates. I know what my rights are.
1 . And I know where to go for assisténce, because I am a part of the system
professionally. But I can tell you it is still never easy.
1t is particularly difficult when I have to run all over town to see the
-ophthafmalogzst, internist, dermatologist, nutritionist, et cetera, and am
- not feeling well and trying to hold down aful! rzme;ob
o ] - at the same time.

| S s e b ket e Bur what about thepeopfe :

- who don’t have the ability to access the system due to social, economic

or educational barriers? How do they access a hostile system, a system
designed to discourage their use and participation?

ANDREW ZIEGLER M.H. S A.
September 1990




CHAPTER THREE

CARING FOR PEOPLE
WITH HIV DISEASE

‘ : I deally, care for people with HIV dis-
ease includes a broad range of health care and social services designed to enhance the
quality of life, maximize individual choice, and minimize hospital and institution-
based care. Such services should be rendered with compassion in a manner that
allows people with HIV disease and their loved ones to act as partners with their
caregivers. This chapter recommends ways of moving toward this goal.

HIV disease, especially in its later stages, presents complex challenges for care-
givers. The host of opportunistic infections that characterize AIDS may attack virtu-
ally any part of the body. HIV disease stubbornly refuses to be limited to any single
Organ or treatment strategy, since its fundamental mechanism is the pervasive mal-
function of the immune system. As long as ten years may pass between infection
with the virus and development of full-blown AIDS. Given the great variability in
the natural history of HIV, care needs vary greatly over the course of the disease.

Care needs also vary among different populations. HIV disease in women is man-
ifested quite differently than in men; HIV disease in children is manifested quite dif-
ferently than in adults. Intravenous drug users often suffer from extensive concomi-
tant health problems that are exacerbated by HIV disease. Neurological
complications of HIV disease may pose unique challenges. Individuals with HIV dis-
ease also have unique social and psychological needs as a result of the dire nature of
the illness and the stigma that accompanies diagnosis.

The epidemic is widening most rapidly among poor people in inner cities—a
group that historically has had difficulty in gaining access to and finding payment for
Primary care services. The epidemic also primarily strikes young adults, whereas sys-
tems of care for the chronically ill or disabled tend to be tailored to the needs of the
elderly. The sheer volume of people who have HIV disease or are at risk of HIV

_Infection in certain hard-hit cities complicates care strategies still further. There are

many in the early phases of infection who could benefit from treatments designed to
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retard the onset of symptoms, as well
as benefit from social and mental
health services. Unfortunately, many
of these people have no point of entry
into the health care system, Millions
of Americans have no health coverage,
and even those people living with HIV
disease who have some form of public
or private insurance may still face
formidable barriers in gaining access
to needed care.

DEVELOPING A
CONTINUUM OF CARE
There is a range of services needed by
people living with HIV disease and
increasing agreement about where and
how to provide such services. Ideally
what is needed is a continuum of care
ranging from minor help for people
living at home to congregate living
facilities with support services to
skilled nursing care for more depen-
dent persons in nursing homes. There
is no single model of care that is appro-
priate for all communities. Neverthe-
less, in its travels around the country,
the Commission discovered a number
of elements indispensable for deliver-
ing continuous and comprehensive
services for people with HIV disease.

These include:

* HIV antibody testing that is volun-
tary and must be accompanied by
counseling—both anonymous and
confidential testing contribute in
different ways and both options
should be available;

education and counseling to help
foster and maintain behavioral
changes to reduce transmission of
the virus;
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* medical care, including drug thera-
py and frequent diagnostic moni-
toring, ongoing primary cate, coor-
dination of inpatient and outpatient
care, access to investigational new
therapies, and adequate options for
long-term care;
psychological care, including men-
tal health counseling and spiritual
support, that is helpful in coping
with a frightening and sometimes
overwhelming condition;
drug treatment to help individuals
stép using or injecting drugs or
adopt safer drug use practices; and
soctal services, including a range of
housing options and income main-
tenance, without which medical
advances may be beyond the grasp
of those who could most benefit
from them.
The medical services needed by
people living with HIV disease require
a multidisciplinary care approach in
which a team of health care providers—
including primary care physicians and
consultants in fields such as infectious
diseases, oncology, pulmonary dis-
eases, psychopharmacology, and neu-
rology—works together with patients,
their loved ones, and families to devel-
op a plan for care. ' '
A basic goal in developing plans of
care for people with HIV disease, as
with other illnesses, is to provide dig-
nified and appropriate care in the least
restrictive and least institutional set-
ting possible at the lowest possible
cost. Cooperation among caregivers is
essential in ensuring that a true con-
tinuum of care is available, from the
time an individual first becomes aware

he or she is at risk or learns of HIV
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seropositivity all the way through the
care and support needed in the termi-
nal phases of illness.

Primary care practitioners and
medical specialists can provide only
some of the services needed by people
living with HIV disease. Nurses, psy-
chologists, home health care workers,
nutritionists, and other health care
and mental health care workers are
equally essential in ensuring the avail-
ability of a continuum of care. Also
crucial are social workers, case man-
agers, patient advocates, and others
who help people living with HIV dis-
ease find jobs, food, and housing—
services that must be available if medi-
cal care is to be effective. In some
instances, especially where discrimina-
tion based on HIV status is involved,
people with HIV disease will need
legal advice to gain access to basic
health and social services and to ensure
that their wishes are carried out regard-
ing decisions about terminal care. Tt is
also critical that the patient/provider
relationship be based upon mutual
respect and cooperation. The patient
must feel comfortable that providers
are approachable about the full range
of care and treatment options. For
example, more and more individuals
are secking advice about or are using
nontraditional and alternative thera-
pies, usually in conjunction with con-
ventional medical treatments. It is
tmportant to establish a relationship in
which both the patient and provider

are comfortable asking questions.

w:th :_H,I VD i sie ase .

Throughout its tenure the Com-
mission has heard testimony on local
efforts to better coordinate care under

the rubric of “case management.”

goal of case management
is to guide patients effi-
ciently and humanely
through the health and
social services labyrinths.
Case managers serve
simultaneously as gate-
keepers, advocates, educa-
tors, diagnosticians, bro-
kers, and caregivers, They
are responsible for far
more than coordinating
medical care services;
they often help find hous-
ing, help connect people
with specific entitlement
programs and other
sources of income sup-
port and payment for
health care, and link peo-
ple with HIV disease with
programs of volunteer
support.

A variety of case man-
agement styles has emerged
to meet the needs of peo-
ple with HIV disease.
Depending upon the
model involved, a case
manager may be a nurse, a

The

Yesterday in. .
our ofﬁce, a }oung woman'
came who had spent an hour .

and a halfon a bus wzth a
-temperature of 102, [ St
hematocrit of 25, and a very
active szx»yeur-old in tow.. .
She refused hospital adm:sa:on TR
because she has thesole .
responstbthty of this child, . .
~and would m}t cone inuntil
better arrangements could behu_
made. We basrcal!y babysat -
her child and let her sleep in
the office. untrf she could regam
her strengrh Th:s is'notan -
 uncommon pmblem

- Women are often subrogarmg:
 their care to the care of
children or, m some, cases
other infected spouses

MARY YOUNG, M.D.
* June 1991 °

social worker, or a primary care physi-
cian. In some instances, case manage-
ment is funded by government, is hos-
pital based, and is linked primarily to
discharge planning. Other case man-
agement programs are more commu-
nity based and follow individuals both
in and out of the hospital.
states case management is provided by

In some



Medicaid programs, this is especially
so in those states with home and com-
munity-based waiver programs. Yet
other programs have emanated from
prepaid, managed care programs in
health maintenance organizations.
The success of a case management
program is to a certain extent contin-
gent upon the availability of a spec-
trum of necessary services.

The Commission believes that case
management programs should be sup-
ported and further refined to meet the
particular needs of people with HIV
disease. Case management offers not
only the potential for saving costs,
limiting hospital stays, and bringing
coherence to service delivery, but also
may enhance satisfaction and quality
of life for those with HIV disease.

Assuring Availability of Health

Care Providers
As the number of people with HIV
disease grows, the availability of health
care practitioners is an increasing con-
cern. The complexity of care for HIV
disease (especially in its later stages) is
such that no single medical specialty
or discipline encompasses all the nec-
essary skills.

Infectious disease and oncology
specialists were initially cast in the
role of primary caregivers in the HIV
epidemic. However, as the epidemic
has progressed, internists, family
medicine practitioners, obstetrician/
gynecologists, and pediatricians have
had to incorporate the care of HIV
disease into their general practice.
The Commission believes that prima-
ry care providers should be able to
counsel about HIV transmission risks;

30,
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diagnose and treat early HIV disease;
meonitor patient care; and recognize

- complications later in the disease pro-

cess that require consultations from
specialists or referrals.

Despite the great need for services
for people with HIV disease, health
care providers have often been reluc-
tant to care for them. The reasons
include low reimbursement rates for
people whose care is paid for by Medi-
caid; a lack of familiarity with and
understanding of treatment for the
disease; fear of becoming infected
during the course of treating patients;
discomfort in treating gay men or
intravenous drug users; and unease in

- dealing with the psychological stresses

of caring for dying young patients
with multiple physical and psychologi-
cal needs.

The Commission believes health
care practitioners have an ethical
responsibility to provide care to those
with HIV disease. Lack of specialized
knowledge, concerns about the risk of
HIV transmission, increased stress, or
disaffection with those who are at risk
are not reasons to avoid caring for
individuals with HIV disease, although
these concerns are real, pervasive, and
must be dealt with directly. The fol--
lowing section looks at ways to address
these concerns in order to attract,
train, and support sufficient numbers
of health care providers to meet the
challenge of HIV disease.




Educating Caregivers

HIV education and training programs
for health care providers must be
improved and expanded, and better
methods developed to disseminate
state-of-the-art clinical information to
the full range of health care providers,
including physicians, nurses, physi-
clans’ assistants, social workers, psy-
chologists, and other health and men-
tal health care providers. The AIDS
Education and Training Centers, fed-
erally funded by the Health Resources
and Services Administration, have the
potential for training thousands of
care providers. Education and training
programs will require the combined
support of government agencies and
brofessional associations. Primary
care providers must be trained in HIV
care, and specialty backup of technical
advice and consultation must be pro-
vided. A few states have made contin-
uing medical education in HIV care a
condition of relicensure. Some medi-
cal professional associations have
developed extensive training pro-
grams. But they should not be expect-
ed to carry the full load.

A greater sense of urgency is neces-
sary in the development and dissemi-
nation of professional standards of
care for HIV disease. The Agency for
Health Care Policy and Research has
just begun to develop standards of
clinical care for asymptomatic HIV
infection. Professional associations of
health care workers, with mechanisms
in place for reaching their member-
ships, have a key role to play in stan-
dard setting.

Fellowship programs and carecer
development awards for individuals

Caring for People with, HIV Disease - -

devoted to the care of people with HIV
disease are ways of rewarding profes-

sionals and helping to establish role

models for subsequent trainees. Career

development and career advanceinent

for individuals who choose to make

AIDS care and education a
significant part of their
professional life should be
available.

The adoption of “uni-
versal precautions”™—
avoidance of exposure to
blood and body fluids
regardless of whether or
not patients or health care
workers are believed to be
infected—provides the
best means of minimizing
risks from HIV for both
patients and caregivers in
the health care setting.
Health care workers
should be encouraged to
adhere vigorously to
guidelines for infection

: N either dentist

‘would see me, due to HIV

infection. One dentist told

me that his office was carpeted
and he would not be able to - -

sterilize the room after my

visit. A second dentist told me
she had plants and could not
take the risk of my infecting
her plants and then infecting.

~ her other patients. ©

RONALD JERRELL | | °
- July 1990 -

control. Concerted efforts must be

made to work with health professionals

at the earliest stages of training on atti-

tudinal issues and ways to best manage

occupational risks. Medical schools,

dental schools, nursing schools, and
schools of allied health should incor-
porate into their required curricula

training on proper ways to avoid risks
from blood-borne pathogens. Such
programs must be continued during

‘postgraduate training when young

professionals form lifelong habits of

practice.
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The growing chorus of demands for
mandatory, widespread HIV antibody
testing of health care workers {HCWs)
and patients threatens to drive a
wedge between patients and their
caregivers. It also misses the point. As
the Centers for Disease Control
(CDC) has stated,

Mandatory testing of HCWs for

HIV antibody, HBsAg, or

HBeAg is not recommended.

The current assessment of the

risk that infected HCWs will

transmit HIV or HBV to .

patients during exposure-prone

procedures does not support the
diversion of resources that
would be required to implement
mandatory testing programs.

Compliance by HCWs with rec-

ommendations can be increased

through education, training, and

appropriate confidentiality safe-

guards,
Mass screening programs would inter-
fere with the doctor-patient relation-
ship, would encourage a false sense of
security because of the time between
when infection develops and the time
when it can be measured by clinical
tests, and would imply a significant
risk of infection transmission in
health care settings when such risk is
actually very small, particularly, as
CDC has stated, “when HCWs adhere
to recommended infection control
procedures.”

WHERE CARE IS PROVIDED

. In most cities the care of HIV disease

is concentrated in a few hospitals,
often in public facilities or teaching
hospitals. Many of these hospitals
have centralized AIDS care or estab-
lished AIDS-dedicated units. Hospi-
tals and oupatient care should be
linked to community-based services to
ensure the continuum of services
identified above.

HIV-related services must be
expanded to include facilities where
underserved populations already
receive health care and human ser-
vices, such as community health cen-
ters, migrant health centers, Indian
Health Service programs, and the like.
In addition, counseling, testing, and
care related to HIV disease must be
made available in settings where
providers speak the language of the
communities they serve.

Ongoing research is needed to
determine what works best where and
how to deliver care to people living
with HIV disease. Lessons can be
learned from the organization of care
for diseases other than HIV. For
example, in the context of hemophilia
treatment, a system of regional com-
prehensive treatment centers provides
both increased quality and cost-effec-
tiveness by combining sufficient num-
bers of patients so that economies of
scale can justify the single-center mul-
tidisciplinary team approach. The
AIDS program of the Department of
Veterans Affairs, administered by its
Veterans Health Administration, has

become the largest single source of
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direct health care services available for
treating AIDS patients in the United
States. Implementing findings from
health services research can help
ensure that decisions about where to
deliver care are based on individual
needs and not administrative conve-
nience or the exigencies of particular
reimbursement strategies. Health ser-
vices research can also help identify
the variables that would contribute to
a community’s decision to centralize
care in one unit or hospital. While
centralized AIDS care or AIDS-dedi-
cated units may be appropriate for
some communities, they may not be
practical for others. Evaluating the
different approaches as to where and
how care can be provided would be
very helpful to those communities
beginning to organize HIV-related
care services.

Alternatives
to Hospitalization

Many people with HIV disease would
in certain stages of their illness fare
better in a less intensive and less
expensive setting, but they languish in
hospitals because of a lack of access to
rental housing, congregate living facil-
ities, nursing homes, and hospices.

Many nursing homes have been
reluctant to admit people with HIV

disease, citing the fears of other

clients, inexperience with managing

infectious diseases, and lack of ade-
quate reimbursement. People with
HIV disease are typically much

younger than most nursing home
clients. Moreover, nursing homes may
not always meet the needs of people
with HIV disease who alternate
between periods of illness and refative

well-being. The Commis-
sion believes that nursing-
homes must overcome
their reluctance to accept
people with HIV disease.
At the same time, other
options for long-term
skilled care should be
developed and encour-
aged.

There may also be a
poor fit between HIV care
needs and traditional
hospice services. Hospice
clients have traditionally
been cancer patients
whose prognosis and
decline could be predict-
ed with relative certainty.
HIV disease is much
more unpredictable. Peo-
ple with HIV disease in
hospices sometimes wish
to seek readmission to a
hospital or to undergo
therapies (such as ventila-
tor assistance) that would
otherwise be unavailable

in a traditional hospice
setting, where the focus is
exclusively on palliative care,

e s S

L We need
the same range of housing
options for people living
with AIDS as we do for any
group of people who may
experience deteriorating
health: apartments that can
accommodate Walk'ers' and
wheeld:a_ir_s, congregate I:’viﬁg,
group_kome_s.- And it needs
to be subsidized because of -
our limited incomes.
We need home care and
personal care attendant
services to help people stay in
their homes. And we need
flexibility so that people -
can move Ba_ck and"ﬁ\;ﬂh
betwr;en' those arrangements
as their needs change.
REBECCA LOMAX, M.S.W.,

CJuly'1990 .0

Ina

number of cities, hospices have been
created exclusively for people with
AIDS. Both options should be avail-

able.

People with HIV disease are at the

forefront of a trend toward minimiz-




'There is a real
risk of burnout on the part
; of the physicians and their

S —

ing unnecessary hospitalization by
moving treatment to less intensive and
more familiar settings. Many proce-
dures formerly requiring hospitaliza-
tions, such as lumbar puncture,
chemotherapy, and transfusions, are
increasingly performed in outpatient
settings in the context of HIV care.
The ability to receive care outside of
the hospital can enhance quality of
life, foster autonomy, improve outlook
and attitudes, and allow people with
HIV disease to spend
more time with, and
sometimes be cared for
by, their loved ones.

The desire of people
living with HIV disease to
remain at home and be

‘nursing staffs. . .. We have a
majér'pr'oblgm as treaters
regarding how to take
_ care of our own psyches as well
Q, as to maintain the psyches of
: our patients and their families.
In addition to 'that, Hew
physicians are not going into
AIDS treatment. They are
avoiding hemophiliac care.
* They are avoiding
‘anything that has to do with
-+ "AIDS care.

- CRAIG KESSLER, M.D.
. November 1989

cared for at home has
coincided with fiscal
pressures to reduce health
care costs and shorten the
length of hospital stays,
fostering the growth of
the home health care
industry. Scores of com-
panies now offer intra-
venous, intramuscular,
and aerosolized home
therapy. AIDS care con-
stitutes a significant por-
tion of this rapidly grow-
ing sector of the health
care system. Rules and
regulations for third-
party payment must be

adjusted to meet new realities and
opportunities for home health care.
As home health care efforts grow,
increasing attention will be necessary
to the quality and cost of such care.
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LINKING HIV PREVENTION
WITH PRIMARY CARE

Behavioral change will continue to be

the greatest hope for altering the
course of the epidemic. Prevention
and education programs will continue
to be of paramount importance in
encouraging such change. Of particu-
lar interest in the health care context
are programs of HIV antibody testing
and counseling. There is a longstand-
ing consensus that HIV antibody test-
ing alone will not suffice in creating
and sustaining behavioral change.
Nevertheless, when testing is accom-
panied by supportive pre- and post-
test counseling, knowledge of HIV
antibody status can help some indi-
viduals make the changes necessary to -
prevent the further spread of HIV.
Beyond its function as an adjunct
to behavioral change, HIV antibody
testing now has a role to play in the
context of early intervention. Discov-
ery that one is HIV positive early in
the course of HIV disease can provide
hope of a longer life of better quality
when diagnosis, monitoring, and
treatment begin early in the course of
HIV disease. Individuals at risk of
HIV infection need ready access to
voluntary testing and counseling ser- .
vices in order to find out their HIV
status. For many impoverished indi-
viduals, gaining entry into a health -
care and social services system by
means of a passport stamped “HIV
antibody positive” is a cruel hoax.




Many still experience long delays
between the time they test positive and
the time they have their first medical
evaluation. Too many people with
HIV disease first enter the health care
S¥stem via the hospital emergency
foom with an episode of Preumocystis
carinii pneumonia, a largely pre-
ventable illness; too many women
first find out they are HIV positive
after giving birth to an infected child.

Increasingly, public health
PToviders are being asked to provide
Primary health care, including the
Mmonitoring of health status in the ini-
tial stages of HIV disease. HIV anti-
body testing has expanded from the
alternative test sites created in the
mid-1980s to a variety of settings,
Such as: methadone maintenance
clinics; sexually transmitted disease
clinics; hospital outpatient programs;
tuberculosis clinics; family planning
centers; and private physicians’ offices.
HIv antibody testing that is voluntary
&‘Hd accompanied by counseling con-
Unues to be essential. Both anony-
Mous and confidential testing con-
tribute in different ways and both
Options should be available,

It is unrealistic to attempt to rely
solely on physicians to provide HIV-
related behavioral counseling.
Although physicians need more train-
Ing and experience in taking sexual
histories and in dealing with sensitive
topics related to drug use or sexual
behavior, there also must be greater
€mphasis on recruiting and training
Other health and social service profes-
sionals to provide the psychological
and social support that is necessary to
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cope with a diagnosis of
HIV disease and to make

necessary behavioral
changes. Although many
new HIV testing pro-
grams have been put into
place, the training of
counselors has lagged
behind. The Commission
believes that HIV educa-
tion as well as testing ser-
vices with trained coun-
selors should be available
where individuals are
likely to seek services.
Programs for HIV anti-
body testing and counsel-
ing should be evaluated in
part on their record of
facilitating referrals and
providing ongoing health
care interventions.

EXPANDING
ACCESS TO
INVESTIGATIONAL
THERAPIES

Investigational new thera-
pies are a critical aspect of
HIV care. A later chapter
discusses policy and regu-
latory questions related to

in thrs country ro do. CD-4..

testing and that v we don t know.:

what kind ofquahty we will
get in the testing that is done.
CWe. know that many -
hosprtafs even today do not '
- provide aerosohzed

pemamzdme for thetr patzents, .
; mdudmg, I m:ghtpomr out,”

some of the major academzc
hospttals in th:s country

We know that some Ufrhose S o
hospzrafs actually avoid AIDS
care ahogether And perhaps g

most. d;sturbmgly, we know -

‘that the ma}orzty ofAmencan 't
phys:c:ans do not yet know

- about these advances and
- in fact have no access to"
progmms that coufd Ieach

them about these advances o

DEBORAH CDTTON M.D

. We know thar

thcrc are 00 few Iaborarones .

the development of drugs to treat HIV
disease, beginning with the proposi-
tion that investigational therapies are
in many instances the only hope for
people with HIV discase. Hence, it is
wrong not to offer drugs under study

" to women, people of color, substance
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users, prisoners, adolescents, and chil-
dren—all of whom have experienced
difficulty in gaining such access. Fre-

T A e . e AR A 6 e e e e L

_ .' The loss of
my mother, the loss of my
‘three children, the lack

quently individuals enroll
in clinical trials because it
is their only means of
access to primary care,
Primary care providers
are increasingly being

of services have left me with
a wish for death. But then I
think I want to live.

And I want to stop using drugs,
but I need someone to care
for me. Right now I have

known for two years that I am
HIV positive. Fortunately,

I have not gotten sick,

YVETTE
January 1991
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called upon to help peo-
ple with HIV disease
choose among potential
investigational therapies
and monitor the adminis-
tration of such drugs.
Information about
drugs under study and
eligibility requirements
for clinical trials must be
made widely available for
care providers and
patients alike. News
about the latest results of
clinical trials also must be
rapidly communicated to health care
providers who may not be directly

involved in conducting clinical
research studies. In some cases, it may
be appropriate for federal agencies to
conduct widely targetéd mailings con-
cerning breakthroughs in HIV care to
supplement information available in
medical journals and through profes-
stonal associations. Access to a grow-
ing number of therapies is also cur-
rently available through the parallel
track or expanded access programs
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administered by pharmaceutical com-

‘panies. This can make medications
available to a great many individuals

for whom there are no alternatives.
However, the process of gathering data
to monitor patients’ reactions to drugs
under study is extremely time-con-
suming and may differ from drug to
drug (even though individual patients
may need a number of such drugs
over the course of their illness). The
time and paperwork involved is
daunting for individual care providers
who lack the resources of clinical
investigators. Some of these problems
could be obviated by the development
of uniform guidelines for data collec-
tion for drugs dispensed in expanded
access programs, including data for
individuals simultaneously taking
multiple investigational drugs. Ways
must be found to assist health care
providers in the administration of
such efforts.

INTEGRATING TREATMENT
FOR DRUG USE
WITH PRIMARY CARE
The percentage of AIDS cases related
to injection drug use has increased
sharply, from 18 percent before 1985
to nearly 33 percent in 1990-1991.
There are an estimated 500,000 to 1.5
million injection drug users in the
United States, and only 15 to 20 per-
cent are estimated to be receiving
treatment for their drug dependency.
Drugs other than injected ones, par-
ticularly alcohol and crack cocaine, are
also strongly implicated in increased
risk of HIV infection because of the
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Tole they play in impairing judgment
about sexual risk taking.

Health care workers in primary
care roles must be able to recognize
Substance use problems and provide
Care in a compassionate and nondis-
Criminatory manner. Substance users
have often been “unwelcome guests”
in the health care system and may
have problems attaining care.
Providers fear that they may leave the
hospital against medical advice and

May seek or use drugs while hospital-

ized. Intravenous drug users often
have no private insurance or even
Public medical assistance. In addition,
Medical problems related to their sub-
Stance use may be difficult to treat,
£-8., collapsed veins, cirrhosis, or other
liver diseases. The failure to obtain
COmpassionate and needed care may
in turn foster negative attitudes
dmong substance users about the
health care system, which in turn may
Tesult in a reluctance on the part of

Substance users to seek care in the

ﬁl‘[ure.

Attention to how to care for drug
users and deal with substance use
15sues has been a major gap in both
Medical and nursing education.
Physicians should be able to take a
drug use history and to understand
the care needs of substance users. Pri-
Mary care providers do not necessarily

ave to become chemical dependency
treatment experts, but they should be
familiar with treatment options and
know how to make appropriate diag-
Noses and referrals. Most drug treat-

ment, including methadone mainte-
nance, detoxification, twelve-step pro-
grams, and therapeutic communities,
takes place outside of traditional
health care settings. The AIDS epi-
demic underscores the importance of
integrating such services with primary
care. Such integration should be a top
priority.

SUPPORTING THE
CONTRIBUTIONS OF
VOLUNTEERS, FRIENDS,
AND FAMILY

One of the most remarkable features
of the HIV epidemic has been the
extent to which services needed by
people living with HIV disease have
been provided by volunteers. Many
people with HIV disease need assis-
tance in activities of daily living—help
with cooking, cleaning, and other
household chores and with trans-
portation to appointments. At times
the assistance involves helping with
the administration of medications or

-providing medical services that can be

accomplished by lay people with mini-
mal training. These services are either
provided informally or through com-
munity-based organizations that uti-
lize volunteer services. Much unpaid
work on behalf of people living with
AIDS is not thought of as “volunteer-
ing,” because it happens in the context
of kinship relationships.

Volunteer labor is not equally avail-

-able in all regions of the country or to

all people. As the epidemic continues,
the supply of volunteers may prove
inadequate. It may prove more diffi-
cult to enlist volunteers on behalf of
people who use drugs or to find peo-

The percentage
of AIDS cases
related fo injection
drug use has
increased sharply,
from 18 percent
before 1985 to
nearly 33 percent
in 1990-1991.
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ple who can afford to
volunteer in communities
ravaged by poverty. The
gay community is losing
many volunteers to
burnout and to sickness
and death, and others are
choosing to funnel their
encrgies into spurring
governmental action to
provide needed services.
Community-based
organizations are strug-
gling to keep pace with
increased caseloads.
Many such groups are
finding that the skills and
encrgies necessary to get
them off the ground are
different from those
needed to sustain them.

Many community-based
organizations are strug-
gling to diversify and solidify sources
of funding, as they run out of funds
from sources of sced money and
demonstration grants. _
Federal, state, and local entities
must provide support for training,
technical assistance, supervisory staff,
and program coordination to acknowl-
edge and support the community-
based organizations, family members,
friends, and volunteers who are an
integral part of the HIV care system.
Applications for funding are frequently
too complex and bureaucratic require-

ments too burdensome to allow pro-

grams to flourish in communities of

greatest need. Community-based

- organizations must be given greater

lattitude to experiment with programs
to address the needs of particular com-

. munities,

Small investments of funds in sup-
porting and training volunteers will
yield enormous returns of invaluable
services. Funders should support
newer programs while resisting the

temptation to pay for such support by

_trimming viable existing programs.

Community-based organizations
formed in communities of color and
in cities where there are large numbers
of intravenous drug users with HIV
disease have special needs. Inadequate
and unstable funding sources con-
tribute to unnecessary competition
among local groups, when coalition
building is essential.

In the second decade of the AIDS
epidemic, care will have to be provid-
ed to many thousands of people. It
will have to include social and mental
health services alongside medical care.
It will require trained providers at
locations across the country where
people come for care. And it will
require the commitment of the nation
to make care accessible and affordable.
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RECOMMENDATIONS

Government should assure access to a system of health care for all people with

HIV disease. _

At a minimum, a system of care for all people with HIV disease should include a

package of continuous and comprehensive medical and social services designed

to enhance quality of life and minimize hospital-based care. States, counties, and
municipalities should assure that such services are available for individuals with

HIV disease. Case management programs should be available to coordinate such

care. These services must include:

*  HIV antibody testing that is voluntary and must be accompanied by counsel-
ing—both anonymous and confidential testing contribute in different ways
and both options should be available;
education and counseling to help foster and maintain behavioral changes to
reduce transmission of the virus;
medical care, including drug therapy and frequent diagnostic monitoring,

* ongoing primary care, coordination of inpatient and outpatient care, access to
investigational new therapies, and adequate options for long-term care;
psychological care, including mental health counseling and spiritual support,
that is helpful in coping with a frightening and sometimes overwhelming

~ condition;
drug treatment to help individuals stop using or injecting drugs or adopt
safer drug use practices; and
social services, including a range of housing options and income mainte-
nance, without which medical advances may be beyond the grasp of those
who could most benefit from them.

HIV-related services should be expanded to facilities where underserved popula-
tions receive health care and human services, in part to ensure their increased
Participation in trials of investigational new therapics.

HIV education and training programs for health care providers should be
improved and expanded, and better methods should be developed to dissemi-
hate state-of-the-art clinical information about HIV disease, as well as drug and
alcohol use, to the full range of health care providers.

The Commission believes all health care providers have an ethical responsibility
to care for people with HIV disease. In order to equip providers to better counsel
and care for people with HIV disease, government at all levels and local agencies
and institutions must develop more effective education programs and methods
for getting the information to all providers, particulatly primary care providers.

L Aaide ot |
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Programs to train health care providers to recognize and manage drug and
alcohol use must be expanded, and progréms that integrate treatment of drug use
with primary care must be created and supported. The Commission believes
more federal funds are needed for these efforts.

Federal, state, and local entities should previde support for training, technical -
assistance, supervisory staff, and program coordination to acknowledge and
support the family members, friends, and volunteers who are an integral part of

the care system of a person with HIV disease,
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CHAPTER FOUR

HEALTH CARE
FINANCING

. aps in the United States health care
f:mancing system have been made increasingly evident by the HIV epidemic. Mil-
lions of Americans are without health insurance and thus face significant barriers to
Needed care. The first decade of AIDS coincided with a period of great ferment in
health care financing, during which numerous proposals emerged for improving
dCcess and quality of care and limiting rising costs. Although health care access is
7ot a problem unique to people with HIV disease, the HIV epidemic does pose
Some unique challenges for the health care system. It adds to a problem that has
8Town beyond the scale that can be solved by piecemeal tinkering. Fundamental
fef@rms are needed, and it will clearly require political courage to propose and
Mplement them.

Part of the Commission’s mandate from Congress is to “evaluate the adequacy of,
Ad make recommendations regarding, the financing of health care . . . relating to
’%IDS-” This chapter does so in considerable detail. By necessity, however, the discus-
Son goes beyond the mandate, for a financing reform proposal addressed solely to
}_iIV disease would provide selectively and perhaps only temporarily for that popula-
tion while ignoring the larger, more systemic problem.

The Commission urges the President and Congress to address the health care
Problems of qlf people living in the United States by supporting universal health care
“OVerage, This coverage should be éomprehcnsive and include prescription drugs.
10 person living in the United States should be denied health care because of an
"Mability to pay, nor should people be forced into poverty or left without dignity

®Cause they are unfortunate enough to have a major health problem. Our nation
mlf“ do what virtually every other major industrialized nation has done—adopt a
Universal health plan that ensures access to health care for all its citizens.
t(; Unless action is taken, the ranks of the uninsured and underinsured will continue
8Tow, opportunities for HIV education, prevention, counseling, and early inter-




vention will continue to be missed,
and individuals whose HIV disease

requires acute care will turn increas-
ingly to the already overburdened
public hospital system.”

THE PARTICULAR CHALLENGES
OF HIV DISEASE

Original estimates of the costs of car-
ing for people with AIDS were quite
high. The first and most widely cited
estimate, made in the mid-1980s, was
$147,000 for each patient for the
direct medical costs of AIDS care from
AIDS diagnosis to death. This figure
has been revised substantially down-
ward in several subsequent studies, as
ambulatory care has supplanted
expensive hospitalizations and as costs
for many of the drugs needed to treat
manifestations of AIDS have declined.
Although caring for people with HIV
discase is still quite expensive, in the
aggregate, costs for HIV care presently
and in the foreseeable future probably
total no more than 2 percent of total
U.S. health expenditures. In this con-
text, therefore, it is probably more
accurate to think of HIV disease as
posing “financing,” rather than “cost”
problems.

The financing problems are severe.
They arise in part because much of the

¥ Material in this chapter is drawn from a technical
report prepared for the National Commission on

AIDS (Davis et al, 1991). All cost estimates and
projected savings cited in this chapter are based on

information submitted by consultants from The
Johns Hopkins University School of Hygiene and
Public Health and The Actuarial Research Corpo-
ration to the National Cemmission on AIDS, Fur-

ther information regarding these calculations is
available from the Commission.

need for HIV care is concentrated in
particular cities and among people
whose care is not covered by private
insurers. Moreover, both private and
public third-party payers often fail to
cover the full range of services needed.
Exclusion from private coverage has
resulted from a combination of factors
such as the clinical nature of HIV dis-
ease, the demographic characteristics
of people with AIDS, and the employ-
er-centered nature of health insurance.
HIV disease is disproportionately rep-
resented among the poor and people
of color, who are at greater risk of
being uninsured. Even those with HIV
disease who have private health insur-
ance often find coverage wanting.
Employment-based private health
insurance frequently fails to provide
comprehensive coverage of preventive
care, outpatient care, long-term care,
and prescription drugs, all of which are
key elements of care for HIV disease.

. A substantial portion of the costs of
caring for people with HIV disease i
being shifted from private insurers t0
public-sector programs. State, county
and municipal governments are expe-
riencing enormous financial and polit-
ical difficulties as they are pressed into
service as providers of last resort iB
rendering uncompensated care. Those
who are impoverished by the diseast
and “spend down” to meet eligibility
for public programs will find that
Medicaid coverage varies widely from
state to state, often leaving people with
HIV disease without effective entitle-
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ment to care. For example, some states
did not cover the cost of AZT under
their Medicaid program even after the
dl'ug became licensed. Now all states
Cover AZT, but in some cases it took
well over a year before the only avail-
able treatment for people with AIDS
was covered under Medicaid.

THE SCOPE OF THE PROBLEM
It is currently estimated that at least
One million individuals in the United
States are HIV infected. The Centers
for Disease Control (CDC) estimated
that in 1990 there were between
111,000 and 122,000 people with
AIDS living in the United States, and
the Projection for 1993 is between
151,000 and 225,000 people. These
larming figures necessitate immedi-
Ate action. The primary recommen-
dation of the Commission is that uni-
Versal health care coverage should be
Provided for all persons living in the
FJnited States. However, in the inter-
M, the Commission recommends a
Series of immediate short-term steps
'0 address the urgent problem of inad-
ec.luate coverage for people with HIV
disease. These steps should build on
exiSting programs such as Medicare,
M‘3dicaid, and the Ryan White Com-
Prehensive ATDS Resources Emergen-
c‘{' (CARE) Act, which already pro-
Vides limited assistance. Such steps
e well within the nation’s economic
40d administrative capability and
should be 4 top priority for policy
attemion,

Similarly, the Commission encour-
#8es long-term reform of the private

®alth insurance industry. However,

in this report the Commission has
focused primarily on recommenda-
tions that can result in immediate
changes in publicly funded programs.
These changes will provide pfompt
assistance to those who are poor and
seriously disabled and who are there-
fore in most urgent need,
This chapter provides a
summary of the current
health care financing sys-
tem and highlights gaps
in health care financing as
experienced by individu-
als with HIV disease. The
recommendations in this
report are set forth with
the objective of extending
health care
financing coverage to
more people and improv-
ing the benefits provided.
In view of the charge to

current

this Commission, our
recommendations apply specifically to
people living with HIV disease, but
they could reasonably be implemented
incrementally for all people with seri-
ous chronic illnesses requiring expen-
sive, recurring care.

CURRENT ESTIMATES OF THE
COST OF CARING FOR A
PERSON WITH HIV DISEASE

There have been a number of efforts
to delineate the costs of caring for
people with AIDS. Most such studies
have reviewed costs and charges for
cohorts of gay male patients from the
time of an initial AIDS diagnosis until
death.” The most recent and realistic
estimate of the annual direct medical
care cost for treating an individual
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with AIDS is $32,000 in 1990
(Hellinger, 1991)." However, because
the proportion of intravenous drug
users in the AIDS patient population
is rising, this estimate may have to be
adjusted upward in the future. Intra-
venous drug users with HIV disease
tend to incur higher than average
annual costs than gay men with HIV
disease as a result of their generally
poorer state of health and inability to
obtain outpatient and preventive care.
Future cost estimates will also have to
be adjusted to reflect changing treat-
ment modalities, but the direction of
change could be either up or down.
New drugs may be more or less costly,
depending on their cost of manufac-
ture, their effectiveness, and the man-
ner in which they are administered.
Even if more costly, better drugs may
still lead to fewer hospitalizations and
shorter lengths of stay. There may
well be other cost factors to be consid-
ered, particularly in rural settings
where the cost of transportation is a
factor and where already tenuous
resources for general health care may
be disastrously affected by the unex-
pected expense of AIDS care.

Much of the estimated cost of care
for AIDS and for earlier stages of HIV
disease, especially early intervention

* Of course, direct medical care costs are not the
only costs of AIDS. As noted by Yelin and col-
leagues in 1991; . . . the largest component of cost
of human immunodeficiency virus (HIV)-related
illness is due to lost work rather than to direct
expenditures for medical care, reflecting the onset
of this condition among persons in the first half of
their careers. . . .” Other indirect costs of HIV dis-
ease include prevention and education programs,
screening of the blood and tissue supply, and train-
ing of health care workers.

CUAMERICA Living With AIDS

70

care, reflects high drug prices. Medi-
cations are key to improvements in the
functional status of patients and to the-
prevention of Prneumocystis carinii
pneumonia, a leading cause of hospi-
talization and death for people with
HIV disease. The average cost of pro-
viding early intervention to individu-
als with HIV disease was recently esti-
mated to be $5,904 per year in 1990
(Arno and Shenson, 1990). This cost
is somewhat lower than in earlier
years, but it still poses a considerable
financial burden to those who have
moderate or low incomes or are unin-
sured. It may even be a burden for
insured people, as prescription drugs
are not covered by all private insurers,
nor does Medicare cover them. Even
with Medicaid, coverage of drugs is
selective and varies from state to state.

THE CURRENT SYSTEM
The United States provides health care
through a patchwork system centered
on employer-sponsored private health
insurance. This is supplemented, at
least in part, by government entitle-
ment programs, most notably Medi-
care and Medicaid, covering primarily
the elderly, the disabled, and the poor.
Recent estimates indicate that private
health insurance covers approximately
29 percent of individuals with AIDS
Medicaid covers approximately 40

percent, Medicare covers 2 percent

and the remaining 29 percent ar¢
uninsured. Some of the uninsured
individuals may be eligible for direct




Care from such sources as the Depart-
ment of Veterans Affairs, prisons,
Public hospitals, or other programs.

Private Insurance
As it is currently structured, private
health insurance is not well suited to
Tespond to HIV disease because of lim-

ltations in the range of services covered

and the eligibility for coverage. The
Vast majority of individuals with pri-
Yate health insurance secure such cov-
€rage through their workplace or that
f’f 4 spouse or parent. When health
Msurance is secured through large
¢mployer-sponsored group plans,
there are few initial restrictions on
Obtaining coverage.

Federal law requires employers with
2‘0 Or more employees to permit con-
tnued coverage for a period of time
_f(’llowing termination of employment
W the insured are able to pay the full
Premium and additional costs. Health
Plans for fewer than 20 employees are
hkﬁl}’ to exclude people with AIDS or
HIV infection or charge higher premi-
Ums. Eight states and the District of
Columbia have taken steps to imple-
Ment Premium-paying programs for
u_]di\'iduals with chronic health condi-
tions who are unable to continue pay-
fng their private individual or group
’?SUrance premiums. The Commis-
*1on believes that all states and/or the

¢deral government should adopt
*ome form of premium-paying policy.

Even good faith employers, fully

““mmitted to keeping people with

IV disease on their payroll and cov-
ered b
find &, 5.
" it difficult to do so. When just

®h¢ person is diagnosed with HIV dis-
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ease on an employer-based insurance
program, insurance premiums are
often raised. For many employers,
such a raise in insurance premiums
can make the insurance plan virtually
unaffordable. The cost of insurance
could, in fact, force an employer to
reduce or eliminate the health insur-
ance program. In some cases, it may
force an employer out of business.
This is particularly true for small
employers who may have a number of
employees who need HIV-related ser-
vices. The significant increase in pre-
miums that can result when an insur-
ance company discovers that one or
more employees need HIV-related ser-
vices must be addressed.




The linking of health insurance to
employment is problematic for people
living with HIV disease. People with
HIV disease may become too debili-
tated to work. Even when they are
able to work on a reduced schedule,
employers may not be willing to
accommeodate their needs for time off
to cope with intercurrent illnesses or
to keep various medical appoint-
ments. In addition, many with HIV
disease have faced discrimination in
the workplacc They have been fired

3 The problem is
: that_msumnce companies
smgle out these men because
hey do not want the f'nmzcmf
burden of taking care of -
‘iwhat they have entered into a
contract to pr_‘_owde. Insurance
"bﬂﬁ:paniés cut back on
ways ofprov:dmg health care
of these mdwzduals afflicted
with HIV. by cutting back on
_benefts which keep them alive.
... This is a terrible disgrace.

- They make insurance
:prem:ums rise astronomically,
- forcmg peop!e with limited
e mcomes, even with .
emp!oymenr, to drop their .
... insurance and rhen receive
benefrs as near as they are

\ .fram the pubhc sector

; _PAU; _ROTHMAN, M D,
e }anuary 1990

ke o b Rt e

or laid off because of their
HIV without
regard to their ability to
continue working. One
study of work loss among
individuals with HIV dis-
ease found that in a sam-
ple of 193 individuals, 50
percent who worked prior

status,

to the onset of symptoms -

stopped working within
The authors
noted that improved

two years.

treatments would help
slow the rate of work loss
(Yelin et al., 1991).
Individually purchased
health insurance is not
commonly held by people
with HIV disease because
most insurance compa-
nies screen out people
who are already HIV
infected and even those
believed to be at risk.
There are other prob-
lems with private insur-

; L: v.i ﬁ.g Wi th A I1DS

ance, even when it is available, For
instance, the range of health care ben-
efits provided under private insurance
varies considerably and may not
include coverage for costly prescrip-
tion drugs. In rare instances, insurers
or self-insured groups have attempted
to impose restrictive caps on payments
for AIDS-related treatments, caps that
have not been used for any other life-
threatening diseases.

Another fundamental limitation of
private insurance that is particularly
relevant for people with HIV disease is
the traditional restrictions on coverage
of experimental drugs and procedures.
Treatments that are technically experi-
mental may be the standard of care for
HIV disease. To exclude coverage of
experimental treatments may be to
exclude the sole choice available to
someone with HIV disease.

Medicaid
Medicaid is currently the most impor-
tant source of financing for AIDS and
HlV-related health care benefits
(HCFA, 1990). Forty percent of peo-
ple with AIDS are covered by Medi-
caid, and ninety percent of children
with AIDS are covered by Medicaid.
Recent studies reveal a strong trend
that has been dubbed the “Medi-
caidization” of AIDS, that is, a shift in
the distribution of individuals with
third-party financing from privateé
insurance to Medicaid (Green and
Arno, 1990; Merlis, 1990). It is
unclear whether this can be explained
better by the increase in the number of
low-income individuals contracting
the disease or by the reduction in cov-

;.__,-7 2 g




€rage of the disease by private insur-
ance; probably both factors contribute
to this dramatic trend.

Evidence of such “Medicaidization”
is abundant. Whereas Medicaid pays
for approximately 11 percent of total
health care costs in the United States,
it funds approximately 25 percent of
AIDS care. There is an unfortunate
side to this trend, for although Medi-
<aid is designed to cover low-income
People, it falls short of serving the
Needs of many poor individuals
F’E‘Cause of the stringent criteria defin-
Ing “low-income” and the prerequisite
that assets be below a certain mini-
n"“lm. In addition to poverty restric-
tons, an individual must meet one of
the Categorical eligibility criteria by

eing over 65, a member of a family
W_ith dependent children, or totally
disabled. For most people with HIV
disease, eligibility for Medicaid is
th_I'OUgh disability, which requires a
clinjcq] diagnosis of AIDS. As a result,
Medicaid i generally available only to
Yery poor individuals and during the
later Stages of HIV disease,

Eligibility criteria and types of ben-
efits covered vary considerably from
State to state, and coverage is almost
"onexistent in the Commonwealth of

Uerto Rico and the U.S. territories.

ile some states provide coverage

O the complete range of benefits
¢eded, others provide a more
"Sstricted range of benefits including
Obly partial and selective coverage of
“Ostly prescription drugs. The low
Provider-payment rates under Medi-

.'j.H“e'aIth._ Care Fina r.:'"c'i"ng.' CF 0 e 1

caid raise other concerns, specifically
the reluctance of physicians to serve
Medicaid patients and the financial
burden placed on hospitals serving
Medicaid patients. Green and Arno
found that “physicians are reimbursed
by Medicaid an average of 33 percent
of the rates paid by private insurance
in San Francisco and 15 percent in
New York. In New York, an interme-
diate care office visit is compensated at
$84 by private insurance compared
with $11 by Medicaid.” They also
found a '“disproportionate number of
hospitalizations of AIDS patients with
Medicaid beginning in an emergency
room, unmediated by a physician
responsible for continuing care.”
Clearly, this situation does not serve
anyone well. Patients are poorly
served because of late intervention
and limited services. The health care
system is poorly served because of
high overhead costs and the use of
expensive inpatient services when
early intervention might have prevent-
ed the need for them.

Medicare
Medicare provides coverage for
approximately 2 percent of people
with AIDS (HCFA, 1990). This is
largely as a result of the limiting effect
of eligibility criteria. Before qualifying
for Medicare, individuals who are not
elderly must qualify for Social Security
Disability Insurance (SSDI). Before
obtaining Medicare they must wait
five months from diagnosis of a dis-
abling condition to receive SSDI pay-
ments and then survive a two-year
waiting period—a total of 29 months.
It is also important to note that eligi-
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bility for Medicare
requires a history of
employment. The Com-
is mission believes SSDI
beneficiaries who are dis-
abled and have HIV dis-
ease or another serious
chronic health condition
should have the option of
purchasing Medicare dur-
ing the current two-year
waiting period.

Also, while there are
obstacles to becoming eli-
gible for Medicare, there
are also drawbacks to
Medicare coverage once
one receives it. The lack

of prescription drug ben-
efits and limited long-term care bene-
fits poses real problems for people
with HIV disease. Out-of-pocket
costs can be prohibitive for a benefi-
ciary as a result of limitations such as
deductibles, coinsurance, the Part B
premium for physician services, and
uncovered services.

ADDITIONAL PROBLEMS

OF ACCESS TO CARE
A variety of factors may cause delays

or serve as barriers to early treatment
and care of individuals with HIV dis-
ease. Some of these factors are high-
lighted in the preceding chapter,
which discusses limitations in the
organization and delivery of HIV care.
The preceding chapter also looks at
ways in which fear of HIV transmis-
sion in the health care setting imperils

T

access to care by driving a wedge
between patients and their caregivers.
The following section discusses some
additional barriers to HIV care that
relate to financing issues.

PREVENTION AND EARLY
INTERVENTION
CDC estimates that approximately 60
percent of individuals with HIV infec-
tion could benefit from early interven-
tion. This means that even if there
were no further spread of the virus,
480,000 to 720,000 people should
receive such care right now. However,
individuals such as intravenous drug
users, the homeless, and those who
live in rural areas and who lack access
to care in general, may have limited or
no access to counseling and testing
and diagnostic resources and may not
receive care until it is an emergency.

Many others who do not have a pri-

mary care provider do not have access
to appropriate testing and counseling
services and have no access to the early
intervention services they may have
been told are now available for people
with HIV disease. Others are afraid to
be tested for a variety of reasons, not
the least of which is the very real fear
that they will be discriminated against
if they test positive, perhaps losing
their health insurance. CDC estimates
that only 12 percent of people who are
infected know of their HIV serostatus,
and fewer than that are receiving treat-
ment. Equally alarming, when coun-
seling is unavailable or inadequate,
HiV-infected individuals do not have
sufficient information upon which t0

base decisions regarding treatment
and risk behavior changes.

35
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DRUG TREATMENTS

It has been estimated that 90 percent
of the early intervention costs for HIV
infection are for prescription drugs,
Principally AZT and aerosolized pen-
tamidine (Arno, 1990). CDC esti-
Mates that approximately 60 percent
of HIV-infected individuals would
benefit from immediate treatment
With these drugs. In addition, the
Majority of people currently living
with AIDS require expensive drug
therapies.

Later in this chapter, the Commis-
Sion discusses the impact of the
Orphan Drug Act on the high cost of
‘_LUDS drugs and recommends amend-
g the law to address this concern.
The Commission also believes the
Department of Health and Human
Services should negotiate reasonable
and accessible prices for drugs devel-
OPed through NIH-funded research.

is would reflect the federal govern-
Ment’s contribution to the research
and development costs normally
Undertaken by the private sector.

PROVIDER REIMBURSEMENT
?ub]ic and teaching hospitals are an
'Mportant source of care for low-
‘Ncome individuals who are uninsured
F who have qualified for Medicaid.
Ong 1o uncompensated care provid-
®d to the uninsured and low reim-
buf&&ment rates under Medicaid, pub-
ic hospitals have been experiencing
Significant economic losses when they
Provide care to AIDS patients. Private

‘Health Ca:r.:e“

Financing

hospitals are treating more AIDS
patients, but even they are experienc-
ing financial strains.

As noted above, physicians have
financial disincentives to provide, care
to individuals on Medicaid. Physician
reimbursement rates under Medicaid
are much lower than those from other
third-party payers, and in the final
analysis much care for HIV disease is

entirely uncompensated.
In this climate, not only
may patients be forced to
wait for care until serious
symptoms develop, but
they then are likely to be
driven for lack of alterna-
tives to seek care in the
more expensive hospital
emergency roem or inpa-
tient setting.

INEFFICIENCY IN
CURRENT CARE
PATTERNS
There are marked ineffi-
ciencies in current pat-
terns of care for people
with HIV disease. One
of the primary reasons
inefficiency exists is the
unfamiliarity of some
providers with cost-saving
regimens. Outpatient
management of AIDS in
the San Francisco area has
been proven to have sub-
stantial cost savings (Hiatt
et al., 1990). The use of
AZT also has the potential

i _'_Oﬂr._s"tcité ) ey
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e e et o

they have an absolute CD4 cell .

- count of five hundred or . .
less. The department currently
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for reducing annual costs while extend-
ing productive lives (Scitovsky et al.,

1990).
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that immediately comes to
‘mind is that what we have is a
crisis of national health care.

. I mean, we have a health
care system that is just not
. dealing with the health care
needs of people who don’t have
private insurance.
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IMPROVING HEALTH
CARE FINANCING
FOR PEOPLE
WITH HIV DISEASE
The Commission believes
that universal health care
coverage Is a necessary
step toward addressing
these obstacles and ensur-
ing access to quality
health care for all people
living in the United
States. This coverage
should be comprehensive
and should include pre-
scription drugs. In the
interim, the Commission

recommends a series of immediate
short-term steps to close the gaps in
health care financing for those with
HIV disease. In developing these rec-
ommendations, the Commission has
sought to make incremental steps con-
sistent with longer-term comprehen-
sive reform. It has placed primary
_ emphasis upon:
encouraging greater access to health
care, especially through early inter-
vention and outpatient primary

* providing financing for a sufficient-
ly broad range of health care bene-
fits to avoid distortions and ineffi-
ciencies in patterns of patient care;

* assuring provider participation by

setting payment rates at adequate

levels, while avoiding large profits
and open-ended escalating health
care costs; and

promoting equity and fairness by

giving the greatest assistance to

those most in need—the poor and

those with catastrophically expen-
sive illnesses.

These incremental recommenda-
tions focus primarily on the expansion
of existing public health care financing
programs rather than the expansion of
employer-provided private insurance
coverage. The Commission does not
believe that an employer-based
approach will be successful in meeting
the needs of all pecple living with HIV
disease. In part this is because many
affected persons are outside the work
force or are unable to continue work-
ing once the disease reaches an
advanced stage. Furthermore, private
insurers have been reluctant to shoul-
der a greater proportion of the financ-
ing burden, and regulatory attempts to
force this burden on employers and
insurers in the absence of more com-
prehensive reforms are likely to be cir-
cumvented.

Medicaid Expansion
The Commission recommends that
legislation be enacted to expand Medi-
caid eligibility for low-income people
with HIV disease. Currently, many
people with HIV disease are not eligi-
ble for Medicaid even if they are poor-
In addition to its poverty requirement
Medicaid is further limited to people
who are (1} over 65; (2) members of
families with dependent children; of

"(3) totally disabled. With HIV diseas¢

this requirement generally limits Medi-
caid coverage to only those individuals
who have a clinical diagnosis of AIDS-
People who have tested HIV positive
but have not advanced to a diagnosis




of AIDS do not qualify, even if they
meet the low-income eligibility
fequirements. This restriction renders
Poor people with HIV disease who do
not have a clinical diagnosis of AIDS
Virtually ineligible for the early inter-
Vention treatments and services that
€an delay progression of HIV disease,
Prevent opportunistic infections, and
limit numerous (and expensive) hospi-
tal visits,

The disability requirement for Med-
icaid should be eliminated for people
with HIV disease. Although the Com-
Mission has made this recommenda-
tion specific to people with HIV dis-
€ase, it can and should lead to further
changes that will include people with
Other serious chronic illnesses.

The Commission also recommends
that the income eligibility requirement
for Medicaid be increased for people
With HIV disease. Currently, an indi-
Vidual must actually be, or in some
States be at risk of becoming, extreme-
ly poor to meet the income eligibility
®quirements for Medicaid. Many
People with HIV disease are not
Mpoverished but nevertheless do not
have the health insurance or indepen-
dent means to pay for the health care
treatments and services they need.
ThETEfore, either they are forced to
r_el}' on the already overburdened pub-

A hospital system for expensive inpa-
tent care or they must spend them-
Selves into poverty to qualify for

T_edicaid. Once impoverished and
tligible for Medicaid, they become

Health Care Financing . .

dependent on many other welfare pro-
grams for such basic needs as food,
clothing, and shelter.

Eliminating the disability require-
ment at various income levels (includ-
ing, in some instances, eliminating the
asset test) would expand the number
of people with HIV disease who would
be eligible for Medicaid.

Eliminating the disability require-
ment for people with HIV disease and
raising the current income eligibility to
100 percent of the federal poverty level
would expand Medicaid coverage to
include an estimated additional 6,800
low-income people with AIDS and
63,700 additicnal low-income people
with HIV infection. This option would
increase the total number of Medicaid
recipients by less than half
of one percent.

The overall estimated
Medicaid cost of this
option would be $345 mil-
lion in FY 1991, and
would be split between the
federal government ($176
million) and state govern-
ments ($169 million).
This option would result
in an increase in total
Medicaid expenditures of
less than one percent.

If the income require-
ment were raised to 185
percent of the federal
poverty level, with applicable asset
tests, Medicaid would cover 91,000
people with HIV infection and 21,000
people with AIDS. The total cost for
Medicaid would be $660 million and
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would be split between the federal
government ($337 million) and state
governments ($323 million).

If the income requirement were
raised to 200 percent of the federal
poverty level, with no asset test, Medi-
caid would cover 103,200 people
with HIV infection and 22,100 with
AIDS. The total cost to Medicaid
would be $727 million and would be
split between the federal government
($371 million}) and state govern-
ments ($356 million).

Another incremental
step would be to allow
persons whose Social
Security disability benefits
render them ineligible for
Supplemental Security
Insurance (SSI) (because
their disability payments
are larger than the SSI
income level permits} to
keep their Medicaid cov-
erage. In some cases,
once a person becomes
eligible for SSDI, they lose
their eligibility for SSI and
Medicaid and along with
it, many of the health care
services they need, partic-

ularly prescription drug coverage.
Some states have opted to allow low-
income SSDI recipients to keep their
Medicaid coverage in order to expand
Medicaid to the medically indigent.
The Commission believes all states
should exercise this option.

Medicaid payment rates for

providers should also be increased suf-

ficiently to ensure adequate participa-
tion in the Medicaid program. Unreal-
istically low reimbursement rates under

the Medicaid program are serious dis-
incentives for health care providers to
care for people who rely on Medicaid.
Medicaid payment rates for physicians,

" which currently average only 64 per-

cent of Medicare rates, should be raised
to Medicare levels.

Low reimbursement rates to hospi-
tals may also contribute to an
inequitable distribution of the HIV
patient caseload. States should ensure
that payment rates are adequate to
cover the cost of efficiently caring for
people with HIV disease.

To expand primary care to Medi-
caid beneficiaries with HIV disease, all
community health centers and com-
munity clinics receiving Ryan White
CARE Act funding, or similar sites
meeting minimal federal standards,
should be entitled to Federally Quali-
fied Health Centers status. As a Feder-
ally Qualified Health Center, 2
provider would be eligible for reim- -
bursement at 100 percent of reason-
able cost under Medicaid. This would
increase the availability of primary
care in areas with large concentrations
of people in need of care.

Special attention should be given to
the concerns of the Commonwealth of
Puerto Rico, where the HIV epidemic
is intense and yet where there is a cap
on total Medicaid expenditures,
regardless of the growing needs of the
population dependent on Medicaid-
Because of the existing cap on Medi-

“caid funds allocated to Puerto Ricos

none of the Medicaid recommenda-




tions the Commission has put forward
to expand benefits for people with
HIV disease would include individuals
living in this part of the United States.
Congress and the Administration
should work together to raise the
Medicaid cap on funds directed to the
Government of Puerto Rico to ensure
equal access to care and treatment.

COBRA Premiums

States and/or the federal government
fhould pay the employer-based health

Insurance premiums for people with |

HIV disease who have left their jobs
and cannot afford to pay their premi-
ums. -The Consolidated Omnibus
Budget Reconciliation Act (COBRA)
includes a provision to require
employers with 20 or more employees
FO Permit continued coverage if the
Insured are able to pay the premium.
If the employee is disabled when he or
she leaves a job, continued coverage
Must be allowed for 29 months. For
People not disabled at the time they
leave their jobs, continued coverage is
for 18 months. This provision is
designed to ensure health care cover-
3ge during the time a person would be
Waiting to become eligible for other
Bealthisnuisatice or, if disabled, for
Medicare. Many people with HIV dis-
€ase cannot afford to pay the health
Dsurance premiums (referred to as
COBRA premiums) during the wait-
I0g period and are forced instead to
Pend themselves into poverty in
Order to become eligible for Medicaid.

Eight states and the District of
Columbia have implemented some

form of premium-paying program to

LU H LTI Care Financing s

cover the private individual or group
health insurance premiums for indi-
viduals with chronic illnesses. The
Commission believes all states and/or
the federal government should pay the
COBRA premiums for low-income
people with HIV disease who have left
their jobs and cannot afford to pay the
health insurance premium.

If this option is limited to people
with HIV disease who have incomes
below the federal poverty level, it
would extend employer-sponsored
insurance to an estimated 2,000 peo-
ple with AIDS and 8,000 people with
HIV infection. Of the 2,000 people
with AIDS receiving coverage under
this option, 1,600 would have previ-
ously been eligible for Medicaid. (Itis
assumed that the low-income popula-
tion cannot afford the COBRA premi-
ums and would apply for Medicaid.)
If the Medicaid income eligibility level
is increased, that increased level
should apply to this COBRA recom-
mendation as well.

This option has the advantage of
buying beneficiaries into private cov-
erage, which is generally much more
attractive than Medicare or Medi-
caid in terms of benefits covered and
reimbursement rates. In addition, a
comprehensive package of benefits is
provided through many employer-
sponsored group plans, which would
include early intervention treatments.

The more generous reimbursement
rates would be attractive to providers

and people with HIV disease, who




would not be required to change their

source of care, as they would if they
were covered under Medicaid and
their physicians or hospitals did not
participate in Medicaid. This option
might take some of the burden of pro-
viding care away from the teaching

and public hospitals and away also

from those physicians who accept
Medicaid patients.

This option results in a net savings
to Medicaid because costs are shifted
from the Medicaid program to
employers through continuing cover-
age under employer-sponsored insur-
ance plans. Overall FY 1991 savings to
Medicaid would be $4 million for
both people with HIV infection and
people with AIDS. Of this, $28 mil-
lion is saved for those with AIDS,
whom otherwise Medicaid would have
had to pay for, while the net cost is $24
million for people with HIV infection.

Medicare Expansion
SSDI beneficiaries who are disabled
and have HIV disease or another seri-
ous chronic health condition should
have the option of purchasing Medi-
care during the current two-year wait-
ing period. Medicaid would be
required to purchase Medicare cover-

age for low-income SSDI beneficiaries. -

This option would allow an esti-
mated 10,500 SSDI beneficiaries with
AIDS to purchase Medicare coverage.
An estimated 4,900 would have their

Medicare coverage purchased and
supplemented by Medicaid; 5,600
would purchase Medicare on their
own. Once eligible for $S$DI, an indi-
vidual would immediately be allowed
to purchase Medicare coverage with-
out having to wait out the 24-month
waiting period. The annual cost to the
beneficiary would be $3,559—the full
actuarial cost for Part A {Hospital
Insurance) and Part B (Supplemental
Medical Insurance) premiums. In
addition, beneficiaries would be liable
for Medicare cost sharing and noncov-
ered services such as prescription
drugs. The cost to beneficiaries is
therefore estimated to be $9,600 annu-
ally. Individuals with incomes above
the federal poverty level would be
expected to make these payments.
Owing to the potentially large out-of-
pocket cost to the individual, it is esti-
mated that only 35 percent of the.
SSDI beneficiaries would take advan-
tage of this option.

Private supplemental insurance
policies (called Medi-gap policies)
should also be opened up to people
with HIV disease who can afford to
purchase them. These policies are
often the only way to cover the cost of
prescription drugs and long-term care
for Medicare beneficiaries. '

There are significant gaps and cost
sharing in the coverage provided by

Medicare, which would put a heavy
financial burden on many individuals
purchasing Medicare under this
option. Specifically, out-of-pocket
costs for Part A include a deductible of
$628 per episode of illness. Out-of-
pocket costs for Part B, the coveragé
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for physician and related services,
include a deductible of $100 per year
and coinsurance of 20 percent of the
allowable Medicare charge. In addi-
tion, beneficiaries would be assessed a
combined Part A and Part B premium
of $3,559 per year. Figures are effec-
tive as of January 1, 1991.

Under Medicare Part A, individnals
would be covered for inpatient hospi-
tal care, some inpatient skilled nursing
facility care, home health care, and
hospice care. Under Part B, they
would be covered for physician ser-
Vices, outpatient hospital services,
durable medical equipment, and other
Mmedical services and supplies. How-
ever, individuals would not be covered
for prescription drugs, dental care,
and a variety of long-term care set-
Vices. The lack of prescription drug
Coverage would be particularly signifi-
ant for some individuals because the
dnnual cost of prescription drugs for

-People with AIDS averaged $4,400 in

1990 (Hellinger, 1991).

Despite these limitations in bene-
fits, Medicare coverage will be attrac-
tive to many SSDI beneficiaries. Many
are uninsured and unable to obtain
Private health insurance. Without
Medicare they will be quickly driven
Nto poverty or will do without needed
Qare. A further benefit of Medicare
COverage is that reimbursement rates
higher than Medicaid’s would act as
M incentive for physicians to provide

AMbulatory care to individuals with
HIV disease.

The cost of this option to the Medi-
care program is $220 million, in addi-
tion to payments paid by beneficiaries
through premiums, deductibles, and
coinsurance, .

Such a change would result in a net
savings to Medicaid of $78 million,
since Medicaid would be used to pur-

chase Medicare premi-
ums for those individuals
with incomes below the
federal poverty level.
Medicaid would continue
to be used for paying
coinsurance, deductibles,
and for items not covered
by Medicare, such as
drugs for those currently
eligible for Medicaid. Of
the $69 million savings,
approximately $35 mil-
lion would be federal dol-
lars and $34 million
would be state dollars.
The Commission sup-
ports extending this
option to SSDI beneficia-
ries with other serious
chronic health condi-
tions. Since all SSDI ben-
eficiaries are by definition
seriously disabled, they
should be permitted the
option of purchasing
Medicare by paying the
full actuarial cost of cov-
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erage during the two-year waiting
period. This would extend coverage to
an estimated 335,000 persons at an
annual cost to Medicare of $1.2 billion
and to Medicaid of $200 million.




The Ryan White Comprehensive
AIDS Resources Emergency
(CARE) Act
The federal government should fund
the Ryan White CARE Act at the fully
authorized level. Creating the author-
ity for federal programs to respond to
the crisis of the HIV epidemic is one
thing—actually providing the dollars
to pay for them is another. While the
Commission commends the Congress
for establishing the Ryan White CARE
Act programs, the Commission is very
concerned about the small amount of
money actually appropriated to imple-
ment the programs. Full funding is
required to assure the availability and
success of these desperately needed
programs. The funds for the Ryan
White CARE Act should be new
money and not money shifted from
other federal health and human ser-

vices programs.

Full funding of the Ryan White
CARE Act would encourage the provi-
sion of ambulatory care services to
people with HIV disease by increasing
compensation for outpatient care in
hospitals, migrant and community
health centers, community ¢linics, and

other entities. This would increase -

support for hospitals in areas serving a
disproportionate share of individuals
with HIV disease, but it would also
bolster migrant and community
health centers and community-based
organizations, which currently pro-

vide a substantial share of outpatient

5

care for individuals with HIV disease.
Financial relief for these institutions

will enable them to care better for
underserved and indigent patients.
They are an important last resort for
many uninsured people and for Medi-
caid patients who have difficulty find-
ing providers willing to accept the
Medicaid reimbursement rates,

This funding is earmarked for out-
patient preventive services and clinical
care. These alternative care strategies
have been designed to reduce the num-
ber of unnecessary hospital admissions
involving essentially preventable con-
ditions such as Pneumocystis carinii
pneumonia. Such outpatient care, if
integrated into a larger network of ser-
vices including mental health care,
housing, family services, clinical care,
and hospice care will ensure that
patients receive services appropriate to
their needs as their HIV disease pro-
gresses. '

INTERIM STEPS TO IMPROVE
ACCESS TO EXPENSIVE DRUGS
There is a precedent for federal assis-
tance with the cost of expensive HIV-
related drugs. Prior to the Ryan White
CARE Act, the federal government
provided discretionary dollars,
through the AIDS Drug Reimburse-
ment Program, to each state to help
pay for AIDS-related drugs. This pro-
gram was expanded by some states
and now, under the Ryan White CARE
Act, all states and other eligible juris-
dictions may use grant funds for this
purpose.

The following interim steps should

- also be taken to improve access t0
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expensive HIV-related drugs: (1) ade-
quately reimburse patients for the
Purchase of drugs required in the pre-
vention and treatment of HIV disease,
including clotting factor for
hemophilia; (2) undertake, through
the Department of Health and Human
Services, a program for the consolidat-
ed purchase and distribution of drugs
used in the prevention and treatment
of HIV disease; {(3) amend the
Orphan Drug Act to set 2 maximum
sales cap for covered drugs.

Adequate Reimbursement
for HIV-related Drugs

While advances in treatments and
technology have made more HIV-
Telated drugs available, they are for
Many unaffordable. Many people lack
health insurance and others have
selective insurance policies that do not
Cover the cost of drugs (or at least the
Cost of certain kinds of drugs). In
addition, state-funded programs oper-
Ate on very limited budgets. Adequate
feimbursements and improved pay-
ment mechanisms must be explored.

For example, advances in technolo-
8 have made clotting factor for people
With hemophilia free from HIV but at a
remendous economic cost. Virally
attenuated clotting factor now costs
360,000 to $100,000 per year simply to
Meet the basic needs of one person
With severe classical hemophilia. Three
Years ago the Presidential Commission
On the HIV Epidemic recommended
that the Health Care Financing Admin-
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istration and Health Resources and
Services Administration “develop alter-
native payment mechanisms to make
clotting factor treatment affordable for
patients.” Notwithstanding this rec-
ommendation, nothing has been done.
Meanwhile, insurers have become more
selective, many patients have reached
their lifetime caps on insurance, and
state-funded programs to provide sup-
plemental assistance are running into
the same budget difficulties that are
affecting every other state and local
assistance program,

Consolidated Purchase

of HIV-related Drugs
A consolidated purchase of HIV-relat-
ed drugs would enable the federal gov-
ernment to negotiate reduced costs for
HIV drugs by offering pharmaceutical
This
could be done through a new mecha-
nism involving a federal agency or
through the Medicaid program. There
are a number of precedents for this
type of approach. One example is the
federal purchase of childhood vaccines.
The federal government, through
CDC, buys childhood wvaccines
through negotiated open-ended con-

manufacturers volume sales.

tracts with large guaranteed minimum
purchases. CDC offers this consolidat-
ed purchase option to the states on a
voluntary basis. All fifty states have
opted to participate in this program.
By purchasing in bulk, the cost of a
complete vaccination series is reduced
by approximately 40 percent per child
over the private-sector cost.

Medicaid programs in states that
pay for prescription drugs currently
pay the full retail price for HIV drugs.




With consolidated purchase, state
Medicaid programs could opt to sup-
ply medications to Medicaid recipients
at a negotiated reduced rate, The Medi-
caid program could be expected to save
considerable sums on drug costs for
Medicaid recipients, Lack of access to
carly intervention because of inability

to pay for medication remains a signifi- -

cant barrier to care for the uninsured,
whose care would therefore be particu-
larly enhanced by this program.

The consolidated purchase approach
is attractive for two reasons. First, there
are precedents, such as the federal
childhood vaccine program. Second,
consolidated purchase could actually
increase sales of AIDS drugs. The
administrative cost would depend on
the structure of a consolidated purchase
program, but experience with the con-
solidated purchase of vaccines suggests
that savings could be considerable.

Amendment of the
Orphan Drug Act
The high cost of drugs used in HIV
treatment is explained in part by their
patent protection and “orphan drug”
status. The Orphan Drug Act of 1983
was intended to encourage develop-
ment of drugs for treating small num-
bers of people with rare discases
(Asbury, 1991). It provides financial
incentives, tax breaks, and a seven-year
exclusive right to the drug’s market.
Although drug companies’ expecta-
tion of recouping investments in

research and development and realiz-

ing a profit is legitimate, it is also legit-
imate for the public to expect a rea-
sonable price for lifesaving drugs.
Frequently cited examples of drugs
granted orphan drug status that have
subsequently generated considerable
sales and profits ‘include AZT,
aerosolized pentamidine, recombinant
human growth hormone, and recom-
binant erythropoietin (EPO) (Thoene,
1991). EPOQ, although principally used
for patients who are suffering from
renal disease, is also used to treat HIV-
related anemia. Of the aforemen-
tioned drugs, only pentamadine (with
1990 sales estimated at $480 million)
would be clearly affected by reform of
the orphan drug law, since the others
are currently protected by patent law
beyond the seven-year exclusivity of
orphan status (Asbury, 1991). Reform
of the Orphan Drug Act, however,
could affect other drugs still under
research, as well as orphan drugs used
in other diseases.

Reform of the Orphan Drug Act
through a cap on sales or profits has a
number of implications. It would
deny orphan status to a drug once it
had proved very profitable, while
retaining orphan status for small mar-
ket or unprofitable drugs. Thus, one
result would be to return the applica-
tion of the law to its original intent.
Further, by preserving orphan status
until a drug has achieved high prof-
itability, manufacturers could still
recover the cost of research and devel-
opment phases of a new drug for 2
rare disease; thus, research incentives

~would not be lost. For a previously




approved drug granted orphan status
for a new indication (as was the case
for pentamidine), the loss of orphan
Status once high profitability was
established would mean the loss of
exclusivity for that drug and for that
indication. Market forces would then
be expected to lower costs.

This proposed approach has an
advantage over a population limit for
orphan drugs in that it is based on a
demonstrable end point (i)fofits or
sales), whereas population targets are
likely to be based on figures (such as
the number of HIV-infected individu-
als) subject to considerable debate. A
sales cap of $150 million dollars has
been suggested by the National Orga-
Nization of Rare Disorders. This
Option attempts to return the Orphan
Drug Law to its original intent, and
would not affect drugs with low sales
Or profits.

This proposal could result in con-
Siderable savings for all payers of
cll"ugs for treatment of HIV disease.
Savings on pentamidine alone could
amount to $900 per patient per year;
administrative costs would be mini-
Mmal. Such a policy would not be
MDS-speciﬁc and would be expected
1o benefit any patient group requiring

an expensive orphan drug whose price
Was affected by the amendment.

The Commission firmly believes
that total systemic reform will be nec-
tssary to genuinely achieve appropri-
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ate access to health care for all people
living in the United States. In the
interim, the Commission recom-
mends a series of immediate short-
term steps to address the urgent prob-
lem of inadequate coverage for people
with HIV disease.




RECOMMENDATIONS

1. Universal health care coverage should be provided for all persons living in the
United States to ensure access to quality health care services.
The Commission believes universal health care coverage is a necessary step to
ensuring access to quality health care. This coverage should be comprehensive
and should include prescription drugs. In the interim, the Commission recom-
mends a series of immediate short-term steps to address the urgent problem of
inadequate coverage for people with HIV disease.

2. Medicaid should cover all low-income people with HIV discase.

The Commission recommends eliminating the disability requirement and raising
the income level for Medicaid eligibility for people with HIV disease. By elimi-
nating the disability requirement, low-income people with HIV infection who
have not had a clinical diagnosis of AIDS could be covered by Medicaid and
receive the carly intervention treatments and services they need. Increasing the
income eligibility requirement would prevent many people with HIV infection
from having to impoverish themselves in order to qualify for basic health care
services. At the same time it would relieve some of the reliance on public hospi-
tals by the uninsured.

The Commission strongly believes these changes should be mandated; howev-
er, at the very least, states should be given the option of making these changes. In-
addition, the Commission believes these changes can and should lead to further
changes that will include people with serious chronic conditions other than HIV
disease. :

3. Medicaid payment rates for providers should be increased sufficiently to ensure
adequate participation in the Medicaid program.
Unrealistically low reimbursement rates under the Medicaid program serve as a
serious disincentive for health care providers to care for people who rely on Med-
icaid. Medicaid rates should be raised to Medicare levels.

4. Congress and the Administration should work together to adequately raise the

Medicaid cap on funds directed to the Commonwealth of Puerto Rico to ensure
equal access to care and treatment. :
Because of the existing cap on Medicaid funds allocated to the Commonwealth of
Puerto Rico, none of the Medicaid recommendations the Commission has put
forward to expand benefits for people with HIV disease would include individu-
als living in this part of the United States.
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States and/or the federal government should pay the COBRA premiums for low-
income people with HIV disease who have left their jobs and cannot afford to
pay the health insurance premium.

Social Security Disability Insurance (SSDI) beneficiaries who are disabled and
have HIV disease or another serious chronic health condition should have the
option of purchasing Medicare during the current two-year waiting period.

Medicaid should be required to purchase Medicare coverage for low-income
SSDI beneficiaries.

+ The federal government should fund the Ryan White CARE Act at the fully
authorized level.

+ The following interim steps to improve access to expensive HIV-related drugs

should be taken:

(a) adequately reimburse for the purchase of drugs required in the prevention
and treatment of HIV disease, including clotting factor for hemophilia;

(b)undertake, through the Department of Health and Human Services, a con-
solidated purchase and distribution of drugs used in the prevention and
treatment of HIV disease;

(c) amend the Orphan Drug Act to set a maximum sales cap for covered drugs.
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CHAPTER FIVE

CLINICAL TRIALS
AND TREATMENT-
RELATED RESEARCH

he following chapter deals exclusive-
ly with dlinical trials and related issues of drug development. Such focus should not
be construed as an indirect statement about the relative importance of various other
Tesearch endeavors. In fact, the Commission recognizes and appreciates the impor-
tance of the larger biomedical research enterprise and the enormous contributions it
has made to all diseases, particularly HIV disease. This chapter focuses particularly
On the extensive attention and input on clinical trials and drug development that
Occurred during months of Commission hearings and discussions with people living
?"ilh HIV disease and their caregivers. Clearly, other areas of research are of critical
Importance (particularly vaccine studies and behavioral and social science research),
and the Commission will be focusing attention on these areas in the coming year.

OVERVIEW
The lack of primary health care services for many people with HIV disease has forced
them to look to clinical trials for basic primary care, as well as for access to experi-
Menta] treatments. Although the Commission firmly believes access to experimental
Ueatments is an essential component of health care services for all people with HIV
disease, the Commission also believes that obstacles to receiving primary care outside
the clinical trial setting must be addressed so that the research setting is not the only
Place of access for experimental treatments. The Secretary of Health and Human
Services should direct the National Institutes of Health {NIH), the Health Care
Financing Administration (HCFA), and the Health Resources and Services Adminis-
lration (HRSA) to work together to develop a series of recommendations to address
the obstacles that keep many people from participating in HIV-related clinical trials,
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as well as the variables that force some
people to seek participation in trials
because they have no other health care
options.

For people with HIV disease, access
to experimental treatments is an essen-
tial component of their basic health care
needs. The fast pace of HIV-related
research often results in experimental
therapies becoming the standard of care
for people with HIV disease. Experi-
mental drugs are the only option for
many. Access to these drugs through
traditional clinical trial programs and
the community-based clinical trials
program, as well as new expanded
access programs, is imperative,

New safe and effective drugs to
treat HIV disease are urgently needed.
Although there are some drugs cur-
rently available that either attack the
human immunodeficiency virus
(HIV) or treat or prevent the many
opportunistic infections that charac-
terize HIV disease, these drugs are, at
best, half-way measures. They may
extend life and minimize suffering of
people with HIV disease, but they are
far from a cure. Currently available
HIV treatment drugs are expensive
and the means of delivering them may
be cumbersome, involving aerosolizers
or intravenous infusions. All of these
factors may present barriers to those
who could benefit from their use.
HIV treatments may also be toxic;
some patients are unable to tolerate
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certain drugs. Without new safe and
effective drugs, many thousands of
people living with HIV disease face
suffering and death.

In this chapter the Commission
looks at how HIV-related clinical trials
have been conducted, highlights ways
in which access to these trials can and
should be improved, and explores
ways in which the drug development
and approval process can make experi-
mental drugs more accessible to peo-
ple with HIV disease.

CLINICAL TRIALS
Typically it takes many years to get
drugs from the laboratory bench to
the pharmacy. This process includes
extensive laboratory testing, animal
testing for safety, and early human
testing. This sequence of carefully
designed scientific methods also
includes a regulatory process to ensure
the safety and efficacy of drugs. These
methods and processes have long been
in place to ensure that information is
accurate and that drugs are safe, For
many in need of these potentially life-
saving therapies, this process can be
lengthy, laborious, and frustrating.

Examples abound of drugs, widely
believed to be effective, that were
proved ineffective or even harmful
when subjected to rigorous scientific
study. In fact, the brief history of the
HIV epidemic includes several exam-
ples of such drugs, such as suramin,

~ which actually hastened the death of

people with AIDS, and dextran sulfate,
which was used widely before it was
learned that it was not absorbed into
the body when taken orally.
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The double-blind, placebo-con-
trolled, randomized clinical trial has
long been considered the most reliable
Method for evaluating new medical
interventions. It has often been
Tegarded as the “gold standard” for the
establishment of efficacy of proposed
0ew medical treatments. In ideal cir-
Cumstances, efficacy protocols would
include strict entry criteria defining a
subject’s stage of disease, age, and
health status, and would be designed
0 minimize the number of confound-
ing variables posed by other disease

conditions or drug interactions. Many

Scientists believe such study designs
offer the most rapid answers to the
Question of how well a therapy works.
The HIV epidemic, however, has
Prompted a reassessment of the meth-
0ds of clinical research and the use of
Placebo controls. It has brought a new
Sense of urgency and concern about
the appropriate balance between the
Reed to bring new, safe, and effective
drugs to market for treating life-
threatening illnesses and the need to
Protect the welfare of experimental

Subjects, many of whom see access to’

these unproven therapies as their only
Ope. Some consider this access to
SXperimental therapies a right. The
HIV epidemic has also brought a
Tecognition that the validity of the sci-
entific process itself depends upon the
ility to translate scientific findings
to the real world.
The strict entry criteria traditional-
ly associated with the controlled cini-

cal trial have excluded many who wish
to participate in HIV-related trials.
Women, drug users, people with
hemophilia, and children, among oth-
ers, were initially excluded from HIV-
related trials because they did not
meet the strict entry crite-
ria for participation.
Such criteria made access
to experimental therapies
virtually impossible for
whole communities of
people with HIV disease.
(Later in this chapter the
Commission identifies
obstacles to participation
in trials that still exist for
people of color, women,
children, drug users, peo-
ple with hemophilia, and
prisoners.) The appropri-

ate medical management
of people with HIV dis-
ease often involves the use of many
different drugs at one time. Each new
complication of HIV disease and its
prevention or treatment makes entry
into a classically designed clinical trial
difficult since the classically designed
protocol would attempt to minimize
the number of variables posed by
other disease conditions or drug inter-
actions,

Efforts have been made to address
the concerns expressed by many about
the strict entry criteria for participa-
tion in controlled clinical trials. The
Commission believes these efforts
should continue and be expanded,
since greater participation by tradi-
tionally excluded groups will not only
provide increased access to experi-
mental therapies for many people with
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HIV disease but will also contribute to
a better understanding of how certain
experimental drugs will actually work
outside a scientifically controlled envi-
ronment.

The Commission believes con-
trolled clinical trials are an essential
part of any comprehensive clinical
research program. Placebo controls
are warranted in clinical research
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L The strategy
fort rreatment is threefold:
treatrng the comphmnons of

_\HIV be they opportunistic
mfectmns or:neoplasms; direct
i antiviral therapy, and
'uItzmately, if we are successful
1o reconst:tute the diminished
immune response, which,

when no other effective
therapy exists, but where
effective therapies do
exist, comparison of new
therapies to those proven
effective are considered
appropriate. The realities
of HIV disease demand
that creativity and flexi-
bility in designing and
implementing the trials
are equally essential.

quite complex.
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Input from representa-
tives of affected commu-
nities at the earliest stage
of study design can mini-
mize misunderstandings
and improve participa-
tion in trials. The impor-
tance of autonomy and
patient choice, long a
central theme of discourse about the

ethics of human subjects research,
should be underscored. People with
HIV disease have sought and dissemi-
nated information in order to make
informed choices about whether they
wish to assume the risk of participa-
tion in research. People with HIV dis-
ease have also sought greater involve:
ment on research-related advisory

councils. This involvement is now
reflected by the participation of people
with HIV disease on many decision-
making councils of the National Insti-
tutes of Health, the Food and Drug
Administration, the Institute of
Medicine, Institutional Review Boards,
and other such bodies. The Commis-
sion believes the involvement of people
with HIV disease on all of these coun-
cils and advisory bodies has and will
continue to enhance HIV-related
research programs. The Commission
particularly encourages the involve-
ment of people of color on these bod-
ies and advisory councils.

The National Institutes of Health,
in particular the National Institute on
Allergy and Infectious Diseases
(NIAID), sponsors most of the clinical
research on HIV. The AIDS Clinical
Trials Group (ACTG) is a national
program administered by NIAID
which sponsors HIV-related clinical
trials in academic institutions around
the country. Included in this national
program is an “ACTG-without-walls
concept” that specifically conducts
clinical studies for people with
hemophilia.

The ACTG Program has received
considerable scrutiny and criticism
over the past few years from a number
of individuals and organizations
including ACT-UP, the People with
AIDS Coalition, members of
Congress, the Institute of Medicines
and advocates for women, children,
and prisoners, among others. In its
Third Interim Report to the President
and the Congress, the National Com-
mission on AIDS also expressed 2
great deal of concern about the ACTG




“Clinical Trials and T,réa't'm'éﬁ't—"Réfh'fse"'d Research

program. The Commission was par-
ticularly concerned about the under-
Tepresentation of people of color and
women in HIV-related clinical trials.
The Commission is pleased to note
that NIH has increased the participa-
tion of people of color and women in
their ACTG trials, and strongly recom-
mends that these current efforts be
continued and increased.

NIAID also sponsors the Commu-
nity Programs for Clinical Research on
AIDS (CPCRA). These programs are
designed to encourage the participa-
tion of persons currently underrepre-
sented in the ACTG Program in well-
designed trials. It is important to note
that this program should serve as an
additional research opportunity for
Underrepresented communities and
Not as a substitute for their participa-
tion in ACTG trials. The program is
also designed to utilize the consider-
able expertise and energy of commu-
Nity-based physicians and organiza-
tions for the conduct of sound
Tesearch. The Commission continues
to consider this to be an imaginative
and effective program that should be
‘ontinued and expanded in parallel
With steps necessary to strengthen the
ACTG Program. The Commission
also strongly supports CPCRA’s
®mphasis on the prevention and treat-
Ment of opportunistic infections as
the highest scientific priority of the
Program,

The appropriate balance between
f®search on antiviral drugs (aimed at
HIY, the underlying cause of AIDS)
nd drugs targeted for treatment and

prevention of the many opportunistic
infections associated with HIV disease
has also been a topic of much discus-
sion and concern for many people
with HIV disease, for members of the
research community, and for the
National Commission on AIDS. The
Commission continues to believe that
both areas of research are vitally need-
ed and that the dollars to ensure both
are essential. Congress should provide
sufficient funding to enable NIH to
give greater priority to research related
to opportunistic infections without
undermining research on antiviral
drugs.

Sufficient funding is essential for all
HIV-related research activities to pro-
tect against shifting funds from one
vital area of research to pay for anoth-
er. The development of an NIH plan,
as recommended by the Institute of
Medicine in its study of the AIDS
Research Program of NIH, would go a
long way toward helping to identify
and plan for HIV-related research pri-
orities and funding needs.

DRUG DEVELOPMENT -
AND APPROVAL

The Food and Drug Administration
(FDA) is the federal government agen-
cy with the responsibility to ensure
that drugs meet standards of safety
and efficacy before they are marketed.
FDA does not initiate drug develop-
ment, but rather its regulatory deci-
sions can determine which drugs
(developed by the pharmaceutical
industry, or the government, or both)
reach the marketplace.

During much of the HIV epidemic
FDA has been criticized for not acting
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quickly enough to
approve drugs for use in
treating HIV disease.

* Much of this criticism has

come from people with
HIV disease. However,
there has long been criti-
cism of FDA for the length
of the drug approval pro-
cess by proponents of
deregulation who consid-
er the drug lag to be evi-
dence of excessive red
tape. In fact, recently the
National Committee to
Review Current Proce-
dures for Approval of New
Drugs for Cancer and
AIDS (referred to as the
“Lasagna Committee”
after its Chairman Louis
Lasagna, M.D.) reviewed
FDA activities. In its
August 1990 report, the
Committee called for less
stringent criteria of effec-
tiveness and recommend-
ed that FDA “be more
flexible and permit the use
of treatment eatlier in the
process
where alternative thera-
pies are unavailable”
There is a great deal of
debate over how much
and what kind of data
must be required before

FDA will approve a drug for market-
ing; but not all of the roadblocks to
getting drugs to the marketplace

involve philosophical or scientific dis-
agreements with FDA. FDA has been '
grossly underfunded and as a result

has been hampered by a lack of
trained scientists, as well as by insuffi-
cient facilities and equipment needed
to review quickly the data submitted
by clinical researchers. Clearly, FDA
needs funds and personnel commen-
surate with its important mission to
safeguard the public health, and in the
context of HIV disease, to speed up
the pace of drug approval. The Com-
mission strongly urges the Congress
and the Administration to review
FDA’s budget and provide the funding
increases needed to meet the demands
placed on the agency.

EXPANDED ACCESS STRATEGIES
From the beginning of the modern era
of drug development regulation in the
early 1960s, there have been provi-
sions for distributing potentially life-
saving drugs, not yet licensed for use,

to seriously ill individuals. Since that

time, it has been possible for physi-
cians to gain access to drugs under
study through investigational new
drug (IND) applications (“compas-
sionate use” INDs or investigator
INDs). The rules governing such.
access were never completely codified;
the result was an informal process that
relied heavily on the ingenuity and
energy of individual physicians.

In 1987 the IND regulations for
drug trials in serious illnesses were
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updated. The regulations allowed
Patients with serious or life-threaten-
ing conditions to receive drugs under
any phase of investigation if there was
evidence that they “may be effective.”
There was much debate about the
interpretation of these regulations in
Practice as they applied to HIV dis-
¢ase. These problems led to the search
for a mechanism that would allow for
widespread distribution of promising
drugs while they are still under study.
This alternative mechanism was
dubbed the “parallel track” because it
facilitated early access to experimental

therapies for people who did not qual-

ify for inclusion in protocols, in paral-
lel with ongoing, traditional clinical
trials,

The parallel track permits the use
0fa drug as early as the end of a phase
One clinical trial for all patients who
are not eligible for conventional clini-
@l trials or treatment INDs, and for
Whom no alternative treatments exist.
In May 1990, the parallel track pro-
Posal was published in the Federal
Register for public comment. These
€omments were reviewed by the Pub-
lic Health Service in September 1990;
the Commission awaits the promulga-
tion of a formal policy.

The expanded access arm of the
Paralle] track system was not designed
10 yield reliable information about the
¢fficacy of drugs under treatment.

€re are no control groups and the
Use of historical controls (retrospec-

t{‘?e Comparisons to untreated popula-
tions, matched by clinically relevant
chal‘acteristics) is made difficult by the
“mplex nature of HIV disease and
the rapidly changing treatments that
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strongly influence the “natural histo-
ry” of the disease. However, data from
the expanded access arm may, if col-
lected properly, be useful in monitor-
ing safety and in providing informa-
tion about drug interactions and
resistance. The downside of this
potential is that data collection
requirements continue to be a concern
for beleaguered primary care physi-
cians and a stumbling block to greater
access. .

Furthermore, once a drug is widely
available, it may be difficult to rebut
intuitive but poorly substantiated
belief in its effectiveness. Drugs intro-
duced for narrowly defined patient
groups often gain adherents for broad-
er usage that may not be warranted.

Two questions concerning the suc-
cess of expanded access programs
should be posed: (1) Are promising
drugs getting to the widest possible
group of those in need? and (2) Is suffi-
cient information being gathered to
allow researchers to determine whether
drugs are truly effective? The experi-
ence with expanded access programs
for dideoxyinosine (ddI) and dideoxy-
cytidine (ddC) may partially answer
these questions,

There are also a number of other
proposals to expand access to experi-
mental drugs, ranging from broaden-
ing the range of treatment INDs to
conditional approval. FDA should
aggressively pursue all options for per-
mitting the early use of promising new




therapies for conditions for which

there is no standard therapy or for
patients who have failed or are intoler-
ant of standard therapy.

DISSEMINATING INFORMATION
CONCERNING RESEARCH

A repeated concern of people with
HIV disease about AIDS drug trials
has been delay in getting information
about promising new drugs to physi-
cians and their patients in need.
There are a number of possible venues
for the release of information about
potential breakthroughs in treating
HIV disease. Peer-reviewed journal
articles have a major advantage over
most of the alternative means of dis-
tributing information, especially the
“science by press release” process.
Side effects, numbers of subjects,
study design, and potentially impor-
tant caveats are usually overlocked
when “breakthroughs” are announced.
However, some researchers have with-
held critical data while awaiting accep-
tance for publication in peer-reviewed
medical journals. A number of jour-
nals follow the “Ingelfinger rule”
{named after a former editor of the
prestigious New England Journal of
Medicine) enforcing a news embargo
during consideration of articles and
prior to publication of research
results. However, in the context of the
HIV epidemic many journals have
amended that policy and now recog-
nize exceptions for information of
urgent importance to the public
health.

The main problem with journal

publication of important findings

about treatment for HIV disease,

including zidovudine (AZT),
aerosolized pentamidine, and corticos-
teroids, is that publication has lagged
as many as nine months behind less
conventional communications such as
press conferences, press releases, or
abstracts presented at scientific confer-
ences. This delay is difficult to under-
stand for people whose survival may
be measured in months or a few years.

A number of solutions have been
proposed, including: revising the
timelines for submitting, reviewing,
and accepting articles in peer-
reviewed publications; making articles
available on-line as soon as they are
accepted {even prior to actual publica-
tion); and encouraging a standard for-
mat for release of information to the
press.

There is a significant role for feder-
al agencies to play in disseminating
information about promising new
treatments for HIV disease. Each of
the following groups has an important
role to play: the National Cancer
Institute (which administers the
Physician Data Query Service), FDA
(which publishes the FDA Drug Bul-
letin and places columns in a numbet
of leading medical journals), the
National Library of Medicine, the
Health Resources and Services Admin-
istration (which funds the AIDS Edu-
cation and Training Centers’ progra™
to educate health care providers abou!
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AIDS), and the Agency for Health
Care Policy and Research. These
avenues deserve exploration, since the
Merits of peer review per se are sub-
S$tantial and minimizing delay thus
becomes the strategy of choice.

The Commission recognizes that
efforts have been made at NIH to
facilitate and accelerate the dissemina-
tion of new information concerning
therapeutic interventions and alterna-
tives for people living with HIV dis-
€ase, including the AIDS Clinical Tri-
als Information System and Clinical
Trials Alerts. In addition, the January
1991 workshop on expedited dissemi-
Nation of information and the July
1991 meeting of a panel convened to
_dEVEIOp guidelines on distributing
Information are clearly steps in the
Tight direction. The Commission
urges, however, that the worthy objec-
tives of these panels be imbued with
the sense of urgency appropriate to
the status of people progressing
through stages of HIV disease and in
Need of intervention.

ACCESS TO CLINICAL TRIALS
FOR POPULATIONS IN NEED
Some individuals and communities
affected by HIV disease have experi-
“nced considerable obstacles to partic-
lpatxon in trials, and the Commission

Wishes to highlight them specifically.
Intravenous drug users are often
Wrongly assumed to be unwilling or
"nable to comply with research proto-
s, In addition, they often have other
bealth problems that complicate stud-
fes. Many lack access to primary care
and, therefore, the information and

®PPortunity to participate in a trial.
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People of color have
concerns about exploita-
tion that has taken place
in the research context in
the past. The Commis-
sion heard powerful testi-
mony about the shadow
of the Tuskeegee syphilis
study and the significant
impact the remembrance

" of this disturbing inci-

dent has had on views of
many African-Americans
regarding clinical research.
Much must be done about
the antipathy for research
felt by many people of
color. Increasing the
number of racial and eth-
nic minority health pro-
fessionals would be an
important step toward
addressing this concern.
Every effort must be made
to identify, nurture, and
support researchers indige-
nous to the communities
they serve,

As mentioned earlier
in this chapter, women,
particularly women of
color, have traditionally
experienced difficulty in
qualifying for clinical tri-
als. Obstacles to their
participation, including
the need for transporta-
tion and daycare, should

* health offc:als and researchers
- for seemg womern w:th AIDS

PP

During the-'
recent NIAID conference On
HIV infection and women,

‘some observers cntzazed

mainly as vectors for Ihe i
transmission of the disease to -
their male partnersor children,
rather than as a cemer of i
attentton in the:r own r:ght
Ina w.:ty, th:s same quest:on o
hovers, un_asked arj_ou_ﬂd: Many. .. -
discussions of AIDS in the = .
African-American community,

Many in the African Améribah '
community wonder about g
expressrons ofdzstress over

AIDS among Black Amencans

.in the face ofsuch i
remarkable inattention to .
and disregard for the health'* -

status of the Black commumty e

in general: “Are they mterested b

in the spread of AIDS g

- because they are concemed
about us, or are they mrerested
in us only because they are B
concerned about the spread :
ofAmDS

MARK SMITH, r:u.p.,;_Mf.f'B.A.‘{'____]_'_',.;
- December 1990 ..

e R i R e i

be carefully examined and addressed.
While the Commission recognizes

that lack of access to health care seri-




ously hampers efforts to recruit
underrepresented people into clinical

trials, this does not mean it is impossi-
ble to do so. Current efforts at NTH to
expand the recruitment of underrep-

ur medical
rse, are going
0 address ways -

will be able
to lead the research effort
care .
the future. We will
hav’e..to.bear’.'.the.ﬁ.r;_g_r;_c"iaf:_

resented populations in the
ACTG have enjoyed initial
success and should be con-
tinued and increased.
Children with HIV dis-
ease also have many prob-
lems with access to exper-
imental treatments; again,
some problems are
unique to HIV and others
are not. The vulnerability
of children raises special
concerns about placing
them at risk in experi-
mentation, even when

there are potential thera-
peutic benefits for the
individual children in-
volved or for similarly situ-
ated children. However, as
the Commission pointed
out in its Third Interim
Report, science has moved
forward to the point where
the inclusion of children in
experimental HIV thera-

pies is clearly possible.

Pediatric pharmacology can differ
substantially from that of mature
adults, Put succinctly, children are not

miniature adults in regard to the types
and dosages of drugs needed for treat-
ment of HIV disease. As with all
research involving children, their lim-
ited understanding and capacity to

consent means that proxy decision
makers, such as parents or other
guardians, must speak on their behalf.
In some cases, this raises further con-
cerns because of the fragile family and
social settings in which children with
HIV disease are likely to be found.
Aside from a small fraction of transfu-
sion-related cases, virtually all HIV-
positive children have mothers who
are themselves infected with HIV and
may be sick and dying. These moth-
ers, with limited means and waning
energy, are hard-pressed to find health
care for both themselves and their
children and may have serious diffi-
culty in conforming to diversé
research protocols. Many young chil-
dren with HIV disease are cared for by
relatives other than their parents of
are placed in foster care. It may b¢
difficult to secure the necessary‘COI"
sents for experimental HIV care; par-
ents who relinquish custody do not
necessarily give up decisionmaking
rights regarding health care.

Concerns about scientific issué’
and the vulnerability of children 5
research subjects must be carefully
balanced with children’s need for, and
right to participate in, research into
promising new drugs. The Commus
sion encourages efforts to address the
special needs of the growing numbe?
of children with HIV disease.

People with hemophilia who livé
far from any ACTG or who are per”
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ceived of as having co-morbidities of
bleeding and liver disease are also
often excluded from trials. Such
¢xclusions should be carefully exam-
ined and the judgment of the person’s
Physician should be respected.

Prisoners’ participation in clinical
trials has been hampered by a serious
confusion about the applicability of
federal regulations designed to protect
Prisoners from experimentation abus-
€s. Many have assumed that human
Subject regulations and prior ethical
analysis all but preclude prisoners’
Participation as clinical trial partici-
Pants; commentators have interpreted
these regulations to preclude only
Prisoners’ participation on the place-
bo arm of clinical trials. Practical con-
siderations also pose formidable barri-
€rs for prisoners. It is difficult to
®nsure voluntariness and informed
‘onsent in the prison setting. Clinical
Tesearchers in academic and commu-
Dity settings may find the regulatory,
¢thical, and logistical stumbling blocks
o0 daunting even to attempt
¢arolling prisoners in trials.

Concerns about research in correc-
tional facilities, discussed in the Com-
Mission’s Fourth Interim Report, war-
Tant close attention because of the
Ncreasing number of people living
With HIV in correctional settings. The
Commission reiterates its recommen-
dation that the Department of Health
and Human Services should issue a
*tatement clarifying the federal poli-
Y¢S on prisoners access to clinical tri-

Us ang investigational new drugs. In
Addition, FDA, in conjunction with
HRSA and NIH, should initiate an

educational program directed toward
informing inmates and health care
professionals working in correctional
facilities of the availability of investi-
gational new drugs, expanded access
programs, and applicable criteria for
eligibility of prisoners in prophylactic
and therapeutic research protocols.

WHO SHOULD PAY?

The question of who pays or who
should pay for experimental drugs and
treatments is still a topic of consider-
able debate. Many people with HIV
disease have significant limitations on
their private and public health insur-
ance coverage, if they have insurance
at all. These limitations are typically
more severe in the coverage of experi-
mental drugs. As new proposals to
expand access to experimental drugs
are developed, the debate over who
should pay is sure to continue to force
the government and private sector to
answer this question,

Traditionally, third-party payers
have required evidence of a drug’s
safety and efficacy before routinely
providing coverage, often explici.tly
denying coverage for experimental
treatments. Such an approach has a
profound impact on people with HIV
disease, for whom experimental treat-
ments are frequently the only
recourse.




Third-party payers rely on a few
specific sources for coverage decisions:
FDA approval for drugs under treat-
ment INDs, National Cancer Institute
approval of Group C cancer drugs, or
a few authoritative medical compen-
dia (three are specifically cited in the
Medicare Catastrophic Coverage Act
of 1988).
sources will greatly restrict the cover-

Relying only on such

age of many potentially useful drugs,
as specific approvals are sometimes
not sought by the manufacturer; for
some drugs and some uses approval
may never be sought.

In most cases thus far, expanded
access drugs for treating HIV disease
have been provided by pharmaceutical
companies free of charge to eligible
patients, but only if patients are partic-
ipating in protocols in which physi-
cians report on the drug’s effectiveness
and provide the results of laboratory
tests. It should be noted that, even in
these special circumstances, neither the
physician’s time nor laboratory ser-
vices are covered by the drug company.,

In addition, third-party payers have
often been reluctant to reimburse for
so-called “off label” use of drugs, that
is, use for other than indications specif-
ically covered on the FDA-approved
labeling. As treatments for HIV disease
move quickly through the drug
approval process, in some cases bypass-
ing some traditional phases, the bench-
marks usually relied upon by third-

‘ 10 4.

party payers (public and private) will
have to be reconsidered. The Health
Insurance Association of America, Blue
Cross and Blue Shield, and HCFA are
all reexamining processes for determin-
ing which experimental drugs are eligi-
ble for coverage and looking at new
technology assessment procedures.
This reexamination is essential for
many HIV-related drugs. .

The difficulties in deciding who
pays for health care associated with
research vividly reveals the disconti-
nuity in federal health programs.
NIH-based researchers claim no juris-
diction over health care provision, and
the federal agencies responsible for the
reimbursement and delivery of health
care, HCFA and HRSA, are not
designing program strategies that
would take these research-related
issues into account. As discussed
above in this chapter, the Secretary of
Health and Human Services should_
direct NIH, HCFA, and HRSA to work
together to address the health care
needs of clinical trial participants
This effort should include the full sup-
port and participation of the NIH
Director of AIDS Research, the
Administrator of HCFA, and the
Administrator of HRSA.

It is important to note that the issu€
of who should pay the associated hos-
pital costs when patients are taking
combinations of licensed and experi-
mental drugs is another serious prob-
lem. The NIH Reauthorization Bill

" that passed the House of Representa”

tives on July 25, 1991 calls for the
Department of Health and Human Set-
vices to conduct a study to determiné

|
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the policies of third-party payers
Tegarding the payments of certain
health service costs that are provided as
part of an individual’s participation in
clinical trials conducted in the develop-
ment of HIV-related drugs. The Com- i
Mission supports this provision and )
urges its swift implementation.

Access to clinical trials and experi-

Mmental drugs is essential for all people
with HIV disease. Access should be
available equally to people in need
without reference to race, ethnicity,
gender, or ability to pay. The follow-
ing recommendations are made with
this priority in mind.




RECOMMENDATIONS

Current efforts at the National Institutes of Health (NIH) to expand the recruit-
ment of underrepresented populations in the AIDS Clinical Trials Group
should be centinued and increased.

While the Commission recognizes that lack of access to health care seriously
hampers efforts to recruit underrepresented people into clinical trials, this does
not mean it is impossible to do so. NIH has begun to increase participation and
should aggressively pursue the participation of women and people of color in
their clinical trials. '

The Secretary of Health and Human Services should direct the National Insti-
tutes of Health, the Health Care Financing Administration, and the Health
Resources and Services Administration to work together to develop a series of
recommendations to address the obstacles that keep many people from partici-
pating in HIV-related clinical trials, as well as the variables that force some peo-
ple to seek participation in trials because they have no other health care
options, '

The Food and Drug Administration should aggressively pursue all options fof
permitting the early use of promising new therapies for conditions for which
there is no standard therapy or for patients who have failed or are intolerant of
standard therapy. ’ '

The National Institutes of Health should develop a formal mechanism for dis-
seminating state-of-the-art treatment information in an expeditious and far-
reaching manner.

While the Commission is aware of the efforts at NIH to disseminate informatio?
about state-of-the-art HIV treatment, the Commission is also aware that man¥
health care providers are still not getting the information they need to responsi-
bly care for their patients with HIV discase. The Commission believes NIH
needs to develop a more formalized mechanism for disseminating informatio?
in a timely and ongoing fashion and should work with the federally funded AIDS
Education and Training Centers, as well as professional medical societies,
reach as many people as possible.

The Department of Health and Human Services should conduct a study ¢
determine the policies of third-party payers regarding the payments of certai®
health service costs that are provided as part of an individual’s participation i
clinical trials conducted in the development of HIV-related drugs.
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Syt it

o From my travels and '
involvement with the National Association of People with AIDS,

it has become painfully obvious that most of the country, if not the entire

nation, does not have coordinated, collaborative, and consistent
social and health care services. The tens of thousands of those of us
who are infected with the human immunodeficiency virus are crying out
for local, state, and national leadership. The majority of the time
we feel that no one is listening, that we have been abandoned by our
government and our society.

The HIV epidemic is much )
too large for national, state, and local organizations and governments
to address separately or without some vehicle for coordination
and direction. Our attempts during the last eight years have been
incomplete, results spotty, and victories few and far between.
Innovative solutions are required if our institutions are not to be
brought any closer to the brink of disaster or chaos.

JAMES SMITH
January 1990
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CHAPTER SIX

GOVERNMENT
RESPONSIBILITIES

i

L,Mmjs he lack of a clear definition of gov-
¢rnment roles and intergovernmental partnerships has seriously hampered the
Nation’s response to the HIV epidemic. A comprehensive national HIV plan
should be developed with full participation of involved federal agencies and with
input from national organizations representing various levels of government to
identify priorities and resources necessary for preventing and treating HIV disease.
The lack of a national plan seriously impairs efforts to end discrimination, to
finance health care, to organize and deliver health and social services, to recruit and
train health care workers, to provide housing for the sick, to provide effective AIDS
¢ducation and prevention programs, and to provide substance use treatment. This
chapter identifies government functions that are key to controlling the HIV epi-
demic, considers the extent to which these functions are actually fulfilled, and rec-
OMmmends a series of measures for improving the response of all levels of govern-
Ment to the HIV epidemic.

LEADERSHIP AND PARTNERSHIP

The single most important role for government at all levels in the HIV epidemic is
lead'z-rsh:p the ability to inspire citizens, to mobilize resources to provide for those
1N need, and to do so with foresight, compassion, and competence.
Appropriate government response to AIDS is a subject of enduring controversy.
lected officials at all levels of government have the responsibility to be leaders in this
time of health care crisis and should exercise Jeadership based on sound science and
tnformed public health practice. The Commission recognizes that many issues raised
¥ the HIV epidemic place pressures on elected officials to pass laws intended to
Tespond to constituent fears and concerns. The Commission, however, is very con-
“Ined that policies are being enacted into law that are better left to scientists and
Public health experts. Legislative action should focus on full funding of programs
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that provide necessary research, pre-
vention, and treatment programs, and
that protect those with HIV disease
from discrimination.

The social ferment occasioned by
AIDS has been great. It has risen to
the top of legislative agendas; nearly
one thousand bills related to AIDS
were proposed in state legislatures in
the first decade of the epidemic, Tt is
the most litigated disease in American
history. AIDS is also a persistent topic
of headline news, although often the
news centers on controversies on the
periphery of the crisis—Should gay
bathhouses be closed? Should chil-
dren with HIV disease be excluded
from school? Should health care
workers be tested for HIVI—obscur-
ing more central issues, such as the
lack of access to health care and the
lack of treatment opportunities for
substance users.

All of this is a predictable conse-
quence of the absence of a strong
guiding voice. Committed and
informed leadership is necessary to
help the nation focus on the central
issues that must be addressed in order
to alter the course of the HIV epidem-
ic. The waning national interest in
AIDS has, on occasion, been accompa-
nied by a backlash against sustaining
levels of or commitment to funding
for AIDS prevention and education,
health care, and research. Some have
decried what they perceive to be the
privileged status of funding for AIDS
research and care. But in contrast to

many other diseases in society, the
upsurge in AIDS deaths and illnesses
is ongoing, uncontrolled, and in
urgent need of further attention. The

AMERICA Living With AIDS

word “privileged” is especially and
poignantly misused in the context of

HIV disease. A diagnosis of AIDS

confers no privileges; it is a frighten-
ing occurrence that severely tests
physical, emotional, and economic
resources.

Leadership is also essential to keep-
ing AIDS at the top of the list of
urgent national problems. The HIV
epidemic will expand, demanding ever
greater efforts in the years to come. It
should not be allowed to fall off the
list of national priorities because it
seems like old news. Nor can the
nation afford to indulge in exaspera-
tion or in a misapprehension that the
job of prevention, care, and research is
already done.

Leaders will surely have to take
unpopular stands to meet the chal-
lenges posed by HIV, at least until
their efforts begin to bear fruit in
enhanced public understanding. Irra-
tional fears must be allayed in order to
prevent discrimination and to imple-
ment the advice of medical and public
health officials. Leaders must be will-
ing to speak on behalf of those at
greatest risk of HIV disease, many of
whose voices cannot be heard becaus¢
they live on the margins of society.

It is important to acknowledge the
differences among state, county, and
municipal governments. In the case of
the HIV epidemic, variations in gov-
ernment structure and function ar¢

~ complicated by major disparities in
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the prevalence of HIV infection. Geo-
graphic concentration of diagnosed
AIDS cases was so striking a feature of
the earliest phase of the epidemic that
a few municipalities, counties, and
States dominated both development of
policy responses and consumption of
Tesources. While the incidence of new
infection has expanded far beyond
these initial epicenters, the relative
Concentration of the epidemic in cer-
tain Jocalities has persisted. Debates
continue about how to respond to a
disease that is unevenly spread
throughout the country.

Government—at all levels—must
do more to respond to the AIDS epi-
demic. The lack of government lead-
¢rship in the epidemic is everywhere
evident. Nevertheless, among all the
tasks that must be accomplished, only
Some can be done by government.
Even where government is not in a
Position to respond directly, it must
Still be sufficiently attentive and
3ggressive in assuring that a response
s in place. It is imperative that gov-
ftnment play a greater leadership role
in helping to delineate responsibilities
nd to create effective partnerships
Among the various levels of govern-
Ment as well as with the private sector,
pecially insurers, foundations, cor-
Porations, and community-based
Organizations.

THE PERSISTENCE OF STIGMA
AND DISCRIMINATION

In some areas of the country the sheer
Mumber of people with HIV disease

as forced a greater awareness and
Understanding of the disease and of
the people living with the disease.

- rights of all disabled -

Unfortunately HIV-related discrimi-
nation is not disappearing as more
becomes known about the disease.
Surveys of court cases and complaints
to human rights commissions show
that rather than disappearing, AIDS
discrimination is changing. Subtle
prejudices involving denial of basic
health care services are replacing overt
forms of bias.

The landmark Ameri-
cans with Disabilities Act
(ADA) is a significant step
toward protecting the

Americans, including
people with HIV disease.
The passage of the ADA
with the inclusion of pro-
tections for people with

HIV disease is a victory
worth celebrating. Nev-
ertheless, it would be naive to think
that such a law, in and of itself, will
eliminate discrimination and injustice,
any more than the civil rights legisla-
tion of 1964 has abolished discrimina-
tion based on race. Much will depend

"upon how assiduously the ADA is

implemented and enforced. Imple-
mentation of the ADA should be care-
fully monitored, and states and locali-
ties should evaluate the adequacy of
existing state and local antidiscrimina-
tion laws and ordinances for people
with disabilities, including people liv-
ing with HIV disease,

Discrimination against people with
HIV disease continues to be the great-

- est obstacle to effectively and compas-

sionately responding to the HIV epi-




the HIV virus and why those
who are infected deserve our

| urge you as
a Commission to insist that
the President and Congress
break the silence of denial and
speak out candidly about ways

to curb the spread of

love and compassion.

BRIAN COYLE
January 1990
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demic. Even the ADA excludes active
drug users, a significant portion of the
people infected with HIV, from pro-
tections against discrimination. As a
nation we must look carefully at all of
our antidiscrimination laws and ordi-
nances (federal, state, and local), work
toward the development of additional
protections where they are needed,
aggressively pursue enforcement pro-
grams, and actively work to educate
public and private employers, propri-
etors, and service providers about
their lawful requirement to adhere to
these laws.

FEDERAL GOVERNMENT
While a general lack of leadership has
been evident at the federal level, there
have been a number of
important exceptions.
The early and pivotal
work of the Centers for
Disease Control (CDC)
in epidemiologic studies
to determine the modes
of transmission of HIV
infection was a major fac-
tor in alerting and
informing the world
about the epidemic. The
primary role played by
the National Institutes of
Health (NIH) in support-
ing both intramural and
extramural biomedical

and clinical research is
another example of federal leadership.
NIH efforts contributed enormously
to the rapid identification of the
causative agent of HIV disease, the
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development of the HIV antibody test,
and the development of drugs for
treatment of HIV disease. The federal
government has also played a leader-
ship role in improving the protection
of the blood and tissue supply, by
accelerating procedures for testing
licensure, and by production of drugs,
vaccines, diagnostic reagents, and
medical devices.

While these successes are dramatic
and noteworthy, the Commission
believes that serious and substantive
problems persist in the coordination
of planning, policy, and program
development among federal agencies.
Within the Department of Health and
Human Services (HHS), there is still a
lack of effective coordination between
the Public Health Service (PHS) and
other agencies within HHS. This is
particularly true between PHS, the
Health Care Financing Administra-
tion, and the Social Security Adminis-
tration. Reimbursement and disability
issues are all crucial to the care for

~ many people with HIV disease and

should be closely linked to research,
prevention, and care programs. An
even greater potential for gaps exists
between HHS programs and other
non-health-related federal agencies.
This coordination could be signifi-
cantly enhanced by the adoption of 2
national plan for HIV including 2
mechanism for interdepartmental
coordination within the federal gov-
ernment.

Although the National AIDS Pro-
gram Office is designated as the coor-
dinating agency for HIV within PHS
and reports to the Assistant Secretary
for Health, there is no cabinet-level
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coordinating group to deal with HIV,
ner has a single agency been designat-
ed with the responsibility for AIDS
Programs. One glaring example of the
absence of coordination serves to
ilustrate the need for improved cabi-
net-level communication and cooper-
ation—the longstanding impasse over
policy regarding restrictions on the
travel and immigration of HIV-infect-
ed individuals. This impasse arose
because of an infrequently used rela-
tionship between HHS and the
Department of Justice, and in particu-
lar, because of the unwillingness of the
Department of Justice to defer to HHS
officials on matters of public health.
The Commission is aware that
there are a number of federal HIV
Coordinating groups at this time and
that PHS is currently finishing a
Strategic plan for HIV policies and
Programs. There is a leadership group
Within PHS to resolve HIV-related
Policy issues; there is a PHS Executive
Task Force on AIDS; and there is a
federal coordinating committee that
includes federal agency heads.
Unfortunately, the coordinating
8roups as constituted do not have the
breadth or the authority needed to
Meet the challenge of HIV disease.
When coordination does take place it
is most likely to occur among health-
telated agencies {especially within
PHS). Yet non-health-related HIV
issues arise with sufficient frequency
10 warrant more inclusive coordinat-
?ng bodies. Such issues include hous-
g, immigration, criminal justice, and

corrections, Some mechanism is
needed that would support ongoing
consultations among all federal
departments, such as the Department
of Housing and Urban Development,
the Department of Justice, the Depart-
ment of State, and other departments
and agencies that deal with AIDS-
related policy issues. This coordina-
tion must also take place at the highest
level of each department. Although it
is important for agency staff members
to meet regularly to cement working
relationships, it is also critical that

cabinet secretaries themselves forge

the broad policy outlines.

Technical Assistance

and Evaluation
State and local governments need a
much broader form of technical assis-
tance from the federal government
than is currently envistoned or provid-
ed by any one agency. Usually, assis-
tance does not extend through the life
of a program; it is narrowly confined
to the particular program and is pri-
marily attuned to the needs of the
granting agency.

To some extent, a model for a
broader form of technical assistance or
capacity building existed during the
1970s in the CDC regional centers for
training and technical assistance in the
areas of sexually transmitted diseases
and tuberculosis. Although HIV tech-
nical assistance would have to span an

even broader range of programs and -
agencies, the defining characteristics
of such centers could be usefully
applied. Staff at these centers were
permanently assigned to fostering

Nec:rly one
thousand bills
related to AIDS

were proposed in
stafe legislatures
in the first decade
of the epidemic.
It is the most
litigated disease in
American history.
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state and local competence and were
able to assist state and local govern-
ments in evaluating and developing

o Too ofren we

are demed services or cannot

_ fmd services that adequatefy

' address the rea! needs in
our Iwes becnuse ofgender

" issues, economic issues,

: pblitfics} racism, sexism, and
because we do not yet have
 a'single strong voice of

: advocacy. We are so

preoccupied with meeting the

' needs of others that there is

never enough artenrwu

focused on our own needs

y Mauy of us are poor and must
: zmprovzse and compromise

' much rleeded support basic
services, ‘love and attention,
*“and all of the simple things
© i inlife which help people

: .’dévelop";}vh"éfe Emd-iwhm'esome

attitudes abaht t'hcmsel‘wes.

]ANICE ]IREAU
]une 1991

-;_”ourselves or szmply do without -

policies and programs, in
training staff, and in
planning for future
needs. Support of this
kind would require a sub-
stantial change in the way
federal agencies do busi-
ness—in effect, it would
require the creation of
field technical assistance
teams not tied to specific
federal programs or fund-
ing streams.

A related but separate
need exists for technical
assistance and capacity
building for community-
based organizations.
Such assistance would
include financial manage-
ment, personnel recruit-
ment and management,
program planning, and
evaluation systems, as
well as program and poli-
¢y issues more directly
related to HIV prevention

_and treatment.

- A fundamental and
persistent problem in the
develdpmcnt of policies
and programs at all Jevels

of government has been the lack of
adequate evaluation. Even now, a
decade into the epidemic, new pro-
grams continue to be introduced with
inadequate evaluation designs and

processes. Without such evaluations
the ability to discern useful strategies is
lost, and continued funding of effec-

tive public programs may well be jeop-
ardized through lack of supporting
data and documentation.

. One critical factor contributing to
the failure to evaluate public programs
has been a marked degree of confu-
sion about which level of government,
and which agency at each level, is

responsible for evaluation, Clear deci- -

sions are needed concerning which
agency requires the evaluation, which
provides technical assistance, who

funds it, and who ensures that it is+

done and renders the results both
accessible and understandable. Out-
side observers often criticize program
administrators for failing to evaluate
their own programs when in fact
operating agencies rarely have the
funds or technical assistance required
to make such analyses. This could be
addressed by increased funding for
evaluation and by a concentrated fed-
eral effort to develop and provide
technical assistance in the specific are2
of evaluation.

Often funds for technical assistanc®
and evaluation are included in admin-
istrative budgets for public programs.
This almost invariably results in inad-
equate support, both in absolute terms
and as a proportion of program funds-
Reasons given for this include legisla-
tive concern over the propriety of
large administrative budgets and lim-
ited support for appropriating money
to state and local government for eval-
uation and technical assistance. This
has been the case particularly when
federal dollars have been limited and




when a choice had to be made
between putting the money into the
actual delivery of services or into
administration.

State and local governments have a
substantial need for technical assis-
tance, evaluation, and program dol-
lars. These activities should not be
forced to compete with each other.
For example, full funding of the Ryan
White CARE Act is required to meet
both the operational and administra-
tive needs of CARE Act programs.
There is a critical need for more

broad-based technical assistance and -

Capacity building in all HIV-related
Programs. In addition, ways must be
found to ensure that new programs
are responsive to local needs.

There is also a notable lack of agen-
Cywide guidance for program evalua-
tion within CDC, the Health Resources
and Services Administration (HRSA),
the Nationa! Institute on Drug Abuse,
and other PHS agencies. Such leader-
ship should emphasize the short-term
development of information that will
be useful in further policy planning
and in program design and implemen-
tation, Evaluation plans are most
Objective and useful when they are
df-“’eloped before programs are imple-
Mented; but unfortunately at present
thEY are almost exclusively designed
nd instituted after programs have
been implemented. This results in
Unnecessary complexity, undue delay,
and greater costs than the information
Produced would warrant, Finally, to
Warrant investment in them, evalua-
tions must be synthesized and dissemi-
Rated in a manner useful to state and
loca) agencies.

Government Responsibilities

Coordination
As noted above, federal HIV-related
programs are housed in a number of
federal agencies, without a coordinat-
ing bedy or lead agency to track and
resolve contradictory and overlapping
program elements. States and locali-
ties are left to cope with funding and

administrative require-
ments that expand their
own bureaucracies and
limit their flexibility.

With the implementa-
tion of the CARE Act
have come some improve-
ments in interagency
coordination within PHS,
particularly between
HRSA and CDC. Neither
Congress nor federal
agencies are preparing
adequately, however, for
the growing discrepancy
between available re-
sources and caseloads of
HiV-infected persons.
Plans should be undertak-
en with a sense of urgency
to make changes in poli-
cles, structures, functions,
and uses of public monies
to cope with dramatic
expansion of needs. Plang
must also be made to cope

Most of the
key rransactwns that affect -
the health ofpeop!e take
' pface in househo!ds, m

nezghborhoods, in

" communities. So finally, those =

of us at-the federal level are™ =
. two steps.removed, gnd'- Hig ek
even smi‘e health officials are.. g
one step. removed from

where thmgs eafly happen at:_:
the community level. I beIzevefI
that the most:mportant e
‘thing I can’ do as afederal
official is to work to strengtken’“ o

local pz_;bfzq::hegfth_._aggn;:i_es. _
- across the country.

with shifts and evolutions in relation-
ships between government and private

partners.

The necessity of planning cannot be
overemphasized. It is all the more
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“pressing in light of the critical budget
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deficits at federal, state, and local lev-
els (which are at their worst in some of
the states with the highest prevalence
of HIV disease). Research on the cost-
effectiveness of alternative policies and
programs should be a key component
of this planning process. '

Limitations of Research

and Demonstration Programs
Federal, state, and local agencies have

frequently found themselves resorting,
de facto, to the use of research funds
to pay for outreach and health care
delivery services. This
occurs because of a high
level of need for direct
services and insufficient
funds to meet that need.
Sometimes programs
begin as demonstration
projects for services and
are “retrofitted” as re-

L i vulg W: Ih ._.A_I DS

. ep:demic II is ﬂor rm easy task

because the response has been
* very diverse locally..
It has been diverse due to

- different resources, due to
different attitudes in the

communities, and certainly

due to different traditions in
ol .the communities and different

g supporr among the political

Ieadersh:p of the local
ﬁﬂmmﬂnlries
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search studies. Under
such circumstances ser-
vices are in serious jeop-
ardy if and when the
demonstration has been
judged successful and the
research is concluded.
Often the research agen-
cies that funded the pro-
jects initially argue that
they are not authorized to

continue service delivery beyond the
specific demonstration programs.
Thus there may be an abrupt cessation
of care for desperately ill people. Fur-
ther, the services themselves are
“cadillac models” developed with
research funds and are sometimes too
expensive to implement on a larger
scale. Yet dependent populations and
political constituencies understand-
ably may protest the significant cur-
tailment of care,

STATE GOVERNMENT
Many states have organized compre-

hensive planning processes or have
worked extensively with health care
providers, employers, volunteer
groups, and others in the development
of policies for HIV prevention and
treatment. Nevertheless, problems of
coordination among state agencies ar¢
common. These problems have been
exacerbated by the rapid growth of
HIV programs and by the fact that
staff in agencies other than public
health departments are often unfamil-
iar with HIV-related issues. Thes¢
problems become even more critical
in light of state deficits, as states may
be forced into uncoordinated and even
contradictory policies in response t0
federal funding streams.

These difficulties have existed smCe
the onset of the epidemic. As noted
above, recent budget deficits havé
developed in many areas with moder-

ate-to-high HIV prevalence rates. The
pressures of these deficits are likely t©
erode existing programs and to leave
states, counties, and municipalities
unable to meet the rising tide of need
for HIV services. The same financial
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crises may also make it all but impos-
sible for these localities to comply with
or fulfill the intent of federal programs
when maintenance of level-of-effort or
matching funds are required.

LOCAL GOVERNMENT
(COUNTY AND MUNICIPAL)

A number of examples of extraordi-
nary leadership on the local level have
emerged in recent years. Many county
and municipal governments have
established comprehensive planning
Processes that involve not only health

care providers and public health lead-

ers, but also a much broader base of
citizens, HIV-infected individuals, and
representatives of impacted commu-
nities. Also, many counties and
municipalities have worked success-
fully with employers to sponsor poli-
cies against discrimination and
to educate employers, health care
Providers, community and religious
Organizations, and other public sector
agencies including police, emergency
services, and schools.

The capacities of some county and
Municipal governments are strained,
however, by jurisdictions too small to
Support adequate county and munici-
Pal health departments. These small
Counties and cities operate without the
Public health programs and compe-
tence necessary to organize effective
HIV.related (or other) public health
and medjical programs.

County and municipal govern-
ments are increasingly overwhelmed
by the demands of providing access to
medical care services (HIV-related and
non-HIV-related). Although local
government is the provider of last
resort for a growing population of
medically indigent people, tax rev-
enues are diminishing in proportion
to the programs now delegated to
local government, and access to care
must compete with many other
important social programs including
education, public safety, and general
assistance.

Lack of information and technical
assistance is as critical a problem at
the local level as it is for state agencies.
State and federal agencies provide no
systematic information or technical
assistance regarding HIV program
design, management, and effective-
ness.

All levels of government must
exhibit strong leadership and improve
their response to the HIV epidemic.
The following recommendations
should be adopted immediately.
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RECOMMENDATIONS

. A comprehensive national HIV plan should be developed with the full partici-

pation of involved federal agencies and with input from national organizations
representing various levels of government to identify priorities and resources
necessary for preventing and treating HIV disease.

To develop the comprehensive national HIV plan, the Commission calls upon
the President of the United States to designate an individual or lead agency with
the authority and responsibility for instituting a cabinet-level process to articu-
late the federal component of an HIV plan, develop a mechanism for interagency
as well as state and local participation and coordination, and establish a timeline
for completion of key tasks.

All levels of government should develop comprehensive HIV plans that estab-
lish priorities, ensure consistent and comprehensive policies, and allocate
resources.

These plans should build on the national HIV plan and be developed at the state
level with clear direction and support from each governor and at the appropriate
local level (city or county) with clear direction and support from the appropriate
locally elected official body. Each level of government should have an HIV Advi-
sory Committee that is composed of representatives of diverse community-based
organizations; the private sector; religious organizations; public safety officials;
people living with AIDS; housing, health, and social service agencies; and other
appropriate representatives.

The Commission recognizes that most states and many local governments may
have an HIV plan. However, these existing plans should be carefully reviewed to
ensure that they are up to date and comprehensive, and that they coordinate the
entire spectrum of prevention and treatment services.

Implementation of the Americans with Disabilities Act should be carefully
monitored, and states and localities should evaluate the adequacy of existing
state and local antidiscrimination laws and ordinances for people with disabili-
ties, including people living with HIV disease.

. Elected officials at all levels of government have the responsibility to be leaders
in this time of health care crisis and should exercise leadership in the HIV epi-
demic based on sound science and informed public health practices.

The Commission recognizes that many issues raised by the HIV epidemic placé
pressures on elected officials to pass laws intended to respond to constituent fears
and concerns. The Commission, however, is very concerned that policies may bé
enacted into law that are better left to scientists and public health experts. Leg"
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islative focus should be on full funding of HIV-related research, prevention, and
treatment programs and on protecting those with HIV disease from discrimina-
tion,

. The federal government should develop an evaluation and technical assistance
component for all federally funded HIV-related programs.

Understanding what works and why is essential to the development of effective
prevention and care services for people living with HIV disease. It is essential
that all HIV-related prevention and treatment efforts be evaluated and that the
information be integrated into all planning, prevention, and health care delivery
programs. :
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CONCLUSION

ver the past two years the National
Commission on AIDS has called for federal leadership in the HIV epidemic and for
the creation of partnerships at all levels of government and in the private sector. We
have also emphasized the need to develop and assure access to a system of health care
for all people with HIV disease. The fundamental right of all people with HIV dis-
ease to be protected against discrimination has guided all of our work. We have con-
ducted numerous hearings and site visits, heard from nearly one thousand people
across the country, and have issued a series of interim reports designed to focus on
topics that we thought were particularly important and urgent to bring to the atten-
tion of the President and Congress. This report is intended to underscore the impor-
tance of all of these efforts, as well as linking HIV prevention, care, treatment, and
research, and improving the coordination of all of the mechanisms designed to pay
for these programs.

In the coming year, the National Commission on AIDS will continue to bring
urgent matters to the attention of the President and the Congress; to monitor the
adoption and implementation of the recommendations contained in this report; to
seek to build a broad public understanding on the magnitude, scope, and urgency of
the HIV epidemic; to provide and inspire leadership at all levels of both public and
Private sectors; and to advocate for effective, cooperative, and nondiscriminatory sys-

tems and resources required for the prevention, comprehensive care and treatment,
and research necessary to halt the epidemic. ,

There is still much to do. The National Commission on AIDS calls on all of our
nation’s leaders to enter into partnership with us to work with the individuals and
communities throughout the United States who have for too long felt forgotten or
abandoned by their government.







CUMULATIVE
RECOMMENDATIONS

PREVENTION AND EDUCATION

. The federal government should establish a comprehensive national HIV preven-
tion initiative,

This initiative should be authorized by Congress and developed by the Depart-
ment of Health and Human Services. It should provide flexible resources to state
and local government and other public or private nonprofit entities for commu-
nitywide HIV prevention efforts. It must also include input from individuals
who have expertise through experience, education, or training. The prevention
initiative is an essential component of a national HIV plan.

. Greater priority and funding should be given to behavioral, social science, and
health services research,

Behavioral, social science, and health services research are currently grossly
underfunded. The Commission believes there must be a more appropriate bal-
ance of funding between these areas of study and biomedical research. '

Congress should remove the government restrictions that have been imposed on
the use of funds for certain kinds of HIV education, services, and research.
Government restrictions on certain HIV programs and on behavior-oriented
research studies impede the fight against HIV disease. HIV prevention programs
and research into sexual and drug using behaviors must be conducted and evalu-
ated. Results from these and other health promotion and disease prevention
efforts must be shared and rapidly incorporated into HIV prevention and educa-
tion strategies.

» The U.S. Public Health Service should expand and promote comprehensive pro-
grams for technical assistance and capacity building for effective long-term pre-
vention efforts.

- Federal, state, and local governments should join forces with the private sector
in providing long-term support to community-based organizations.

Community-based efforts are now and will continue to be an integral part of any
HIV prevention strategy. The role of people with HIV disease must be recognized,
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encouraged, and supported. In designing services, community-based organiza-
tions and their programs must be accountable, yet they must be afforded sufficient
flexibility to implement programs that will best serve communities in need.

. Policies should be developed now to address future plans for the distribution of
AIDS vaccines and the ethical and liability issues that will arise when vaccines
become available.

. The federal government should expand drug abuse treatment so that all who
apply for treatment can be accepted into treatment programs. The federal gov-
ernment should also continually work to improve the quality and effectiveness
of drug abuse treatment.

Legal barriers to the purchase and possession of injection equipment should be
removed. '

Legal barriers do not reduce illicit drug injection. They do, however, limit the
availability of new, clean injection equipment, thereby encouraging the sharing of
injection equipment, and the increase in HIV transmission.

CARING FOR PEOPLE WITH HIV DISEASE

Government should assure access to a system of health care for all people with
HIV disease. ’

At a minimum, a system of care for all people with HIV disease should include 2
package of continuous and comprehensive medical and social services designed
to enhance quality of life and minimize hospital-based care. States, counties, and
municipalities should assure that such services are available for individuals with
HIV disease. Case management programs should be available to coordinate such
care. These services must include:

* HIV antibody testing that is voluntary and must be accompanied by counsel-
ing—both anonymous and confidential testing contribute in different wa)’5
and both options should be available;

education and counseling to help foster and maintain behavioral changes t0
reduce transmission of the virus;

medical care, including drug therapy and frequent diagnostic monitoring
ongoing primary care, coordination of inpatient and outpatient care, acces’
to investigational new therapies, and adequate options for long-term care;
psychological care, including mental health counseling and spiritual support:
that is helpful in coping with a frightening and sometimes overwhelming
condition;
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drug treatment to help individuals stop using or injecting drugs or adopt
safer drug use practices; and

social services, including a range of housing options and income mainte-
nance, without which medical advances may be beyond the grasp of those
who could most benefit from them.

HIV-related services should be expanded to facilities where underserved popu-
lations receive health care and human services, in part to ensure their increased
participation in trials of investigational new therapies.

HIV education and training programs for health care providers should be
improved and expanded, and better methods should be developed to dissemi-
nate state-of-the-art clinical information about HIV disease, as well as drug and
alcohol use, to the full range of health care providers.

The Commission believes all health care providers have an ethical responsibility
to care for people with HIV disease. In order to equip providers to better coun-
sel and care for people with HIV disease, government at all levels and local agen-
cies and institutions must develop more effective education programs and meth-
ods for getting the information to all providers, particularly primary care
providers,

Programs to train health care providers to recognize and manage drug and
alcohol use must be expanded, and programs that integrate treatment of drug
use with primary care must be created and supported. The Commission believes
more federal funds are needed for these efforts.

+ Federal, state, and local entities should provide support for training, technical

assistance, supervisory staff, and program coordination to acknowledge and
support the family members, friends, and volunteers who are an integral part of
the care system of a person with HIV disease.

HEALTH CARE FINANCING

- Universal health care coverage should be provided for all persons living in the

United States to ensure access to quality health care services.

The Commission believes universal health care coverage is a necessary step to
ensuring access to quality health care. This coverage should be comprehensive
and should include prescription drugs. In the interim, the Commission recom-
mends a series of immediate short-term steps to address the urgent problem of
inadequate coverage for people with HIV disease.

129,
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. Medicaid should cover all low-income people with HIV disease.

The Commission recommends eliminating the disability requirement and raising
the income level for Medicaid eligibility for people with HIV disease. By elimi-
nating the disability requirement, low-income people with HIV infection who
have not had a clinical diagnosis of AIDS could be covered by Medicaid and
receive the early intervention treatments and services they need. Increasing the
income eligibility requirement would prevent many people with HIV infection
from having to impoverish themselves in order to qualify for basic health care
services. At the same time it would relieve some of the reliance on public hospi-
tals by the uninsured. '

The Commission strongly believes these changes should be mandated; however,
at the very least, states should be given the option of making these changes. In
addition, the Commission believes these changes can and should lead to further
changes that will include people with serious chronic conditions other than HIV
disease.

Medicaid payment rates for providers should be increased sufficiently to ensure
adequate participation in the Medicaid program.

Unrealistically low reimbursement rates under the Medicaid program serve as a
serious disincentive for health care providers to care for people who rely on Med-
icaid. Medicaid rates should be raised to Medicare levels.

Congress and the Administration should work together to adequately raise the
Medicaid cap on funds directed to the Commonwealth of Puerto Rico to ensur¢
equal access to care and treatment.

Because of the existing cap on Medicaid funds allocated to the Commonwealth of
Puerto Rico, none of the Medicaid recommendations the Commission has put
forward to expand benefits for people with HIV disease would include individu-
als living in this part of the United States.

. States and/or the federal government should pay the COBRA premiums for low-
income people with HIV disease who have left their jobs and cannot afford to
pay the health insurance premium. "

Social Security Disability Insurance (SSDI) benefictaries who are disabled and
have HIV disease or another serious chronic health condition should have the
option of purchasing Medicare during the current two-year waiting period.
Medicaid should be required to purchase Medicare coverage for low-income
SSDI beneficiaries. ,

. The federal government should fund the Ryan White CARE Act at the fully
authorized level.

(130,
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The following interim steps to improve access to expensive HIV-related drugs

should be taken:

(a) adequately reimburse for the purchase of drugs required in the prevention
and treatment of HIV disease, including clotting factor for hemophilia;

{(b) undertake, through the Department of Health and Human Services, a con-
solidated purchase and distribution of drugs used in the prevention and
treatment of HIV disease;

(c) amend the Orphan Drug Act to set a maximum sales cap for covered drugs.

CLINICAL TRIALS AND TREATMENT-RELATED RESEARCH

Current efforts at the National Institutes of Health (NIH) to expand the recruit-
ment of underrepresented populations in the AIDS Clinical Trials Group should
be continued and increased. .

While the Commission recognizes that lack of access to health care seriously
hampers efforts to recruit underrepresented people into clinical trials, this does
not mean it is impossible to do so. NIH has begun to increase participation and
should aggressively pursue the participation of women and people of color in
their clinical trials.

The Secretary of Health and Human Services should direct the National Insti-
tutes of Health, the Health Care Financing Administration, and the Health
Resources and Services Administration to work together to develop a scries of
recommendations to address the obstacles that keep many people from partici-
pating in HIV-related clinical trials, as well as the variables that force some peo-
ple to seek participation in trials because they have no other health care options.

The Food and Drug Administration should aggressively pursue all options for
permitting the early use of promising new therapies for conditions for which
there is no standard therapy or for patients who have failed or are intolerant of .
standard therapy.

The National Institutes of Health should develop a formal mechanism for dis-
seminating state-of-the-art treatment information in an expeditious and far-
reaching manner.

While the Commission is aware of the efforts at NIH to disseminate information
about state-of-the-art HIV treatment, the Commission is also aware that many
health care providers are still not getting the information they need to responsi-
bly care for their patients with HIV disease. The Commission believes NIH
needs to develop a more formalized mechanism for disseminating information in
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a timely and ongoing fashion and should work with the federally funded AIDS
Education and Training Centers, as well as professional medical societies, to
reach as many people as possible.

- The Department of Health and Human Services should conduct a study to
determine the policies of third-party payers regarding the payments of certain
health service costs that are provided as part of an individual’s participation in
clinical trials conducted in the development of HIV-related drugs.

GOVERNMENT RESPONSIBILITIES

- A comprehensive national HIV plan should be developed with the full participa-
tion of involved federal agencies and with input from national organizations
representing various levels of government to identify priorities and resources
necessary for preventing and treating HIV disease.

To develop the comprehensive national HIV plan, the Commission cails upon the
President of the United States to designate an individual or lead agency with the
authority and responsibility for instituting a cabinet-level process to articulate
the federal component of an HIV plan, develop a mechanism for interagency as
well as state and local participation and coordination, and establish a timeline for
completion of key tasks.

. Alllevels of government should develop comprehensive HIV plans that establish-
priorities, ensure consistent and comprehensive policies, and allocate resources.
These plans should build on the national HIV plan and be developed at the state
level with clear direction and support from each governor and at the appropriate
local level (city or county) with clear direction and support from the appropriate
locally elected official body. Each level of government should have an HIV Advi-
sory Committee that is composed of representatives of diverse community-based
organizations; the private sector; religious organizations; public safety officials;
people living with AIDS; housing, health, and social service agencies; and other
appropriate representatives. _ .

The Commission recognizes that most states and many local governments may
have an HIV plan. However, these existing plans should be carefully reviewed to
ensure that they are up to date and comprehensive, and that they coordinate the
entire spectrum of prevention and treatment services.

Implementation of the Americans with Disabilities Act should be carefully mon-
itored, and states and localities should evaluate the adequacy of existing state
and local antidiscrimination laws and ordinances for people with disabilities:
including people living with HIV disease. '
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. Elected officials at all levels of government have the responsibility to be leaders

in this time of health care crisis and should exercise leadership in the HIV epi-
demic based on sound science and informed public health practices.

The Commission recognizes that many issues raised by the HIV epidemic place
pressures on elected officials to pass laws intended to respond to constituent fears
and concerns. The Commission, however, is very concerned that policies may be
enacted into law that are better left to scientists and public health experts. Legisla-
tive focus should be on full funding of HIV-related research, prevention, and treat-
ment programs and on protecting those with HIV disease from discrimination.

- The federal government should develop an evaluation and technical assistance

component for all federally funded HIV-related programs.

Understanding what works and why is essential to the development of effective
prevention and care services for people living with HIV disease. It is essential
that all HIV-related prevention and treatment efforts be evaluated and that the
information be integrated into all planning, prevention, and health care delivery
programs.







1989

August 3

August 17
September 6
September 18-19

September 19

September 26

November 2-3

November 7

December 5

December 12
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COMMISSION CHRONOLOGY 1989;1991

Meeting to select Chairman and discuss future direction of Commission.
Washington, D.C. ’

Meeting to select Executive Director. Washington, D.C.
Statement in support of passage of the Americans with Disabilities Act.
Hearings to gain an overview of the HIV epidemic. Washington, D.C,

Statement in support of increase in AIDS funding in the FY’90 Appropriations
Bill.

Statement in support of the goal of treatment on demand for drug users.

Hearings on health care, treatment, finance, and international aspects of the
H1V epidemic. Washington, D.C.

Statement in support of continued funding of research on the effectiveness of
bleach distribution.

First interim report to President Bush and the Congress: “Failure of U.S.
Health Care System to Deal with HIV Epidemic.”

Press conference in which a Commission resolution calls for an end to dis-
criminatory visa and immigration practices and a review of immigration poli-
cies regarding communicable diseases, particularly HIV infection. Washing-
ton, D.C.




1990

January 4-5

January 24-26

February 15-16

February 26-27

March 6

March 6

March 9

March 15

March 15

March 15-16

April 16-17

April 24

May 7

May 7-8

May 11
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Hearing of the Working Group on Federal, State, and Local Responsibilities.
Purpose was to examine the roles and responsibilities of different levels of gov-
ernment in responding to the AIDS/HIV epidemic. St. Paul, Minnesota.

Hearing and site visits to assess regional aspects of the HIV epidemic in South-
ern California. Visits were made to Los Angeles Area community-based orga-
nizations, clinics, a hospice, and a public hospital. Los Angeles, California.

Hearing of the Working Group on Social and Human Issues. Purpose was to
examine the relationship of early intervention, HIV testing, and psychosocial
issues to HIV. Boston, Massachusetts.

Site visits to study issues of HIV and AIDS among the homeless, drug users
and hemophiliacs. New York City, Newark, and Jersey City.

Testimony of Chairman June E. Osborn, M.D., on meeting the health care
needs of people living with HIV and AIDS before the Task Force on Human
Resources of the Committee of the Budget of the United States House of Rep-
rescntatives,

Statement endorsing principles and objectives of the Ryan White Comprehen-
sive AIDS Resources Emergency (CARE} Act of 1990.

Letter to President Bush urging him to resolve visa controversy before interna-
tional conferences to be held in the United States in June and August of 1990.

Statement that despite debate among epidemiclogists, HIV epidemic will have

a greater impact in the 1990s than in the 1980s.

Summary Report of the Working Group on Federal, State, and Local Responsi-
bilities, including recommendations from January meeting in St. Paul, Min-
nesota, on the roles and responsibilites of different levels of government.

Hearings to review executive and legislative branch initiatives, including the
National Drug Control Strategy and the Report of the U.S. Bipartisan Commis-
sion on Comprehensive Health Care, Washington, D.C.

Site visits to examine issues surrounding AIDS in rural communities. Way-
cross, Albany, and Macon, Georgia.

Sccond interim report to President Bush and the Congress: “Leadership, Legis-
lation, and Regulation.”

Letters to Senate Majority Leader Mitchell and Senate Minority Leader Dole
urging Senate consideration of the Ryan White CARE Act of 1990.

Hearings to review current research activitics, particularly clinical trials. Wash-
ington, D.C.

Statement endorsing principles and objectives of AIDS Prevention Act (H.R.
4470) and Medicaid AIDS and HIV Amendments Act of 1990 (H.R. 4080).
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May 24

June 6

June 27

July 9-10

July 17-19

July 30-31

August 16-17

August 21

August

September 17-18

September 18

November 27-28

December 17-18
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Letters to Senators Kennedy and Hatch underscoring support for the Ameri-
cans with Disabilities Act and declaring the amendment concerning food han-
dlers bad public health policy.

Letters to Speaker of the House Foley and House Minority Leader Michel urg-
ing Cengress to resist attempts to impose a federal mandate on states for name
reporting. '

Testimony of Commissioner Donald S. Goldman before the Subcommittee on
Health and the Environment of the Committee on Energy and Commerce of
the United States House of Representatives regarding immigration and visa
policies and the Rowland Bill (H.R. 4506).

Hearing by the Working Group on Social and Human Issues to examine early
intervention and HIV testing from the public health perspective, as well as the
range of social and human services needed by people affected by the HIV/AIDS
epidemic. Dallas, Texas.

Hearings to review current health care personnel and work force issues. Wash-
ington, I.C.

Working Group on Social and Human Issues hearing and site visits to examine
the range of services needed by people affected by the HIV/AIDS epidemic, the
partnerships and coalitions necessary to provide these services, and the social
and human services programs established in the Seattle-King County Region.
Seattle, Washington.

Hearings and site visits to examine HIV infection and AIDS in correctional
facilities. New York State.

Third interim report to President Bush and the Congress: “Research, the Work
Force, and the HIV Epidemic in Rural America.”

First Annual Report to the President and the Congress documenting and
describing the work of the Commission over the past year.

Hearings on public health and the HIV epidemic. Washington, D.C.

Letter te President Bush and Members of Congress calling for full funding of -

the Ryan White CARE Act.

Hearings and site visits to assess the impact of the HIV epidemic in the Com-
monwealth of Puerto Rico. San Juan, Puerto Rico.

Hearings on HIV disease in Aftican-American communities. Baltimore, Mary-
land.
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1991
January 16-17

February 6-7

February 15

February 25-28

March 6

March 11-13

March 15

March 21

April

April 22-23

April 30

May 16-17

June 5

June 5-7

June 1011

June 13

July 11

July 11

Hearings on HIV disease and substance use. Washington, D.C.

Site visits to examine regional response to the HIV epidemic. Belle Glade and
Miami, Florida.

Letter to Charles McCance, Director of Quarantine, Centers for Disease Con-
trol, regarding the immigration issue.

Site visits to study HIV disease in Native American communities. Oklahoma,
Minnesota, South Dakota, Arizona, and New Mexico.

Statement endorsing the principles and objectives of the Ryan White CARE
Act..

Hearings and site visits to assess pediatric and adolescent HIV disease and
AIDS/HIV in Hispanic communities. Chicago, Illinois.

Fourth interim report to President Bush and the Congress: “HIV Disease in
Correctional Facilities.”

Testimony of Chairman June E. Osborn, M.D., before the Senate Appropria-
tions Committee,

Report of the Working Group on Social and Human Issucs,

Hearings and meeting on financing, the federal structure, and consultants’
reports for the Second Annual Commission Report. Washington, D.C.

Testimony of Chairman June E. Osborn, M.D., before the House Appropria-
tions Committee,

Hearings on the HIV epidemic in the lesbian, gay, and bisexual communities
and on HIV disease among Asians, Asian-Americans, and Pacific Islanders-
San Francisce, California.

Letter to Members of Congress regarding funding of the Ryan White CARE
Act,

Hearings and meeting on women and HIV disease, civil rights and HIV diseas®
and the Second Annual Commission Report, Denver, Colorado,

Meeting to discuss the Second Annuai Commission Report. Alexandria, Vir-
ginia.
Letter to Attorney General Richard Thornburgh with accompanying letter t0

Secretary Louis Sullivan regarding current immigration policy.

Statement of the Commission’s stand on HIV testing in the health care work-
place.

Statement of the Commission’s stand on immigration,




TJuly 24

August 6

September 25
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Letter to congressional leadership regarding support for funding of behaviorial
and social research.

Fifth interim report to President Bush and the Congress: “The Twin Epidemics
of Substance Use and HIV.”

Second annual report to the President and the Congress: “America Living
With AIDS.”



APPENDIX B

RECOMMENDATIONS FROM PREVIOUS REPORTS

Report Number One:
Failure of U.S. Health Care System to Deal with HIV Epidemic
December 1989

What is Needed?

FIRST, frank recognition that a crisis situation exists in many cities that will require extraordi-
nary measures to overcome. Significant changes must be made not only in our health care system
but in how we think about the system and the people it is designed to serve. As one witness told
the Commission, it can no longer be “business as usual.” '

SECOND, the creation of a flexible, patient-oriented, comprehensive system of care, closely
linking hospital, ambulatory, residential, and home care. Primary care physicians must be central
to such a system. But if primary care doctors arc to care for patients with HIV infection and AIDS,
they need the financial, social and institutional support to assist them in managing complicated
patients. .

THIRD, consideration of the creation of regional centers of networks of care, perhaps using the
already existing regionalized hemophilia treatment program as a model. These centers would not
serve as a replacement for the care provided by primary care physicians but would provide backup
and consultation to help strengthen community based primary care.

Tt is essential that everyone be afforded early intervention and access to care. In addition, the
availability of backup and consultation from appropriate specialists is required to provide the assis-
tance and encouragement primary care doctors need to see more people with HIV infection and
AIDS. Regional centers should also provide the appropriate link with the hospital when hospital
services are needed.

FOURTH, create units which can treat patients who have both HIV infection and drug addic-
tion. The availability of drug treatment on request is essential for responding to the combined HIV
and drug epidemic that imperils not only drug users but also their sexual partners and children.

Given the massive link between drug use and HIV infection, and the fact that there is an alarm-
ing increase in the number of new infections among intravenous drug users, the Commission wish-
es to go on record in expressing its surprise and disappointment that the White House National
Drug Control Strategy mentions AIDS only four times in its ninety pages of text and not at all in its
recommendations or discussions of how to allocate resources. The President’s drug strategy simply
must acknowledge and include HIV infection and AIDS.

FIFTH, provide comprehensive health care services under one roof. Fragmented services creat¢
additional barriers to needed health care. Often mothers will seek health care services needed, for
their babies but are not able to then gain access to care for themselves. Health care services for
women and children need to be provided in one place. For the homeless, housing and health care
need to go hand-in-hand. This is true not only for those who are homeless today but for those who
will become homeless tomorrow because of the HIV epidemic.




. EA.PP:\e.ﬂdiJ.CE;

Report Number Two:
Leadership, Legislation and Regulation
April 1990

. The National Cornmission on AIDS will continue to recommend policy goals for a national
plan. However, the Commission believes it is essential that a federal interagency mechanism be
in place to coordinate a national plan, In this way, those who are ultimately responsible for the
implementation will have an active role in its development.

. Federal disaster relief or direct emergency relief is urgently needed to help states and localities
most scriously impacted to provide the HIV prevention, treatment, care and support services
now in short supply. The Commission strongly supports the efforts in Congress, now embod-
ied in 5.2240, to address this need. The resources simply must be provided now or we will pay
dearly later.

. Housing is an absolutely vital component of any comprehensive effort to address the multiple
problems posed by HIV infection and AIDS, While the Commission recognizes that coordina-
tion between the state and local government, with input from community based organizations,
is essential to effectively respond to the homeless crisis, we also believe the federal government
must take the lead in providing the dollars needed to respond to this overwhelming, indeed
catastrophic, problem. '

. Government restrictions imposed on the use of education and prevention funds are seriously
impeding HIV control. They are clearly serving to prolong the HIV epidemic and should be
removed.

. Because the Americans with Disabilities Act {ADA) guarantees protection against discrimina-
tion for people with HIV infections and AIDS, the National Commission on AIDS strongly
urges the U.S. House of Representatives to pass the ADA in a swift and timely manner. State
and local governments should pass laws forbidding discrimination in areas not covered by the
ADA or other federal statutes.
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Report Number Three:
Research, the Workforce and the HIV Epidemic in Rural America
August 1990

. A comprehensive community-based primary health care system, supported by adequate fund-

ing and reimbursement rates, is essential for the care and treatment of all people, including peo-
ple living with HIV infection and AIDS. The Cemmission highlighted this need in its first
report and continues to believe that lack of access to primary care services provided by ade-
quately trained primary care providers is undermining current efforts in HIV/AIDS research,
prevention and treatment. The development of a comprehensive system with linkages to
research protocols, existing community-based services, hospitals, drug treatment programs,
local health departments, and long-term care facilities, based on a foundation of adequate sup-
port, is long overdue and should be a top priority for the federal government.

. AIDS education and outreach services in rural communities should be expanded and designed

to provide clear and direct messages about how HIV is and is not transmitted, and the kinds of
behaviors that may place an individual at risk for HIV and other sexually transmitted diseases.
Expansion of programs, resources and health care providers is also needed to respond to rural
America’s need for prevention and treatment programs that address the three epidemics of HIV
infection, drug addiction and sexually transmitted diseases,

. The NIH clinical trials program is in serious trouble. The limited number of enrollees in trials

and the lack of demographic and geographic diversity of the participants threatens the success
of the program and denies many people living with HIV infection and AIDS the opportunity to
participate in experimental drug therapies. The academic health centers involved have not been
as vigorous as one would hope in advancing these trials, nor has the NIH been vigorous in
monitoring their performance. Aggressive efforts must be made to overcome the obstacles to
participation of many who are under-represented. Success in this area can only be measured by
increased participation in trials.

. There is a desperate need for more research on the management of opportunistic infections,

usually the cause of death for people with AIDS. The NIH simply must expand the leve} of
research in this area. This expansion must not come at the expense of other research efforts and
should be an integral part of 2 comprehensive ATDS research plan. This plan should outline the
AIDS research priorities and goals for the entire NIH, and the resources needed to achieve
them. The plan should be widely disseminated and should incorporate the views of persons liv-
ing with HIV infection and AIDS.

. There is a shortage of crisis proportions of health care providers capable and willing to care for

people living with HIV infection and AIDS. This crisis will only get worse as the HIV epidemic
continues into the 1990’s. Action must be taken now to increase and improve the effectiveness
of all programs designed to educate and retain practicing health care professionals, and to create
incentives for providers to care for people in underserved areas. Existing programs such as the
National Health Service Corps should be expanded. New programs such as those outlined in
the Disadvantaged Minority Health Improvement Act (H.R. 3240) should be created. And, spe-
cific HIV/AIDS fellowships and training programs should be established and supported to pre-
vent a crisis of greater magnitude.

. Volunteers should be publicly recognized not only for the invaluable contribution they have
made to people living with HIV infection and AIDS, but also for the way in which they fight
fear and bigotry by fostering compassion and caring, The cost effective dollars needed to
recruit, train, support and manage volunteers must be provided by the government and the pri-
vate sector, and recognized as essential to our national response to the HIV epidemic.




Report Number Four:
HIV Disease in Correctional Facilities
March 1991

. The U.S. Public Health Service should develop guidelines for the prevention and treatment of
HIV disease in all federal, state and local correctional facilities. Immediate steps should be taken
to control the subsidiary epidemics of tuberculosis and sexually transmitted diseascs. Particular
attention should be given to the specific needs of women and youth within all policies.

. Given the dearth of anecdotal and research information on incarcerated women, incarcerated
youth and children born in custody, federal and state correctional officials should immediately
assess and address conditions of confinement, adequacy of health care delivery systems, HIV
education programs, and the availability of HIV testing and counseling, for these populations.

. To combat the overwhelming effects which drug addiction, overcrowding and HIV diseasc are
having on the already severely inadequate health care services of correctional systems nation-
wide, a program such as the National Health Service Corps should be created to attract health
care providers to work in correctional systems.

. The Department of Health and Human Services should issue a statement clarifying the federal
policies on prisoners’ access to clinical trials and investigational new drugs. In addition, the
Food and Drug Administration, in conjunction with the Health Resources and Services Admin-
istration and the National Institutes of Health, should initiate an educational program directed
toward informing inmates and health care professionals working in correctional facilities of the
availability of investigational new drugs, expanded access programs, and applicable criteria for
eligibility of prisoners in prophylactic and therapeutic research protocols.

. Meaningful drug treatment must be made available on demand inside and outside correctional
facilities. Access to family social services and nondirective reproductive counseling should also
be made available with special emphasis on the populations of incarcerated women, youth and
children born in custody.

. Prison officials should ensure that both inmates and correctional staff have access to compre-
hensive HIV education and prevention programs. Particular attention should be paid to staff
training on confidentiality and educating inmates about the resources available in the prison
setting that may be employed to reduce the risk of infection.

. The burden of determining and assuring standards of care has largely fallen to the courts, due,
in part, to the failure of the public health authorities to take a leadership role in assuring appro-
priate standards of health care and disease prevention for our incarcerated populations. Bar
associations and entities such as the Federal Judicial Center must, therefore, establish programs
to educate judges, judicial clerks, and court officers about HIV disease.
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Report Number Five;
The Twin Epidemics of Substance Use and HIV
July 1991

. Expand drug abuse treatment so that all who apply for treatment can be accepted into treat-
ment programs. Continually work to improve the quality and effectiveness of drug abuse treat-
ment. -

- Remaove legal barriers to the purchase and possession of injection equipment. Such legal barri-
ers do not reduce illicit drug injection, They do, however, limit the availability of new/clean
injection equipment and therefore encourage the sharing of injection equipment, and the
increase in HIV transmission.

- The federal government must take the lead in developing and maintaining programs to prevent
HIV transmission related to licit and illicit drug use.

- Research and epidemiologic studies on the relationships between licit and illicit drug use and
HIV transmission should be greatly expanded and funding should be increased, not reduced or
merely held constant.

- Alllevels of government and the private sector need to mount a serious and sustained attack on
the social problems that promote licit and illicit drug use in American society.




Report of The Working Group on Social/Human Issues
April 1991

Barly Intervention and a Continuum of Care

Increased efforts must be made to reach those who have historically been denied access to health
care. These efforts must include the development and enhancement of health care and social ser-
vice providers within and by minority communities. .

Meaningful early intervention is more than the provision of AZT or other drugs to those with HIV
disease before they develop symptoms. Early intervention also entails psychological support, edu-
cation and counseling, substance use treatment and social services.

People living with HIV discase should be provided a continuum of care so that at every stage of ill-
ness they are cared for in the least restrictive setting possible, preserving the greatest degree of inde-
pendence. A responsive continuum of care will depend upon complex and intricate relationships
among public health agencies, community-based and voluntary organizations, hospitals, nursing
homes, and hospices.

Comprehensive models of medical and psychosocial care for asymptomatic and mildly symptomatic
individuals must be developed to ensure prevention and appropriate treatment, Stronger links are
needed ameng the HIV testing enterprise, the public health system, health care delivery systems,
and social services. In particular, case management programs should be supported, and evaluated
on an on-going basis. :

Spiritual counseling can be a critical component of care. Spiritual counseling should be encour-
aged, not only in the hospital setting, but also in the outpatient and home care environment. Pro-
fessional pastoral training programs, whether based in hospitals or graduate schools, should
include curricula designed to prepare trainees to care for people living with HIV disease.

Housing tailored to a range of medical and social needs is a critical part of the continuwm of care for
persons living with HIV disease. Congress should fund fully the AIDS Housing Opportunity Act of
1990.

There is a need for a consistent commitment to provision and expansion of drug treatment. Atten-
tion must be given to the development of care relevant to HIV disease. High quality HIV educa-
tion needs to be an integral part of all drug treatment programs. States should consider making
this an explicit requirement of licensure for drug treatment programs.

Delivering, Coordinating and Paying for Services

Planning is key to developing a coordinated and effective response to HIV disease and people living
with HIV disease must be included in planning activities. The planning process should be vigorously
directed by the governmental agencies responsible for planning the communities’ HIV response. Such
planning should include the private sector and members of affected communities. The receipt of
government funding should be conditional upon the establishment of relationships between ser-
vice providers and affected communities.

Leadership is essential. Leadership entails developing a vision of the response needed to meet the
challenge of the HIV epidemic in a community, developing a plan to realize it, and accepting
responsibility for its fulfillment.

Continued and increased government and private support of voluntary and community-based orga-
nizations is critical. Fledgling organizations established more recently to meet the needs of minority
communities may require special technical assistance and financial support.

Where the appropriate governmental entity is unable or unwilling to assume responsibility for plan-
ning and coordination, voluntary and community-based organizations should coordinate local efforts
to avoid needless duplication and support the creation of mechanisms to provide national volunteer
Ieadership, technical assistance, and resource sharing. Volunteer efforts are too important to be frag-
mentary and competitive, '

Cooperation and accountability is necessary in coordinating the resources of a panoply of service
providers and interest groups. Government leaders, elected and appointed, must vigorously support
the coordination effort.
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The HIV discase caseload will continue to skyrocket, even if HIV disease loses its salience as a
matter of public attention. Because of the disproportionate impact of HIV and its enormous
impact on already suffering communities, the federal government has the ultimate responsibility of
assuring that a continuum of medical, psychological, and social services are available to people living
with HIV disease. -

Testing and Counscling

It is inappropriate to create HIV antibody testing programs to identify asymptomatic individuals
for therapeutic interventions unless they include plans to deliver and pay for appropriate follow-up
services for a substantial majority of those screened.

Presently available or foreseeable therapeutic benefits cannot justify mandatory testing programs.
The prospect of therapeutic benefits is not a sufficient reason for abandening long-standing princi-
ples of informed consent.

Long-standing principles of confidentiality of medical information should not be abandoned, espe-
cially in light of the history of discrimination against persons with HIV disease.

HIV antibody testing must be accompanied by pre- and post-test counseling. People with both
positive and negative results should receive counseling. For those engaging in high-risk behaviors,
whether infected or not, counseling must be viewed as a sustained process. More comprehensive
standards are necessary to ensure consistently high quality counseling in a wide range of settings.
More trained counselors are needed.

Despite the potential therapeutic benefit of HIV antibody testing, there exists an array of educa-
tional and counseling interventions that can proceed independent of testing. Much more needs to be
done about education and prevention for women and people of color.

Those who design and implement education and prevention programs must have the freedom to use
explicit communication acceptable to the particular culture or group being addressed. Sound princi-
ples of health education demand that messages which encourage behavior change be in language
people understand and consistent with values that they accept.

Legal protections against discrimination and unwarranted disclosures of HIV status are even more
critical as more at risk individuals are encouraged to undergo HIV antibody testing for early inter-
vention. Mechanisms for the enforcement of the Americans with Disabilities Act and other anti-
discrimination provisions must be put into place, In particular, state and local laws against dis-
crimination must be rigorously enforced. Where such laws do not exist, or where they are weak,
they need to be established and strengthened.
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Working Group on Federal, State and Local Responsibilities
January 1990

Efforts in the public sector at all levels of government should be guided by broad policy goals.

The Working Group suggested that the policy goals identified by the National Association of

Counties Task Force on HIV Infection and AIDS could serve as a model for all levels of govern-

ment. These goals are: :

1. to end the HIV epidemic through prevention, education and research;

2. to assure access to treatment, care and support services for all persons with HIV infection;

3. to protect the civil rights of all citizens; and

4. to assure adequate funding for a continuum of HIV prevention, treatment, car¢ and support
services and HIV research through effective public sector-federal, state, and local govern-
ment and private sector leadership and partnership.

Federal, state and local governments should develop comprehensive plans for implementing
identified goals. These plans should be developed in response to the policy recommendations
of the National Commission on AIDS with interagency government representation and private
sector involvement, including community-based organizations and persons with HIV disease.

The Working Group strongly recommended that the federal government should immediate-
ly develop a forceful comprehensive national HIV plan addressing prevention, education, treat-
ment, care, support services, civil rights, research, and funding for these activities. The Presi-
dent should designate the Secretary of Health and Human Services to chair a cabinet-level Task
Force to develop the national implementation plan. While the National Commission on AIDS
fully intends to recommend policy goals for a national plan, the Commission believes it is
essential that a Task Force be in place to enhance government-wide implementation of such a
plan. In this way, those who are ultimately responsible for the implementation will have had an
active role in its development, thus enhancing the likelihood of implementation. The Task
Force should include each Department in the federal government and should solicit input from
state and local governments and the private sector, including community-based organizations
and persons with HIV disease.

The U.S. Housc of Representatives should, like the United States Senate, pass the Americans
with Disabilities Act and state and local governments should pass laws forbidding discrimina-
tion in areas not covered by the Americans with Disabilities Act or other federal statutes.

. Immediate action is necessary at the federal level to assist states, counties, and cities dispropor-

tionately impacted by the HIV epidemic. “Impact Aid"™-—disaster relief or direct emergency
relief—is needed to assist states and localities in developing a continuum of HIV prevention,
treatment, care, and support services.

. The issues of Health Care Financing and Health Care and Social Service Organization and

Delivery require a level of expertise and commitment of time that was net provided fer in this
working group session. The Working Group believes these issues would be best addressed by
the full Commission.

Incentives at the federal, state and local level need to be created to recruit, retain and train
human services personnel. The Working Group recommends that the federal government
should support a National Health Service Corps approach to involving more primary care
providers in the care of persons with HIV. Medicaid reimbursement rates for outpatient care
should be augmented and all universities {public and private) should include HIV education in
health professional education and training.

. Federal, state and local government should have in place policies to encourage the develop-

ment of housing programs that meet emergency, short-term and long-term needs of persons

with HIV. Congress should support legislation to establish housing programs that provide
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short-term and long-term housing with necessary support services. State legislation should
encourage flexibility in developing alternative housing and residential settings, Localities need
to address the “not-in-my-backyard” syndrome related to shelters and residencies, and work
closely with neighborhood groups.

. Federal, state and local governments and community-based agencies need to develop more
effective partnerships in HIV prevention, education and information. The Working Group
believes that federal restrictions on the use of education and prevention funds is counterpro-
ductive and prolongs the HIV epidemic. Restrictive legislative language appears to hinder states
and localities and community-based agencies in providing the prevention message in ways that
would reduce individual risk and limit the spread of HIV infection. Therefore, while states and
localities should be accountable for the federal funds they receive, the use of these dollars for
education and prevention programs should be flexible. Evaluation of these programs to detet-
mine what approaches work best is essential and these programs should be innovative, creative,
and culturally respectful, Finally, since community-based organizations are at the heart of HIV
education efforts, these agencies should be supported by all levels of government, including the
provision of support for education and training of agency staff and organizational development
assistance.

. The Working Group identified substance abuse prevention and treatment as a priority area
but time did net permit specific recommendations to be made. The Working Group recom-
mends that the full Commission address this issue.
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APPENDIX C

IMPLEMENTATION OF PRESIDENTIAL COMMISSION
RECOMMENDATIONS

In its enabling legislation, the National Commission on AIDS was called upon to
“[m]onitor the implementation of the recommendations of the Presidential Commissicn
: on the HIV Epidemic, modifying those recommendations as the Commission considers :
i appropriate.”! Monitoring the implementation of those recommendations has been a !
useful task for the National Commission, providing the National Commission with a ;
number of insights into the federal response to the epidemic. :
First, the recommendations were never used as the basis for a “national strategy” as
was originally intended by the Presidential Commission. As Chairman Watkins
expressed in his letter of transmittal to the President, “It is our hope, Mr. President, that
you will . . . use our report as your national strategy. . . . "2 Our failure as a nation to
adopt the recommendations and to mobilize the necessary resources to respond to the '
recommendations indicates a glaring need for a national plan to coordinate the federal f
response to the HIV epidemic. : }
Second, the process of monitoring the recommendations highlighted how fragmented |
and decentralized the response to the epidemic has been on the part of the federal gov- -
ernment. While some federal agencies have incorporated Presidential Commission rec-
ommendations into initiatives, these actions have taken place separate from other agen- . .
cies within their Department and separate from other federal Departments.
Third, there is a need for evaluation of initiatives on the federal level. No clear evalua-
tion tool was developed to gather useful information to monitor the response to the Pres-
idential Commission recommendations.
l

Historical Overview

In 1987 President Reagan established the Presidential Commission on the HIV Epi-
demic. After one year of hearings, the Presidential Commission produced a comprehen-
sive report, which included 597 recommendations, and presented it to the President on
June 27, 1988. The Institute of Medicine Committee for the Oversight of AIDS Activi-
ties, in a 1988 update of its book Confronting AIDS, stated that “. . . the commission has
made major contributions to the public’s understanding of HIV infection and AIDS and
to the development of a compassionate and informed response to the epidemic. Guided
by Admiral James D. Watkins’ strong leadership and open-minded approach, the com-
mission’s focused attention has been effective in bringing diverse public and private
resources to bear on a national problem.”>

Within the 597 recommendations, the Presidential Commission identified a number
of recommendations for immediate consideration by the federal government. Among
these were: (1) passage of federal, state, and local antidiscrimination laws dealing with
HIV as a disability in both the public and private sectors, (2} substance use treatment on
demand, (3) federal protections for confidentiality, (4) health care worker recruitment
and retention initiatives, (5) HIV education and prevention targeted to distinct popula-
tions as well as to the general public, {6) expansion of experimental drug trials, (7) health
care financing reform, (8) ensuring the safety of the blood supply, and (9} support for
international education and prevention efforts. .

The Presidential Commission presented the recommendations to President Reagan,
who then submitted them to his staff for evaluation. In July of 1988 four staff members I
from the Department of Health and Human Services (HHS) were detailed to the White |
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House to assist the Director of the Drug Abuse Policy Office to prepare a response to the
Presidential Commission recommendations. The staff created a form to standardize the
response information and sent the report to all executive branch agencies, asking themn to
respond to recommendations that fell under their purview. As a result of their review,
the staff determined that “40 percent of the commission’s recommendations with a fed-
eral component have already been completed, are underway or are planned. Another 30
percent are under consideration as part of the FY 1990 agency budget plans.”? L

On August 2, 1988, President Reagan announced the adoption of a “10-point plan of
action to advance the battle against AIDS and H1V consistent with the recommendations
of the Presidential Commission on AIDS.”® Of the 10 points included in the plan, 9 were
rephrased Presidential Commission recommendations, including 6 of the top 20 recom-
mendations. The 9 points were: (1} concern about substance abuse and its relation to
HIV, (2) increase in community-based education and prevention, (3) acceleration of
development, approval, and distribution of AIDS-related therapeutics, (4) support for
international education and prevention efforts, (5) ensuring the safety of the blood sup-
ply, (6) health care financing reform, (7) adoption of “HIV in the workplace” guidelines,
(8) creation of a special HIV emergency fund, and (9) review of Public Health Service
plan for combating HIV and designation of a mechanism to follow up on the recommen-
dations. The remaining point in the President’s plan was a rephrased sentence from the
intreduction to the Commission report, affirming the President’s commitment to alloca-
tion of adequate resources to combat the epidemic. The President also requested that the
Attorney General identify the best way for the “federal government to provide direction
and leadership to encourage non-discrimination for HIV infected individuals.””

The Office of the Director of Drug Abuse Policy was asked to update the recommen-
dations again in September and December of 1988. In July of 1989, the Public Health
Service’s National AIDS Program Office (NAPO) updated the responses in a selected
number of the report chapters in preparation for congressional hearings on AIDS treat-
ment and health care.

At the time that the National Commission on AIDS was created HHS had taken
responsibility for monitoring the response to the recommendations. The first involve-
ment of the National Commission in the monitoring process came in working with
NAPO to select a limited number of the recommendations to make the monitoring pro-
cess more efficient. National Commission staff, with the assistance of NAPO staff, elimi-
nated from consideration those recommendations that had been completed since the
release of the report and selected those recommendations that highlighted gaps in the
federal, state, and local responsibility, as well as those recommendations that the Nation-
al Commission held to be priorities, including those that addressed prevention, treat-
ment, research, and discrimination. The National Commission also eliminated those
recommendations that were identified as statements of guidance rather than calls for spe-
cific action. Once the number of recommendations had been narrowed down, the
National Commission asked NAPO to continue to serve as the liaison between the
National Commission and the agencies responsible for action on the recommendations
and to provide the National Commission with updates on progress being made on the
recommendations. NAPO currently provides the National Commission with regular
updates on those recommendations directed at HHS (a total of 113).

Quality of Responses
On the standardized response forms developed by the White House staff, agencies are
asked to determine whether or not the recommendations are the responsibility of the
federal government, indicate whether they agree or disagree with the recommendations,
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and indicate whether their agency has taken any action as a result of the recommenda-
tions. According to the updated responses by HHS, the Administration agreed with the
intent of 7 and has taken action on 8 of the 75 recommendations identified as the respon-
sibility of the federal government. The 7 recommendations that the Administration
agreed with and initiated action on included: (1) the signing of the Americans with Dis-
abilities Act {ADA), (2) new initiatives on behalf of the National Institutes of Health to
expand drug trials to include underrepresented groups, (3) a grant to the Network of
Runaway and Youth Services to provide HIV education and prevention to homeless and
runaway youth, (4) new demonstration projects to link primary care and drug treatment
for HIV-infected individuals and their families, (5) implementation of Diagnostic Relat-
ed Groups (DRGs) for Medicare-eligible HIV-infected patients, (6) state medical labora-
tory regulatory requirements proposed by the Health Care Financing Administration to
be used as state model law, and (7) the extension of COBRA from 18 to 29 months to
continue employer health insurance. The Administration disagreed with the intent of the
eighth recommendation, that funds be appropriated to support home health care pro-
grams for underinsured people with HIV. The Administration took action on the eighth
recommendation when Congress passed the HOPE Act {P.L. 100-607), which was signed
into law by the President on November 4, 1988, and which authorized funds for the
Health Resources and Services Administration to provide home health care to underin-
sured people with HIV.

It is unclear how much influence the Presidential Commission recommendations had

on the implementation of these initiatives. It is probably safe to say that the recommen- -

dations played a role in identifying these issues as important and that individual agencies
incorporated the recommendations of the Presidential Commission, along with those of
other external and internal groups, into their own priority setting.

The remaining 67 responses to the recommendations identified as the responsibility of
the federal government cite the continuation of ongoing federally sponsored projects as
fully or partially addressing the recommendations.

Within the recommendations identified as not the reponsiblity of the federal govern-
ment, there were three different categories of agency response:

1. The recommendation cited is not the responsibility of the federal government,
rather the federal government is setting an example for state and local government
and the private sector by incorporating the recommendation into federally based
programs.

2. The recommendation is not the responsibility of the federal government, but the
federal government has acknowledged the importance of the recommendation by
including it as an incentive for state and local governments and the private sector
to take the recommended action. Action on the recommendation becomes an
incentive either by having the federal agencies include the recommendation as cri-
teria for funding, or by providing funding and/or technical assistance specific to
the recommendation,

3. The recommendation is not the responsibility of the federal government and the
federal agencies are leaving it to state and local governments and the private sector
to address the recommendation in their own projects.

More Effective Process Needed for Evaluation
Unfortunately, the gathering of agency responses to the recommendations (even given
the limited number of recommendations that the National Commission identified as pri-
orities) has become a paper-driven rather that an evaluation-driven process. The most
recent updates provided by the agencies cite “no change” as their response to the majori-
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ty of the recommendations. Without comprehensive responses, the National Commis-
sion is unable to distinguish between those recommendations that have been successfully
completed and those that warrant additional action. Additionally, the agency responses
currently collected provide no information to the National Commission as to why those
recommendations that have been planned or under consideration for three years have
never been implemented.

Action on Additional Presidential Commission Recommendations

A number of recommendations that the federal government acted on were not among
the 113 identified by the National Commission. For example, federal agencies have taken
action on Presidential Commission recommendations concerning workplace discrimina-
tion, housing discrimination, and immigration policy. The Presidential Commission
asked that “[a]ll federal agencies should serve as a role model for the private sector by
immediately adopting and implementing the employment policies for HIV infected
workers described in the Office of Personnel Management guidelines.” When President
Reagan announced the adoption of his “10-point plan of action” against AIDS and HIV
he echoed the Presidential Commission’s recommendation by directing that “every fed-
eral agency adopt a policy based on the Office of Personnel guidelines on how to treat
HIV infected persons in the workplace.”® According to the Office of Personnel Manage-
ment’s evaluation of federal “AIDS in the workplace” policies, entitled “Implementation
of AIDS policy at the Installation Level,” only five federal agencies had not yet imple-
mented “AIDS in the workplace” policies, and these five all reported having drafts cur-
rently in the approval process.? :

The second recommendation stated that “federal antidiscrimination protection for
persons with disabilities, including persons with HIV infection, should be expanded to
cover housing that does not receive federal funds.”1® The Fair Housing Amendments
Act of 1988 revised the Fair Housing Act to protect handicapped persons. The law itself
does not contain specific language regarding HIV infection, but the Department of
Housing and Urban Development, in its final rule implementing the law, included HIV
in the listing of diseases that constitute a handicap.”11

There has also been considerable federal action on issues pertaining to HIV and immi-
gration policies. The Presidential Commission concurred with the World Health Orga-
nization’s statement that “screening of international travelers for HIV would require an
unjustified, immense diversion of resources from other critical programs of education,
protection of the blood supply and care.”12 Prior to 1987, HHS had the power to desig-
nate the diseases to be included on the list of “dangerous contagious diseases” that served
as warrants for the exclusion of persons wishing to enter the United States. In 1987
Congress added an amendment to the Supplemental Appropriations Act of 1987 (P.L.
100-71) that directed the President to add HIV infection to the “dangerous contagious
discases” list. '

In 1989 a number of scientific, medical, and humanitarian organizations criticized the
current U.S. visa practices.]® In protest to these practices, expected participants to both
the 6th International Conference on AIDS scheduled for San Francisco in June of 1990,
and the 19th International Congress on Hemophilia scheduled for Washin gton, D.C. in
August of 1990, announced their intention to boycott those meetings unless visa restric-
tions were changed. In December of 1989, the National Commission on AIDS released a
background paper on AIDS and immigration and called upon the Department of State,
the Department of Justice, and the Departmént of Health and Human Services to “con-
duct a comprehensive review of immigration policies as they regard communicable dis-
eases, particularly HIV infection, focusing on public health needs.”14 In response to the
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National Commission, as well as other concerned constituencies, Congress passed an
immigration law that directed HHS to evaluate the list of “dangerous contagious dis-
eases,” renamed as the list of “communicable diseases of public health significance” as it
relates to those entering the United States in late 1990.13 In congressional testimony in
1990, Dr. William Roper, Director of the Centers for Disease Control, testified concern-
ing the removal of HIV/AIDS and other sexually transmitted diseases (STDs) from the
list of dangerous contagious diseases, and stated that "

“lafliens with these diseases can no longer be considered a significant public health

threat to the United States. The sexually transmitted diseases proposed for deletion, as

well as HIV infection, are not transmitted by casual contact, through the air, or from

common vehicles—such as fomites, food, or water. Therefore an infected person in a

common or public setting does not place another individual inadvertently or unwill-

ingly at risk. Rather these diseases are primarily spread through voluntary expo-

sure.”10

In January of 1991, HHS revised the list, deleting a number of STDs, including HIV
infection, leaving “infectious tuberculosis” as the only “communicable disease of public
health significance” for which aliens, including refugees, can be excluded from the Unit-
ed States. :

As the June 1, 1991 deadline neared for decision about what list of diseases constituted
grounds for exclusion, a new debate apparently arose within the Administration around

the proposition that travelers should be dealt with separately from immigrants. One view -

in this discussion was that the costs of medical care for people with HIV infection or
AIDS made this disease a communicable disease of public health significance that should
result in exclusion of immigrants. The Commission has reviewed that issue and found
that present immigration law deals extensively and in detail with such economic con-
cerns in the exclusion of persons who wish to immigrate if they are likely at any time to
become a public charge. To single out HIV disease in this economic context seems irrele-
vant and highly discriminatory.

The issuance on May 31, 1991 of an interim rule that extends the same travel and
immigration restrictions as “communicable diseases of public health significance” that
previously were classified as “dangerous contagious diseases” defies public health knowl-
edge. This action perpetuates the misleading and discriminatory effects of prior HIV
inclusion on an outdated list of diseases. This has had the additional, serious side effect of
jeopardizing further important scientific meetings that are crucial to the efficient exchange
of scientific information and progress in the midst of this accelerating pandemic.

Conclusions

Over the course of the past two years, the National Commission on AIDS has submit-
ted a series of recommendations to the President and Congress in addition to those
included in this comprehensive report. Given the lack of federal response to the Presi-
dential Commission recommendations, the National Commission has had to re-recom-
mend a number of initiatives that were highlighted by the Presidential Commission.
National Commission recommendations that overlap with the Presidential Commission
recommendations include: (1) passage of antidiscrimination legislation, (2) intravenous
drug use treatment on demand, (3) expansion of health care provider recruitment initia-
tives including the National Health Service Corps, (4) expansion of clinical trials to
include underrepresented groups traditionally excluded from clinical research, such as
people of color, (5) development of comprehensive care programs, (6) creation of a fed-
eral interagency mechanism to coordinate a national plan, and (7} funds for housing
projects for people with HIV. The Congress and/or the President have taken some action
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to address all but two of these recommendations—treatment on demand and the creation
of a federal interagency mechanism to coordinate a national plan. The National Commis-
sion will continue to monitor the response to its own recommendations in its third year
and identify those areas of the national response that need additional initiatives.

The National Commission on AIDS has attempted to monitor the response to the Pres-
idential Commission recommendations and in the process has brought attention to a
number of deficiencies in the national response to the AIDS epidemic: lack of a compre-
hensive national plan, absence of federal leadership, and insufficient methods for evaluat-
ing HIV-related programs. As the successor to the Presidential Commission, the National
Commission will continue to monitor the national response to the HIV epidemic and call
for action from the federal as well as the state and local government and the private sector.
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APPENDIX D

PUBLIC LAW 100-607, NOVEMBER 4, 1988

Subtitle D—National Commission on Acquired
Immune Deficiency Syndrome -

SEC. 241. SHORT TITLE.

This subtitle may be cited as the “National Commission on
Acquired Immune Deficiency Syndrome Act”.
SEC. 242. ESTABLISHMENT.

There is established a commission to be known as the “National

Commission on Acquired Immune Deficiency Syndrome” (herein-
after in this Act referred to as the “Commission”).

SEC. 243. DUTIES OF COMMISSION.

(a) GeENERAL PURPOSE OF THE CommissioN.—The Commission shall
carry out activities for the purpose of promoting the development of
a national consensus on policy concerning acquired immune defi-
ciency syndrome (hereinafter in this subtitle referred to as “AIDS")

and of studying and making recommendations fer a consistent

national policy concerning AIDS.
(b) SuccessioN.—The Commission shall succeed the Presidential

Commission on the Human Immunodeficiency Virus Epidemic, .

established by Executive Order 12601, dated June 24, 1987.
() Funcrions.—The Commission shall perform the following
functions: .

(1) Monitor the implementation of the recommendations of
the Presidential Commission on the Human Immunodeficiency
Virus Epidemic, modifying those recommendations as the
Commission considers appropriate.

(2) Evaluate the adequacy of, and make recommendations
regarding, the financing of health care and research needs
relating to AIDS, including the allocation of resources to var-
ious Federal agencies and State and local governments and the
roles for and activities of private and public financing.

(3) Evaluate the adequacy of, and make recommendations
regarding, the dissemination of information that is essential to
the prevention of the spread of AIDS, and that recognizes the
special needs of minorities and the important role of the family,
educational institutions, religion, and community organizations
in education and prevention efforts.

(4) Address any necessary behavioral changes needed to
combat AIDS, taking into consideration the multiple moral,
ethical, and legal concerns involved, and make recommenda-
tions regarding testing and counseling concerning AIDS,
particularly with respect to maintaining confidentiality.

(5) Evaluate the adequacy of, and make recommendations

- regarding, Federal and State laws on civil rights relating to

(6) Evaluate the adequacy of, and make recommendations,
regarding the capability of the Federal Government to make
and implement policy concerning AIDS (and, to the extent
feasible to do so, other diseases, known and unknown, in the
future), including research and treatment, the availability of
clinical trials, education and the financing thereof, and includ-
ing specifically—
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(A) the streamlining of rules, regulations, and adminis-
trative procedures relating to the approval by the Food and
Drug Administration of new drugs and medical devices,
in(guding procedures for the release of experimental drugs;
o .

(B) the advancement of administrative consideration by
the Health Care Financing Administration relating to re-
imbursement for new drugs and medical devices approved —
by the Food and Drug Administration. :

(7) Evaluate the adequacy of, and make recommendations
regarding, international coordination and cooperation concern-
ing data collection, treatment modalities, and research concern-
ing AIDS.

SEC. 244. MEMBERSHIP.

(a) NUMBER AND APPOINTMENT.—

(1) ArpOINTMENT.—The Commission shall be composed of 15
members as follows: - '

(A) Five members shall be appointed by the President-- President of US.

(i) three of whom shall be—
(I} the Secretary of Health and Human Services;
(iI) the Administrator of Veterans’ Affairs; and
(ITI) the Secretary of Defense;
who shall be nonvoting members, except that, in the
case of a tie vote by the Commission, the Secretary of
Heg.lth and Human Services shall be a voting member;
an
(ii) two of whom shall be selected from the general
public on the basis of such individuals being specially
qualified to serve on the Commission by reason of their
education, traininmr experience.
(B) Five members shall be appointed by the Speaker of
the House of Representatives on the joint recommendation
of the Majority and Minority Leaders of the House of
Representatives.
(C) Five members shall be appointed by the President pro -
tempore of the Senate on the joint recommendation of the
Majority and Minority Leaders of the Senate.
(2) CONGRESSIONAL COMMITTEE RECOMMENDATIONS.—In
making appointments under subparagraphs (B) and (C) of para-
graph (1), the Majority and Minority Leaders of the House of
Representatives and the Senate shall duly consider the rec-
ommendations of the Chairmen and Ranking Minority Mem-
bers of committees with jurisdiction over laws contained in
chapter 17 of title 38, United States Code (relating to veterans’
health care), title XIX of the Social Security Act (42 U.S.C. 1901
et suﬁ.) (relating to Medicaid), and the Public Health Service Act
42 U.S.C. 201 et seq.} (relating to the Public Health Service).

(3) REQUIREMENTS OF APPOINTMENTS.—The Majority and
Minority Leaders of the Senate and the House of Representa-
tives shall-—

(A) select individuals who are specially qualified to serve
on the Commission by reason of their education, training,
or experience: and

(B) engage in consultations for the purpose of ensuring
that the expertise of the 10 members appointed by the
Speaker of the House of Representatives and the President
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pro tempore of the Senate shall provide as much of a
balance as possible and, to the greatest extent possible,
cover the fields of medicine, science, law, ethics, health-care
economics, and health-care and social services.

(4) TERM OF MEMEBERS.—Members of the Commission (other
than members a%)ginted under paragraph (I1XAXi) shall serve
for the life of the Commission. -

(5) VacaNcy.—A vacancy on the Commission shall be filled in
the manner in which the original appointment was made.

(b) CHAIRMAN.—Not later than 15 days after the members of the
Commission are appointed, such members shall select a Chairman
from among the members of the Commission.

(c) QuoruM.—Seven members of the Commission shall constitute
a quorum, but a lesser number may be authorized by the Commis-
sion to conduct hearings.

(d) MezeTiNGgs.—The Commission shall hold its first meeting on a
date specified by the Chairman, but such date shall not be earlier
than September 1, 1988, and not be later than 60 days after the date
of the enactment of this Act, or September 30, 1988, whichever is
later. After the initial meeting, the Commission shall meet at the
call of the Chairman or a majority of its members, but shall meet at
least three times.each year during the life of the Commission.

(e) Pavy.—Members of the Commission who are officers or em-
ployees or elected officials of a government entity shall receive no
. additional compensation by reason of their service on the
Commission.

(f) PEr DiEMm.—While away from their homes or regular places of
business in the performance of duties for the Commission, members

of the Commission shall be allowed travel expenses, including per

diem in lieu of subsistence, at rates authorized for employees of
agencies under sections 5702 and 5703 of title 5, United States Code.

(2) DEADLINE FOR APPOINTMENT.—Not earlier than July 11, 1988,
and not later than 45 days after the date of the enactment of this
Act, or August 1, 1988, whichever is later, the members of the
Commission shall be appointed.

SEC. 245. REPORTS.

(a) INTERIM REPORTS.—

(1) IN geNEraL.—Not later than 1 year after the date on
which the Commission is fully constituted under section 244(a),
the Commission shall prepare and submit to the President and
to the appropriate committees of Congress a comprehensive
report on the activities of the Commission to that date.

(2) ConTENTS.—The report submitted under paragraph (1)
shall include such findings, and such recommendations for
legislation and administrative action, as the Commission consid-
ers appropriate based on its activities to that date. -

81] REPORTS.—The Commission shall transmit such
other reports as it considers appropriate.

(b) FINAL REPORT.—

(1) IN GENERAL.—Not later than 2 years after the date on
which the Commission is fully constituted under section 244(a),
the Commission shall prepare and submit a final report to the
President and to the apFro riate committees of Congress.

(2) CoNTENTS.—The final report submitted under paragraph

(1) shall contain a detailed statement of the activities of the
Commission and of the findings and conclusions of the Commis-
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sion, including such recommendations for legislation and
administrative action as the Commission considers appropriate.

SEC. 246. EXECUTIVE DIRECTOR AND STAFF.

(a) Exgcutive DireCTOR.— i

(1) AproINTMENT.—The Commission shall have an Executive
Director who shall be appointed by the Chairman, with the
approval of the Commission, not later than 30 days after the
Chairman is selected.

(2) CompENnsaTiON.—The Executive Director shall be com-
pensated at a rate not to exceed the maximum rate of basic pay
payable under GS-18 of the General Schedule as n:om:ainec{)a in
title 5, United States Code.

(b) Srarr.—With the approval of the Commission, the Executive
Director may appoint and fix the compensation of such additional
personnel as the Executive Director considers necessary to carry out
the duties of the Commission.

{c) ArpLICABILITY OF C1vIL SERVICE LAWS.—The Executive Director
and the additional personnel of the Commission appointed under
subsection (b) may be Cag‘?oint.ed without regard to the provisions of
title 5, United States e, governing appointments in the competi-
tive service, and may be paid without regard to the provisions of
chapter 51 and subchapter III of chapter 53 of such title relating to
classification and General Schedule pay rates.

(d) ConsuLTANTS.—Subject to such rules as may be prescribed by
the Commission, the Executive Director may procure temporary or
intermittent services under section 3109(b) of title 5, United States
Code, at rates for individuals not to exceed $200 per day.

(e) Deranep PERSONNEL AND SuprorT SERVICES.—Upon the re-
quest of the Commission for the detail of personnel, or for adminis-
trative and support services, to assist the Commission in carrying
out its duties under this Act, the Secretary of Health and Human
Services and the Administrator of Veterans’ Affairs, either jointly
or separately, may on a reimbursable basis (1) detail to the Commis-
sion personnel of the Department of Health and Human Services or

the Veterans’ Administration, respectively, or (2) provide to the -

Commission administrative and support services. The Secretary and
the Administrator shall consult for the purpose of determining and
implementing an appropriate method for jointly or separately
detailing such personnel and providing such services.

SEC. 247. POWERS OF COMMISSION. i

(a) HEArINGs.—For the purpose of carrying out this Act, the
Commission may conduct such hearings, sit and act at such times
and places, take such testimony, and receive such evidence, as the
Commission considers appropriate. The Commission may administer
oaths or affirmations to witnesses appearing before the Commission.

(b) DELEGATION.—Any member or emptl:])(ree of the Commission
may, if authorized by the Commission, e any action that the
Commission is authorized to take under this Act.

(c) Access 10 INFORMATION.—The Commission may secure directly
from any executive department or agency such information as may
be necessary to enable the Commission to carry out this Act, except
to the extent that the department or agency is expressly prohibited
E% law from furnishing such information. On the request of the

i of the Commission, the head of such department or
agency shall furnish nonprohibited information to the Commission.
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(d) MaiLs.—The Commission may use the United States mails in
the same manner and under the same conditions as other depart-
ments and agencies of the United States.

SEC. 248. AUTHORIZATION OF APPROPRIATIONS.

There is authorized to be appropriated for fiscal year 1989
$2,000,000, and such sums as may be necessary in any subsequent
fiscal year, to carry out the purposes of this Act. Amounts appro-
priated pursuant to such authorization shall remain available until
expended. '

SEC. 249. TERMINATION.

The Commission shall cease to exist 30 days after the date on
which its final report is submitted under section 245b)}. The Presi-
dent may extend the life of the Commission for a period of not to
exceed 2 years. !
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APPENDIX E
COMMISSIONER BIOGRAPHIES

Chairman June E. Osborn, M.D., is Professor of Epidemiology and Dean of the School of Public
Health at the University of Michigan; she is also Professor of Pediatrics and Communicable Dis-
eases at the University of Michigan Medical School. She has served on numerous federal and non-
federal committees, currently including the Global Commission on AIDS for the World Health
Organization and the Robert Wood Johnsen Foundation National Advisory Committee for the
AIDS Health Services Project (Chair). Dr. Osborn has published extensively in the fields of virolo-
gy, public health, and public policy. She earned her M.D. at Case Western Reserve University
School of Medicine and did her pediatric residency at Harvard Hospitals. She is 2 member of both
the American Academy of Pediatrics and the American Academy of Microbiology. In 1986 she was
elected to membership in the Institute of Medicine of the National Academy of Sciences.

Vice Chairman David E. Rogers, M.D., completed his M.D. in 1948 at Cornell University and
served an internship and residency at Johns Hopkins. Ameng his important appointments are
those of Dean of Medicine and Vice President for Medical Affairs at Johns Hopkins University and
Medical Director of the Johns Hopkins Hospital. Dr. Rogers was appointed the first Walsh
McDermott University Professor of Medicine at the New York Hospital-Cornell University Medi-
cal Center in November 1986. For the 15 years preceding this appointment, Dr. Rogers was Presi-
dent of the Robert Wood Johnson Foundation in Princeton, New Jersey, the largest philanthropy
devoting its resources to alleviating problems in the health care of Americans. Dr. Rogers has been
very involved in the problems of AIDS, helding appointments as Chairman of the Advisory Coun-
cil of the AIDS Institute of New York State, member of the Citizens Commission on AIDS of New
York and New Jersey, Chair of the National Community AID$ Partnership, and Chair of the New
York City Mayoral Task Force on AIDS. :

Diane Ahrens is presently serving her 17th year as Commissioner of Ramsey County, Minne-
sota. She chaired the Human Services Steering Committee of the National Association of Counties
(NACO) from 1986-1988 and in 1988 was appointed chair of NACO’s task force on HIV/AIDS,
which formulated recommendations for all counties regarding their role in addressing the HIV epi-
demic. She earned her Masters degree in Religion and Higher Education at Yale University.

Scott Allen, of Dallas, Texas, serves as a consultant for Homeward, Inc., and specializes in tran-
sitional care. He has conducted extensive research on the spiritual, ethical, and psychological
dimensions of AIDS, He also provides direct pastoral care for people with AIDS, and is often called
upon to act as a liaison between people with AIDS and their religious community and/or family. In
addition, Reverend Allen is the founder and Co-Coordinator of the AIDS Interfaith Network of
Dallas, Chairperson of the Subcommittee on State Responsibility of the Special Texas Legislative
Task Force on AIDS, and Board Member of AIDS ARMS, a program to meet the special human
needs of people with AIDS. Reverend Allen earned his Masters in Divinity from the Golden Gate
Theological Seminary and served as pastor of the Pacific Baptist Church in California and as Minis-
ter of Education and Youth for the First Christian Church in Colorado Springs before joining the
Christian Life Commission in 1985,

Harlon L. Dalton is a Professor at Yale Law School and a leading authority on legal issues gener-
ated by the AIDS epidemic. His AIDS-related publications include AIDS and the Law: A Guide for
the Public, and “AIDS in Blackface,” Mr. Dalton serves on the AIDS Interfaith Network in New
Haven (chairperson), the Advisory Board of the Connecticut Consortium of AIDS, the Editorial
Board of the AIDS Alert, and the New Haven Mayor’s Task Force on AIDS. He earned his J.D-
from Yale Law School.
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Don C. Des Jarlais is currently the Director of Research for the Chemical Dependency Institute
of Beth Israel Medical Center, Deputy Director for AIDS Research with Narcotic and Drug
Research, Inc., and Professor of Community Medicine at Mount Sinai School of Medicine. He is
an international leader in the fields of AIDS and intravenous drug use and during the past seven
years has published over 100 scientific articles on the topics. He was the plenary speaker on intra-
venous drug use and AIDS at the 3rd, 4th, and 7th International Conferences on AIDS. He also
serves as a consultant to various institutions, including the Centers for Disease Control, the
National Institute on Drug Abuse, the National Academy of Sciences, and the World Health Orga-
nization. He is a Guest Investigator at Rockefeller University and a Visiting Professor of Psycholo-
gy at Columbia University. Dr. Des Jarlais earned his Doctorate of Philosophy in Social Psychology
from the University of Michigan.

Eunice Diaz, M.S., M.P.H,, a private health consultant, is a nationally known expert and speak-
er on the subject of AIDS in the Hispanic community, and a former board member of AIDS Project
Los Angeles. In addition, Ms. Diaz has served on numerous AlDS-related committees and panels,
including the Los Angeles County Commission on AIDS, the Planning Committee for the Surgeon
General's Conference on Pediatric AIDS, and most recently, the Task Force on AIDS of the Society
for Hospital Marketing and Public Relations, American Hospital Association, Ms. Diaz earned her
Master of Science and Master of Public Health at the Loma Linda University, She has received an
honorary doctorate degree in humanities.

Donald S. Goldman is an attorney in private practice as a partner in the West Orange, New Jer-
sey, law firm of Harkavy, Goldman, Goldman & Caprio. Active in The National Hemophilia Foun-
dation and its chapters for over 25 years, he served as its Chairman from 1983 to 1984 and its Presi-
dent from 1984 to 1986, Mr. Goldman coordinated The National Hemophilia Foundation’s efforts
to improve the safety of the nation’s blood supply, began many of its efforts in HIV risk reduction,
and introduced initiatives to improve hemophilia and HIV service delivery to minorities. Current-
ly he is also Vice President of the National Health Council, Inc. Mr. Goldman earned his J.I). from
Rutgers University and has published and lectured widely on legal aspects of hemophilia, HIV
infection, and other medical and ethical issues. He is a member of the Bar of New Jersey, the Unit-
ed States Court of Appeals for the Third Circuit, and the United States Supreme Court,

Larry Kessler is a founding member and Executive Director of the ATDS ACTION Committee
of Massachusetts, New England’s largest AIDS service organization, Beginning in 1983 as its only
paid staff member, Kessler organized a corps of volunteers to combat the AIDS epidemic through
education, service, advocacy, and outreach. He now oversees a staff of 75 full-time employees and
miore than 2,000 volunteers who provide support services to more than 1,400 men and wemen liv-
ing with AIDS and HIV, and educational programs for health care providers, the public, and com-

munities at risk of HIV infection. Kessler continues to play a leading role in advocating on the fed-

eral, state, and local levels for fair and effective AIDS policy and funding. He was an original
member of the Massachusetts Governor’s Task Force on AIDS and the Boston Mayor’s Task Force
on AIDS, under appointments by Governor Michael §. Dukakis and Mayor Raymond Flynn,
respectively. Kessler is a founding board member of the former National AIDS Network and the
AIDS ACTION Council in Washington, on whose board he continues to serve. Most recently, he
was named to the Advisory Boards of the Harvard AIDS Institute and the National Leadership
Coalition on AIDS. In 1987, Simmons College in Boston awarded him an Honorary Degree of
Doctor of Human Services.
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- Charles Konigsberg, M.D., M.P.H., is a public health physician. He most recently served as
Director of the Division of Health of the Kansas Department of Health and the Environment from
October 1988 to August 1991, Previously he was the District Health Program Supervisor and
Broward County Public Health Unit Director for the Department of Health and Rehabilitative Ser-
vices in Fort Lauderdale. In Florida Dr. Konigsberg represented the county health official perspec-
tive on the Governor’s AIDS Advisory Task Force. Dr. Konigsberg has also served as a consultant
to the Centers for Disease Control and the U.S. Public Health Service in the development of HIV
prevention and control strategies. He earned his M.D. from the University of Tennessee Center for
the Health Sciences and his Master of Public Health in Community Health Administration from
the University of North Carolina School of Public Health.

Belinda Ann Mason is a journalist and fiction writer who lives in rural Keniucky. In 1987 she
was diagnosed with HIV and thereafter with AIDS. In 1988 she founded the Kentuckiana People
With AIDS Coalition, the first organization of its kind in either Kentucky or Indiana. From 1989
to 1990 she served as President of the National Association of People With AIDS, and continues as
its Chair Emeritus. Since 1990 she has served on the board of the AIDS Action Council in Wash-
ington, D.C. She is the recipient of numerous honors and awards including a distinguished leader-
ship award from the Kentucky legislature.

J. Roy Rowland, M.D., is now serving his fourth term in the U.S, House of Representatives
(Democrat, Georgia’s Eighth Congressional District). As the only physician in Congress from 1985
to 1988, Congressman Rowland has provided leadership and insight on a number of health issues,
such as infant mortality, rural health, the veterans’ health system, and AIDS. His efforts on behalf
of the AIDS community include sponsoring the legislation that authorized creation of the National
Commission on AIDS and introducing a bill mandating study of AIDS among college students—
an idea that was adopted administratively by the Centers for Disease Control. Congressman Row-
land earned his M.D. from the Medical College of Georgia and maintained a family practice in cen-
tral Georgia for three decades before pursuing a political career.

Ex Officio

Richard B. Cheney was nominated by President Bush to be Secretary of Defense on March 10,
1989, was confirmed by the United States Senate on March 17, 1989, and took the oath of office on
March 21, 1989. In August 1974, when Gerald R. Ford assumed the presidency, Mr. Cheney served
on the Ford transition team, beginning in September 1974 as a Deputy Assistant to the President.
In November 1975, he was named Assistant to the President and White House Chief of Staff, a
position he held through the remainder of the Ford Administration, until January 1977, He
returned to his home state of Wyoming in May 1977 to resume private life. Mr. Cheney was elect-
ed to Congress in November 1978, He was reelected in 1980, 1982, 1984, 1986, and 1988.

Edward J. Derwinski, President Bush’s choice to become the first Secretary of the newly created
cabinet-level Department of Veterans Affairs, was confirmed by the Senate on March 2, 1989 and
sworn in on March 15, 1989. Secretary Derwinski directs the activities of the federal government’s
second largest department, responsible for a nationwide system of health care services and benefits
programs for America’s 27.3 million veterans. A member of the U.S. House of Representatives
from 1959 1o 1983, representing Illinois’ Fourth Congressional District, he was the senior minority
member of the House Foreign Affairs Committee, Post Office Committee, and Civil Service Com-
mittee. He played a major role in the passage of landmark civil service reform, postal service reor-
ganization, and foreign service reform legislation.




Louis W. Sullivan, M.D., was sworn in as Sccretary of Health and Human Services on March
10, 1989. As head of the Department of Health and Human Services, Dr. Sullivan oversees the fed-
eral agency responsible for the major health, welfare, food and drug safety, medical research, and
income security programs serving the American people. Dr. Sullivan came to HHS from the More-
house School of Medicine in Atlanta, Georgia. In July 1975, Dr. Sullivan became founding dean
and director of the medical education program at Morehouse College. In July 1, 1981 when the
School of Medicine became independent from Morehouse College he served as its first dean and
president. In April 1985, the Morehouse School of Medicine was fully accredited and on May 17,
1985, the school awarded the M.D. degree to its first 16 graduates.
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APPENDIX F
COMMISSION DOCUMENTS

For any of the following information please contact:
The National Commission on Acquired Immune Deficiency Syndrome
1730 K Street, N.W., Suite 815
Washington, D.C. 20006
(202) 254-5125. =
Records are kept of all Commission proceedings and are available for
public inspection at this address.

Reports

First Interim Report to the President and the Congress: “Failure of U.S. Health Care
- System to Deal with HIV Epidemic.” December 1989.

Working Group Summary Report on Federal, State, and Local Responsibilities. March 1990.

Second Interim Report to the President and the Congress: “Leadership, Legislation, and
Regulation.” April 1990.

Third Interim Report to the President and Congress: “Research, the Work Force, and the
HIV Epidemic in Rural America.” August 1990.

Annual Report to the President and the Congress. August 1990,

Fourth Interim Report to the President and the Congress: “HIV Disease in Correctional
Facilities,” March 1991,

Report of the Working Group on Social and Human Issues to the National Commission on
AIDS. April 1991.

Fifth Interim Report to the President and the Congress: “The Twin Epidemics of Substance
Use and HIV.” August 1991,
Statements
Support for' Passage of the Americans with Disabilities Act. September 6, 1989.
Support for Increase in AIDS Funding in the FY ‘90 Appropriations Bill. September 19, 1989.
Support for the Goal of Treatment on Demand for Drug Users. September 26, 1989,

Support for Continued Funding of Research on Effectiveness of Bleach Distribution.
November 7, 1989,

Endorsement of Principles and Objectives of Comprehensive AIDS Resources Emergency
(CARE) Act of 1990. March 6, 1590.
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Despite Debate Among Epidemiologist, HIV Epidemic Will Have Greater Impact in 1990s
than 1980s. March 15, 1990.

Endorsement of Principles and Objectives of AIDS Prevention Act (H.R. 4470) and Medicaid
AIDS and HIV Amendments Act of 1990 (H.R. 4080). May 11, 1950,

Endorsement of Principles and Objectives of the Ryan White CARE Act of 1990. March 6, 1991.

Information on the Commission
Commission Fact Sheet
Individual Commissioner Biographies

Public Law 100-607 {Creation of the National Commission on AIDS)




