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ACQUIRED IMMUNE DEFICIENCY SYNDROME
(AIDS) AND THE VETERANS’ ADMINISTRATION

Wednesday, June 17, 1987

U.S. House oF REPRESENTATIVES,
SuBCOMMITTEE ON HosPITALS AND HEALTH CARE,
COMMITTEE ON V ETERANS’ AFFAIRS,
Washington, D.C.

The subcommittee met, pursuant to notice, at 10 a.m., in room
334, Cannon House Office Building, Hon. G. V. (Sonny) Montgom-
ery (chairman of the subcommittee] presiding.

Present: R2presentatives Montgomery, McEwen, Rowland of Con-
necticut, Burton, Penny, Rowland of Georgia, Kennedy, Kanjorski
and Harris.

Also present: Representative Evans.

OPENING STATEMENT OF CHAIRMAN MONTGOMERY

Mr. MoNTGOMERY. Good morning. The Subcommittee on Hospi-
tals and Health Care will come to order.

The subcommittee meets this morning to raceive testimony about
the most serious health matter to face this country during this cen-
tury, Acquired Immune Deficiency Syndrome, known as AIDS.

As if the terrible human suffering of this disease were not
enough, the enormous burden on health care resources reminds us
of the size of the problem. Fiscal and human resources devoted to
AIDS are increasing. Treatment costs are high. Research costs are
high and health education costs are also very high.

While some large gains in knowledge have been experienced, the
common wisdom of the capable people who are working in this
area is that several years will elapse before a vaccine is developed,
and even longer before a cure can be expected.

It is critical that the Nation—and that the Veterar.s’ Administra-
tion, as a large part of the U.S. capacity to deliver health care—
come to terms with AIDS, and that means in all aspects. And as
chairman of the House Veterans’ Affairs Committee I have talked
to our research people in the Veterans’ Administration. We prob-
ably have the best research facilities in place than any other Gov-
ernment agency in this country. I have suggested and pleaded that
our VA research people go out and find cures for AIDS and find
the vaccine that would do the job. And thanks to Dr. Rowland, Roy
Rowland of Georgia, a member of this commit.ee, the only physi-
cian in the Congress of the United States—he has asked me to
have this hearing.
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We and the VA will be totally involved in AIDS. Not only are
veterans getting AIDS, but they're coming into our facilities and
they're talking about a testing program for veterans. So we hope
we will gain something—we know we will gain something from
having this hearing.
61[’]I‘he prepared statement of Chairman Montgomery appears on p.

Mr. MonTcoMERY. Dr. Rowland, I will be in and out. While I'm
gone I hope you wonld preside. Do you have any comments before
we call our first witnesses?

OPENING STATEMENT OF HON. J. ROY ROWLARND

Dr. Rowranp of Georgia. Mr. Chairman, good morning, and good
morning to everyone. I want to thank you and commend you for
having this heuring.

Mr. Chairman, in my opinion over the past several weeks, de-
bates on subjects related to Acquired Immune Deficiency Syndrome
have really degeneratasd into partisan politics and philosophical po-
lemics. What is needed is a scientifically-oriented, integrated na-
tional policy, and we don’t have that at this time. Together as a
Nation, and for that matter the world, we are facing an over-
whelmingly threatening disease with a potential which I believe is
worse than the Black Death of the 15th century in Europe. And
yet, we are quarreling and debating our concerns as individuals.

Mr. Chairman, let there be no mistake. AIDS is a disease of
people. Some believe it is a tragedy only for those whose behavior
caused their suffering; but in fact, like every disease, from the
merely inconvenient to the fatal, AIDS knows no morality. It is not
judgmental. It is an affliction that is transmitted through blood
and other body fluids, especially by intimate sexual contact and by
drug abuse. But its victims are either the newborn or the old, male
or female, rich or poor, devout or not.

Mr. Chairman, it is paradoxical that the discovery and identifica-
tion of this virus—or perhaps, several viruses that attack the
inimune system in the body—has required the most sophisticated
medical technology that has yet been developed by man. And yet,
we can control its spread by using the most basic medical princi-
ples and education. Increasingly accurate tests for AIDS antibodies
which are becoming more available require more and better-
trained technicians and more complex laboratory equipment; and
yet, ordinary changes in behavior can do much to prevent its
spread—the use of commonly-available sexual protections, the use
of regular medical decontamination procedures, and the preve.ition
of multiple use of hypodermic needles, to name a few. This paradox
of sophisticated and simple only makes the fear of AIDS worse. We
who are accustomed to miracles of medicine are anxious about the
time that it is taking to find a treatment and a cure. We, who are
“can-do” Americans, are mistrustful of low grammar prevention
and education programs that are promoted by health experts today
for AIDS. We who are accustomed to the Government taking the
lead in national crises are sorely agitated by the divisiveness
among our leaders.
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Mr. Chairman, when ! came to Congress in 1983, we faced a dif-
ferent crisis. The Social Security System was mortally ill at that
time. What happened was that people of all ideological sides came
together as one, and a Social Security Commission, comprised of
politicians and economists and administrators and ordinary citizens
came together, in nonpartisan manner, to develop solutions. And
the Congress, in a display of statesmanship, acted on those recom-
i ndations.

Vhat we need now is another commission, formed of the same
ki..d of people who are able to sce the greater good: scientists, re-
searchers, Members of Congress, health care providers, ordinary
citizens, representing many points of view.

Certainly, research and education will be a part of the solutions
recommended by such a commission. Perhaps the most important
rﬁsoult, however, would be the unity of effort that would come
about.

The VA, with its $10 billion medical care budget, would be im-
pacted by any recommendations by such a commission. Veterans
are not resistant to the infection, and the VA’s infrastructure in
research, in medical education and health care delivery is already
being hard-hit by the demands of AIDS.

Today we hope to start towards the development of a unified
strategy for AIDS. We must have a nationai policy, a national plan
of attack; but what I have seen thus far is at best unclear, and at
worst, confusing. At the very least, in this committee, we need to
understand the VA’s role in this national policy.

I really do appreciate our witnesses being here today. The de-
mands that have been placed on their time as experts in AIDS are
enormous, and their tireless efforts are greatly appreciated.

Mr. Chairman, thank you very much.

Mr. MonTGOMERY. Thank you, Dr. Rowland. And I want to stress
again that you feel very strongly in this area and you asked the
chairman to have these hearings, and they will be beneficial.

Dr. Gronvall, as I recognize other members, why don’t you come
to the witness table with those people who are with you? We will
go around and recognize Lane Evans, a member of this stbcommit-
tee.

Mr. Evans. Mr. Chairman, actually, I'm not a member of the
subcommittee. I'm just sitting in. I appreciate that opportunity and
I do applaud you for holding this hearing. I associate myself with
Dr. Rowland’s remarks; they are right on target. Because %his is a
problem concerning our veterans, as well as other people in our so-
ciety, we're going to have to be more involved in the future with
this problem, and I think this is a s*art here today. So we appreci-
ate your holding the hearings and would be glad to help, Mr.
Chairman.

Mr. MoNTGOMERY. Thank you.

Mr. Kennedy.

OPENING STATEMENT OF HON. JOSEPH P. KENNEDY

Mr. Kenngpy. Thank you, Mr. Chairman.
Mr. Chairman and Dr. Rowland, I want to commend you on
having these hearings today. I know that this committee has heen
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concerned with AIDS amongst the veterans for many years now;
this is not a recent development on this committee.

It does seem, in our country today, that we really do face a crisis.
The crisis, I believe, emanates out of the lack of leadership that
has taken place. It seems that in the Congress itself, we have 435
Congressmen going home each weekend, espousing their own indi-
vidual AIDS policies; we have 100 Senators doing the same thing,
over 50 Governors doing the same thing. We have a Surgeon Gen-
eral whose report is ignorad by the highest levels of leadership in
our country, and it just seems that a national AIDS policy that
would deal with the basic educational needs on how to avoid AIDS;
if we could come up with a voluntary, not mandatory, testing pro-
gram so that we don’t drive AIDS victims underground; and that
we have a research program that enables us to get on top of this
disease over a period of time, is really the best possible policy that
we cau try to come to grips with.

I am very interested in trying to learn from Dr. Gronvall what
the VA’s specific policy will be with regard to AIDS, and has been
with regard to AIDS; specifically, what kind of care will be provid-
ed for the patients that have AIDS, what kinds of ideas they have
with regard to voluntary testing and the kind of counseling that
would be followed up with that testing, and the kind of education
they would like to see veterans of America, who have been willing
to put their lives on the line for this country—what they feel is the
appropriate way to educate those individuals and protect them
against this dreaded disease.

So thank you very much. I am looking forward to your testimo-
ny.

Mr. MonTGOMERY. Thank you, Joe.

Bo» McEwen of Ohio?

OPENING STATEMENT OF HON. BOB MCEWEN

Mr. MCEweN. Thank you, Mr. Chairman. With your permission I
would ask that the statement of the ranking member be inserted in
the record at this time.

Mr. MonTtGoMERY. Without objection. John Paul Hammer-
schmidt had a markup and he’ll try to get over here later on.
6_[The statement of Hon. John Paul Hammerschmidt appears on p.

5

Mr. MCEweN. Mr. Chairman, I would just simply state that the
AIDS issue has touched the social fabric ana the consciousness of
the American people. There is an increasing concern among our
citizens about how our Government should address this issue of na-
tional dimensions, as well as international proportions.

In my view, it is extremely important that we understand the
complexities of the many policy-related and social matters associat-
ed with this disease. As Members of Congress we want to do what
is right. We want to be in a position to fully comprehend all that it
impacts, and we want to be better suited to undertake the appro-
priate policy measures to ensure the public health and safety of
our citizens.

Mr. Chairman, this is a major and unique challenge that we are
addressing. It must be done in a pragmatic and expeditious
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manner. I look forward to the comments of the witnesses here
today, and I want to express my appreciation for their willingness
to participate in this important effort.

I thank you, Mr. Chairman.

Mr. MoNTcOMERY. Thank you, Bob.

Dr. Gronvall?

STATEMENT OF JOHN GRONVALL, M.D., CHIEF MEDICAL DIREC-
TOR, VETERANS’ ADMINISTRATION; ACCOMPANIED BY:
HOWARD COHN, M.D., DEPUTY ASSISTAN1 CHIEF MEDICAL DI-
RECTOR FOR CLINICAL AFFAIRS; RICHARD J. GREENE, M.D.,
ASSISTANT CHIEF MEDICAL DIRECTOR FOR RESEARCH AND
DEVELOPMENT; SUSAN MATHER, M.D., CHIEF OF PULMONARY
AND INFECTIOUS DISEASES; ROBERT LINNSEY, DIRECTOR FOR
OPERATIONS; AND RALPH IBEON, DEPU: Y ASSISTANT GENER-
AL COUNSEL

Dr. GronvaLL. Thank you very much, Mr. Chairman. It is a
privilege for us to be here at this very imprrtant hearing. Let me
just briefly introduce the witnesses from the Veterans' Administra-
tion who are here with me.

Of'I‘o my far left, Mr. Ralph Ibson from our General Counsel’s
fice.

To my immediate left, Dr. Richard Greene, who is head of the
research program throughout the VA.

To my immediate right, Dr. Howard Cohn, who is Deputy Assist-
ant Chief Medical Director for Clinical Affairs and has had a very
important leadership role in planning our effort in regard to AIDS
in the VA,

Nex. to Dr. Cohn is Mr. Robert Lindsey, our Director for Oper-
ations.

To his right. Dr. Susan Mather who heads our Pulmonary and
Infectious Disease Program in the Central Office.

Mr. Chairma.:, we have submitted a detailed written statement
which I would appreciate having included in the record of the hear-
ing.

Mr. MonTGoMERY. Without objection, your prepared statement
will appear in the record immediately following your oral presenta-
tion.

Dr. GronvALL. Thank you very much.

Let me summarize quite briefly some comments about AIDS. As
I said, it is a privilege for us to be here io update the committee on
the status of AIDS in the Veterans’ Administration.

This disease, as has been pointed out, of course, is a devastating
one. It is quite clear now that AIDS is emerging as the first major
lethal world-wide epidemic or pandemic of the second half of the
20th century. The Veterans' Administration health care system is
a very major part of the resources that this Nation has to care for
individuals suffering from this disease, and also to participate in
the research that will eventually, of course, bring it under control.

At this time, over 1.5 million people in the United States are be-
lieved to be infected, although many feel that even this is a very
conservative figure. The estimate of how many infected peopie go
on to develop the frank disease is in dispute. Estimates range from
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25 percent to 70 perceat. To date, nnce the disease is established,
no cures have been reported.

Within Veterans’ Administration during the perioc September
1983 to May 1987, 2,014 cases of the “full-blown” disease have been
reported; 111 of cur 172 Medical Centers have had at least one
case, although the impact is heaviest in our hospitals on the East
Coast and on the West Coast. As we have tried to look ahead and
make prcjections we believe that by 1991 our cumulative experi-
ence may reach as high as 14,000 cases of AIDS in veterans.

Treatment of this disease, of cou:se, requires a very dedicated
team of medical specialists and subspecialists, and it alsv places an
enormous buiden on our nurses, social workers, chaplains, and
many other people in our hospitals that support and assist these
patients.

We have expanded our laboratories so that we can do AIDS test-
ing at Lexington, New York, Albuquerque, San Francisco, Denver
and New Orleans, and we’re considering further expansion of our
lahoratory capability.

During fiscal year 1985 we estimated that it cost the Veterans’
Administration some $38,000 per year for each veteran we were
treating with AIDS. We have studied this more recently and find
that the cost has declined to something like $24,000 per year. The
reason for this is that the length of stay in our hospitals and the
use of intensive care units has declined as we’ve gotten more expe-
rience with veterans suffering from this disease. At the present
time, for this year, we are using about $20,000 per year per veteran
as the estimate for the cost of care.

Although the cost per veteran has come down, because the
number of cases we're experiencing continues to Jdramatically in-
crease, we've had to make a supplemental funding allocation this
year to our Medical Centers that have treated more than 15 cases.

Of course, as we look to tke future, new drugs and new treat-
ments as they become available may remarkably change our cost
experience, and the experience could change in either direction as
we either gain contral of the disease and reduce its dramatic cost
or discover new treatments which, themselves, may be very expen-
sive. So the future in terms of cost is very hard to predict.

We are working, of course, very closely with other Federal agen-
cies. We work closely with the Department of Defense. We collabo-
rate with the Department of Health and Human Services, particu-
Jarly the Centers for Disease Control, and we’re part of an intrago-
vernmental task ferce on AIDS health care delivery. We also par-
*A‘jg)gte actively in White House Working Group deliberations on

The President recently called for a review of all Federal pro-
grams where expanded testing would be appropriate, and this
review is underway.

A brief comment in regard to research. Our statement illustrates
some of the research going on I would just say that the VA is en-
gaged in the entire spectrum of research on AIDS, including basic
science studies having to do with the action of the AIDS virus al’
the way to clinical trials of various drugs that may be helpful in
this disease. We are carrying out a particularly important large-
scale clinical control trial to see whether the drug known as AZT

ERIC 10




7

will be effective in preventing so-called “AIDS-related complex”
from progressing to the full-blo'vn disease of AIDS, and the results
of this trial will, of course, be very important to the Nation. This
trial is supported by special AIDS research disease funds from the
Department of Defense.

Mr. Chairman, it’s clear that the future course of this disease
and its health and social consequences can really only be dimly
predicted at this time, but we are entirely committed to ensure
that the Veterans’ Administration does not overlook any opportu-
nity to contribute to bringing this scourge under control. At this
moment we are taking steps to strengthen our own organization to
ensure that we can better plan our patient care activities, our re-
search programs, and our educational co~tributions to this fight,
and in that regard we very much appreciate the support of this
committee as we continue this work.

Mr. Chairman, with this brief introduction, my colleagues and I
would be pleased to answer questions that you or the committee
may have. Thank you.

[The prepared statement Dr. Gronval! appears on p. 72.]

Mr. MontGoMERY. Well, thank you for that very good summary.
It does give the members a chance to ask some questions and make
some comments.

Befcre yielding to Dr. Rowland, who has a number of questions,
the Chair would request that members stay within the 5-minute
limit and then we’ll come back around again and ask questions.

Let the Chair start, and I'll operate under the 5-minute rule, too.
Maybe Dr. Greene can h~lp on this. On medical care in the Federal
Government, who has the largest research divisions in the Govern-
ment? Is it DOD? Is it the V .? Is it Public Health? Who, Dr.
Greene?

Dr. GreenNe. Well, I think the NIH certainly has the largest
single program in any biomedical research activity, about a $5 bil-
lion effort, so that is certainly the lead agency for research in any
area.

Mr. MontGOMERY. Who is next, in your opinicn? Where does the
VA come in on medical research? I thought we had a lot of people
doing a lot of work out there all over the country.

Dr. Greene. Well, we do. We have a very substantial program,
supported by approximately $200 million of appropriated funds and
probably $100 million in funds from other agencies, supporting
about 5,000 investigators. So we are probably the second largest
agency of the Federal Government involved in research in the bio-
medicai area.

Mr. MonNtGOMERY. Am I being overenthusiastic by being excited
that, with your research facilities, you could l.elp or contribute in
some way to bringing this AIDS disaster under control?

Dr. GreenNe. Well, I don’t think it's overenthusiasm. We are very
hopeful that we can make a major centribution, and I think our
investigators are in tact engaged, as Dr. Gronvall said, in all areas
of research, from very basic research on the AIDS virus to con-
trolled clinical trials. I think we will and are making a major cor.-
tribution.
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Mr. MontGoMERY. And who do you coordinate your research
with in the Government and in the private sector? Or is there coop-
eration, assignment of certain areas to work in?

Dr. GreenE. Well, we work with our colleagues at NIH. We have
representation on all the NIH councils. In the private sector, we
are working with industry—in fact, the AZT trial is supported in
part by Burroughs-Welcome, who makes the drug. So there is very
good cooperation, I believe, with other Federal agencies and with
industry.

Mr. MonTGOMERY. Well, I know in the VA medical research sev-
eral years ago, that some of the researchers in the Veterans’ Ad-
ministration won two Nobel Prizes. I know we can do it. This is a
great challenge to the VA. I, as chairman of this committee am
certainly interested that you do all you can out there, Dr. Gronvall,
and make the requests for funding that you need and we’ll try to
get it for you.

Dr. GrRonvaALL. Well, Mr. Chairman, I would just amplify and em-
phasize what Dr. Greene said. It’s clear that the solution to this
problezu will come out of research laboratory work as we under-
stand how the virus infects and affects people and find some way to
first cure, and then hopefully entirely prevent, and hopefully some
day entirely eliminate the disease. And so e are taking every step
we can to strengthen research. During this year we are soliciting
an expanded number of proposals to be developed in our Medical
Centers. We will be identifying particular Medical Centers that
have extraordinary expertise in this area, and we will be expand-
ing their funding. As Dr. Grecne said, we work in close collabora-
tion with the other research parts of the Federal Government, and
we intend to miss no opportunity to make a contribution to bring-
ing this scourge under control.

Mr. MonTcomERY. Thank you very much.

Dr. Rowland?

Dr. RowLaND of Georgia. Thank you, Mr. Chairman.

Dr. Gronvall, we should all be very much concerned about identi-
fying those people that are seropositive. We know that it takes
from a few weeks to several months for a person to develop enough
antibodies to become seropositive.

In thinking about that, how often do you think that we should

test Q)eople in order to maximize identifying those that are seropo-
sitive?

Dr. GronvaLL. Let me ask Dr. Cohn to make a more specific
comment. I would introduce his comment only by saying that you
are quite right, that there is a silent period between the time of
infection and the time antibodies develop. Hopefully, within the
reasonably near future we will have a test that detects for the pres-
ence of the virus itself rather than the body’s response to the virus.
When that becomes available, of course, then we'll be able to do a
direct test and identify the presence of the virus, so that will surely
improve our testing.

Dr. Cohn, can you comment on the frequency of testing?

Dr. Coun. Thank you, Dr. Gronvall.

Dr. Rowland, I appreciate your question. Testing is a complicated
issue, as is almost every issue that one discusses under the frame-
work of AIDS. Let me make some of the following comments:
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First of all, in terms of definition, I think we ought to all under-
stand that what we are really testing for is the antibody to the
AIDS virus, not to the virus itself in terms of the currently-market-
ed ELISA test and the confirmatory Western Blot.

Antibody testing is certainly essential in screening blood and
organ donors, and I think we all must remember that the tests
were originclly designed for that purpose and not for the purpose
of doing clirical testing, if you will. Certainly, the AIDS antibody
test is helpful or - ‘butory in making or establi-hing a diagnosis
of AIDS, but it in and of itself establish the diagnosis. The
diagnosis of Ai essentially a clinical diagnosis based on the
spectrum of illness that a patient would present.

Now, false positives do occur, and false negatives do occur. They
are relatively infrequent but they can occur, and we know that in
low prevalence regions or populations—for example, multiparous—
the rate of false positives would be relatively high compared to
high prevalence regions for testing.

It’s my personal opinion—and, I think, in coordination with Dr.
Gronvall's—that testing should probably be expanded, and that
that testing should probably be conducted among those groups at
highest risk. Testing, in my opinion, should be always voluntary,
and there is no place in my opinion for unauthorized testing.

Counseling must accompany testing. Without counseling there
can be no testing, in my opinion, and that includes both pre- and
post-test counseling. And I might say at this poini that counseling
is expensive; in fact, people have done cost estimates for both pre
and post-test counseling, depending on whether the HIV is negative
or positive, and that is reasonably expensive. There are cost analy-
ses of that.

Clearly, we need better screening tests. As Dr. Gronvall has al-
ready alluded to, better screening tests are emerging and I think
several are in front of FDA for further consideration and, presum-
ably, eventval marketing, including a test called the Cambridge
test.

More specifically to your question, what is the frequency, per-
haps, with which high risk populations should be screened? Should
they be screened yearly? Should they be screened monthly? Should
they be screened quarterly? Sir, I don’t know the precise or the
exact answer to that. I think that’s still open for consideration and
discussion among the experts, and I think again it would depend
upon the circumstances in a given individual or a given case as to
what the answer to that question should be. I don’t think you can
give a blanket answer,

There is, of course, the lag period or “window” period that you
yourself addressed in your opening i1emarks, indeed, when people
who are infected could test falsely negative, and that period can be
anywhere from zero to 4 to 6 weeks.

Certainly, the neec for education is paramount regardless of
antibody state, and that’s very important.

Thank you.

Dr. Rowranp of Georgia. Thank you for that very erudite
answer, Dr. Cohn.

We have another sexually-transmitted disease that we were
never able to identify the organism itself, and that's syphilis, and
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in the latent period we nzver found the spirochete. We did elabo-
rate the antibocizs in the VDRL and the clinical picture, and we
made the diagnosis of syphilis. Of course, in the primary stage you
can li1den1:ify the spirochete and you are able to make the diagnosis
on that.

So I think that there is a possibility that we may never be able
to identify the virus, although that is what we are looking for as a
way of diagnosing this. And at this particular point, we will have
to rely on the fact that antibodies are present; thus the clinical pic-
ture, as you indicated.

I think in those respects, syphilis—which we have known about
for many, many years—and AIDS, which we've only known about
for some 6 years now, are very similar.

I see that my time is up now, but I just would like to ask one
more question relative to what we are talking about.

Does the fact that if a person tests negative when the ELISA test
is done—would that cause that individual to be less concerned and
less cautious about their activity?

Dr. Conn. No, sir. One would have to examine, of course, what
the reasons were behind the performance of the test to begin with.
And if we can assume for the purpose of your question that this
person may have been a member of a high-risk group—for exam-
ple, a person attending a sexually-transmitted disease clinic or an
individual earolled in a methadone maintenance program—clearly,
a negative result is not the end, and that is the purpose of post-test
counseling for negative results. And obviously, we have to embark
upon discussion about safe sex practices. We have to talk about the
potential contacts thet that individual may have, so it is not the
end; it’s really but a beginning. And it also brings up your former
question, what is the frequency with which you would test that in-
dividual?

Dr. GronvaLL. If I may, Mr. Chairman, add a sentence to that
question,

Dr. Cohn used the term, something like “incredible complexity of
every question” in regard to AIDS. In the best instance, if an indi-
vidual, let us say, is a drug abuser or has engaged in practices that
might have exposed him or her to infection and then a test is done
and it becomes apparent that the person is not affected, with ap-
propriate counseling that might be a very powerful influence to say
to the individual, look, you are very lucky; you have escaped infec-
tion; but if you don’t change what you are doing, it is predictable
that you are highly likely to incur this fatal disease. So it might
provide a very powerful incentive.

To flip to the other side, in the worst instance where a test is
done and it turns out to be positive, there is in fact some very dis-
turbing evidence to suggest that among some people a kind of fatal-
istic response occurs: well, since I'm already infected, why should I
give up anything 'm doing? It doesn’t make any difference now be-
cause it’s too late.

So exactly the wrong outcome can occur in either case. Again,
that all reemphasizes, I think, the extraordinary importance of ap-
propriate counseling to assist every individual to make the best de-
cision to change behavior to prevent or reduce further risk to the
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individual, himself or herself, or to others. It's a very complicated
matter.

Mr. MontGgoMERY. Thank you, Dr. Rowland. We will get back to
you in just a few minutes, and I want you to ask those questions.
You’re very familiar with the situation. You have the expertise
that other committees do not have in the Zongress of the United
States, and we want to take advantage of that.

Lane Evans?

Mr. Evans. Thank you, Mr. Chairman.

Doctor, I just have a few questions concerning the cost and, I
guess, the eligibility of veterans for care through VA.

First, you indicated that you estimated that the costs had gone
down. For fiscal year 1985 you were estimating that it would cost
$38,000 a year to treat an AIDS patient; a recent study determined
that $24,000 would be more appropriate.

Now, you’re saying that based on reduced lengths of stay, less
use of intensive care units and better facilities and management of
patients, you believe that the cost of an AIDS patient has de-
creased about 20 percent since 1985, so you’re using a $20,000 a
year estimate for fiscal year 1987. Is that what it is for this year?

Dr. GRONVALL. Yes.

Mr. Evans. That’s $20,000?

Dr. GronvaLL. Yes. And as you summarize, it’s based on gaining
experience with the disease and finding that keeping patients in
the hospital for a long time doesn’t really contribute that much.
We’ve found better ways to support patients on an outpatient basis
between episodes of hospital care. That, of course, is more economi-
cal.

Mr. Evans. And increased use of AZT may reduce costs further.
Is that correct?

Dr. GronvaLL. That question, I think, is open. The drug itself, of
course, is very expensive. If, however, AZT, when given during the
time prior to full-blown AIDS—if it will prevent the occurrence of
AIDS, then it would prevent a very expensive series of less effec-
tive treatments later on.

Mr. Evans. Well, I guess my concern is that if we’re underesti-
mating the cost of this and it is higher, we can’t really factor in
these things. And given a committee report that the committee put
out some time ago, we estimated a cnst of about $40,000 per patient
per year. We just don’t want to be caught in a bind in terms of
internal budgeting or our budgeting here in Congress, that we're
not caught short. Is that a concern of yours?

Dr. GronvaLL. Yes, absolutely. And in my statement I included
the comment that things can change rapidly and unpredictably.
For example, it may come about that there may be new forms of
treatment which themselves would be even more expensive than
AZT, and that could add immeasurably to the ~ost, even though it
could improve the response to the disease.

As we look ahead, it’s just very hard to predict with any accura-
cy, so we make predictions but we then follow them on a current
basis and plan to keep reporting to the committee as our experi-
ence unfolds.

Mr. Evans. Well, would it be your best estimate, though, that
perhaps the committee should figure higher in a sense because—it
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would be nice if it were lower, but if it’s higher it’s going to be
harder to get the money if we've budgeted for a lower amount?

Dr. GRONVALL. That’s always a prudent practice, of course.

Mr. Evans. Let me ack you. We had a breakfast with General
Turnage earlier this year, and 1 don’t think at that time—and I'm
not sure at this time—that the eligibility criteria for veterans had
been established. In other werds, does a veteran who has maybe
gone through a screening grogram prior to his admission into the
armed forces qualify for AIDS treatment as, perhaps, a service-con-
nected disability if on his discharge he is found to have AIDS?

Dr. GronvaLL. The specific decisions about service connection
are not something that I'm rrally competent to speak tc. Let me
make a general comment, and then perhaps Mr. Ibson could clari-

y.

The eligibility for cere for veterans with AIDS or suspected of
AIDS is not a unique or separate set of eligibility requirements.
Veterans fall under the eligibility requirements that were revised
last year; and AIDS, like any other disease, falls within those eligi-
bility requirements for carc.

Mr. Ibson, if you could expand.

Mr. IesoN. Mr. Evans, this is just by way of a preliminary
answer. I don’t know if I have a full understanding of the DOD pic-
ture, but to the extent that an individual has completed a period of
military service and is discharged thereafter with a diagnosis of
AIDS, that individual is a veteran and eligible for VA care as any
other veteran. Whether or not service connection is established is,
as Dr. Gronvall indicated, a different issue.

Mr. MonTGOMERY. Let me see if I can help on that, too, Lane.

As I understand ii, if they come in and are screened—they come
in as recruits and they discover AIDS, then that would not be serv-
ice-connected. But once they’re in the service and AIDS is discov-
ered and becomes a medica! problem, then they would be eligible
for service-connected disability.

Mr. Evans. All right.

Mr. Ibson, are those sarae kinds of presumptive eligibility crite-
ria that relate to other diseases also appiied to AIDS? In other
words there are, I guess, Mr. Chairman, at least certain disabil-
ities—if it’s incurred 7 years after discharge, a person is presumed
to be service-connected. Is that—

Mr. IssoN. I believe those presumptions are established in stat-
ute. To the best of -ny knowledge, there is no specific presumption
associated with ATDS or AIDS complex.

Mr. MontGoMERY. The staff tells me that that’s not in the law,
presumptive for AIDS.

Mr. Evans. All right. My time is up, Mr. Chairman. I'll take a
look at this issue and perhaps consult with the staff.

Mr. MonTGgoMERY. Okay. Well, we’ll work back around.

To follow up on one question, Dr. Gronvall, have you requested
extra funds to offset the treatment of AIDS?

Dr. GroNvaALL. Yes, sir. A part of our budget request that we've
developed has identified the projected costs of AIDS, so that’s been
taken into account as we've projected budgetary needs for the VA.
I don’t have any of that information right at my fingertips, but we
couid supply the details on that if the committee would wish.

Q
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Mr. MoNTGOMERY. Is that for fiscal year 1988? You’'re specifically
going to say, this is extra money for AIDS?

Dr. GroNvALL. I apologize that I did not look back to review our
specific fiscal year 1988 request. I do know that as we developed
the fiscal year 1988 request our projections of the cost of AIDS care
were a part of that projection, but I'd have to review the specific
budget to see whether it’s identified.

[Subsequently, the Veterans’ Administration furnished the fol-
lowing information:]

The fiscal year 1988 budget submitted to Congress did n.t specifically request ad-
ditional resources for the treatment of AIDS patients However, the cost of treating
AIDS patients and the institutional costs of AIDS to the medical care appropriation
will be discussed in developing the 1989 budget request.

Mr. MontcoMERY. We did make some recommendations--I be-
lieve it was around $20 million additional funding—for AIDS for
the Veterans’ Administration.

Dr. GRonvALL. Yes.

Mr. MoNnTGOMERY. So we nut that in. The committee itself did
that.

Dr, GRoNvALL. Yes, sir.

Mr. Burton. If the chairman would yield?

Mr. MoNTGOMERY. Yes.

Mr. Burton. How did you come up with that $20 million figure?

Mr. MonTGOMERY. I believe that was the number of cases antici-
pated, was the way we came up with the figure. And actually, even
though the cost is coming down on treatment of AIDS patients, the
comrtee thinks you’re going to have a lot more cases than you’ve
got now, so therefore your cost is going up totally over the individ-
ual treatment.

Dr. GrRonvALL. Absolutely, sir. And I should clarify that to be
sure there’s no misunderstanding. Even though improved manage-
ment of individual cases has reducsd the cost per individual veter-
an per year, the rapid growth of the number of cases makes it inev-
itable that, for the next predictable period of years, our total cost
related to AIDS will increase significantly, and there are no projec-
tions that I'm aware of that would show a reduced cost of AIDS. It
is going to increase, absolutely certain.

Mr. MontgoMERY. The Chair recognizes the gentleman from
Massachusetts. Joe Kennedy.

Mr. KennNepy. Thank you, Mr. Chairman.

A couple of questions. First of all, I was glad to hear from Dr.
Cohn and his sensitivity towards the mandatory testing issue. And
Dr. Gronvall, I think you also indicated that these issues do get
very complicated very quickly; but nevertheless you did refer to
certain high-risk grouns that ought to have greate: testing.

One of the problenis that we have faced in Massachusetts, where
there is a tremendous amount of dollars being spent on AIDS at
the moment, is that many people feel that if they go in and take
the test, that they are going to be discriminated against by insur-
ance companies, discriminated against in their jobs, at schools and
other types of institutions that are set up in our country.

I wonder whether or riot you are concerned with that, and what
you think—when you say, “high-risk groups,” what you’re really
talking about and how you begin to define that?
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Dr. Conn. Well, the issue you raise concerns confidentiality. It is,
of course, a critical issue, and I should mention that the CDC con-
ference which was held in February of this vear in Atlanta which
addressed the overall issue of testing, got into discussion of manda-
tory versus voluntary testing—the discussion regarding confiden-
tiality was a key part of that. And one of the conclusions that came
out of that meeting was that we as a Nation, as a people, need
stronger confidentiaiity laws. So of course, that is part and parcel
of this whole testing issue.

Mr. Kernepy. Well, let me ask you specifically. If somebody
comes in and tests positively for AIDS, what happens to their
record in the VA? And who has access to that at the moment?

Dr. Conn. The result of that test, the laboratory slip or paper,
would be placed on the patient’s chart. And that should be held in
great confidence and only be available to the physician and the
staff, the nursing staff, attending that patient. I cannot tell you,
though—TI could not sit here and tell you that that record, categori-
cally, is a closed record, and therefore assumes confidentiality. We
know that in some instances that would not necessarily be the
case.

Mr. KennNEDY. Is it the responsibility of this committee to change
those rules? Or is it outside our jurisdiction? I don’t know, Mr.
Chairman.

Dr. Conn. Well, I can’t answer tnat particular question. But I
think it is the responsibility of us as a Nation, if you will, and per-
haps the Congress, to consider stronger confidentiality laws. Those
laws, conceivably, would impact on the VA health care system.

Mr. KeNNEDY. So right now you are saying that if a veteran in
fact comes in for testing, that there is no guarantee that that
record will remain confidential, although you will make your best
effo‘r>ts to assure that it will? But there is no guarantee; is that cor-
rect?

Dr. Conn. I don’t think that I said that there was no guarantee. I
don’t think I could sit here and categorically tell you that the
record could not be subject to observation by other people.

Mr. MonTGOMERY. Would the gentleman yield?

Mr. KENNEDY. Sure.

Mr. MoNTGOMERY. I'm fold on confidentiality that it applies to
drugs and alcohol, that for veterans those records are kept confi-
dential. Is that correct?

Mr. Isson. If I could interject, Mr. Chairman. Federal law does
ensure the confidentiality of those medical records against disclo-
sures outside the Veterans’ Administration. V/e do have a provision
in Title 38, as well as the provisions of The Privacy Act, to ensure
that confidentiality. I think Dr. Cohn’s questions go to the extent
to which medical personnel within the Medical Center can have
access to those records on a “need to know’’ basis.

Mr. KenNEDY. I see. But this would not be—for instance, in Mas-
sachusetts if you were in a testing program, that would automati-
cally go into a centralized computer which any insurance company
in the State would have access to. Even though it would not be
legal to obtain that information, the fact is that they would have
open access to the same central computer bank. So that’s not true
at the VA?
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Mr. Ieson. I don’t believe that kind of open access opportunity
exists, sir.

Dr. Coun. That’s not true, as far as I understand it, from a medi-
cal point of view. I might say we published a circular which in part
addresses that issue. And of course, our colleagues in the General
Counsel’s Office helped in the composition of the wording; and we
made it quite clear, I think, at least in that guidance to the field,
that without concurrence from the patiert that information could
not and would not be relayed to any outside entity without concur-
-ence of the patient.

Mr. Kennepy. I think it would be very useful if a specific report
were to be made to this commictee that we could perhaps publicize
that would indicate exactly what the rules of confidentiality are
with regard to the testing of AIDS patients.

My time is up. Thank you.

Dr. GronvaLL. Mr. Kennedy, if I may, we’d be pleased to supply
such a report. The matter is complex; but in a general way, as has
been described, all medical records in the VA are confidential, and
we have a large body of law, procedure, rules and regulations that
ensures that. There are the two specific instances having to do
with veterans being treated for drug abuse problems and for alco-
hol abuse problems where there are specific additional statutes, but
we could clarify the whole matter of the existing rules and regula-
tions that govern the confidentiality of the medical record.

Mr. Kennepy. Well, the trouble is that there are existing rules
and regulations with regard to certain individuals and how they
can be drafted, brought into military service, and other issues that
it would seem to me would make the veteran somewhat hesitant to
ectually get involved in the whe'e testing program. So it just seems
that if that were laid out in a very clear way, it might be helpful in
terms of encouraging the kind of testing which seems to be a fun-
damental of the program that you’re outlining.

Dr. GronvaLL. We'd be pleased to do so.

Mr. Kennepy. Thank you.

[Subsequently, the Veterans’ Adranistration furnished the follow-
ing information:]

There are primarily three existing laws which provide for confidentiahty of medi-
cal records These laws provide protection for medical records, which include AIDS
test results and related diagnoses and information, in the following ways.

The Privacy Act provides confidentiality for patient medical administrative and
treatment record information Generally, patient medical records are not disclosed
without the prior written consent of the patient. However, there are a number of
statutorily defined situations which allow for records disclosure without prior writ-
ten consent of the patient Within the VA disclosure of a patient’s file is limited to
those individuals whose duties necessitate access to a patient’s record As for disclo-
sures of VA patient medical records to individuals and institutions outside the VA,
the Privacy Act sets forth a number of situations in which such disclosures wou'd be
authorized without prior written consent Two of those situations which most often
confront the VA include disclosures made pursuant to a routine use published in
the Federal Register. and in cases involving health or saftey emergencies. In these
situations, the VA would be enabled, but not compelled, to disclose AIDS informa-
tion as part of the medical record The Privacy Act ceases to provide protection to
medical record irformatiin once the patient is deceased.

The VA's confidentiality statute 38 U.S C 3301, protects patient name and address
information and sets out various situations where disclosure of patient information

is permitted Unlike the Privacy Act, the protections provided under this statute do
not cease with the death of the patient
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The VA's statute for confidentiality of certain medical records 1s 38 U.S.C. 4132
This statute specifically protects patient information which is maintamed in -onnec-
tion with the performance of any VA program or activity relating to drug and alco-
hol abuse and sickle cell anemia This section specifically limits the circumstances
under which the information it protects may be released without the consent of the
gati&nt Section 4132 continues to protect record information after the patient’s

€ .

geyond the aforementioned three laws, it 1s possible that 1f AIDS test information
or records were collected in regard to an agency quality assurance procedure, that
isrég)sr(bxzn)ation would be subject to the limited disclosure provisions in 38 U.S.C.

Mr. MoNTGOMERY. That’s an excellunt point. There is a section in
the law that staff points out to me on confidentiality of these
records, and we could look into it and see if it needs amending, and
to further protect the privacy of veterans.

Before recognizing the gentleman from Connecticut, Mr. Row-
land, I'd like to ask Dr. Rowland to take the Chair. But before he
takes the Chair, let me follow up on the research and just make a
comment on it.

Even though, Dr. Greene, you tell us that we have the second-
largest, probably, medical research team under the Federal Gov-
ernment, it was pointed out to me that NIH might get more money
and be larger. The problem with NIH as I understand it is that
they’re not across the country, whereas the VA has these research
centers up in the eastern part of the country, the western part of
the country—where you have these problems.

So I think that as far as research is concerned on AIDS, we could
and certainly should be the leaders as far as getting out with the
people that have got this disease.

Dr. GRONVALL. Mr. Chairman, I can’t agree any more with your
statement. I believe that we can and will and have been involved.
We have planned to more than double our portfolio of research in
AIDS and HIV-infected patients. To increase our research effort,
we have many proposals coming in based on a solicitation we sent
out recently, and I guess our strongest suit in research at the
moment is in the clinical trials area. We've mentioned this AZT
trial. I think the fact that we do have a nationwide system and
that we can pull together large numbers of clinical studies under
one set of protocols allows us to be ready to take on the second and
third generation drugs that may prove to be effective with this dis-
ease. We are prepared and ready with the implementation of the
AZT trial to move into the second and third generation of studies.

So we are very pleased at the support that you are providing,
Mr. Chairman, and we are very willing and able to make a major
contribution.

Mr. MoNTGOMERY. Thank you.

Mr. Rowland of Connecticut?

Mr. RowLaND of Connecticut. Thank you very much, Mr. Chair-
man.

First, I'd like to thank you all for being with us this morning. I'd
like to just follow up on & couple of questions that I have with
regard to testing.

Number one, are we presuming that this is a mandatory test?
You mentioned that the testing procedures are under study and
review at this time. Do we have a mandatory testing program for
every person that comes into the VA hospitals? Will we move in
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that direction? Oa top of that question, have there been any in-
stances where medical personnel have picked up or been subject to
the AIDS virus, and do we have a policy for precautions? Let’s
answer those first.

Dr. GronNvALL. We'd be pleased to.

In regard to testing, we have no policy, mandatory or otherwise,
that calls for testing all veterans who come to our hospitals or
come to our clinics. At the present time testing is done based on an
individual physician’s decision that the individual veteran either
belongs to one of the high-risk groups or has a set of symptoms or
other conditions that would make testing the appropriate thing to
do.

You're quite right thet I referrved to the fact that the whole issue
of testing is under review. The President recently called for a
review of the issue of testing in the Veterans’ Administration; that
review is underway. We are participating in the development of
material and recommendations which will be presented to the Do-
mestic Policy Council, which will then lead to an Administration
position in regard to testing ir. the Veterans’ Administration. But
there is no mandatory testing or all-inclusive testing policy at this
time in the Veterans’ Administration.

You raised a question about whether individual health care
workers have been infected. There are such reports. Happily, to
date no such instance has occurred in the Veterans’ Administra-
tion that we are aware of where a member of our staff has been
infected with the AIDS virus as a result of caring for veteran pa-
tients with AIDS. We have given regular detailed and elaborate in-
structions, guidance, education to our staff as to how to most ap-
propriately care for infected individuals, and so far we have been
free of accidents. We have had staff members working in VA hospi-
tals who have had AIDS, but they have not been infected through
care of individuals in our hospitals with AIDS.

Mr. RowrAND of Connecticut. The concern that I think I have,
and many of my colleajues have, with regard to testing proce-
dures—you'’re reviewing a procedure that really doesn’t exist
within the VA system. In other words, correct me if I'm wrong, the
testing procedure as it stands now—if someone shows a symptom,
or if there is reason to believe that the person may have AIDS,
then you do the test. I'm not sure if that’s a policy or that’s just
normzl practice for anyone.

What is the VA actually doing. What point are you at in the
testing review. What do you anticipate you'll be recolnmending?

Dr. GronvaLL. I really can’t speak to that since the review is un-
derway. Background material and alternative proposals and recom-
mendations are being developed for the deliberations of the Domes-
tic Policy Council, so until that has occurred it’s really premature
to describe any specific proposal.

Mr. RowLAND of Connecticut. Doctor, would you outline the
counseling process? In other wor 1s, if you find a patient with the
virus, what are the steps? What is the counseling process? What is
the counseling policy at that point?

Dr. GronvaLL. I'd like to turn to Dr. Susan Mather, perhaps, to
comment on that very important question.
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Dr. MATHER. At this point in time we do use the antibody test for
clinical purposes for people who either are suspected of having the
disease, or for people who suspect that they’ve been exposed to the
disease. Either they ask for the test or it appears indicated to the
caregive . And the kind of counseling that we give includes telling
them what the test really is; that if their first preliminary ELISA
test is positive, this will be repeated, and then a confirmatory test
will be done. And they will only be told they are positive after
these three steps have taken place.

We also tell them what a negative test means in terms of false
negatives, and the period of time that it takes to develop anti-
bodies. We also try to counsel them that if they are positive, they
would be considered infectious, and that this is something that
they should share with their sexual partners. And then the testing
is done.

We also tell them that the results will be on the chart, and that
they should be aware when they sign a release of information—for
their family doctor, for example, or for a-, insurance company—
that unless they request that information be withheld, that infor-
mation will be released.

So this is the kind of counseling that takes place beforehand.

Mr. RowranDp of Connecticut. What is the actual counseling proc-
ess? You merely tell the patient—

Dr. MaTHER. That’s the preliminary. Counseling begins before
the test is given.

Mr. RowLaND of Connecticut. How do you counsel someone that
you don’t know has AIDS?

Dr. MatHER. Well, you have to tell them what the test means.

Mr. RowLAND of Connecticut. Well, regardless—what I'm getting
at is not the counseling with regard to the testing. What if a
person—

Dr. MATHER. After the result has come back?

Mr. RowLAND of Connecticut. You are told that you've got AIDS,
that you should be careful?

Dr. MaTHER. The patient is told that they have a positive test.
They may or may not have AIDS; the positive test—AIDS is tne
illness. The positive test indicates evidence of infection. And if they
have no evidence of illness, they are told that they are infected
with a virus, that they should consider themselves to be infectious.
If they share needles, if they are a drug abuser and they share
needles with someone, they stand a good chance of infecting that
person. If they have sex with some person, they stand a good
chance of infecting that person. And then they are given advice on
precautions that can be taken if they make the decision to continue
to have sexual intercourse.

Mr. Rowwranb of Connecticut. Thank you very much.

Thank you, Mr. Chairman. I would just close by saying that just
from what I've heard today, I hope that we can clearly define the
testing process, and I hope we car. move quickly on that. And as
Mr. Kennedy was following up, clzarly define what our confiden-
tiality practices will be within the VA, and I hopc maybe even a
stronger, clearer definition of wha: the counseling process is going
to be. That doesn’t seem to e quite as thorough as some of the
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other hospital personnel and some of the other hospitals across the
country are practicing.

Dr. MaTHER. I would just liked to make the point, though, that
unless the counseling begins before the test is done, when you get
news that your HIV status is positive, you're usually not in a great
learning mode. Intellectually and emotionally, few people are able
to accept a great deal of education at the time that they learn their
test is positive. It's a very emotional experience, as you can imag-
ine.

Dr. RowLAND of Georgia (Presiding). Thank you, Mr. Rowland.

Before I go Mr. Kanjorski, I want to address a little bit further
the issue that was raised by Mr. Kennedy, and also alluded to by
you, Mr. Rowland.

Laboratory results are placed on a patient’s chart, regardless of
what those laboratory results are. And of course, the nursing staff
has to know what those results are.

Let me ask you this, Dr. Gronvall. Who else should know wheth-
er or not a person has a diagnosis of AIDS? And I'm talking about
the CDC criteria for the diagnosis of AIDS at this point. Should
practical nurses know “pout this? Should assistant personnel know
about this? Should orderlies know about this, those who will be
cleaning up the room c. that patient?

Confidentiality becomes a very complex and difficult issue with
which to deal. Is there a responsibility on the part of the VA? And
in fact, is there a responsibility on the part of any hospitals, wheth-
2r in the VA or outside of the VA, to make people who are dealing
with AIDS patients aware of the fact that they are dealing with a
person who has AIDS?

Dr. GronvaLL. The answer to the last part of that question is,
absolutely yes. We’ve taken our responsibility within the VA very
seriously to ensure that our staff is educated and prepared to take
care of AIDS patients. We have dealt with the issue of who needs
to know in terms of the responsibilities of the various parts of our
staff cadre who provide care, but we have provided guidance, edu-
cation, rules and procedures for all of our staff so that those who
come in contact with the patient but don’t have a need to know
about any particular medical determination, in fact, operate using
safe practices so that they are not exposed to infection.

Dr. Cohn, you might perhaps elaborate a little on that question.

Dr. Coun. Well, Mr. Chairman, you have a_ain raised a trouble-
some area in terms of how far should the information reach, if you
will. To attempt to answer that I might mention to you that one of
the things our in-house ad hoc advisory group within the Central
Office accomplished a couple of years ago was to develop a “techni-
cal advisory,” if you will, for building management employees in
terms of how they should deal with the linens, the laundry, and so
forth that would be used by an AIDS patient.

We have obviously issued instructions to physicians and nurses,
and I might say that in large measure, we have depended heavily
on guidance provided by the CDC through the MMWR—and I'm
just holding up, for the record, the recommendations and guide-
lines from that manual which we have replicated for our field
people. So I mention the technical advisory as one example.
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I personally feel that the more education that you provide at all
levels of health care, the more important and the more sensitive
those individuals will be in providing the care to AIDS patients. If
the issues are psychosocial in character—and as you know, in
many cases they are in patients with AIDS—obviously, the mental
health team, if you will, has to be aware, whether that’s the psy-
chologist, social worker, etc. So again, the issue broadens from a
more or less straightforward question. It is, again, not an easy one
to answer.

Dr. RowrLanp of Georgia. It becomes a very difficult matter to
know how to protect the confidentiality of a person that has AIDS.

One other question in that respect. And individual who is admit-
ted to the hospital—and this may apply to the VA, or outside of
the VA—who does nct have a diagnosis of AIDS and is tested sero-
positive, should that person be isolated as we do Hepatitis-B pa-
tients? Should anyone be inade aware of the fact that the person is
seropositive who is going to be dealing with that individual’s body
fluids?

Dr. GronvaLL. Dr. Cohn?

Dr. Conn. Well, I don’t think the hospital at large should be noti-
fied if a seropositive individual is in the hospital.

Dr. RowLaND of Georgia. The people that are dealing with that
indivi;iual, should they be made aware of that person being seropo-
sitive?

Dr. Coun. The persons dealing with that individual should be
aware; yes, sir.

Dr. RowLanD of Georgia. How can you keep a person’s confiden-
tiality, then, if staff people and orderlies are going to have access
to that information?

Dr. Conn. Again, sir, I think that’s part and parcel of the overall
educational process that not only the VA, but the whole health
care system in this country—and indeed, the world—is faced with.
We're talking about human behavior and modifying that; not only
among the people that belong to the risk groups, if you will, but
also the health care givers.

Dr. RowLAND of Georgia. It becomes very complex, doesn’t it?

Mr. Kanjorski?

Mr. Kangorski. We're talking about high risk groups. I would
like you to explain, if you can, why we have identified certain high
risk groups in this country as opposed to the course of the disease
in Africa.

Dr. GronvaLL. I'll give a very general answer and let Dr. Cohn
be more specific.

The term, “high risk group,” only means some identifier; in this
case, homosexual o intravenous drug abuser being the more specif-
ic ones, and the implication of the term is that such individuals, on
a statistical basis, are more likelv to have AIDS than others, based
on experience.

Mr. KanJorskl. Doctor, are they more likely to have AIDS be-
cause the AIDS virus invaded their group first? Or are they more
susceptible than heterosexual groups?

Dr. GronvaLL. Dr. Cohn, I think you ought to answer that.

Dr. Conn. I'll try.
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Indeed, the term, ‘“high risk group,” hes been a troublesome
phrase for the media ar.d for many of the people that are unfortu-
nate enough to have this illness or have seropositivity. And indeed
the phrase, “high risk behavior,” is probably the more appropriate
phrase. We use the former, I think, largely for epidemiologic pur-
poses, for purposes of categorization and so forth.

To answer your guestion, I think yes, in large measure it is be-
cause these groups became infected with this virus first and be-
cause of that we have had all the focus primarily upon those
groups.

Now, it is clear that certain behavior among people, representa-
tive—again, if I can use the term, “groups”’—has allowed the virus
to spread and spread rather rapidly. But as your chairman said at
‘he outset no group is immune from this disorder, and you’'ve
made refet >nce, of course, to the situation in Africa where the
ratio, as you kilow, is one to one, male to female, and heterosexual
transmission is thought to be the main route of transmission.

Mr. Kansorskl Well, at what point are we going to determine
whether the heterosexual community should be identified as a high
risk group so that we take the onus away? Right now we have a
great prejuiice in the country, both in the expenditure of funds
and the desire for knowledge, because it doesn’t affect most of us.

Dr. Coun. Okay. My answer to that, sir—and I’'m not an epidemi-
ologist, but the percentage of the total that have fallen into the
group of heterosexuals is a relatively small group. We're talking
about 4 percent of the total. Now, that has increased slightly, but
for the bulk of the duration of this epidemic, since 1981, that group
has stayed relatively constant. It has creeped up some; projections
out into 1991, growing out of the Cool Font conference which the
Public Health Service sponsored, clearly indicated that that per-
cent would increase. I do not think, in my own personal opinion,
that it would be appropriate to identify that group as necessarily a
high risk group. It is one group, to be sure, from an epidemiologic
point of view.

Mr. Kandorskl. Why is it different in Africa, as I understand
that the African disease is primarily in heterosexuals?

Dr. Coun. That is, again—and we’ve used the word “complex”
perhaps too many times—but that is also a complex issue.

I think you have to understand—if I may attempt to do it this
way. There are situations prevailing in Africa which allow for the
transmission of this virus in a rather efficient way. For example, in
many hospitals, I am told, and I have had some conversations with
Dr. Jonathan Mann, who is the AIDS Program official for World
Health, that they do not sterilize needles? In various studies that
have been conducted, for example, using the AIDS antibody test,
there is an inordinately high percentage of seropositivity among
the health care workers working in these facilities.

So sterilization techniques are not available. I do not have specif-
ic data to discuss the issue of promiscuity, but that has been dis-
cussed, as well as the possible etiology.

Mr. Kansorskl. You're satisfied that some sexual behavior, as
opposed to other, increases significantly the possibility of contract-
ing the disease? Is that correct?

Dr. Coun. I'm sorry?
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Mr. KanJorskL Your suggestion is that some sexual behavior, as
opposed to other sexual behavior, makes the propensity ‘f captur-
ing the disease much more readily?

Dr. Conn. Yes, sir.

Mr. Kangorskl. Now, the reason I am asking those questicns is
not to find out the history of the disease, but rather as to what
we’re doing in terms of gathering statistics. Is the VA formulating
a policy, for instance, with the armed services to follow up what’s
happening there? And have we gone back to study what has hap-
pened in the armed services?

Dr. Conn. Yes. As a matter of fact, we have what is called the
DOD/V A Working Croup, and I happen to be the co-chairman with
an official from the Assistant Secretary of Health, Dr. Mayer’s
office. We've been meeting quarterly for the past 9 months. The
two principal purposes of that working group are, first of all, to ex-
change information akbout research in the respective areas; and
two, to do what we can to facilitate the smooth transfer of patients
that would be leaving the military, that would be medically dis-
charged out of the military and coming into our health care
system. We met just the other week, and T'll just cite one issue; I
think it’s important.

TDRL status is used often—temporary disability retirement list.
In any event, that is sometimes used by the DOD as a technique, if
you will, for saying to an individual that he is not medically dis-
charged out, but he’s on temporary duty. He may come to us—

Mr. KanJsorskl. Does he go on that list whea he tests positive for
the virus, or when he gets AIDS?

Dr. Conn. Well, let me just say that I'm not a spokesman for
DOD, but that policy has been undergoing some evolution. By and
large the DOD is retaining people that are seropositive, buf only
assigning them to duty here in the United States. I do want you to
understand that 1 m not the best spokesman, of course, for the De-
partment of Defense, obviously.

Dr. RowLaND of Georgia. Mr. Burton?

Mr. BurToN. You indicated the tests—I was reading your discus-
sion of the costs for the ELISA test, and also the Weotern Blot test,
and you indicated that the cost for screening is approximately $5
per test, and the costs for corroborative tests are $17 per test. Dr.
Redfield of the Department of the Army, in the military, has been
doing extensive testing of 2 million members of the military, and
the total cost for the initial test—the ELISA test and the follow-up
test; the verifying tests, including two ELISA tests and a Western
Blot—is under $5. Why are your costs so far removed from theirs?

Dr. GronvaLL. Dr. Cohn?

Dr. Coun. What we are presenting are the costs that we obtained
from our Lexington reference laboratory.

Mr. Burton. Those are just outside laboratories?

Dr. ConN. No, that’s our inside laboratory. But if we did them
outside, in commercial laboratories, obviously they would be more
than that.

Now, may I say that the costs are coming down, and you buy
these tests, if you will, by the kit. So the per test price indeed—

Mr. Burton. Well, the cost for an ELISA test for the U.S. Army
is $0.82, for an ELISA test. And the concern that I have is that I'm

Q

26




23

confident that we’re going to get into massive testing of everybody
in the coun‘ry, routine testing. You can call it mandatory or rou-
tine, but I think that as a matter of procedure every health care
facility, every health care person who deals with possible AIDS pa-
tients is going to be testing them on a routine basis in the not too
distant future, and we need to get a more accurate cost, in my
view, so that we in the Congress can decide how mucn money to
appropriate.

If Dr. Redfield is correct and he tells us that we can mobilize the
entire country for testing within a 6-to 12-week period—they did it
in the Armr  in 6 weeks—with 250 million people involved, that’s a
little high. at $5 apiece we're looking at $1.25 billion on an annual
testing basis. And I'd just like to urge you folks to maybe talk with
the military people, like Dr. Redfield, to give us an accurate figure
for massive testing just for hypothetical purposes, because I think
that’s where we're heading.

Now, the other question I'd like to ask you, and I know I'm going
to have some hot discussion with our friends from CDC in a
minute, we have—according to most people with whom FPve
talked—not 1.5 mililion people infected, but more like 4 millior to 5
million. It’s doubling every 10 to 12 months. Some people say 14
months.

My question is this. If we have 4 million penple infected, and
they don’t even know they’re infected—98 percent, approximately,
don’t know they’re infected—how are you going to stop the epidem-
ic without routine testing? Now, you say education, and you say
that we need to continue the scientific research, and I agree with
both of those. But how are you going to stop an epidemic that’s
spreading that rapidly when you have 4 million people infected
unless you do routine or massive mandatory testing?

Dr. GronvaLL. I think, Mr. Burton, you are probably asking that
question of a group of people who are in fact not best prepared to
answer it since we are not epidemiologists or the people who deal
on a global hasi. with preventive health measures. My understand-
ing is that in the communit, of medical and health experts who
deal with those kinds of questions there is a strong consensus that
just the act of establishing a widespread or national or global man-
datory testing program would have little pragmatic positive out-
come in halting this epidemic.

Mr. Burton. Let me just interrupt here. If somebudy has the
AIDS virrs and they don’t know it, the chances that they’re going
o chang. %eir lifestyle is not very great. But if they do know that
they have the AIDS virus and you do the counseling, and you tell
them that they ought to change that, then there is a possibility at
least that they will alter their lifestyle. So there are positive as-
pects to massive testing and informing people that they have the
virus.

Dr. GronvaLL. I'm not saying that there is no positive impact of
testing and haviug an in lividual find tnat he or she is either posi-
tive or negative. But I believe that the prea nble to your question
said that a person not knowing whether he or she is infected won’t
do anythiug to change. I believe that there is dramatic evidence in
this country that behavior of people in this country has remark-
ably changed in regard to sexual practices because of the informa-
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tion available about AIDS. There is verv dramatic evidence that
sexuel practices have changed in a dramatic way in people who do
not know whether they have been infected or are carrying the anti-
body or the virus.

Mr. BurtoN. I'd like to see those tests or those studies that show
there are dramatic changes because—if I might just finish, Mr.
Chairman—we had an educational program on Herpes Simplex II,
or genital herpes, back in the last decade. That was about 12 to 15
years ago, and everybody said that if you get herpes—you know the
jokes, you'll have it for ever; you can change dates, but herpes is
forever. And according to a Time Magazine article and many doc-
tors with whom I've talked, we have approximately 40 million
people in the United States infected with Herpes Simplex IL. So the
education and fear of getting Herpes Simplex II did not stop the
sexual practices of this country, and one out of every six pecple in
America has it.

Now, if we get that with the AIDS virus, depending purely upon
education and not getting into testing and informing people, then I
think we're in for a real, real tough situation.

Thank you, Mr. Chairman.

Dr. RowLaND of Georgia. Thank you, Mr. Burton.

Mr. Harris?

Mr. Harris. I have no questions of this panel, Mr. Chairman.

Dr. RowLAND of Georgia. Mr. McEwen?

Mr. McEWEN. Are you having difficulties with the employees in
the veterans’ hospitals in treating patients?

Dr. GronvaLL. We'd surely have difficulty if you make the ques-
tion that broad. There is serious concern among our staff people
about this illness.

Dr. Cohn, perhaps you could comment on that.

Dr. ConN. My answer to that would be that on a limited basis,
there have been some examples where staff clearly have refused to
care for patients.

We have taken a two-fold position, that an employee may not
categorically refuse to care for a patient unless there is some medi-
cal reason which is present in the employee, such as an immuno-
suppressed employee who might be on corticosteroids for instance.
That individual—pregnant women should probably not be involved
in the care of an AIDS patient.

We do understand, and there are any number of examples where
health care workers have become “burned out” from the constant
chronic care of AIDS patients. Obviously, a fatal disease in rela-
tively young people—often the health care giver is of the same age
as the dying patient. And in those situations, what we suggest is
that the team or the group working with the patient sit down and
discuss with that employee his or her reasons why they don’t want
to be involved any more. We feel that that’s the way to work that
process through, and in general that has worked. T will not say
that it's 100 percent, of course.

Mr. McEWEN. You mentioned pregnant employees not wishing to
he involved?

Dr. Conn. I think that prudent advice would suggest that a preg-
nant woman should probably not be involved in the care of an
AIDS patient.
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Mr. McEweN. Why is that?

Dr. Conn. I think that in light of what you have heard recently
in terms of the three accidental exposures, or ‘“splashes,” if you
will, of contaminated materials on the part of certain health care
workers who might not have taken all the precautions but who did
not sustain a clear needle stick, at least based on the exhaustive
history-taking, I think there’s enough of a question to suggest that
the pregnant woman should not be exposed. And if I may continue
it, the fact of the matter is that if she did become AIDS antibody
positive—not necessarily having AIDS—her unborn child has a 50
percent chance of being born with AIDS. That’s an extraordinarily
high percentage, and you know that the ultimate outcome with
that child is often disastrous.

So I thunk the prudent advice would be not to have such employ-
ees involved.

Mr. McEweN. What is the mortality rate of AIDS—of those who
carry the virus?

Dr. GRonvaLL. The mortality rate once the disease is established,
the full-blown disease, is to date 100 percent in the sense that no
cure has been reported.

Mr. McEweN. You estimated that the cost of caring for these pa-
tients is $20,000. How does that compare with the average in-pa-
tient for veteran care, annually?

Dr. GronvAaLL. Mr. Lindsey, I think, perhaps might be able to
comment on that.

Mr. Linpsey. We have been looking at the cost of AIDS patients,
obviously, because of the criticality of that question.

Mr. McEweN. Excuse me. Maybe I wasn’t clear. I know the
chairman and all of us are anxious to get on to the next panel, and
you have been so helpful and I have many more questions. But just
quickly, have we done an analysis of how much it costs to have a
veteran in a hospital?

Dr. GRoNvALL. Yes.

Mr. McEweN. We’ve done it on AIDS victims at $20,000 per year.
What is it for the regular patient?

Dr. GronvaLL. Well, we have separate figures for medicine and
psychiatry and for surgery, and we can provide that for the record.

Mr. McEweN. All right. Thank you much.

Thank you, Mr. Chairman.

[Subsequently, the Veterans’ Administration furnished the fol-
lowing information:]

The $20,000 figure represents the average annual cost of treating an AIDS pa-
tient. Because of the attention focused on AIDS, we have computed this av.. ge cost
per individual patient. This does not include the cost of the new drug, zidovudine
(formerly AZT) which approaches $10,000 per year.

On the other hand, our cost accounting system gathers data per average episode
of care for medicine, psychiatry and surgery patients In FY 1986, the actual aver-
age cost for each discreet episode of care in VA Medical Centers, and not per pa-
tient per year was:

Medical bed sections..... . .$2922
Surgical ved sections ... .. 4,677
Psychiatric bed sections veernees oveens « 0,281

Dr. RowLAND of Georgia. Thank you very much.
Two quick questions, and please give me brief answers, if you
will, to this, because we do need to get on to the next panel.
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How are VA cases reported to the CDC, Dr. Grorvall?

Dr. GRoNvALL. Dr. Cohn should answer that.

Dr. Conn. I'm going to pass it to Dr. Mather who is in charge of
the reporting system.

Susan?

Dr. MATHER. The Medical Centers report to their State or local
health department, who then report it to the CDC.

Dr. RowLanp of Georgia. Thank you for that very abbreviated
answer.

One other question, Dr. Gronvall. In my opening statement, I
suggested that perhaps we should have a commission on AIDS, a
commission that would be made up of Members of Congress from
both sides of the aisle in the House and the Senate; members from
the Administration and members of the public in general, in order
to remove this debate from the atmosphere of partisan politics and
p_hilgsophical differences. Do you have a feeling about that sugges-
tion?

Dr. GRonNvALL. I surely respond positively to anything that could
be done that could help mobilize the total effort of the country in a
focused way to dealing more effectively with this disease. Absolute-

y.

Dr. RowrAND of Georgia. Do you feel that the problem of AIDS is
an overwhelming threat that perhaps we don’t realize in general at
this point?

Dr. GronvaLL. I don’t want to use the word “overwhelming” be-
cause I don’t believe that imerica will be overwhelmed. It is a
massive threat that calls for a massive and coordinated response.

Mr. KenNEDY. Dr. Rowland, would you yield for one question
please?

Dr. Greene, at the beginning—one of the things that I think con-
fuses Americanc is if a central plan exists by the Federal Govern-
ment to actually deal with this disease. The chairman suggests that
there have been two Nobel Prizes offered to the research capabili-
ties by the VA. I just wonder if you could just walk us through how
you fit into the overall Fe Jeral Government’s policy, and who is re-
sponsible for that policy.

Dr. GReeNEe. Well, I think that research in the United States and
in the world is carried out by individual researchers, and the job of
the Federal Government is to find the best researchers and to give
them the resources and support to carry out their studies. And I
think in the VA and the rest of the academic world and research
centers and other Federal agencies we have very talented investi-
gators who are working on a number of questions. The big question
is, how does this virus infect cells? What are the mechanisms that
are unique to the virus, and how can we tailor drugs to stop those
processes? That’s one approach.

Annther approach is to actually design drugs that will—

Mr. KENNEDY. I'm not so much interested in the specifics of what
the VA has bitten off here as much as I'm interested in what the
procedures are for one agency of the Federal Government to get a
piece of—and whether or not you have any sense that this is a co-
ordinated policy by CDC or by the Surgeon General. I think that
people are very confused about what the hell the policy is.
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Dr. GrezNE. I think I understand what you’re asking. I think in
AIDS and all other areas, the way in which research is done is not
through some massive plan of attack, but through individual re-
searchers who are talented and focus on one specific question that
is answerable. The rapidity with which advances have been made
in AIDS in understanding the disease I think is a testimony for
that approach, but there is no czar for biomedical research—

Mr. KENNEDY. Is your testimony that that approach—I mean, the
progress that we’ve made to date in terms of solving the problem—

Dr. GreeNE. I think it’s incredible progress in a disease for which
there wasn’t a single model. There wasn’t a single retroviral dis-
ease known until 1981, and I think that biomedical research has
made enormous contributions to understanding it. We have a lot
more to understand, but I think the way in which the progress will
continue to be made is to take the people who are most knowledge-
able and trained to do this work, and get them the resources to
support them.

Mr. KENNEDY. I can’t believe that you think that we've made
that type of progress with the kind of funding levels that AIDS has
been getting out of the Federal Government. I mean, for you to
suggest that this has been an example of a wonderful program that
has made such tremendous strides, I am just astounded. I cannot
believe—when you’ve only got $300 million being spent .'y the Fed-
eral Gnvernment, and you think that this is a good program by this
Government?

Dr. GReenE. I'm never one to say that we have enough funds for
biomedical research. I've never said that and 1 never will. The fact
of the matter is that there has been remarkable progress made,
and that there is certainly a need for resources to continue that
progress.

Mr. KENNEDY. We have a serious disagreement.

Thank you, Dr. Rowland.

Dr. Rowranp of Georgia. Mr. McEwen?

Mr. McEweN. Doctor, do we do routine testing on patients when
they come into the hospital? You may have answered that and I
may have missed it.

Dr. GroNvALL. Is the question, do we do routine AIDS testing?

Mr. McEweN. Yes.

Dr. GronvALL. No.

Mr. McEwEeN. So a patient could be carrying the virus and we
would not be aware of it?

Dr. GronvaLL. That is correct.

Mr. McEweN. Does that concern you at all? Because obviously,
we're using needles and sharing equipment and we have proce-
dures in which bodily fluids are being moved about.

Dr. GronvaLL. All treatment of all patients in our hospitals, and
all utilization of needles, handling of body fluids is conducted by
staff who have been educated to treat that as though there is
always risk. So the fact that some unidentified patient may in fact
carry the virus obviously concerns me, but I believe we’ve taken
appropriate steps to ensure that all needles are sterilized, all
health workers know how to treat bodily fluids, blood samples,
avoid risk, because in fact, outside of AIDS, it is always the case
that in any hospital there may be individuals who carry some in-
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fectious organism that is unknown to the staff. So we plan our hos-
pital operation so that all patients are treated as though there may
be that risk.

Mr. McEwEN. But you do test for other communicable diseases,
would you not?

Dr. GronvALL. No, not on a routine bzsis.

Mr. McEwen. CDC, I understand, requires reporting and that
sort of thing for a whole host of potentially communicable diseases.

And not all of them are fatal.

Dr. GronvaLL. The requirement for reporting is that when a di-
agnosis is made, the case should be reported. That is quite different
than a requirement for routine testing for diseases on that list.

Mr. McEweN. You're not concerned about that?

Dr. GronvAaLL. Oh, I'm extraordinarily concerned about this
whole disease, but the single fact that we do not mandate that all
patients coming into our hospitals be tested for the AIDS antibody
does not concern me.

Mr. McEweN. Dr. Cohn explained that it is excessively risky for
a pregnant nurse to be serving an AIDS victim, and yet we are re-
luctant to even find out whether or not one of the patients ias
AIDS. Somewhere or another I'r.1 missing a part of the puzzle.

Dr. GronvALL. Dr. Cohn, you might comment on that.

Dr. Conn. Well, sir, I don’t think I said “excessively risky.” At
least, I didn’t mean to—I did say that I thought that it would be
prudent.

But let me come bacx to the question that you directed to Dr.
Gronvall. We're not operating in a vacuum here, sir, as far as it
relates to whether we do routine testing or not. There have been
any number of studies carried out among health care workers. For
example, the CDC has a rather large accumulation of cases where
there has been frank needle stizk, and Dr. Curran, who is going to
address you later on this morning, I'm sure can respond to that in
more detail.

But the point I want to make in all of these studies, and there
are a number of such studies, the attack rate in terms of the
health care worker becoming actually seropositive after frank
needle stick is extremely low. It is not zero; the risk is not zero, but
the risk is extremely low. And what we do medically is attempt to
correlate that to another known infectious disease which has simi-
lar epidemiology and transmissibility, such as Hepatitis-B. And if I
could just throw one number out for you, if a person is stuck with a
needle from contaminated material from a patient with Hepatitis-
B, for example, that health care worker has anywhere from a 6
percent to a 30 percent chance of coming down with Hepatitis-B.
The range depends on the part of the country and so forth and so
on. The percentage possibility in a situation with needle stick from
AIDS-contaminated material is something far less than one per-
cent. As I said, it’s not zero. So we don’t just arrive at these kinds
of decisions in a vacuum.

Mr. Burton. If the gentleman will yield just briefly, I really
don’t know how you can make that kind of a statement without
more testing. I mean, you made a categorical statement that it’s
easier to get Hepatitis-B from a stick wnan it is to get AIDS, and I
think that there just isn’t enough conclusive evidence yet to draw
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that conclusion. At least most of the doctors with whom I've talked
say that.

But let me just—

Dr. GrRonvaLL. We would be pleased to supply the data upon
which that statement was made.

Mr. Burton. I'd like to have that data.

[Subsequently, the Vcterans’ Administration furnished the fol-
lowing information:]

The attached which was taken from a publication rrom the Centers for Disease
Control (CDFC) titled, “AIDS: Recommendations and Guidelines—N »vember 1982—
November 1986,” provides information that indicates that the risk of bloodborne
transmission from inadvertant exposure is considerably less for HTLV-III/LAV
than for hepatitis B virus infection.

(See p. 96.]

The following excerpt was taken from an article by J Louise Gerberding, M.D.,
and Merle A. Sande, M.D, in the June 4, 1987 edition of The New England Journal
of Medicine which further enhances the need for following CDC's infection control
guidelines for transmission of HIV infection:

“It is now clear that the risk of HIV transmission to health care workers is ex-
tremely low, even when the special infection control guidelines recommended by the
CDC are not followed; a much greater potential for the transmission of numerous
other pathogens exists as a result of exposure to infected body fluids.”

Mr. BurToN. But let me just say this, or ask this grestion. If a
person comes in to 2 hospital and has a regilar blood workup for
s irgery or something else, do you check them for syphilis? Is that
tested for syphilis?

Dr. MATHER. No longer.

Dr. GrRonvaLL. No.

Mr. BurtoN. What do they test when they do that blood workup?

Dr. GrRonvaLL. Dr. Mather?

Dr. MatHER. We'd like to avoid the use of routine ‘‘cookbock” ap-
proaches to medicine. The patient is tested for what is indicated.
Generally you want to know the hemoglobin hematocrit—

Mr. Burron. I know, but if there’s any communicable disease of
virus in the blood workup, do you check for that?

Dr. MAaTHER. We do not generally screen for communicable dis-
eases unless there’s a reason for doing it. And I think {he whole
labeling issue—there are just two quick points I'd like to make.
One, the VA doesn’t have a policy that excludes pregnant health
care workers from the care of AIDS patients; I think we ought to
make that clear. There might be—I think what Dr. Cohn meant to
say was, there might be times when a pregnant health care worker
would ask to be excluded from this care, and that this might
happen. But it is not our policy to excluce pregnant health care
workers from the care of these patients, and I think the problein of
labeling—when you’re screening for something, you want to have
something you can do as a result of that screening. What we gener-
ally do is label an HIV-infected patient as we label an antigen-posi-
tive Hepatitis patient, “blood and body fluid precautions.” But it’s
a little bit like these automobiles that ride around with “Baby On
Board.” Nobody aims to nit those cars or any other cars. Nobody
plans to have an accident.

So these days, it is prudent for any health care worker to act as
though—and to behave as though—all blood and body fluids are in-
fected. And the labeling, perhaps, says “extra caution.” But label-
ing in and of itself never prevented an accident. I mean, nobody
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breaks or sticks themselves on purpose, and therefore doesn’t stick
themselves with labeled blood; it happens as an accident, and we
take precautions for the accident. But we are still going to have
those patients. Those patients are often sick and need care, and we
are going to provide that care, with adequate precautions to our
health care workers.

Mr. Kangorskl. Would the chairman yield just one second?

On that comment, maybe we should tell the armed services not
to label minefields for the doctor.

Dr. MATHER. That’s a little different.

Mr. Kangorskl. Well, * "ink you do take caution if you have no-
tices, is what I'm saying. But the thing that strikes me, and that I
think my colleagues on the other side are bringing out, if we’re not
testing for routine admission—and I'm always reading about it;
last time I think I read about it was 1.5 million, and now it’s up to
4 million in someone’s testimony—where do we get these figures
from? Are we just exciting the world with numbers, or are they
based on some statistical reality? And if they are, I missed that
subject in statistics because I don’t seem to think that we're pulling
a large enough sample out of the population to know what’s going
on.

Dr. RowraND of Georgia. I expect the CDC would probably be
able to address this better for us.

I thank all of tae panel for being here this morning. The record
will remain open for 5 days for comments and questions by any
members of the subcommittee.

[See p. 89.]

Dr. RowLAND of Georgia. Thank you all very much for being
here this morning.

Dr. GroNvALL. Thank you very much, Mr. Chairman.

Dr. RowLAND of Georgia. The next panel is Dr. James Curran,
who is Director, AIDS Program, Centers for Disease Control, and
Mr. Joseph Levitt, Executive Assistant to the Commissioner, Food
and Drug Administration.

Dr. Curran and Mr. Levitt, we all appreciate your being here this
morning, and you may proceed in any manner that you so desire.

STATEMENT OF JAMES W. CURRAN, M.D., DIRECTOR, AIDS PRO-
GRAM, CENTER FOR INFECTIOUS DISEASES, CENTERS FOR DIS-
EASE CONTROL: ACCOMPANIED BY: JOSEPH A LEVITT, EXECU-
TIVE ASSISTANT TO THE COMMISSIONER, FOOD AND DRUG AD-
MINISTRATION

Dr. CurraN. Thank you very much, Dr. Rowland. I am Jim
Curran, Director of the AIDS Program, Cen‘er for Infectious Dis-
eases at the Centers for Disease Control. On my left is Joseph
Levitt, Executive Assistant to the Commissioner of the Food and
Drug Administration.

I am particularly pleased to be here. We have submitted written
testimony for the record, but I would also like to make a few sum-
mary remarks about AIDS and HIV—

Dr.dROWLAND of Georgia. Without objection, it will appear in the
record.
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Dr. CurraN. I am particularly pleased to be here for a number of
reasons. I applaud your efforts to make this a nonpartisan effort.
And I think that although public policy involves many different
areas of society beyond medicine and public health and science, we
now have 6 years of experience in AIDS. There is a large number
of reputable scientists working on the AIDS problem, as witnessed
by the 1,000 scientific presentations made at the AIDS conference
here in Washington last week.

A lot of times, the publicity from such conferences is not about
the solid science that is going on, and there are people in virtually
every State and community who can provide this kind of informa-
tion.

The cooperation between the VA and the Centers for Disease
Control has been quite good. We found reporting of AIDS from the
VA Medical Centers to be excellent. From our point of view, our
communications with the VA have always been very cooperative
and cordial.

Let me briefly provide a couple of definitions before the rest of
my remarks. AIDS, as I'm sure all of you know, refers to a number
of very serious, fatal infections or cancers or other life-threatening
or fatal diseases that result from the serious breakdown in the
immune system caused by infection with the virus. We’ll call it, for
this purpose, the AIDS virus.

AIDS virus infection, which for all practical purposes is synony-
mous with having a confirmed positive antibody test, refers to a
whole spectrum of infections, from asymptomatic infection through
AIDS, which often leads to death.

As of now, nearly 37,000 cases of AIDS have been reported to the
Centers for Disease Control; almost 15,000 cases were reported in
the past 12 months. It is a disease that largely affects people of re-
productive age. Ninety percent of cases are in people between the
ages of 20 and 50. It's a disease most often of men; $3 percent of
the cases are men, and in 1986 we believe AIDS will be the fifth
}eading cause of premature years of life loss in the United States
or men.

The Public Health Service has estimated that by the end of 1991,
270,000 cases cumulatively will have been diagnosed and ultimately
reported to the Centers for Disease Control, with nearly 180,000
deaths, Cases have been reported from all 50 States, the District of
Columbia, Puerto Rico, and other territories, and now, 112 naticns
throughout the world.

There is a lot of talk about AIDS by a lot of people, but this is
truly an international problem which will be solved best, from my
point of view, with a lot of international and national cooperation.

In the United States, the majority of cases have been in homo-
sexual men and in homosexual and heterosexual intravenous drug
abusers.

With regard to heterosexual transmission, it’s quite important to
recognize the roots of heterosexual transmission thus far in the
United States. Most of the cases in heterosexual men and women
have been in persons who have abused intravenous drugs, primari-
ly beginning on the East Coast of the United States, and primarily
in intravenous drug abusers who have been black and Hispanic
men and women. For that reason, the heterosexual transmission
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epidemic now has its roots in intravenous drug abuse. Solving that
problem involves dealing with the problem of intravenous drug
abuse as well.

Since perinatal transmission in the more than 500 cases of AIDS
in infants in the United States comes from infected woren, we
have to look at where and who the infected women are. And
indeed, 60 percent of the women have been intravenous drug abus-
ers. A growing number have been women who have acquired the
infection through heterosexual contact; but once again, 70 percent
of them have acquired the infection from intravenous drug abusers.

So we can talk a lot about heterosexual transmission and dealing
with it, but it will be fundamental to deal with intravenous drug
abuse as we attempt to solve the AIDS problem.

Of 1,400 cases of heterosexual transmission, 500 cases have been
reported in children in the United States.

There is no vaccine against AIDS yet. There is a lot of research
going on. There has been one drug licensed, AZT, to treat AIDS,
and there are many, many studies of that and other drugs which
we can address later.

It is important to recognize that people who are infected with the
AIDS virus are carrying a virus which they think may some day
kill them. I always have to ask myself: if somebody told me I were
antibody positive, no matter how I got the virus, what .sould I
want to know? The first thing I would ask the counselor is, am I
going to die? When am I going to die? Help me, help me, help me. I
would not want to know first how I can stop transmitting the virus
to others.

So I think that any counseling is going to have to deal with the
enormous grief and shock individuals feel when they know they
are infected with the virus. First, you must get their attention and
deal with that before you can deal with the transmission issue. But
the transmission issue is important because people who are infect-
ed with the virus and are antibody positive are capable of transmit-
ting the virus to others, even if they have no symptoms.

At this time, testing and counseling, information and education
are the best methods of reducing sexual transmission, IV drug
abuse transmission, and transmission from infected women to their
newborns. Of course, with IV drug abusers, you have to treat the
IV drug abuse. This is an addictive pattern’in many people that
requires more than just counseling and testing. And with perinatal
transmission, it's important to supply adequate family planning
services to infected women of reproductive age groups.

There are some very important questions about the natural his-
tory and epidemiology of the AIDS virus. The first question is the

uestion I'd want to know the answer to. What is the chance that
I'm going to die, and when? And the question can be stated, what
is the outcome for an infected person? There have been many,
many studies of this with some 25,000 people followed prospectively
throughout the world. The largest study is one conducted by the
Centers for Disease Control and the San Francisco Department of
Health in San Francisco, where men have been followed for over 7
years—actually going back to a year before AIDS was discovered.
After 2 years of infection among these homosexual men, only 1 per-
cent had progressed to AIDS, or the life-threatening syndrome. But
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after 7 years, 30 percent had progressed to AIDS, and it’s very
likely that this trend will continue, orobably to above 50 percent.

Now, the question is, will the outcomes be the same for other
populations? Do we have sufficient data to say that all persons
with hemophilia in the country who are infected witk the virus
will have the same outcome as these homosexual men? Will other
groups of homosexual men have the same outcome? Why can’t we
Just say that the outcome will be 10¢ percent in everybody?

Well, we can’t because the data don’t allow us to. But we know
that the outcome is sufficiently bad that it’s a life-threatening in-
fection to acquire and to have, and the most likely hypothesis is
that the outcome will be the same among all infected people. But
several scientists are looking at cofactors, looking at factors that
may accelerate the growth of the virus, at genetic factors and
many other things that may change the course of the disease.

We know one thing, that among infants who are infected in
utero, the outcome is worse. A much higher proportion develop
fAIDS, and they develop it faster. The outcome is almost inevitably
atal.

The second important question is, how many people are infected
with the virus? Many of you have mentioned various numbers.
Whenever you hear large numbers that contradict each other, you
can be sure of one thing: no one knows. And that’s what was con-
cluded by the Public Health Service at Coolfont, West Virginia,
when a group of 85 scientists got together and concluded that the
best estimate was a range between 1 million and 1.5 million infect-
ed Americans.

My own estimate right now would be that 1.5 million is perhaps
our best estimate for the following reasons. A million and a half is
a lot of people. Whiie this only represents .7 percent of Americans,
we have to remember that our best studies indicate that over 90
percent of those infected are men, and over 90 percent are in repro-
ductive age groups. That would mean that 1 in 30 men between the
ages of 20 and 45 are infected with the virus, if 1.5 million people
are infected. And 4.5 million were infected, this would mean that 1
out of 10 throughout the Nation are infected. My estimate would
be that estimate is too high. Nonetheless, it’s very important to
know how many people are infected with the virus to plan for tar-
geting the population for medical care. It’s important to know this
nationally, but it’s also extremely important to know this at local
and State levels to plan for local and State medical care and pre-
vention programs. That’s the prevalence; that is, how many people
are infected.

The next important thing to know is how many people are be-
coming infected; that’s the incidence of infection. How many this
year will get infected with the AIDS virus; what will the numbers
of new infections be? I think we can say with a great deal of cer-
tainty that the number of people who will become infected from
blood transfusions in the United States, or the number of hemo-
philiacs who will become infected with the AIDS virus, is a very,
very small number, very close to zero in the United States. That’s
one scientific, public health, and medical accomplishment that we
should be proua of.
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Note, though, that numbers of cases of AIDS in hemophiliacs and
transfusion recipients continue to increase. That’s living proof that
cases of AIDS don't indicate what’s happening with prevention in
the United States because the outcomes coitinue among people al-
ready infected.

at do we know about behavior change? Well, we know that in
several well-studied groups of middle class homosexual men in
cities most affected—cities such as Paris, London, New York, San
Francisco, Los Angeles, Pittsburgh, Chicago, Baltimore—behavior
is changing dramatically. That is clear from the empiric evidence
of declines in AIDS virus infection rates in these men. This is de.
spite the fact that the risk is greater because their partners are
more likely to be infected. But this behavioral change is not wide-
spread enough. Syphilis is increasing in heterosexual men and
women in the United States now. I don’t believe that the hetero-
sexual population has markedly changed its behavior, or has taken
AIDS particularly seriously. I believe there is a real information
communication problem with black and Hispanic communities, and
I'm concerned also about young homosexual and bisexual men. I
think that more studies are needed concerning the efficacy of be-
havior change.

lI.,et; me finish on two notes. One is the issue of testing and coun-
selir .

The Centers for Disease Controi has strongly recommended that
we need to have a lot more routine counseling and testing in the
United States, with the belief that many people don’t know that
they’re infected, and many people don’t even know that they might
be at risk. We have to ask ourselves why that isn’t getting done
and why we want to do it. Unlike syphilis, where there is a treat-
ment that you could offer an infected person, here we offer
people—what? First of all, we need to offer them the answer to the
question, what’s going to happen to me the rest of my life, Doctor?
Am I going to die? And what are you going to do to help me?

We want to test people for the following reasons. We want to
identify who is infected, and we want to identify who is at risk, so
that they can be counseled to prevent transmission to others or te
alter their behavior to prevent acquisition of the virus themselves.

We want more testing and counseling for diagnostic purposes. I
can’t believe, as a physician, that you don’t consider in diagnosing
and treating people, both from a sensitivity point of view as well as
a medical point of view, that something as important as knowing
whether someone is infected with the AIDS virus might nct alter
your way of caring for people.

And third, we want to identify infected people so that health
care professionals can better care for them, and perhaps can take
better precautions themselves. We've got to do this in a very non-
divisive way, and we have to ask ourselves why it isn’t being done
if it’s so logical. And it gets back to what Dr. Cohn said. This i
very, very complicated. If the outcome when we test people is that
all the health care providers say, we're not going to take care of
you any more, we're going to leave; that isn't going to meet our ob-
Jectives. If we’re going to test people and we're not going to counsel
them, that’s analogous to findirg people with syphilis without
treating it.
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So, we have to do all of the things, and we have to deal with the
concerns about confidentiality and record-keeping, which this com-
mittee has already indicated are extremely complicated issues to
deal with. How can you tell the antibody test results to everybody
who needs to know, and yet keep them confidential in a hospital
setting where often nothing is kept confidential? We have to do it.
It can be done. Famous people get admitted to hospitals all the
time and nobody ever knows it, so it seems to me that somehow or
other hospitals can come to grips with this. But, they're facing this
at a time when there’s an urgent need to increase their counseling
and testing.

Finally, in addition to providing the counseling and providing the
confidentiality and record-keeping precautions, there’s a need for
more training and more emphasis on precautions for health care
workers. Even testing all patients won’t eliminate a lot of the rou-
tine risks that health care workers take in outpatient settings or in
other settings before the test results come back. Health care work-
ers need to have the support necessary to deal with these things.

I think I'll leave the extensive research, information, education,
regulation, training, and organizational aspects of the Department
of Health and Human Services and the Public Health Service for
questions.

Thank you.

[The prepared statement of Dr. Curran appears on p. 80.]

Dr. RowrLanp of Georgia. I think the statement that you made
about the reaction of an individual who is told that he has a posi-
tive serology is exactly the same as from a person who is told they
have metastatic disease, who has cancer throughout their body:
what can you do to help me? Is there any chance for me? I think
that is exactly the same kind of a response that you would get, and
it is certainly one that places a great burden on the physician and
the people who are going to be trying to deal with that individual,
and I think that we should never lose sight of the fact that at that
point, something needs to be done. You said the person is not going
to be concerned about the transmission of that disease; they’re
going to be concerned about what can be done for them at that
time. But I think we should never lose sight of that, the physician
and the people who are going to deal with that patient.

Let me ask you, if you will, to talk just a little bit about how the
Centers for Disease Control accumulates the data that it gets on in-
fectious diseases, and more specifically AIDS, which we are talking
about here. Would you very briefly go through that routine?

Dr. Curran. Reporting of communicable diseases in the United
States is a State and local health department responsibility, and re-
ports go to State health departments through local health depart-
ments and then the information is voluntarily reported, without
identifiers, to the Centers for Disease Control. Because AIDS is
such a serious problem, there is Federal assistance—-both technical
assistance and financial assistance—to most State and local health
departments for the reporting of AIDS. Validation studies have
shown that reporting of AIDS is more successful than for any other
common serious disease in the United States.
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Dr. ROwWLAND of Georgia. What flaws do you see in that system
at this point, and how much do you think the AIDS problem is
under-reported?

Dr. Curran. Well, we see several flaws, although it’s a good
system. The first flaw is that the serious morbidity itself is under-
estimated due to at least three factors. One is new knowledge
about what causes death. CDC will be changing the case definition
to capture additional causes of death—dementia syndrome, dissemi-
nated tuberculosis, and something called the “wasting syndrome”
with a positive test for virus. The new definition will be completely
in effect by September 1st.

Secondly—

Dr. RowLAND of Georgia. These are the people who do not have
opportunistic diseases?

Dr. CurraN. They do not have opportunistic diseases that fit the
case definition. We think from other surveys that this new defini-
tion will increase reporting by as much as 5 to 10 percent. Now,
that’s not a large amount, but'it’s something.

The second factor is under-diagnosis. We know that in places like
New York City, unexplained deaths in minority people, many of
whom are drug abusers, occur at large rates. Death rates in IV
drug abusers have gone up dramatically. This has not been attrib-
uted to AIDS. Some autopsies—on people who die in the street of
pneumonia—have led us to believe that these deaths may be AIDS-
related. There’s not a way to capture this on any national basis
without autopsies.

The third factor is under-reporting and delays in reporting. At
any point in time, we fell there are about 25 percent more cases in
the United States than have been reported at CDC; these will be
reported ultimately. That is, we believe there are already 7,000
more cases in the United States that have been diagnosed but not
yet reported, that ultimately will be reported to us as they work
their way through the system.

Under-reporting is less a problem now in major cities that have
good surveillance systems, but I think that concerns about confi-
dentiality can threaten that. We've seen that with some famous
people, and I think that it’s a perfectly understandable thing.
Whether that will increase we don’t know, but we have validation
studies to look into it. That’s one major flaw. I'm always looking at
flaws; I've found a whole lot of them.

The second one is the question of what’s happening with the in-
fection, and that’s the most important one. AIDS itseif doesn’t tell
us how many people are becoming infected. It’s conceivable that
the infectior rate may have leveled off now. We don’t know that
We know it’s gone down in hemophiliacs. National reporting ot
antibody test results would only partially answer this, because
changes in reporting make moie difference than changes in inci-
dence. For that, we need special surveys, and the CDC is currently
conducting several special surveys now to look at incidence and
prevalence of the infection itself.

Dr. RoWLAND of Georgia. The subcommittee members will bear
with me. I need to follow up on that question at this point.

I have a great concern that the number of AIDS cases are being
under-reported for whatever reason, and I'm not sure that the
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MMWR reflects really the number of AIDS cases that we have in
this country, the number of potential AIDS cases. And I think
that’s pointed out by the difference in the number of AIDS cases
that the VA itself has reported, as being 2,014 from September of
1983 to May of 1987, while the number that is reported by the Cen-
ters for Disease Control from 1981 are 999. What is the reason for
élmost twice as many being reported in the VA as reported by

DC?

Dr. CurraN. We're sorry about the unexplained inconsistencies.
There are two major factors invol* od there. One is that CDC has a
report from a single hospital. Most patients with AIDS are hospi-
talized at least three or four times before they die, so the 37,000
cases of AIDS have had as many as 125,000 or more hospital admis-
sions. We ge{ the report only from the reporting hospital, and we
don’t have records of all of the other hospital wdmissions. If the
person is first admitted to Bellevue Hospital, for example, for
AIDS, and is found to be veterans-hospital-eligible, the report
might go from Bellevue to the New York City Health Department
to CDC. The individual may, on subsequent admissions, go to the
Manhattan VA hospital. So that’s the major explanation.

The second explanation is probably lags in reporting. The VA
may be aware of all cases diagnosed in veterans’ hospitals up to
May 1987, and there may be some lags in reporting to the city,
State, and Federal level by now.

But I Lzlieve the first explanation is the major one, and I'm
sorry for that irconsistency. When I reviewed Dr. Gronvall’s testi-
mony I became aware of it myself.

Dr. RowLAND of Georgia. The same person may be reported more
than once, is what you're saying, then?

Dr. CurraN. We remove those duplicate reports bv a fairly so-
phisticated soundex system which deals with dates of birth and ini-
tial sound codes. If the person is reported more than once, only the
injtial report is included. So we would not, for example, have
records of all patients who have gone through the VA system; we
would only have the record of VA admission, if that were the re-
porting hospital for the first report.

Dr. RowLaND of Georgia. There inay be some additional ques-
tions that I want to ask on that point but at this time I'll yield to
Mr. McEwen.

Mr. McEweN. Dr. Curran, how many communicable diseases
does the CDC require phys:-ians to report?

Dr. Curran. Reporting t r all communicable diseases, for the
most part, is voluntary to the CDC and is required, with some dif-
ferences, by some State and local health departments. A summary
of the specified, 1otifiable diszases by State and local health de-
partments is listed weekly in the MMWR, a CDC publication. It in-
cludes many major communicable diseases. Among the diseases
that are transmitted in ways like the AIDS virus are gonorrhea,
hepatitis, and syphilis and some of the mure minor sexually trans-
mitted diseases, like chancroid.

Mr. McEweN. I understand that the State of California requires
something like 58 different diseases to be reported by physicians?
Is that an accurate figure?

Dr. CugraN. I don’t know for sure, but it’s a large numbcr.
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Mr. McEwWEN. And yet, we do not require reporting of AIDS pa-
tients? Is that correct?

Dr. CurraN. AIDS is mandated to be reported in virtually every
State in the Union.

Mr. McCEwWEN. To—

Dr. CurraN. 1o the State health departments, and then the
Stactia)(}:)ealth departments report to CDC. And every State reports
to .

Mr. McEweNn. The number of patients—when a physician en-
counters a patient with AIDS, does he report that?

Dr. CurraN. He must report that. There may be one or two
States in which he could legally get away with not reporting.

M. Burron. If the gentleman would yield on that point, as I un-
derstand it in California, if you have full-blown AIDS it must be
reported. But if you have the AIDS virus, according to State law,
the doctor isn’t even allowed to tell the wife, let aloae the health
agencies or the CDC. So I wish you would differentiate and be very
clear on that point. You're talking about full-blown AIDS and not
the AIDS virus, and we’re talking about 1.5 million to 4 million
people that have the virus out there. They are not mandated that
th%'sbe reported if their blood test isn’t found seropositive for
AIDS.

Dr. CurraN. There is a small nv aber of States, Colorado and
five or six others, that require reporting of antibody test results to
the State health department. But very few States do that. Then
there are other laws in some States, such as the California law that
you talked about.

Allgg‘? MCcEwEN. What'’s the definition of a person with full-blown

Dr. CurraN. Somebody has AIDS if they have a reliably diag-
nosed, serious, life-threatening infection, like pneumocystis pneu-
monia, or one of several cancers, like Kaposi’s sarcoma, or several
other conditions like severe weight loss in the presence of a posi-
tive antibody test.

Mr. M:Ewen. Well, does a person with full-blown AIDS have
any expectation that death is not imminent? I mean, is that the
criteria whereby it is identified as “full-blown”?

Dr. Currar. About 90 percent of patients reported to CDC with
AIDS have died within 3 years. There is a small number of people
who have survived as long as 5 years.

Mr. McEweEN. When you're saying that that’s the part that'’s
being reported, that's really—

Dr. CurraN. That's the serious end of the spectrum; those are
the people who get hospitalized, for whom reportinlg) is greatest.

Mr. McEweN. That’s inconsequential from a public health point
of view in the fact that these people ar. dying.

Dr. CurraN. I think there’s no question that from the point of
view of determining how extensive the infection is, or whether the
infection is going up or going down, death is not an adequate moni-
tor. That was the major flaw that I pointed out.

It is extremely important, however, when dealing with issues of
planning health care facilities and in looking at the total toll of the
disease—and perhaps even at the efficacy of therapy—but there
are two different issues here. The other issue, the issue that you're
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pointing out, is the highest priority that we have in surveillance
now. It is to determine the number of people becoming infected and
the number of people infected in each community.

Mr. McEwen. Should there be standard reporting for AIDS virus
carriers?

Dr. Curraw. I think a State such as Colorado has standard re-
porting, and has reporting of antibody test results in what they es-
timate to be 10 to 15 percent of infected persons in their State.

In addition, Colorado has very strong laws to protect confiden-
tiality, and they have an extensive public health program for coun-
seling and testing—

‘Mr. McEwen. ALl that’s wonderful, but from CDC’s point of
view—

Dr. CurraN. Would it help?

Mr. McEweN. Yes.

Dr. CurraAN. I think it would be of marginal use nationally. It
might be of some use locally. More important would be to have
standardized reporting of information from a variety of different
health care settings and special surveys.

Mr. McEweN. You used a euphemism. Very quickly, if I may,
about 1990, the fifth largest—

Dr. CurraN. That'’s 1986.

Mr. McEwen. Okay, 1986. Vou didn’t say “killer.” You said
cause of death—

Dr. CURRAN. A measure of premature mortality is years of life
lost before the age of 65.

Mr. McCEwEN. And you said it would be the fifth largest—

Dr. CURRAN. In men.

Mr. McEweN. You used that explanation.

Dr. CurraN. One measure of premature mortality is to factor in
the age at death.

Mr. McEweN. Give it to me one more time.

Dr. CuRRAN Years of premature mortality, and years of poten-
tial life lost.

Mr. McEweN. Thank you.

I appreciate it, Mr. Chairman.

Dr. CurraN. You'll be misgumed when you use it. I have been.

Dr. Rowrant of Gecrgia. It's not an easy quote to understand, is
it, Mr. McEwen?

Thank you, Mr. McEwen.

Mr. Kanjorski?

Mr. KanyorskI. Yes, Doctor. How did you arrive at your opinion
that there are 1.5 million infected individuals out there?

Dr. Curran. We did it in a number of ways. And again it is not
Jjust my opinion that the figure is 1.5 million. The 1 million to 1.5
million was a consensus estimate of some 50 public health scien-
tists and 35 outside scientists who gathered at Coolfont to make the
grﬁ)%eéction and to come up with a plan for prevention and control of

We took several things into account: what is known about the
size of the high risk groups in the United States; what is known
about the number of people infected in the high-risk groups; what
is known about the nu' oers of cases of AIDS reported and under-
reported, and what is kaown about the outcomes in those people. It
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is inconsistent to say that if you believe reporting is anywhere near
complete, that there would be 5 million people infected; that 10
percent per year get AIDS. That would mean that there would be
90,000 cases this year; and that isn’t the case. And so you have to
factor in all of the different things at once and recognize the distri-
bution of infection. And there’s simply no information that would
suggest that one in ten American men between 20 and 50 are in-
fected. It’s just simply too high a figure from our military screen-
ing data, from other data.

Now, let’s look at the surveys that are done. If you take the mili-
tary recruit data—the age-adjusted, race-adjusted, sex-adjusted
data from military recruits—and you average that out foi the
entire American population, you would end up with 260,000 Ameri-
cans infected. If you took American Red Cross data from first-time
blood donors, you would have an estimate of 100,000 Americans in-
fected.

We know that the 260,000 has got to be a dead-level baseline.
You can’t have anything lower than that because most homosexual
men and intravenous drug abusers don’t apply to the military. So
you know that 260,000 is the bottom level.

I think 1.5 million is the best estimate. I think we need much
better estimates. More importantly, each district needs betier esti-
mates.

Mr. Kansorskl. How would you get those estimates if you don’t
have testing and you don’t have revorting?

Dr. CurraN. Well, we are conducting and proposing a large
series of surveys, including a national survey. The national survev
could come up with an estimate of the likelihnod of the peovle par-
ticipating in the survey becoraing infected, such as a household
survey. In addition, it’s important to recognize the vaiue of testing
selected subpopulations. One parti~rlar study sticks in my mind.
That is a study done in Brooklyn n which voluntary testing was
done. Two-thirds of the pr:gnant women participated, and it was
found that 2.5 percent of pregnant women in a Brooklyn hospital
were infected with the AIDS virus. Almost none of them knew it.
Almost none of them thought themseives at risk. And that tells
you something ab>  reproductive age women in Brooklyn. That’s
important.

Mr. KA vjoRrsK The other question is, as some of the gen-
tlemen or the oi 2 have askad, do you have opinions as to
what we should do . those peopie that are most likely to be in-
fected by an infected person that doesn’t have the full disease of
AIDS but has the virus? For instance, do you have opinions as to
whether or not the spouse of someone discovered to have AIDS
virus should be informed?

Dr. CurraN. Absolutely.

Mr. Kansorskl. Do you kaow whether in fact in the military
services, someone who is determined to have the AIDS virus—their
spouse is notified?

Dr. CurraN. I can’t speak for the Department of Defense, but I
believe that they counsefspouses of active duty personnel.

Mr. Kansorskl. You believe they do?

Dr. CurrAN. Military recruits are civilians. That's the difference.
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Mr. KanJorski. Would you be surprised if, in fact, the regula-
tions forbid them to notify the spouse of an infected military
person?

Dr. CurraN. There are a lot of barriers, including concerns about
confidentiality, in the prevention and control of AIDS. This is a
very difficult situation. But I don’t know if I'd be surprised. I'm not
surprised at very many things.

Mr. Kansorski. Okay. But you do feel a certainty—it’s your opin-
ion, as a medical expert—that the information should be passed on
as far as those people that are most likely to be subject to infection
themselves from a live carrier of the virus?

Dr. CurraN. My opinion and the CDC recommendations are that
sexual partners of infected persons should be counseled about their
risk, and that they should be offered testing as well.

Mr. KanJorski. Do we require ‘nat notification in other diseases
in this country, such as tuberculosis or syphilis?

Dr. CurraN. Contact tracing is done very sparingly for communi-
cable diseases. Usually it is done for diseases for which there is
therapy available. It is done on a portion of syphilis cases and a
portion of gonorrhea cases due to resistant organisms. If resources
weredavailable, probably more of the treatable infections would be
traced.

In some circur stance- 1 believe that Governmer* resources and
private resource; could be used for contact traciug, but I don’t
think there should be any ambiguity about the recommendation of
informing, counseling, and offering testing to spouses or anybody
else who may have been sexually exposed or exposed through blood
transfusion, or anything else, to HIV.

Mr. KanJorski. Okay. If I may just extend one point, Mr. Chair-
man.

In case we do get a breakthrough in either a vaccine or some cu-
rative measure, how would you notify the 90 percent of the peuple
in the country that aren’t aware of the fact that they have it?

Dr. Curgran. If there were some magic bullet, if the virus could
be treated with a non-toxic drug, we wouldn’t have a problem.
We'd all just ret out of the way because people would beat down
the doors to get tested and treated.

We’re not talking about a magic bullet. We're talking so far
about one toxic drug that costs $10,000 a year, that wipes out your
bone marrow in some cases, and it that approved for treating
asymptomatic people.

Mr. Kanuyorskl. Would we be capable of—

Dr. CurraN. If tnere were a magic bullet?

Mr. KaNJorskl Yes.

Dr. Curran. Tomerrow, everybody would get treated. It would be
like the polio vaccine.

Mr. KaNnJorsKl. So these people that aren’t being tested now, it's
hecause they really have no reason to know? Because if they do
“mow, there's nothing they can do about it anyway?

Dr. CurraN. There are two reasons people aren't tested. Many
people may not have any idea they should be. Some people are con-
cerned about the results and what will happen to them. There are
waiting lines at virtually every public testing and counseling
center in the country. Forty percent of cases of AIDS, and probably
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HIV infections, are in black and Hispanic minorities, many of
whom receive their health care from the public sector.

There are a lot of reasons that testing and counseling aren’t
more adequate, and our budget plans would extend greatly the re-
sources available for counseling and testing. That needs to be done.
But there are people right now who want to get counseled and
tested who aren’t being counseled and tested. We want to end those
waiting lines, and also end the waiting lines for drug treatment.

Mr. KanJorskl. Thank you.

Thank you, Mr. Chairman.

Dr. RowLaND of Georgia. Thank you, Mr. Kanjorski.

Mr. Burton?

Mr. BurToN. You know, you lead us, Dr. Curran, to believe that
it’s the poor, the impoverished, the drug users and the homosex-
uals that are the only ones really at risk. But in Africa they have
done some studies, and they have found that in the more affluent
areas they have higher incidence of the AIDS virus. Although it
may be the current situation in the United States that the actual,
full-blown AIDS cases have been limited to the people in the high
risk groups that you allude to, isn’t it the fact of the matter that it
could get into the general population at a relatively rapid rate?
And in Africa, 50 percent of those who have the AIDS virus are in
the heterosexual community.

Dr. Curran. I think you make a very good point that was made
during the previous panel; anyone can become infected with the
AIDS virus.

Mr. BurTon. That’s the point I want to make.

You didn’t mention AIDS-related complex. Now, I have been led
to believe by some scientists that ten times as many people have
AIDS-related complex and are dying from it as have full-blown
AIDS. Is that a fact?

Dr. Curran. No, that’s absolutely not true. There are several
long studies of people with associated conditions, or AIDS-related
conditions. Usually these conditions precede the serious AIDS—

Mr. BurToN. Dementia?

Dr. CurraN. Dementia is now included in AIDS, and the “wast-
K)Ingyndrome,” which is the other major thing, is included in

A lot of people have generalized lymphadenopathy, and that is a
much larger number of people who require medical care, but—

Mr. BurtoN. What percentage would you add onto AIDS for
AIDS-related complex?

Dr. Curran. I would say it is at least another 200,000 to 300,000,
perhaps as many as half a million people who have signs or symp-
toms related to their AIDS virus infection, most of whom are treat-
ed as outpatients or don’t even seek medical care.

Mr. Burton. Well, if it’s 200,000 to 300,000, that’s almost 10
times—you have, what, 39,000 now or 38,000?

Dr. CurraN. The question I was responding to was related to
dying from AIDS. By the time people die, they 5ave AIDS.

Mr. BurToN. I see. But they have manifestation of some—

Dr. CurraN. Absolutely. This is not an asymptomatic infection.

Mr. Burton. Okay.
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In Africa—you know, you were talking about the pregnant
women who have the AIDS virus, and you were talking about the
low percentage; what was it, 1 percent? In Africa, 70 percent in one
hospital of the women who are pregnant have the AIDS virus,
which leads people to believe that it’s very deeply involved in the
heterosexual community, and I think that needs to be pointed out
to the people of this country so that they can change their sexual
attitudes instead of talking only about the high risk groups.

Are you familiar with Dr. Redfield?

Dr. CURRAN. I know him well.

Mr. BurtoN. Dr. Redfield, you know, has come out forthrightly
for routine testing. Are you aware of that? He’s for routine testing
of everyvbody when they come in for regular health checkups and
that sort of thing. Are you familiar with that? Why is it that CDC
doesn’t agree with that?

_ Dr. Curran. CDC has recommended routine counseling and test-
ing.

Mr. Burton. For everybody in the country when they come in
for regular health checkups?

Dr. CurraN. We've recommended it. Part of the problem is get-
ting from where we are to where we want to be. Where we are is
that we don’t have counseling and testing routinely available in
those areas where the infection is common.

Mr. BurtoN. Do you think the United States should mobilize
against this disease like it would for a military conflict and have
rout(i)ne testing on a regular basis for everybody going in for health
care?

Dr. CurraN. I think this should be viewed much more as a medi-
cal problem. I would like to see a mobilization of che medical and
health care community to deal with a lot of these issues that we're
talking about.

Mr. BurToN. Then you are for routine testing?

Dr. CURRAN. Particularly in high prevalence areas.

Mr. BurToN. Particularly in high prevalence areas, but not for
the general population.

Dr. CURRAN. And in health care settings.

I consider all of the people who are affected also a part of the
general population.

Mr. BUrTON. So you are for routine testing?

Dr. CURRAN. Yes, I said I was.

Mr. Burton. Okay

You said 1.5 million. There was a doctor, a scientist from Eng-
land who came cver and did extensive testing in December of 1984,
and he estimated that we had 2.5 million people infected with the
AIDS virus. You said 1.5 million over a year ago at CDC. Over a
year ago, you said there were 1.5 million. Now you’re saying we
have 1.5 million. Hasn’t there been any increase in the last year?

Dr. Curran. At Coolfont, in April of 1986, we said between 1 mil-
lion and 1.5 million, and we also said that insufficient information
was available to say for certain. What I said was that my best esti-
mate now was that the upper range was where we are currently,
and that more studies need to be done.

Mr. Burton. Well, many doctors feel—many scientists feel we
have 4 million to 5 million, and you heard that in previous testimo-
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ny. But you said something earlier about how we reed to start
planning for health care facilities in the United States if we're
going to deal with the health care problems that are going to
evolve out of the epidemic, which is already upon us.

We have 1.3 million hospital beds in the United States, as I un-
derstand it, right now. Many people feel we have 4 million people
infected, and we're getting as many as 10,000 new infections a day.
A Howard University study found that approximately 50 percent of
the prostitutes in this town have the AIDS virus, and it’s estimated
that probably 50 percent of the homoserxual community does as
well, so it’s spreading at a rapid rate.

How are you going to determine how many hospital beds we're
going to need in 1995 and the year 2000 and beyond unless we get
ig{:o?the routine or mandatory testing on a regular basis very rap-
idly?

Dr. CurraN. Those are two questions. One is how planning
should be done. I think one of the most difficult things to do in
AIDS is to plan for the long run. We are often overcome with the
daily issues. And that’s one of the things that I dislike most about
dealing with the problem.

I think we need to have long-range planning, and I'm happy to
say that I think the Health Resources and Services Administration
(HRSA) and the Health Care Financing Administiation (HCFA) are
involved in that. That’s something that needs o be done at a mu-
nicipal level as well, because almost all of the cases are in cities.

The second questicn 1s, will mandatory or routine counseling and
testing obviate the necessity for that planning or for those beds?
And that, I think, is an important question that also needs to be
answered. There needs to be much more counseling and testing.

Mr. BurtoN. I have one more question, Mr. Chairman. I know
my time has expired.

I talked to some people at a medical conference not long ago
about the AIDS virus, and I said, “Could it be communicated
through casual contact or flying insect vectors or other areas of
transmission, other modes of transmiscion?” And the doctors—one
was a previous Under Secretary of HHS—said, no, it can’t be com-
municated through deep kissing or through blood being splattered
upon you. And I saic, “Well, 280 million AIDS viruses will fit on a
period at the end of a sentence. Couldn’t that penetrate the skin?”
He said no. Three weeks later, on national television, it was report-
ed that three h.alth care workers were splattered with biood and
got the AIDS virus.

Now, I wish you would just talk about casual communication of
the disease for just a moment. The AIDS virus will live on a dry
surface at room temperature for 2bout 7 to 10 days, and maybe up
to 2 to 3 weeks on a moist surtace, according to most scientists.

So would you respond to this question? Number one, how can it
be communicated casually, if at all? And number two, I talked to
D.. Merk Whiteside with the Center for Tropical Diseases in
Miami, Florida—and I see you nodding, thinking, oh, my gosh, here
we go again—but Dr. Mark Whiteside and Dr. Carolyn McLeod
with the Center for Tropical Diceases are absolutely convinced that
mosquitoes are a mode of transmission in Belle Glade, Florida,
Little Haiti, and throughout Florida in general. Ana they think
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that we ought to be investigating that possibility and dealing with
it if that is the case. So would you respond to that?

Dr. CurraN. I'd love to respond to the Whiteside/McLeod points.
This is an example of cases in which people’s convictions can yield
to science. I'm pleased to tell you that we, along with western Palm
Beach County authorities, have conducted a massive survey of the
Belle Glade community, in which 5 perceat of the people living in
Belle Glade were tested for the AIDS virus in a random household
survey. And it was found that 4.5 percent of the minority adults
were infected with the AIDS virus, and that the infection rates
were quite high in the reproductive age categories. Not a single
person under age 14, nor a single person over age 60, in the sovaral
hundred who vrere tested, was infected with the AIDS virus.

In addition, we conducted studies of antibodies to other viruses
that are transmitted by insects and found that the infection rates
for those viruses were no higher in people with the AIDS virus
than others, suggesting that there was no risk factor for mosquito-
borne virus transmission.

If there were mosquitoes in Belle Glade carrying this virus and
biting people, they were neglecting to bite kids and the elderly.
They were only biting sexually active-age people.

{Laughter.]

Dr. CurraN. I think the important point here is that the mes-
sage from Belle Glade is 4.5 percent of the minority adults are in-
fected with the AIDS virus. What are we doing about it? Are we
just going to say, “Well, thank God, it’s not mosquitoes; let’s forget
that and go elsewhere?” The point is that we have to go down
there and prevent and control the disease. Sutton’s Law, you know.
The bank robber Willie Sutton was asked, “Why do you rob
banks?” “That’s where they keep the money”, he said. Le.s go
where the money is.

Now, 99 percent of the transmission of this virus is due to sexual
transmission, IV drug abuse, and perinatal transmission. Let’s get
to work and prevent that transmission. We can’t do that if we have
to deal with these kinds of concerns that have no scientific basis. If
they have a scientific basis, we have to answer the questions.

realth ~are workers are at some risk. They need to take precau-
tions. The disease is not spread by casual contact, but health work-
ers do need to be careful; yon're right.

Dr. RowLAND of Georgia. Thank you, Mr. Burton.

Mr. BurtoN. What about the follow-up on the casual contact?
Did you have any more comment on that?

Dr. CurraN. There’s no evidence that AIDS is transmitted
through casual social contact—kisses on the cheek from a son to
his mother, eating in a cafeteria, riding in the subway with people.
Thc ce have been, amcng the millions and millions of health care
worker contacts, a small number of cases where blood has been
splashed on the skin of a health care worker who is providing care
for an AIDS patient cr who is otherwise exposed to AIDS blood. I
don’t consider that to be casual contact. It's very disturbing. It’s
very importaat that health care workers have precautions and take
precautions, and it’s important that they continue the battle.

In terms of “deep kissing”, we have strongly recommended from
the very beginning that because of the theoretical risk that open-
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mouth, “french kissing”, “deep kissing”, whatever you want to call
it, be avoided by people infected with the virus because it might
transmit the virus.

M . Burton. Thank you.

Dr. RowLanDp of Georgia. Thank you, Mr. Burton.

Mr. Harris?

Mr. Harris. Thank you, Mr. Chairman.

Dr. Curran, I just want to tell you how much I appreciate your
straightforward and frank testimony, because I feel that as we con-
tinue to debate the civil rights aspects of this disease, the numbers
continue to increase. Hopefully we're going to reach a point where
this is considered, and should be considered, a public health issue. I
don’t think anyone wants to trample on the civil rights of a par-
ticular group of people, but the people that don’t have this disease
have rights, too, and I think we need to be concerned about them.
And I'm especially glad to see that you are recommending that hos-
pitals should be encouraged to conduct testing. As a doctor—well,
I'm not a doctor; let me retract that; Dr. Rowland is a doctor—but I
read in the paper the other day where a doctor in Maryland had
refused to perform heart surgery on people with AIDS. As I under-
stand it, it's not uncommon during the course of surgery for a sur-
geon to get a nick or two due to the sharp instruments he’s han-
dling and so forth.

So we have got to do a better job of not only educating the gener-
al public—because people are frightened; there’s no question about
it, they are frightened—and to do what we can, until we can get a
cure for the disease, to he.p prevent its spread.

I know I speak for all the members here in thanking you for
your testimony, and I certainly offer any help and support that I
can to help you with the problem because, as I said—I talked with
a doctor the other day from California; and the statistics that you
had, of course, of the doubling every 11 months, if that continues
on, it could become something that could very easily wipe out our
civilization.

So I think at some point we leave worrying about the civil rights
aspect of it to get to the public health aspects of doing what we can
to protect confidentiality of the person, but also doing what we can
to help get this matter under control. I know that’s not much of a
question; it’s a statement, but it’s something that I feel very strong-
ly about and I just want to compliment you for your efforts, and
offer mi support.

Thank you, Mr. Chairman.

Dr. RowLAND of Georgia. We have a vote right now. I think we
will recess at this point, go over and vote, and come right back.

Mr. McCEweN. Before we go I just have one quick question.
Thank you, Mr. Chairman.

Dr. Curran, I want to make sure I have this straight, and I don’t
want your words to get back to Atlanta before you do, necessarily.

But your recommendation, as the Director of the AIDS Program
for the Centers for Disease Control, is that we should have routine
testing in order to be able to track the spread of this disease?

Dr. CurraN. The CDC has recommended to the Department rou-
tine voluntary counseling and testing in many, many health care
settings, and—
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Mr. McCEwen. Do you mean counseling/testing, or counseling
and testing?

Dr. CurraN. Counseling and testing.

Mr. McEweN. Thank you, Mr. Chairman.

Dr. RowrLanp of Georgia. We will come back in about 10 to 15
minutes because there are some very important questions that we
want to follow up on, reporting and possible under-reporting.

Dr. Curran. Good.

[Recess.]

Dr. RowLanDp of Georgia. Dr. Curran, I want to talk some more
about reporting. We have already talked about some of the flaws in
reporting; there may be others, and that the incidents of AIDS
cases are unreported.

Dr. Gronvall spoke of three phases in his presentation that na-
tions go through in coping with the AIDS problem. You said you
had read his statement and those from someone else—I think the
World Health Organization. The phase of minimization and reluc-
tant acknowledgement and constructive engagement. I am almost
at the point of thinking that we are somewhere between minimiza-
tion and reluctant acknowledgement at this time. There are others
who would say that we are in constructive engagement; I really
don’t think we're that far along. And the reason you've already al-
luded to is that the seriousness of the problem may not be public in
general, and maybe not even by the medical profession. I'm not
sure. But I do know in my State, from information I've received,
that there was one hospital that had 40 AIDS cases and had report-
ed none of them. I don’t know why that was, unless they thought
that it wasn’t serious enough or the information was being sup-
pressed for some reason. ,

Do you think there is a possibility, a likelihood, that there is
under-reporting based on the fact that it’s not considered that seri-
ous in some areas now, or reluctance to report because of concern
that the institution may be recognized as one that has a significant
number of AIDS patients, and that might be a stigma? Or do you
think there might be suppression at any area of reporting?

Dr. Curran. We, as well, are very concerned about under-report-
ing and I would agree with you about the tendency for some to
deny the problem, which is part of the minimization process.

Our best information on the adequacy of reporting comes from
validation studies in New York City, Miami, San Francisco, and
Los Angeles, where we looked at pathology records and death cer-
tificates and romnared them to AIDS records in those health de-
partments. And there is a variation among States and cities in the
adequacy of reporting. The largest cities that have the most cases,
like New York City and San Francisco, had very good reporting,
about 90 percent reported. Now, that was in 1986. As cases become
more and more frequent, and particularly as health departments
start doing a lot of the other things which we want them to do—
more counseling and testing, more prevalence studies—there will
be more strains on the reporting system.

I think there are some health departments in some cities where
there is less reporting, and it’s a continuing concern. I'm very con-
cerned about it as well. I think nationally it’s been pretty good so
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far, and we need to keep attention on it, but we also need to move
into other areas.

Dr. RowLAND of Georgia. Do you think the MMWR has been and
is an accurate reflection of the number of AIDS cases that we have,
as you know it?

Dr. CurraNn. We believe that the weekly report we put out is ¢
good report of cases diagnosed. We know it’s a good report of cases
diagnosed and reported to State health departments, because they
all report to us. And we believe there are about 20 to 25 percent
additional cases that have been diagnosed that will be reported.
For example, a person goes to the hospital with AIDS this week
and gets a diagnosis this week; but there is a time lag before this is
reported to the city, the State, and the Federal Government. So
that means we think there are another 7,000 or 8,000 cases out
there now that have already been diagnosed that will be reported
over the next ye- - to CDC.

From our 1986 survey, we think that there is about a 10 percent
under-diagnosis in addition to that and a 10 percent under-ascer-
tainment in those four cities; that is, people who die of AIDS and
their doctors don’t even know it. And there’s no way to capture
those numbers except through special studies.

Dr. RowLAND of Georgia. Aside from the lag period—you said 25
percent. Is that cumulative, 25 percent more than—

Dr. CurraN. It’s cumulative, yes. Again, it’s about 7,000 to 8,000
now.

Dr. RowLAND of Georgia. As I understand it there are some
36,000 AIDS cases that have been—you're saying that there’s
maybe 25 parcent more than that?

Dr. CurraN. Yes, 7,000 or 8,000 more that have already been di-
agnosed that wili be reported.

Dr.?ROwLAND of Georgia. That have not been reported at this
point’

Dr. CurraN. Not yet. They haven’t been. For example, maybe
they’re in the hospital now.

Dr. RowLAND of Georgia. You don’t have any reason to suspect
that there may have been any suppression of any information
about reporting on any level?

Dr. CurraN. I am certain that with other diseases that carry the
stigma of AIDS, people will have physicians who will keep it secret
until the very last minute. I'm certain that that happens. I think
it’s remarkable, how good reporting has been for AIDS. That’s in
part because personal identifiers don’t go to the Federal Govern-
ment. I'm certain that if we required names at the Federal level,
the reporting would be not nearly as good. But identifiers aren’t
important for us; their importance is at the State and local level.

I believe reporting is still quite good but not perfect, and we need
to keep attention on it.

Dr. RowLAND of Georgia. You say that you think that AIDS dis-
ease surveillance and control is a State responsibility rather than a
Federal responsibility.

Dr. CurraN. Both.

Dr. RowLAND of Georgia. Both State and Federal.

Do you have any idea on how we may improve on the system of
reporting that we now have in place?
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Dr CurraN. We are trying to simplify reporting. During the past
2 years, we have come up with a standardized, computerized
system, with software that can be used so that States can enter
data. We receive computer reports of cases from a given State or
city, for example, on a weekly basis, so it’s easier to make sure of
its accuracy. It’s easier for States to analyze their own data.

Dr. RowranDp of Georgia. Where would that be located? Would
every local authority have that?

Dr. Curran. State health departments often decentralize some of
the information when they have a large number of large cities in
their State. The State of California has reporting at Sacramento,
San Diego, Los Angeles and San Francisco. I believe a State like
Georgia probably does not have more than two or three reporting
centers to the State Capital.

Dr. RowranDp of Georgia. Would the CDC ever have any reason
to change a..y of the data that came in from the States, for exam-
ple, in reporting into the MMWR?

Dr. Curran. We do cross-check cases. We report cases by State of
residence. So for example, if I'm diagnosed with a disease while I
am here in the District of Columbia and I live in the State of Geor-
gia, I might be reported to the CDC by a hospital in the District of
Columbia. Under some circumstances, we may count that case, but
if I were listed on the form as being from the State of Georgia, I
would be a Georgia case. So there is some minor modification of
cases reported. And the States want that; they want to know how
many residents of their State, but there is some modification after
the data comes to CDC.

We provide routine printouts and feedbacks to the States of this
audit system. We don’t change things for reasons other than boring
ones, like that.

Dr. RowranD of Georgia. CDC would never make any changes in
the numbers for, for example, reasons of causing a panic or some-
thing of that nature?

Dr. CurraN. To cause one or avoid one?

Dr. RowranD of Georgia. Avoid one.

Dr. Curran. No. I've been accused by an equal number of people
of causing panic and preventing panic, and I'm guilty of both, I
guess.

Dr. Rowranp of Georgia. It’s hard to know what to do some-
times, isn’t it?

DE CurraNn. Even if you tell the truth, or what you think is the
cruth.

Dr. RowLaND of Georgia. We're going to get to you in a minute,
Mr. Levitt. You're not going to be left out of this.

Mr. Burton?

Mr. BurtoN. In the 14th Century, as you know, the bubonic
plague, which was a bacteria, as I understand it—

Dr. RowLanD of Georgia. That was the 15th century, Mr. Burton.

Mr. Burton. The 15th century?

Dr. Rowranp of Georgia. Yes.

Mr. Burton. Well, I think it was the 14th and 15th centuries,
but we’il check our history books.

Dr. CurraNn. You guys are both older than I am.

[Laughter.]
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Mr. Burton. Now, wait a minute.

Regardless of whether it was the 14th or 15th century, it started
out as the bubonic plague, but the disease mutated and it became a
pneumonic plague; it started being spread through coughing, spit-
ting, and it wiped out a large percentage of Europe. Sorue say half,
some say two-thirds.

What is the chance of the—and I know there’s a mutation proc-
ess that takes place with the AIDS virus within a carrier, as I un-
derstand it—what is the chance that this might be conveyed to
ot!;er people in a similar fashion down the road? Is that a possibili-
ty?
Dr. CURRAN. Well, the best models of mutations for an organism
like the AIDS virus come from the knowledge we have of animal
retroviruses and animal lentiviruses. There has been extensive ge-
netic variation in AIDS viruses. There is one AIDS virus that we've
isolated from some serum we had at CDC from an African out-
break of hemmorhagic fever in 1976. The AIDS virus in 1976 is
very similar to AIDS viruses we’ve isolated from the same country
in 1986, and there is no more difference between the viruses from
1976 and 1986 and other ones from 1986. There is an encrmous dif-
ference genetically among the different AIDS viruses. That’s im-
portant {from the point of view, particularly, of dealing with issues
like vaccines, where it may suggest that the immune response, if
we couid find a good one, would be inadequate to deal with the
virus. It may have some implications regarding therapy, but there’s
not yet any evidence that there’s a difference with regard to trans-
missibility, either in terms of modes of transmission or, particular-
ly infectiousness.

My own guess is that it’s unlikely that there is going to be a
major change in modes of transmission—

Mr. BurToN. But we really don’t know yet.

Dr. CurraN. Well, the reason I say that is that the virus is
present, and has been present for a fairly long period of time, in
Africa, and it’s being studied now in dozens and dozens of coun-
tries, and we don’t see different patterns among those countries
suggesting that there’s a difference.

r. BurroNn. The AIDS virus is a retrovirus?

Dr. CurraN. That’s right.

Mr. BurtoN. Is the equinevirus for horses—is that a re*rovirus?

Dr. CurraN. It's a retrovirus. It—

Mr. BurtoN. Let me follow up on that. You know how that's
communicated, don’t you?

Dr. CurraN. By close contact between horses.

Mr. BurTtoN. And flying insect vectors, isn’t it?

Dr. CurrAN. For that virus.

Mr. Burton. But it is transmitted from horse to horse by insects?

Dr. CurraN. It can be.

Mr. BurtoN. Now, why—explain to me—1I just don’t understand,
why is it that the AIDS virus can’t be communicaied in a similar
fashion?

Dr. CURRAN. There are two things that are different, I guess. Ve
have to rely upon our empirical observations, and also the inability
to infect various insect cell lines at CDC with the AIDS v.-us. We
were unable to demonstrate any replication or dividing of the virus
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in a mosquito, so that means that what has to I anpen is you have
to have a sort of physical transmission of the virus from one insect,
from one animal to another.

The reason it probably doesn’t occur is related to the size of the
inoculant. Dr. Cohn was quoting a CDC study of 1,000 health care
workers who have received needle sticks. We know that no more
than 1 percent of them have b.come infected, even after getting,
say, a 22 gauge or 21 gauge needle with blood in it stuck in their
blood. A mosquito carries a small fraction of that, and that makes
the biologic plausibility iower.

Mr. Burton. But the fact of the matter is that a retrovirus,
equine—I don’t know the exact titie of the virus—is communicated
from horse to horse by mosquitoes, and it’s a retrovirus, and mos-
quitoes communicate that disease. But you say that the AIDS
virus, which is also a retrovirus, can’t communicate it? But 230
million AJDS viruses will fit on a period at the end of a sentence,
and a mosquito that bites an AIDS patient then turns around and
sticks its talon into a person who is not infected would not commu-
nicate the disease?

Dr. Curran. I don’t think a mosquito could pick up a period at
the end of a sentence. It’s too heavy.

Mr. Burton. All right. All right.

Tl .t’s another reason we need to study. I think that they really
den’t know. But let me ask a couple more questions here, if the
chairman will indulge me.

_Rr. Rowranp of Georgia. Make them short .. Burton, if you
will.

Mr. Burron. Well, I won’t take any more time than the chair-
man did.

Dr. RowLanD of Georgia. You go right ahead.

Mr. BurTton. Thank you.

Regarding the casual transmission of the virus—well, let me get
into another area. 1 think this is very important.

When I was talking to you privately after the last session, you
indicated that one of the reasons why routine testing isn’t done
and reported is because there’s a fear among hospitals and loctors
of legal suits being filed against themn which could destroy the in-
stitution. Could you elaborate a little bit on that? Because if that is
a problem, I think the Congress is the place to help solve that be-
cause we have a real public health hazard here, and if we can be of
assistance to you and other doctors and scientists around this coun-
try in dealing with the epidemic by putting up some shield, as long
as you take proper precautions, we ought to do that.

Dr. CurraN. I think that, in readying the veterans’ hospital clin-
icc and in-patient systems for more routine testing by getting
health care providers to recommend it on a routine basis, there are
a lot of issues that have to be dealt with up front. One of those is
the legal concerns that the physicians or the hospitals might have.
Another is the confidentiality concerns that hospitals and doctors
and patients might l._ ve. Another is the concerns about isolation
and other things. A lot of policies have to be worked out and antici-
pated ahead of tire.

I think we're moving—you can see from the lines at the volun-
tary testing sites—to people wanting to get tested, and more physi-
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cians wanting to do it. We've got to move the entire medical care
system to be part of the process.

I believe that physicians will help us if we make this a routine
standard of practice in protecting the confidentiality of their own
patients, but you just can’t wait until the first problem occurs Vou
have to deal with it at the beginning.

Mr. BurtoN. Do you think the Congress ought to look at legisla-
tion which would—if a doctor or if a health care facility provided
reasonable confidentiality to protect people from being exposed as
AIDS patients, that the doctor or hospital should be protected from
liability exposure? Would that help with the reporting process?

Dr. CurrAN. I think the confidentiality concerns of patients and
doctors and the liability concerns of doctors have to be dealt with. I
don’t know.

Ilvl; lBURTON. Well, we’ll look into that and see if that can be
helpful.

One last question and then I'll give up the floor, and that is that
the question of condoms has come up time and again. And as head
of research at CDC, I'd like to get you on record on this.

Cc adoms do reduce the risk but they don’t eliminate the risk. If
a person has the AIDS virus, the best protection is to abstain from
sexual contact with another person; is that correct?

Dr. CurraN. The first recommendation is to avoid sexual contact
with an infected person, and for infected people to avoid sexual
contact with others. One of the major problems with condoms in
preventing other sexually transmitted diseases or with preventing
pregnancy is with their inconsistent or improper usage, but break-
age is also a problem. I think our recommendations have to be
clear on what is definitely effective and what will help, but we
have to also recognize that we’re moving a spectrum of behavior. I
would like to see more condom usage among .ne people who are
going to do it anyway. It’s difficult for a physician, in counseling a
married coaple, for example, to say don’t have sexual contact.
Sometimes it’s easier for us to think of it another way, but our job
as physicians is to tell them the truth, and the truth is that if you
want to avoid infection, don’t have sexual contact. That’s the first
truth. And they say, Doctor, it’s none of your business; my wife and
I are going to do it anyway. How can we prevent transmission?
Then we say, well, you’ve heard my first line of advice; my second
line of advice is, this is a condom. It doesn’t always work. This is
how you use it. Most people like you don’t always use it right. Do
it. It may not work. It’s just like advising people on how to avoid
pregnancy.

Mr. BurtoN. Thank you.

Thank you. Mr. Chairman.

Dr. RowLaN  of Georgia. Thank you, Mr. Burton.

Mr. Levitt, I didn’t want you to think that we were ignoring you.

I know that the FDA must find itself in a difficult position in
trying to make a determination about when drugs should be used.
You maybe find yourself in a situation of being between the medi-
cal people and the patient who is going to receive the medication.
Would you give us an idea briefly about the process that the FDA
goes through in approving a drug for use? There is only one—and
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possibly two—at this time, I understand; AZT, and there may be a
polypeptide that is more recently being looked at.

What is the process that you go through and the decisions that
are made based on that process?

Mr. LeEvitT. Let me try and summarize that for you briefly.

FDA works in conjunction with researchers and with drug manu-
facturing companies to tr~ and facilitate the expeditious develop-
ment of safe and effective .rugs of all kinds. We have placed all
drugs that are intended to treat or cure AIDS and AIDS-related
diseases at the very top of our priority list so that they get looked
at first. In this regard, we have assigned what we call a “1AA” des-
ignation to all AIDS drugs. That comes from a pre-existing classifi-
cation system where drugs listed as number 1 are new molecules,
or new chemical entities, as we call them, and class A drugs are
drugs with significant therapeutic advances. Drugs that are classi-
fied as B drugs have modest but some important therapeutic ad-
vance, and C drugs are drugs without a clear advance over existing
drugs, although they still may be more useful in some patients.

Historically, the 1A drugs have received FDA’s highest priority.
Within the last year, we have said that even within the 1A drugs,
AIDS drugs get even higher priority than that, so we have moved
them right to the front of the line.

There are basically about a half a dozen steps to go through in
drug development. First, before FDA ¢ven gets involved, a drug is
screened in laboratories, and iooked at during short-term animal
testing, to see if the drug is reasonably safe for testing on humans
and has some effectiveness potential. When that drug has reached
that stage, the company or the research institution comes to FDA
and asks for what we call an “IND,” or an Investigational New
Drug Application. FDA, under the regulations, has 30 days to
review the IND, following which time testing can begin.

One thing that we are doing for AIDS-related drugs, which is un-
usual, because it takes a lot of time and effort, but we think it’s
worth it here, is to have special pre-IND conferences with the drug
sponsors, the person or organization submitting the application,
whether that be the National Institutes of Health (NIH), the drug
company, an academic research institution, or whomever, to ex-
plain exactly what kind of testing is necessary and how to put the
data together. And we have been successful, for example, with AZT
in lgetting the IND approved only 5 days after it was submitted.

rugs then normally go through three stages of clinical testing,
which we generally refer to as phase I, phase II, and phase III.
Phase I is the “rst and shortest phase. It is usually conducted on a
small nvmber of people. The purpose is to examine the pharmaco-
logic eftect of the drug and to look at basic safety questions. You
usually nave small numbers cf patients involved, often healthy vol-
unteers, somewhere in the category of maybe 20 to 80 patients. As
I go through, I'll give a continuing example of where azidothymi-
dine (AZT) (brown commercially as retrovir) fits into this process to
give you a clearer idea of how it works.

In February 1985, there were studies at the National Cancer In-
stitute (NCI) that showed there might be some in vitro utility to
AZT, and an IND was approved in June 1985. So that's when phase
I testing began, in June of 1985.
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By February of 1986, the phase I testing had shown great prem-
ise and they began phase II testing, which is usually controlled
clinical trial(s) to examine effectiveness of the drug and to look at
safety in more detail. The Phase II study on AZT was conducted
and actually halted partway through, in September of 1986, be-
cause the study results were so dramatic. Basically, t+e patients
that were being given the drug were clearly living _nger than
those who were not getting the drug, and it was deemed unethical
to continue giving some patients a placebo. So the study was
stopped.

At that point, the company (in this case, Burroughs-Wellcome
Co.) approached FDA, and we approved what is called a “treatment
IND,” or a treatment protocol so that patients, even before the
drug was approved for marketing, could get access to the drug
under the criteria that had been outlined and justified in the study.
And again, that treatment IND was approved within a week of
when it first came to FDA, in the first week of October 1986.

Now, normally, after phase II, you would go through phase III
clinical testing, which is the larger controlled and uncontrollea
studies designed to verify the effectiveness of the drug, and to clari-
fy the adverse effects and clear conditions for use in clinical prac-
tice. With AZT, that was deemed not to be necessary, because the
results from the Phase II trial were so dramatic. So we, in essence,
skipped Phase IIl and went straight to the next stage, which is the
submission of a New Drug Application, or an NDA, for marketing
approval. That was submitted, I believe, sometime in December of
1986. Again, FDA worked on that very closely with the company,
both before it was submitted on how to put it together so it could
be analyzed quickly, and after it was submitted, whenever ques-
tions arose. We brought it to an outside advisory committee in Jan-
uary of 1987 and in March of this year approved the drug for mar-
keting, 107 days after the drug was initially submitted for review
under an NDA.

Now, I would contrast that 107 days, or roughly 3 months, to the
average time of about 2 years that most new drugs take to go
through the NDA process, and that highlights the extra atten-
tion—really enormous extra attention—that is being focused on
newv drug applications for AIDS diseases. We were helped enor-
mously, of course, by the facts that the data were very clear and
very well presented, and that the studies were very well conducted;
basically, everything came together very well.

Following marketing approval there are often, as there are now,
additional studies to look at additional uses for the drug, and there
is also post-marketing surveillance conducted for adverse reactions.
We have reporting regulations that govern what has to be report-
ed, and when, to FDA.

That is the general system. I would add only one other point in
conjunction with what I said. We have heard a lot today about the
need for increased emphasis in coordinated programs. I think that
FDA feels that we are part of an integrated program within the
Public Health Service under the leadership of Dr. Windom and Dr.
Koop, and in close coordination with our sister agencies, especially
the CDC and the NIH.
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As far as FDA’s part, we have put together over the last year
phase II of what we call the FDA Action Plan which lists all of our
major priorities. This has just been recently released, and it lists
AIDS as FDA’s aumber one priority for everything that we do. So
we are trying to devote our earnest attention to it, in coordination
with everybody else. We basically see our role as the group that
tries to take the fruits of research and bring them rapidly to the
marketplace in such a way that we are a facilitator, not a barrier,
to new product development. We also serve, of course, as a neces-
sary screen to make sure that drugs are worked up right and that
the indications are well supported, so that the patients, when they
get the drug, have good reason to believe that it’s going to do what
it’s intended to do for them with a reasonable safety profile.

Dr. RowLaND of Georgia. 1t must be extremely difficult to reach
a decision about what to release on the market and what not to
release on the market insofar as treatment for AIDS is concerned. I
suppose you reall_ find yourself in a quandary at FDA about doing
double-blind studies, and you pointed that out in that you had a
double-blind study going and you had to release the group that
were getting the placebo because there was such a dramatic im-
provement in the group that was getting the drug itself.

So do you find that being an impediment in any way to reaching
approval for a drug?

Mr. Levirr. No, I do not think so, and I think there are two rea-
sons for that. First is that the concern that you raised is raised
really not just by AIDS, but by any category of drug where death is
the end point of the disease. The cardiovascular area is the area
that most comes to mind where you have that instance. I think
that there is general recognition within the research industry that
conducting the placebo-controlled trial on AZT represented the
fastest and most effective way to find out if the drug really worked,
and I think there’s a good feeling that that was done, as it is done
in other areas where there are not effective treatments.

I think that one thing you're going to be finding now is that
there is more than one way to do a controlled clinical trial. Placebo
is one type of control. You also have an active control where you
have a drug that is approved that you measure the test drug
against, and I suspect that a number of new agents will be tested
against AZT rather than against placebo to take into account that
concern.

So it’s an important concern in this area, but akin to similar con-
cerns in other areas where you're testing a drug to treat a fatal
disease.

Dr. RowLaND of Georgia. Researchers now are going on—the Na-
tional Institutes .f Health, the National Cancer Institute—how
much research is going on in the private sector in looking for a
vacciné or for an antiviral agent?

Mr. Levirr. I don’t have good data on that, but 1 can tell you
that a number of companies have been approaching us within the
last 6 months or so, and that there are several vaccines under de-
velopment that there are efforts to begin human testing on. We are
very optimistic, but also very cautious. I am not a vaccine expert
and I'm not a physician, but those with whom I talk explain they
expect that there will be a substantial process to go through. FDA

~
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has, in its vaccine program, both a review component—as we have
with drugs generally—but also a substantial research component
that is located right on the NIH campus, and so we have very close
coordination between our vaccine experts, the NIH scientists, and
the research community generally.

Dr. CurraN. I might comment that the 1987 NIH budget is $252
million thus far. The vast majority of that goes to extramural re-
searchers. Similarly, most of CDC’s research dollars are awarded
for extramural epidemiologic studies, for example.

Dr. RowLAND of Georgia. Is that contracted?

Dr. CurraN. It’s mostly research grants, but there are also coop-
erative eements. Much of the biomedical research reported at
the AIDfrconference, which 7,000 people attended, was NIH-sup-
ported or State-supported. Some States are putting quite a substan-
tial amount of money as well into research.

In addition, there are private research funds. Fo- example, the
American Cancer Society, the American Foundation for AIDS Re-
search, and the March of Dimes fund reasearch.

Dr. RowLAND of Georgia. We talked about the VA earlier, the re-
search that is going on here.

Dr. CurraN. Dr. Schnazi, for example, works at the VA in Atlan-
ta, and he has done some work on antivirals. He does that with
some support from the National Institutes of Health, as well as
from the VA, so that’s an example of multiple funding of basic sci-
ence.

Dr. RowLAND of Georgia. Also you have to approve, in the FDA,
testing f antibodies and for the virus itself before that test is put
into place. And as I understand it, there is research going on now
to improve the techniques for detecting antibodies. I made a state-
ment earlier that we may never be able to identify a test where we
can have the virus itself as the basis for saying a person has AIDS.
Would you comment on that? I want to clear that area up in my
own mind.

Mr. LEvITT. I'm not sure I'm going to be able to help you clear it
up very much, rot being an expert on the blood test kit issues. We
approved the first test kit a couple of years ago, the so-called
ELISA test, and this Spring approved a confirmatory test called
the Western Blot test. There are substantial efforts underway to
improve the quality of the tests and to get better kinds of tests.
The exact status of that I'm not personally familiar with; if you
would like, I would be happy to get that submitted for the record.

Dr. RowLAND of Georgia. Would you do that, please?

[The information appears on p. 86.]

Mr. LeEvITT. I might just ac . that these test kits are under our
biologics provisions of the law, which is a separate category from
drugs, so they are handled i.; different units under slightly differ-
ent rules, but the same general process is followed.

Dr. RowLaND of Georgia. Good.

Mr. Burton?

Mr. BurtoN. You sourded optimistic—I think you used that
word—about vaccination. Can you give us the basis for that? I'm
Jjust curious; is that just speculation on your part?

Mr. LEviTT. I try to be an optimist.

Mr. BurToN. Just being optimistic? Okay.
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Dr. Koop and Dr. Curran and others have said a realistic time
frame would probably be at least the year 2000 before we had a
vaccination.

I’'m not putting words in your mouth, am I, Dr. Curran?

Dr. CurranN. I think many of us want to put it beyond our ability
to have to testify next year.

Honestly, the reason for optimism is the incredible amount that’s
beer. learned about the virus in a short period of time in the high-
powered laboratories working on it. There is not a breakthrough,
and in the absence of a breakthrough it’s very difficult to predict
whether there will be one.

Mr. BurTon. Have there been any vaccinations for viruses of this
type that you know of in history?

Dr. CurraN. Our experience with human retroviruses only goes
back to about 1978. There aren’t that many known human retrovir-
uses. In terms of animal retroviruses, vaccine development for
those never had the priority that the AIDS virus has. The “gas is
really turned up” on science. Feline leukemia virus has a licensed
vaccine; that’s a retrovirus, and the vaccine protects some cats, but
that’s a much different infection and disease in terms of cats’
normal immune response.

Mr. Burton. Well, we can’t compare animals and humans be-
cause we couldn’t compare the way it was transmitted with flying
insect vectors a while ago.

Dr. Curran. I wouldn’t compare it, only from a prognostic point
of view. And I think it’s not wise to guess when there will be a vac-
cine. The question to ask is, will there be one? And it’s premature
to be optimistic or pessimistic.

Mr. BurToN. The unly reason I'm asking for a time frame is not
to be argumentative—

Dr. CurraN. We've got to act now. We don’t want to wait.

Mr. Burron. We have to make plans based upon what we have,
and we don’'t have one. And Dr. Koop said he thought it would
probably be the year 2000, so we could have a lot of infections
before that and we need to get on with it.

Let me ask you a question about another help or aid for AIDS
patients or AIDS victims. I've been receiving calls from some
people about Ribavirin, and it’s been tested by the FDA. Can you
tell me the status on that, as one drug that they’re talking about?

Mr. Levitt. Yes. Ribavirin is a drug that has received, certainly,
a lot of attention—you’re not the only one who gets letters on it,
you can be sure. It has been tested to treat AIDS and AIDS-related
conditions. There was a study that was submitted to FDA some-
time, I believe, around the first of the year, is my recollection.
During the review of the study by FDA, our field audits raised sub-
stantial questions as to whether the data supported what the inves-
tigators thought that it had.

Mr. Burrton. It’s being tested further right now?

Mr. LEviTT. Data from these tests are undergoing further review
right now.

Mr. BURTON. So the jury is still out on that one?

Mr. LEvitt. The jury is still out on the drug; except, as I said, the
first study on which there was some speculation that it would
prove to be a breakthrough did not hold up under scrutiny.
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Mr. Burton. Thank you.

Thank you, Mr. Chairman.

Dr. RowLaND of Georgia. Thank you, Mr. Burton.

Wedwill keep the record open for 5 days for questions to be sub-
mitted.

We’ve only known about this virus for some 6 years now: there’s
a lot that we don’t know about it. And, Dr. Curran, I believa you
said that no one knows about the number of cases, really. There is
so much uncertainty that surrounds this, and I think this hearing
this morning and the discussion that took place here is an indica-
tion of the fact that there’s a whole lot that we don’t know about
this particular virus and about this disease. Most other diseases
that we deal with that are life-threatening, we’'ve known about
them for a long time, so we're really in a very unusual and diffi-
cult situation.

I've suggested that in order to get this debate and discussion into
the scientific community, where it should be, and away from poli-
tics on a partisan basis and philosophical differences, that we need
to have a commission appointed, and we need to have a commission
with pecple from both sides of the aisle in the House and the
Senate and from the Administration, and especially from people
with scientific backgrounds and people who understand about deal-
ing with medical problems, people that know about treating pa-
tients.

Do you have any feelings about having a commission of that type
rather than having legislation enacted in a manner that may not
take us toward some specific goal, but rather reacting to situations
as they arise and which has us moving in various directions, not
reaching a consensus?

Dr. CurraN. I think that partnership, teamwork, long-term com-
mitment and planning will get us to where we want to go, because
we’ve got a lot of very tough problems to deal with. We shouldn’t
be debating on the periphery on issues that are not central to solv-
ing the problem. And I don't believe that there’s anything inher-
ently partisan about the issues.

On the other hand, it’s a problem that many, many Americans
are concerned about. They look to their individual political repre-
sentatives at all levels, so it’s difficuit to “nonpartisanize” it. But I
am not a politician. We want political support; we want all of that,
but we want this to go forward together with teamwork.

Dr. RowLAND of Georgia. Mr. Levitt, do you have any comment?

Mr. Levitt. I would just simply echo what Dr. Curran said Jjust
now and earlier, that I think all of us are in favor of whatever ap-
proach gets us to the end that we all need to get to; working, as he
said, in partnership and with teamwork and with clear sight of
where we need to get to.

Dr. Rowranp of Georgia. You're certainly not politicians, but
you both gave political answers.

Mr. Burton. If the chairman would yield real briefly, I think his
suggestion is a very good one, and I would be more than happy to
co-author a resolution that would set up a commission consisting of
Members of both sides of the aisle and the scientific community so
tl;)at we could have the kind of teamwork that Dr. Curran talked
about.
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Dr. Rowranp of Georgia. Thank you, Mr. Burton.

Thank you very much, gentlemen, for being here.

Dr. CurraN. Thank you.

[Wheieupon, at 1:32 p.m., the subcommittee was adjourned ]
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GOOD MORNING.

THE SUBCOMMITTESZ WILL COME TO ORDER. WE

ARE MEETING TODAY TO RECEIVE TESTIMONY ABOUT

THE MOST SERIOUS HEALTH MATTER TO FACE THIS

COUNTRY DURING THIS CENTURY: ACQUIRED IMMUNE

DEFICIENCY SYNDROME ({AIDS).

AS IF THE TERRIBLE HUMAN SUFFERING OF

THIS AFFLICTION WERE NOT ENOUGH, THE ENORMOUS

BURDEN ON HEALTH CARE RESOURCES REMINDS US OF

THE SIZE OF THE PROBLEM. FISCAL AND HUMAN

RESOURCES DEVOTED TO AIDS ARE INCREASING:
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TREATMENT COSTS ARE HiGH, RESEARCH ‘éOéTS ARE
HIGH AND HEALTH EDUCATION COSTS ARE HIGH.
WHILE SOME LARGE GAINS IN KNOWLEDGE HAVE
BEEN EXPERIENCED, THE COMMON WISDOM OF THE
CAPABLE PEOPLE WHO ARE WORKING IN THE AREA IS
THAT SEVERAL YEARS WILL ELAPS:E BEFORE A
VACCINE IS DEVELOPED AND EVEN LONGER BEFORE A
CURE CAN BE EXPECTED.
IT IS CRITICAL THAT THE NATION —— AND
THE VETERANS ADMINISTRATION AS A LARGE PART
OF THE U.S. CAPACITY TO DELIVER HEALTH CARE
—-— COME TO TERMS WITH AIDS. THAT MEANS IN

ALL OF ITS ASPECTS.
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| AM PLEASED THAT J. ROY ROWLAND, THE

ONLY PHYSICIAN IN CONGRESS AND A VALUABLE

MEMBER OF OUR COMMITTEE, 1S GOING TO PLAY A

LARGE ROLE IN TODAY'S HEARING AND BEYOND. |

MUST LEAVE SHORTLY, AND WHEN | TURN THE GAVEL

OVER TO HIM, | KNOW IT WILL BE IN GOOD HANDS.

LET ME SAY THAT | SHARE HIS CONCERN ABOUT THE

LACK OF A NATIONAL POLICY FOR AIDS.

| WILL NOW RECOGNIZE THE RANKING

MINORITY OF THE SUBCOMMITTEE, THE HONORABLE

JOHN PAUL HAMMERSCHMIDT, FOR ANY REMARKS HE

MAY WISH TO MAKE.
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THANK YOU, MR. CHAIRMAN.

OUR HEARING THIS MORNING FOCUSES ON A
GREAT PROBLEM OF OUR TIMES. THE DISEASE
CALLED “AIDS” AFFECTS A PORTION OF THE
VETERAN POPULATION AND THAT IS OUR VERY
SPECIAL CONCERN. WE NEED TO EXAMINE WHAT
THE VETERANS ADMINISTRATION IS DOING WITH
AESPECT TO AIDS AND WHAT IT OUGHT TO BE
DOING. IN THIS CONNECTION, IT IS
IMPERATIVE IN MY VIEW THAT THE DISEASE BE
RECOGNIZED AS A PUBIIC HEALTH EMERGENCY
AND BE RECOGNIZED ALSO AS EVERYONE'S
PROBLEM.
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IN JUST FOUR MORE YEARS, SOME

PREDICTIONS ARE THAT AIDS WILL HAVE KILLED

MORE AMERICANS THAN THE VIETMAM AND KOREAN

WARS COMBINED. TAdE CENTER FOR D!SEASE

CONTROL ESTIMATES THAT TWO MILLION

AMERICANS MAY BE INFECTED WITH THE VIRUS,

AND THAT BY 1991, THIS FIGURE MAY BE AS

HIGH AS FIVE MILLION.

MR. CHAIRMAN, IN MY VIEW, THERE ARE
SEVERAL THINGS THAT NEED TO BE DONE ABOUT
THIS SITUATION.

--WE SHOULD EXPAND EDUCATION AND
INFORMATION ACTIVITIES RzLATEL) TO AIDS.
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_3_
--WE SHOULD ACCELERATE RESEARCH TO
POSSIBLY FIND BOTH A PREVENTION AND A
CURE.

--WE SHOULD HAVE A CLEARER PICTURE OF
HOW THE VIPUS MAY BE SPREADING THROUGHOUT
THF POPULATION.

71
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MR. CHAIRMAN, THE VETERANS

ADMINISTRATION IS INTRICAIELY CONCERNED
WITH THE DIAGNOSIS OF AND THE TREATMENT OF
AIDS. IT IS AN INVOLVED AND EXPENS!VE
PROCESS FOR WHICH VA MAY NOT HAVE BEEN
PROPERLY PROVIDED IN TERMS OF BUDGET. WE
NEED TO ADDRESS THAT PROBLEM DURING THIS
HEARING BECAUSE VA IS THE NATION’S LARGEST
AND MGST COMPREHENSIVE HEALTH PROVIDER,
AND IT HAS A MAJOR ROLE TC PLAY IN THIS
MATTER
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MR. CHAIRMAN, IN HIS SPEECH BEFORE THE
AMERICAN FOUNDATION FOR AIDS RESEARCH, THE

PRESIDENT INDICATED THAT IT WAS VITALLY
IMPORTANT THAT AMERICA FACE SQUARELY A
DISEASE THAT 1S NOW NOT ONLY FATAL, BUT
SPREADING. HE ALSO SAID THAT IT CALLS FOR
URGENCY AND NOT PANIC, FOR COMPASSION, AND
NOT BLAME, AND THAT OUR NATION SHOULD NOT
REJECT THOSE WHO HAVE THE DISEASE, BUT
SHOULD CARE FOR THEM WITH DIGNITY AND

KINDNESS. 1 COULDNT AGREE MORE
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MR. CHAIRMAN, THE VA HAS HAD SOME
RATHER EXTENSIVE EXPERIENCE IN THIS AREA
OVER THE PAST TWO OR THREE YEARS. | AM
ANXIOUS TO HEAR WHAT OUR WITNESSES HAVE TO

SAY.

THANK YOU, MR. CHAIRMAN, FOR
SCHEDULING THIS MOST IMPORTANT HEARING.
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TATEMENT OF
JOHN A, GRONVALL, M.D.
CHIEP MEDICAL DIRECTOR
DEPARTMENT OF MEDICINE AMD SURGERY
VETERANS ADMINISTRATION
BEFORE THE SUBCOMMITTEE ON HOSPITALS AHD HEALTH CARE
COMMITTEE O% VETERANS' APFAIRS
HOUSE OF REPRESENTATIVES

JUNE 17, 1987
Mr. Chairman and Pembers of the Subcommittee:
1 an pleaser to be here today to provide the Comaittee 41t} an update
regarding t:e 1zmpact of AIDS (Acquired Immune Deficiency Syndrose) o4 the

Veterans Ad=:i 1istration.

The Epademic 1n th2 U.S. and VA Experience

AIDS 1s a devastating disease. It 15 but one manmife:tation of HIV (duman
imnunodeficilency virus) infection. in the United S*ates over 36,000 cases of
AIDS have been reporied to the Centers for Disease ~ontrol (CDC). OQver 1.5
ai1llion people 14 the 4, S. are tnought to be infec_2d ano =any feel th:is 1s a
conservative figure sith estiuates ranging as high as 4 =illion but no one
rnows for sdire. HES will conduct an epidemiological study to detersine the
1ncidence of AIDS 10 Anerica. In teras of those «ho w#1ll go cn to develop
syaptomatic discase, the estimates range frox .5-70%. The cumulative death
rate 1s over 55%; the case fatality rate 13 agproximately 85% for those 4ho

have the disease for three or pore f2ars. o cures have been reported.

The vi's case load has ranged from 5.3 - 5.f% of the total nuwber of cases
reported to CDC. #rom Septezber 1983 to Mes 1987, 2,014 cases of ‘full-nlown”
or CpC-defined AIDS have been reporied %o VACO. Ten (10) VAMCs haJe reported
1,194 of these cases or apProx-=ately 60t of the VA total. Tne Centers with

the highest number of cases reported during this period are:

75 .
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Nes Yor« {Manhattan) - 322

Aest Los Angeles - 13
San Franeisco - L
3rony - .18
¥1ami - a2
Broctkly/n - 99
East Jrange - 95
Housion - 75
Sar Jaan - 73
331 Diego - 59

COne hundred eleven (111) VAMCs haye reporied 1t leasi one £3%e., T+e 1mpact on

,.
r
®

VA ts therefore ciffurentiai i1n characler: r~oderaisig-neazy on seversl Jf

o

4

¢ Centers, iqimal on the majority. The JA Medical Centers in e« Yor¥
Gtate havse ireated nearfiy 30t of the total, taose .a Califoraia 21y 2§ & e

total. 3ased on the daias presented 2t 3 conference spoasored by th

Departnment of nealth and wuman Services in Jun=, 1986, 1n Berkeley Spriays,

s

Aest Virginia, the Sitsation .5 predicied to worsea dramatically oy ire end of

1991: 270,000 totil cases cumulatively with nearly 180,000 deaths, azain
cunaulatizely, sinze tae beginning 2f ihe epidenic 11 1981, These fiqures are
now being es15ed upWird dum o 3 rodification of case definition by CDC, The
YA's cuaulative caseload could equal 14,000 casas vy 1921 wased on ~hese

dzta. dowever, 1%t 15 articipated i1hat the Depariwent of Jefease polizy on
screening all active duty personnel and recruits cou.d modify the /A'S fuillfe
case load. 3Because the seteran population s conposed of rela~.vesy feu

fecales, 11creasing nunbers of .ozmen and children expecied 10 e 1ffecten ,a

—
w
-
]

k)

the future ~1ll have less .mpact on ithe VA thaa Socieily 3
The treatment of AIDS patients i3 bol™ labor-1niens.se and cosi-1-tensige. A
host of medical specialties and sabspecialiies ave 1avolsed, as <eil as a
21901f1¢cant nusber of ziaff mezbers fro= a sariety of 3llied nealth azenas,

including Soc.al Wory Seryice, Pragmacy, Craplauncy, etz
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laboratory Support

Laborazory Tes:ing £5r the antibody to the AIDS virus serves a variety of
clinical purposes including: (1) part of the diagndsiic woirk-up of & patient,
(2) part of the ®lookrback® prograa to determine 1f patients wransfused sith
blood Or blood producis prior 20 the availability of the ELISA test (3/85) are
antibody positive, (3} .uluntary screeming of individuals or groups at hign
risx, (4) corrodborazive or confirmatory testing {the use of the destern 8lo:
to confirm a positive ELISA), (5) *zerttery® testing - the perfornance of
sophisticated studies 20 deterzine the status of a Given patienzt's immune

systea (e.3., T4/T8 tatios).

The VA %a$ provided guidance 0 1tg fi1eld facilizies that testing for the
ant150dy to the AIDS virus should be perforzmed Jhen clhinically indicated,
1.€., 1n aiding 15 the esizblishzent of 2 diagnosis, and in collaboration sith

tqe various blood Dankifng associatirns 1n the u.S. (project “loox-back®).

In response to the challenge of AIDS, the VA nas expanded zhe Reference Tenter

for Serology a: VAMC Lexingtion to serve the agency as a laborazory o iest for

HIY antidody. This facility provides both screen. y and €OIrodvorative
tes:inG. Growsh of thi3 service has been exponeniial as AlDS cases nave
i1ncreaszed, fesul:ing in mafipunm productivity by the laboratory.

The .ncreased pressare for AIDS teszing at VAMC LeA1ngion with .ts rapidly
20Unt1ng cos:s has resulted in the deselop=ent of a nes and innosative
cethod for financing this progras, referred :0 as ine ‘charge ack sysiez.®
This 4111 allow VAMC Lexingion tc charge other VA Zedical centers for AINS
testing services. 7The cost to the VA for screening iests 13 approxinately

of the corroborat.ve tes 13 $17.0C per tesi. The

o
o
J
»
o
o
.
b

$5.00 per 23t an
cos: for this tesiing Service on a fee basis arrangedent in ilhe private frctor
would range fros $12.00 to $30.00 and fro= $25.00 20 $45.00 respectively for

screening and corroborative procedures,

In 1985 the VA anticipated the aprroschinG dezand for tertiary testing for
AIDS which reg.ires a flow Cyioneier and nmonozlonal antibodies. 7o =ee: tmis
need, the VAMCS 1n We4 York, Albuguerque, San Prancisco, Deaver and

New Orleans were provided w«ith this technical capaniiily.
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The cost to the VA to perfora tertiary testing by £low cyiometry will vars
frox $90.00 to $120.00 per specimen depending on the numser of monocloual
antibodies ased. This same service on a fee pas.s arrangezent rances froa

$400.00 20 $600.0C per specizen in the Nes Yors irea.

Costs of Caring for AIDS Patients

There have been nunerous atiespis both in the VA and out to arrive at coss

project.ons per case. In order %o be responsive t

[

facility needs, J4e hayse
attenpted to f1nd a mese rational <ay of funding facilities for AIDS cases.
As yoa know, 3 facility's resoJrces are based on workload perforoed two fiscal
years prior. 2ecause AIDS 1s a relatively ned disease thal 15 1nCreasing at 3
rapid rate and 15 uneveily distributed aroand the country, 1t 15 a special
challenge for the few hospitals zhat care for the majority of the kgency's

AIDS workload.

Seseral nonths aGo a Guestionaaire was devased tnat «as 5ent fo 11 facilities
that nad a high nomber of reporteo AIDS cases. <The Gu23tionnaire asxed then
for certain infor=ation concerning their last 10 AIDS patients 1n FY 1986.
Using this data, we esiimate that our Resource Allocation Meinodoloc, has

provided funding of approxizaiely $8,000 per AIDS case 20 VA redical Centers.

in PY 1985, <e estimated that 1t cost $38,000 per year to ireat an AIDS
patient. A nore recent study determined that $24,000 a year soald be more

appropriate.

Bazed on reduces lengths of stay, less .se of intensive care unit Jdays and
better facilities to Ranage these priients, 1t 15 dbelieved that the cost of an
AIDS patient has decreased aboJt 20% 3ince PY 5. As a zesalt, we are uming
$20,000 23 an esiimate of cost per patient per year for F/ 1987. Based on
tn1s, supplesental £unding has been providec for those facilities that have

seen more than 15 cases in PY 1987,

AlthoJgh costs do appear to b» com11g dosd, the trea.went o.tloor 18 unchanged

{excep: for the eaergence of zidovudine, for=erly calied AIT - for selec:

cases). Increazed uge of this drug wiil offser reduced costs. The Arug

AN
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itself costs frca $7-10,000 per year per patient. Also, since the drug is
toxic and reguires close 3onitoring, including various laboratory siudizs,

additional costs are incurred.

Intergoveranental Coosrdination

We are working closely with other Federal agencies to coordinate activities
related to this epideric. An exazple of one such partnersnip is the 30D/VA
working Grocp co-chaired by Dr. d. D. Cohn of the VA's Deparizent of vedicine
and Surgery and Captain V. Schinski £rom the Assistant Secretary of Hezlia's

Cffice 1n DOD.

The purpose of the DOD/VA Working Group 15 twofold:

(1) L0 exchange recent and evolsing research and clinical developrenrts

(2} 0 work tosard effecting the saooth transfer of patients with AIDS
or the lesser syndroaes (e.g., ARC) from the =ilitary to the VA
nealth care systea. (It i1s projected by Dod oificials that
approximately 550 persons < 11 be zedically discharged from the
thres services over ithe nex:t tJ0 years, potentially seexing

continaation 0f their care :tn the VA).

Tae VA hasz also been an act & PariiCipant in other groups, including the
white House WOrking Group (WHWG) on AIDS, a group ro< chaired by Mr. Gary
Bauer, Policy Advisor to the President. Discussion continues in fesponse o a
decigion by the President Lo revies all Federai prograas shere expanded
testing wouid be appropriate. Dr. H. D. Conn also serves on the Federal
Coordinating Committee on AIDS Inform=ation Education and Risk Rweduction and
represents the VA 0n the Intragovernaental Task Force on AIDS realin Care

Dalivery.

Edication Actizities

In addition to the provision of high quality clinical caze for patient3 sith
AIDS or ARC, the VA, of course, has a heasy comaitment .a teras of cducating
1ts health care Jorkers. 1In tnis regard a sariety of educational programs

have been conducted throughout the systenm:

-5
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- 30,500 VA sraff trained in FY 1985 at 129 VAMCs 1nvolving individuals
from all Services.

- 12 RMEC (Regional sedical Education Cen.rr) sponsored AINS prograns in
PY 1986 - 1240 VA participanis

- 4 Ct activities sponsored by CHEPS {Cooperative dealth Manpowet
educaiion Programs} in PY 1986 - 53 VA parzicipanis

= 3 RMEC sponsored AIDS programs 1a 1987 - 440 VA participants - others
i1n planning stages (Birminghaz ~ Clevelanc - Seatile*).

* meld May 14-15, 1987

The VA nas also participated 1n the distiribution of Zne J.S. Surgeon Geaeral's

Repart on AIDS.

Research

The VA 1s engaGed 1n the entire specirum of researcn on AIDS from basic
science studies Of the sechanisa Of AIDS virus infection, thtough clinical

trials of drugs in the treatzent Of yeseran patienis with AIDS.

In the area of basic research, a numdber of vA labotatories are siudsing tne
riechanisa by which AIDS virus infects cells. 3r. john Ziegier of the San
Francisco VAMC ;s studsang the molecular eventis, triggered Ly AIDS virus

infecion, that result in the death of ecsent1ial ceils of tne i1mmune s/s%en,

Dr. Paul Hoffrman of ine Bal:imore VAMC 15 using a ~ouSe rmodel of AIDS
infect1on to undersiand how the virus attacks and kills nezve cells.

Dr. Bernard Poie3z of the Syracuse JAMC has deen 1nvest15G2%1nG the mechanish
by <hich viruses, simrlar 0 AIDS J1rus, cause cerzain cancers of ihe
ly=phaotic system 17 amimals. This area Of regearch 15 1mporiant %o our
understanding of wny sone AIDS patienis develop these rinds of ca.cers. Ia
other animal studies, Dr. Stephen Aright of the Sai%t Lake City JVAMC 15 wOrkinj

on a vaccine for an 215§ related amimal virus.

In the three sears since 1t became establisned, the virology Reference Center
2% VAMC we3t Faven has gained a nationdide repuiation for service and

excellence. while the Center has elecied to cuntinue offering standard viral

.
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5erology services as 1%ts =ajor m1s$s510n, 1t has, also established a laboratory
for the culture of the AIDS virus. An anticipated benefit of this service
will be to enable the center to test the effect of new dzugs on the AIDS

virus. West Haven 15 the only VAMC with the capability to grow this virus.

In the area of clinical resear:h, Dr. Susan Zolla-Pazner of the Manhattan VAMC
18 1nvestigating the 1mpact of AIDS virus infection on the functioning of the
1mmune system, and Dr. Michael Simberkoff, aiso of Manhattan, 15 attempting %o
1mprove therapy for the serious 1nfecti1ons that attack AIDS victims because
thelr 1mRune sSysteas malfunction, Dr. wzallace Tourtellotte ¢f the West Los
Angeles VAMC and Dr. Peter Dowling of the Zast Orange VAMC are studying
1nfection of the nervous System 1n pat1ents with AIDS. A number of other VA
1nvestigators (Drs. Dobbins, Ann Arbor, and Kloiman, Durhan) are studying

*opportunistic infecti1ons* 1n AIDS patients.

Several VA 1nvestigators are actively engaged 1n the developrent testing
of new drugs for the treatment of AIDS infection. Dr. “aymond Schinazzi of
the Atlanta VAMC 15 designing nrw drugs targeted against the uniqgie
biochemical pathways of the AIDS virus. Drs. Joan Bilello and Paul Hoffman of
the Baltimore VAMC are supported by the NIH to tes3* new, potentially useful
drugs against AIDS. And the VA 1s carrying out a large scale, controlled
clinical trial of the efficacy of zidovudine, formerly called (AZT) treatment
1n patients with AIDS-related complex (ARC). This trial 1s supported by

special AIDS research funds from the Department of Defen3e.

Concluding Remarks

dr. Jonathan Mann, AIDS Progzanm official with wHO (World mpealih Orgaalization),
hag described three phases that nations undergo 1n coping with the AIDS

*issue® or the first AIDS case they encounter:

Phase 1 - mimimization
Phase 2 - reluctant acknowledgerent

Phase 3 - constructive engagemea!
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These °"Pnases’ are probably qul*e representative of what municlpaliiies, ot jer
forns of governaeni$S and health care Systems experience. we Lelieve that the
VA, although the system 15 affected differentially as pointed out above, has

enbarked on 1is OWn constiructive enjage~ent phase.

In terms of planning for %he future, the followlng concerns Or ACL10n3 QCCUPy

our attentions.

(1 Continue to cooperate with other Federal igencies (JoD, DHHS, etc.).

(2) VA 1nternal cost accounting and reinbursement methodology are under
continuing review.

(3) The feasibility or lJesiradbility of 1dent1fying *AIDS Centers® 1n
wedical centers located 1n the epicenters of the e i1demic.

(1) Continaation of the zidovudine (AZT)} cl.nical research trial 1n
patients with ARC.

{5) £ducation remains a key 1ngredient 1n any progran desiqned %o
reduce the spread of this life-threatening infection. It alsy Tust
be continulng, current and targeted tor specified audiences.

(6} The VA should be alert to and responsive to developnent,
p.bilcation and pronouncements from various divisions of DHHS, “he
lead Agency 1n the Pederal sysien.

(7} The VA continues to participaie 1n development of reconmendaiions
for the Domestic Policy Council that would increase testing for the
antibody to the AIDS virus. Wa/s to conduct pre- and

postrscreening counseling capabilily are alsc being developed.

Mr. Chairman, this concludes my formal testimony. My colleagues and 1 will be
please. to respond to any gu~stions thab you of other nenbers of ihe

Subcomnittee may have.
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Mr. Chairman and Members of Committee:

1 am pleased tc have this opportunity to represent the Centers for Disease
Control (CDC) and to share our knowledge about the nature of the zzcuired
irmunudeficiency syndrome (AIDS). Accompanying me is Mr. Joseph A. Levitt,

Executive assistant to the Commissioner, Food and Drug Admiuistration.

The AIDS epldemic continues to grow. More than 36,000 cases of AIDS have bcen
reported to date; and more than 20,000 of these patients have already died.

It is estimated that by the end of 1991, the cumulative total of AIDS cases in
the United States will reach 270,000 and result in nearly 180,000 deaths. The

President has declared AID3 the number one public health enemy.

Although the majority of cases continue to occur among homosexual and bisexual
men and Iintravenous (IV) drug abusers, the infection is also being hetero-
sexually spread by sexually active individuals who do not abuse IV drugs
intravenously. Infected mothers are also transmitting infection to their
newbcrn infants. Thirte<n hundred cases of heterosexual transmission and more
than 500 cases of AIDS in children have been reported. However; essentially
all of these cases are related o contact with persons with AIDS, at risk for
AIDS, or are individuals born in countries in which heterosexual transmission

is believed to play a major role.

There is no vaccine against AID3, and only one licensed drug with iimited
proven therapeutic benefit has been developed. Couplicating the picture is
the fact that infected persons ar¢ capable of spreading the virus to others
for years before experiencing the signs or symptoms of AIDS. At this time,
information and education, aimed at motivating individuals to eliminate
higt risk behavior, are the only reans we have to prevent the spread of HIV

infection--the virus that causes AIDS.

We know that the overwhelming majority of cases continue to occur in
populations known to be at risk. Although the number of cases being
transmitted heterosexually is Increasing, the individuals asost affected are
sex partners of bisexual men and IV drug abusers--most often bl: and

Hispanic women.
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We are gradually learning more about the natural history of HIV infection. In
the San Francisco City Clinic Colort stu.y of homosexual men with HIV
infection, the average annual incidence of AIDS was shown to increase over
time. Atter 2 years of infectlon, only 1 percent of the men had progressed to
AIDS. The rate of AIDS increased to 5 perceut afrer 3 years of infection, 10
percent sfter 4 years, 15 percent after 5 years, 24 percent after 6 years, and
30 percent after 7 years. Limited data in trenas of new HIV infections over
time in cohorts of homosexual men hdave shown declining rates of new infection
over the last two to three years. The percent of military recruit applicants
and first time blood donors testing posiL ¢ has not increased significantly
in 15 to 18 montbs of ongoing testing; however, trends in these groups may not

accuvrately reflect trends in the general population.

State and local health departments have reported to CDC a total of 999 AIDS
patients diagnosed at and reported by Veteran's Administration Medical Centers

since 1981. Of this total, 997 were male and 2 were female. Other VA patient

characteristics reveal that 46 percent were white, 39 percent black, and
14 percent hispanic. Seventy-one percent of total VA reported cases were
between the ages of <5 and 44. The highest concentration of patients were
fron the mid-Atlantic States (45 percent). Risk factors reveal that

49 percent are homosexual or bisexual men, 34 percent are IV drug users;

10 percent are homosexual men who use IV drugs; and the modes of transmission

for the remaining 7 perzent of cases were heterosexual contact with high risk

indlviduals, transfusion related or undetermined.

The only military screening data lrom the Department of Defense avallable to
CDC 13 military recruit data whizh dors not Airectly relate to the VA
beneficiary population since tirse found positive are not accepted for
mflitary service. The Depariment of Defense would be the source for data on

active duty personnel who may have future needs for VA medical systems.

Regaraing the distribution of the different opportunistic diseases reported in
persens with AIDS, an analysis of the 30,632 AIDS patients in the United Sta.es
reported to CDC as of February 9, 1987, showed that Pneumocystis carinij
pneumonia was by far their most commonly reported disease (63.6 percent).

Next were oral candidiasis (44.8 percent), Kaposi's sa ~oma (20.8 percent),

esophageal candidiasis (1V.6 percent), extrapulmonary crypt.roccosis
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(6.8 percent), and cytomegalovirus disease (5.0 percent). All other diseases
were reported in fewer than 5 percent of jatients with AIDS. These data
greatly underestimate the i{llness burden of patlents since only a single
report is received by CDC. Most patients with AIDS have multiple

hospitalizatjons, numerous outpatient visits, and several serious conditions.

CDC published precautions related to AIDS for clinical and laboratory staffs
in the MMWR In November 1982. Precautions for aealth-care workers ind allied
professionals were pubiished in September 1983. These precautions were

updz d in the 1986 MMWR workplace guidelines.

Recently, three health care workers who developed HIV infection after exposure
to blood from infected patients were reported. In many of the Instances such
as these three, strict following of precautions riy have prevented the
exposures resulting in infection. The following precs 'tions are recommended
by CDC and represent prudent practices that apPly to preventing transmission

of HIV and other bloodborne infections and should be used r.cutinely:

1. Sharp ltems (needles, scalpel bladcs, and cther Sharp instruments) should
be tonsidered as potentially infective and be hanaled with extraordinary
care to prevent accicental ’.ajuries.

Disgosable syringes and needles, scalpel blades, and other sharp items

&

should ve placed into puncture-resistant containers located a. close as
practical to the area in which they were used. To preveat needlesti-*
irjuries, needle: should not be recapped, putposefilly bent, brok.n,
remuved from disposable syiinges, ur otherwisc manipulated by hand.

3. When the possibility of exvosure to blood or other body fluids exists,
routinely recommended precwutions should be fcllowed. The anticipated
expcsure may require gloves alone, as in handling item. roiled with blood
or equipment contaminated with blood or other body fluids, or may also
require gowns, masks, and eye-coverings when pe.forming procedures
involving more extensive contact wi! : blood or potentially * ‘ective body
fluids, as in some dental or endoscopic procedures cr postmortem
examinaticns. Hands should be washed th,roughly and immediately if they

accidentally become contaminated with blood.

ERIC 8
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4. To wminimize the need for emergency mouth-to-mouth resuscitation, mouth
plzces, resuscitation bags, or other ventilation devices shouid be
strategically located and available for use in areas where the need for
resuscitation is predicrable.

5. Pregnant Health Care Workers are not known to be at greater risk of
contracting HIV infections than Health Care Workers who are not pregnant;
however, if a Health Care worker develops HIV infection during pregnancy,
the infant {s at increased risk of infection resulting from perinatal
transnission. Because of this risk, pregnant Heaith Care Workers should
be especially familiar with precautions for the preventing HIV

transzission.

In addition, hospitals should be encouraged to conduct routine testing for the
HIV virus so that health care Wworkers can take appropriate precautions yhen

caring for infected patients.

The Department of Health and Human Services has the lead role in our efforts
to prevent and control AIDS; however, the problem touches rany parts of the
Federal Government. The President has approved increased testing for Federal
prisoners, aliens and immigrants and has requested 2 review of other Federal
programs wvhere routine testing could be done. In addition, HHS is moving
rapidly to conduct a nationwide study to determine he incidence of the HIV
virus in Azmerica and to pr !ict the future of its occurrence. Arcording to

CDC estimates, the study should be completed within six months.

The Department’s AIDS Inf-rmxtion/education e{forts, as outlined {n the
Infornation/Education Plan tc Prevenmt and Control AIDS in the United States,
are directed toward fou- target populations: the geucral public, school and
college-aged youth, persins at increased risk or infected, and health
workere. FHighest priority are those groups at greatest risk of acquiring or
transzitting HIV infection. We are providing assistance to every State,
supporting health education/risk reduction and counseling and testing

activities.

As part of itg research activities on AIDS, CDC designs and conducts epidemi-
ologic studlies to decermir» rigk factors, co-factors and mo. s of transaissioen

for AIDS and HIV infection.
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Cases of AIDS like other significant infectious diseaser are reported
voluntarily by State Health Departments to the Centers for Disease Control.
Digsease surveillance and control is a State responsibility rither than a
Federal responsibility. The CDC works in collaboration with States and
provides technical leadership and financial assistance. Among our priorities
is maintaining consistency of reporting practices from State to State, which
enables CDC to analyze disease trends. A statistic suzmary reporc is
generated on a weekly bases. This is distributed to all State health
departments and approximately 1,500 others who have requested this
information. Also, CDC has initiated surveillance of HIV infection workirg

with six hospitals which are conducting studies of blinded random saxples

I have very briefly highlighted some of our knowledge about the nature of HIV
infection, information on cases reported through the VA medical system,
current recomvendations for health-care workers, an overview of educational
prograzs and CDC research on AID3, and Federal policy governing the analysis
and reporting of AIDS statistics, There is additional fmportant work going on
:n AIDS at CDC, and zany other Federal, State, and local governxent agencies
as well as voluntary srganizations have contributed a major part of this

Hation's effort to deal wiih this zajor modern day scourge.

This cencludes my testimony. We will be happy to answer any questions you may

have.

Aruitoxt provided by Eic:
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|
STATUS OP dIV TESTS - AUGUST 1887 J
Antibody tests

The e1ght iicensed HIV EIA antibody tests were developed
principally to test blood and plasma donated for transf{_,i0n and
further manrfacture. Basea on studies of patients with AIDS,
the sensitivity of these tests now approaches 100%; however,
rare persons may have a negative test if they became infected
shortly before being tested---normal perso s generally
develop antibodies to HIY within 6 to 12 weeks of exposure. The
specificty of the EIA 1s defined as the number of blood donors
who have nied being at incre ted risk of infection but yet .
have positive tests. Using this criterion, the specificity is
greater than 99.6 to 99.7%. In normal blood donors between 35
and 65% of repeatably reactive EIA"s will be confirmed with a
supplemental test, such as Western blotting. The faise-negative
rate in blood donors has been estimated to be about 1 in 100,000
to 1 in 250,000. The false-pcsitive rate in members of the
Armed Services routinely screened, i{f the testing sequence in-
cludes Western blotting, has been estimated to be betwecn 1 and
5 fn 100,000. It is unlikely that technicai improvements of the
EIA will improve thc performance of these tests sufficiently to
alter these estimates cited sigrificantly. Clerical error
pcrhaps continues to remain the predominant source of false-

ncgative test results.
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An additional more specific or supplemental antibody test,
the Western blot, of one manufacturer has been licensed. A
variety of antibody tests us:ing recombinant antigens or syn-
thetic peptides, competitive 1phibition technology, as well as
rapid agglutination and "dip-stick” tests have been reported.
The latter may have great value for epidemiologic studies
t roughout the world and their development has been encouraged
by the FDA. None of these tests is l:i:kely to change the prac-
tice in the United States unless, perhaps, a rapid "dip-stick”
test could be used to test emergency room admissions or to
prescreen cortain categories of blood donors (apheresis donors,

for example) .

Antigen tests

Several manufacturers have proposed that EIA kits to measure

the presence of HIV antigens {(antigen capture tests) could im-

prove the reliability of screening of blood and plasma donated

for transfusion or further manufacture by detecting antigen

during the interval betwecen exposure to HIY and the development

of antibodies detected by the antibody EIAs. Although this pos-

sibility ex:13ts, avarleble data suggest that testing donauted

blood and plasma with these tests would not improve the safety

of the blood supply significantly. These test have proven to be
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of value in monitoring tn vitro viral cultures for evidence of
HEV growth and for following therapy and disecase progression 1in
persons knowl to be infected with HIV. Licensure of none of

these tests appears imminent.

DNA Probes

Because viral cultures have proven insenstive to detect HIV
infection, seve.al different technologies to define viral DNA
integrated 1nto infected peripheral lymphocytes h ve been
studied. These tests match or "hybridize” radioclabeled comple-
mentary DNA sequences with those of the virus. These technique;
are relatively insensitive unless the quantity of DNA is ampl i~
fted in some way, as for example, usingZ the polymerase chain
reaction. As a research tool, this reaction can identi1fy the
presence of one lymphocyte infected with HIV ir 2,000,000 unin-
fected lymphocytes~--a very high level of sensitivity. Tests of
this nature may be adaptable to automstion and eventually be of
general value as "gold standard” diagnostics for use in persons

with consistently equivocal antibody or antigen test results.

ThV 1 -VARRONE-8-6-87
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WRITTEN COMMITTEE QUESTIONS AND THEIR RESPONSE

Gftice of the . Washington DC 20420
Administrator
of Veterans Affsirs

\"\2\" Veterans )

Administration !

© JUL20 .87

Honorable G. V. (Sonny) Montgomery
, Chairman, Committee on Veterans'

Affairs

House of Representatives

Washington, D.C. 20515

Dear Mr. Chairman:

Enclosed please find responses to the questions raised by
you and Congressman McEwen for the hearing record of

June 17, 1987, by the Subcommittee on Hospitals and Health
Care concerning AIDS. T ar you for the opportunity to
provide this additional information for the record.

Sjncerel .

<«
THOMAS K. TURNAGE
Admunistrator

Enclosure

92

ERIC

Aruitoxt provided by Eic:

’e




90

CONGRESSHMAN MONTGOMELRY

Question:

Answer:

Question:

Answer,

Question:

Ansaer:

Question:

Faswer:

Answer:
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1. I unde.-%and that at the Washington, D.C. VA Merical Center,
only the Infectious Disease Committee and Service Chiefs can order
AIDS tests. ¥what 1s your view on such a procedufe?

Th.s 1s one way to controi the number of tests done and the <ay 1in
which they are done so as to improve confidentiality and make sure
that the patient receives appropriate counseling and follow-up.
This procedure has been followed to control complex and expensive
antibiotics 1r teaching hospitals and 1s generally agreed to be a
usetul mechanism to assure the involvenent of senior staff in the
nanagemant of patients whose pragsary physicians are house staff.
Thus 1t has vsalue 1n supervision of house staff and appropriate use
of =edical resources, both important policies of the Department of
Melrcine and Surgery.

2. 1 further understand that at the washington VA Medical Center
such tests do not require the informed consent of patients. If
true, ‘vhat 1s your view on that?

Tne Washington VA Medical Center does not require written informed
consent although they have considered using an inforaation
sheet/consent form. However, they do require that patients give
1nforsed consent as reguit.} by statute. This is defined as the
exchange of i1nformation between patient and care giver about the
test. The patient may refuse the test and the exchange 1s
docuzented 1n the medical record. This 1S consistent with vA
policy.

3. Do you heve any plans to establish specially designated
treatment hospitals for AIDS patients? Do yov have any other plans
to 1solate AIDS patients within the VA system?

There are no plans to establish specialiy designated treatment
hospitals for AIDS pa*ients although the feasibility of treatpest
units within vA medical centers 1s being evaluated and a pilel unit
at VAMC New York has been approved. The only need for isciation 1S
that which 13 necessary :n :he category recognized by CLC as *bloocd

and body fluid precautions.® For most AIDS patients tuis does not
require physical 1solation.

4. what 13 the cost to purchase and operate the f.ow cytometers
you described 1n your testimony?

There are several branus of flow cytometers «ith costs ranging from
$154,000 to $238,000 depending on tle degree of automation and
associated equipment packages. Flow cytometry is labor intensive
but automation of some of the steps in the procedure and 1n
reporting results does reduce =sdical technologis: time. Host
laboratories doing flow cytometry 4o have at le.st one technologist
devoted to the sork and use Ssignificant input froa experienced
patnologists or clinical scientists 1n interpretation. Maintenance
of the coaplex eGuipment iS expensive. J(*her operational costs
cep:znd on the volume of work a2nd the type and nuamber of =onoclunai
antibodies used 1n the tests.

€. Ycu estimated costs to the V < form terziary tests on
the oytometers at $90 to $120 ~er sp.  asen. Whit cost factors are
inciuded in the $90 to $120 estizate?

The costs involved 1n the test costs include: nmonoclonal
antibodies, reajents. disposables and flow cytonetry Supplies (such
as PBS-BSA. pipets, tubes, monofilazent mesh, gloves, whole blood
lys1s reagents, fluorescent microspheres, floppy discs, etc.),
technician time to stain antibodies and do the flow cytomettry
analysi15, and finally the prefessicnai interpretation. Also
included 1S 1nstrument -1ze for the flow cytoneter/cell sorter
which 1ncludes prora.ed cost of equiprent service cContracts.
Thetefory th~ $90 to $120 price 16 an all-inclusive figure with the
variable being the number and types of sonoclonal antibodies used.

33
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6. You stated that the costs of AIDS tests are $5 per test for
screening and $17 per test for corroborative tests under the
“charge back® system at the Lexington “A Medicsl Center. Does this
cost reflect the staff tim: required or just the laboratory
materials? Does this reflect the cost to purchase and operate the
equipnent necessary to perform the tests? 1Is there any reason to
expect that these costs w=1ll decline over time?

These costs reflect staff time and laboratory materials in a sem-
autonated system. If the volume of testing increases to a level
that a totally automated systen 1s feasible the unit costs will
decrease. However, “he equipment for such a System costs $35,000.
The confirmatory test (the Western Blot) 1s labor intensive. Other
tests are being developed which may eventually be cheaper.

7. I understand from talkiny w th regional staff that often a
hospital-by-hospital poll 1s necessary to determine the number of
AIDS patients in v3i hospitals. 1s there a plan to collect such
1nformation on a routine basis, perhaps as part of the DHCp system?

The feasibility of such a plan will be one of the items evaluated
by the AIPS Working Group which 18 being eatablished in VACO.

8. The Centers for Dis ase Control testimony reports on a total of
999 AIDS patients diagnosed at and treated in VA medical centers.
You report 2,014 cases. Why this discrepancy?

The CDC reporting system includes only newly diagnosed cases
whereas the VA re~rorting system captures those which may have been
diagnosed cutside -he VA but are new to tte vA. For example, a
patient reported by a military hospital and then transferred to the
VA would not appear 4s a VA case in CDC records but would in the VA
reporting system. This accounts for the majcr part of the
discCrepanCy. Howev-sr some VA cases may not get reported to CbC
while others are counted more than once when a veteran uses nore
than one VA facility.

9. Do you have any kind of an advisory group for yourself or for
the Department made up «f field personnel fromn hospitals that are
especially impacted by AILS patients? 1f so, what do you thinkx of
the i1dea of such a field-baced group?

In addivion to the vACO Workin; Group, a Steering Committes composed
of VA clinicransg, scientists and academicians active in AIDS 1is
being set up which will meet regularly and report to the CMD. This
group will be essential in our efforts to focus sn the complex
clinical, education and research reeds related to the effect of

AIDS on the health of veterans.
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1. Or page 10 of your testxnény, you m2ntion that you are
considering the feasibility or desirac:ility of i1dentifying °"AIDS
Centers® in the epicenters of the epidemic. would you pl ase
elaborate?

There has been considerable i1nterest in having AIDS Centers

or Units within VA medical centers based looszly on the San
Franc1sco General model which combines an AIDS ward and outpatient
clinic under unified clinical management. A pilot pregram is in
the planning stages for VAMC New York and proposals will be sought
for two other units within the next month. Requests for proposals
for three AIDS regsearch centers have also been sent to the field.

2. Dr. Curran's testimony speaks to CDC published precaution
related to AIDS., Mow does VA relate to the published precautions?
(Dr. Curran's testimony page 4)

The VA accepts the recommendations of CDC in the control of hospital
infections. These recommendations are published regularly in the
widely available Morbidity and Mortality Monthly Report (MMWR) as
waell as the frequently updated CDC publication, Guidelines to the
Prevention and Control of Nosocomial Infectiong. The most
corprehensive publication of precautions for AIDS in health care
settings appeared in MMWR on November 15, 1985. A circular
{10-86-7) bringing these precautions to the attention of field
personnel was published by the VA on Jantary 21, 1986. Following
the publication of i1nforration on HIV infection in health care
workers exposed to blood of infected patients in the May 22, 1987,
MMWR, another circular reaffirming the VA's commitment to the
previously mentioned precauticns, was written and is now 1in the
concurrence process.

3. what 1S the average length of an inpatient episode of treatment
for AZ"S? wWhat kind of outpatient treatment takes place after an
inpatient episode? What nas been the experience of AIDS patients
being admitted as inpatients on more than one occasion?

No precise figures exi:t on length of stay for all AIDS patients in N
the VA system. ‘he inpatient stay depends upon the constellation
of diseases the patient has as a part ot the syndrome called AIDS,
community resources, access to outpatient treatment and general
health status. Based on a study of 90 patients from around the
country discharged ‘. FY 86, the average inpatient admission was 22
days and each pat-ent had 2.6 admiscions in FY 86, Pa%ients on the
east coast of which the majority are IV di1ug abusers tended to have
longer lengths of stay (average 20 days) than those on the west
coast (average 12 days) sho primarily core fror the gay community.
The average patient had 10 outpatient visits (6,7 on the east
coast; 17.3 on the west coast). The types of treatment received as
outpatient include momitoring of response to medication, both
therapeutic and prophylactic, actua. administration of IV
antibiotics and cancer chemotherapy, nutrition counsel:inj and
treatment and psychosocial support.

4. Do education projrams exist for VA patients other than AIDS
victims So that apprihensions among them are lessened?

At prasent there is no formal patient education program desigued to
allsy fsars srong patients who do not have AIDS, However, there
has been considerable effort to educate staff so they can diuvcuss
AIDS realigstically with all patients. All VA libraries have a
variety of materials available on the subject and the Surgeon
General's Report 1s available for patients to read and discuss with
staff, Those medical centers seeing most of the AIDS cases report
Patient and Family Health Education activities on AIDS targeted a:
a broad audience. The Office of Academic Affairs is plaaning a
cormprehensive VA wide Patient and Family AIDS Education Piogran.

In July, the VA patient Health Education Conference Call will focus
on AIDS.

o
(O
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5. what 1s the AIDS ratio of pnpatients to outpatients?

Most AIDS patients are outpatients. There is no way to routinely
monitor AIDS patients under care either as inpatients or
outpatients in the VA at any point in time. A l-day patient census
revealed that on October 30, 1986, there were 136 AIDS patients
hospitalized in the system. The top four stations were rew York
(18), West Los Angeles (10), Brooklyn (8}, and jouston (7). A
selected sample of hospitals on May 19, 1987, showed 96 patients in
12 hospitals and the top four were New York (19), West Los Angeles
(16), Miamy (11) and Brooklyn (10}, New York which has
consistently geen three times as many patients as any other VA
medical center has kept statistics which show an average bed
cecupancy ranging between 12 and 24 in 1986 during which time t .2y
saw 99 separate AIDS patients in the AIDS clinic. These 99
patients had a total of 540 visits to the clinic.
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The Honorable G. V. (Sonny) Montgorery
Chairman, Committee on Veterans® Affairs
House of Representatives

Washington, D.C. 20515

Dear Mr. Chairzan*

Thank You for your letter of June 25 concernirs questions on Dr. Javes
Curran‘s testimony at the June 17 hearing of the Subcozmittee on Hospitals
and Health Care.

As you requested, we sre enclosing the questions and Dr. Curran's answvers
on 8 separate page.

Sincerely yours,

G el

~“Ronald F. Docksai
Assistant Secretary for
Legislation

Enclosure
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Qulotew i OF CIAIT L 070
June

Q

1. In your test:sony, you refer to three healt’, care .0"iers «Lo de eln,rd
human immunodefi{ciency virus (llIV) infection sfier evposule 1o dincd frew
infected patients. You g0 on to zay, "In miny of ihe Instances cach as tirze
three, strict foliowing of precautions may have prevented the €.posures
resulting {n infection.”

How many other instances have been reported beycnd these three?

A

In addition to the three heslth-care workers who developed HIV infection
following non-needle-stick exposures to blood from infected patients

[¢ 1y Weekly Report 1987,36°285-289,, six persons who
provided health care to patients with H1V infection and who denied other risk
factors have previously been reported. Four of these cases followed
needle-stick exposures to blood froz patients infected with HIV. The twvo
other cases involved persons who provided nursing care for persons with HIV
infection. Although neither of these two persons sustained needle- =ick
injuries, both had extensive contsct with blcod or body fluids of the infected
patient, and neither observed routinely recommended precautions for preveniing
HIV transmission to persons providing health care.

Q

2. The United States relies on the Centers for Dlsease Control (CDC) to
provide = ny statistics related to death and disease. The CDC rmust rely on
accurate reports fros States and agencies. I a= concerned that there is a
discrepancy between CDC reports of 959 acquired immunodeficiency ssndreme
(AIDS) cases at the Veterans Ad=inistratfon (VA) and the VA's report of 2,014
cases. What might account for this difference?

A

Reports of AIDS cases meering the naticnal surveillance Cefinition are
submitted to the CDC on standard, confidential report forms which contain a
variable "Hospital where diagnosis of AIDS established.” Case reports
submitted to CDC usually only reflect the initial hospi:zlization and Initial
AIDS diagnosis of the patient Unless the {nitial hespizalizazion of 2n AILS
patient was in a VA hospiral, CDC case reports would not reflect the patient
a3 a VA case. Thus. AIDS patients dlagnosed elsevhere, but subsequently
vreated At a VA hospital, generally would not be noted 1in CbC data a5 Va
related. Update reports of subsequent diagno=es and hospitalizations are
infrequently (less than eight percent of cas s) senl to CDC., Two recently
pudblished articles on medical care costs (Scitorss¥y, Joprnal_qf the Amertnen
Medica) Associasien (JAMA) 1986,256,3103-3106 ~d Seage, J3”
1986,256°3107-310%9) show the average nu-b=r of Lospltal ad=.s-1crs of 4107
patients from tire of d1agnosis to e 3 2 ang 3 3 per year, respectival,
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tiuman T-Lymphotropic Virus Type I/
Lymphadenopathy-Associated Virus:

Agent Summary Statement

INTRDDUCTION

in March 1984. COC and the Nstions! Institutes of Hestth (NIH), ; consultstion with scien-
tista physicians. and pubiic hesith workers in academis. sndustry. and govamment, published 8
manus! entitled 8iosafety in Microbiological and B dical Laboratories (“biossisty manual™)*
{7} The msnus! descnbes combinations of stendsrd and specis! microbioiogic prectices.
safety squip and fucs 1 ded for working with infectious agents in venous
laborstory setungs The recommendations ars sdvisory and provide 8 voluntary code of ssfety
practices.

A section of this manus! is devoted to 8 number of specific “egent summasry smomonu
consisting of brief descnptions of documented or anecdotal laboratory dinf: 1S,
the nature of the laborstory hezatds. and ded p itions to be takan in handiing
anc working with certam mfectious sgents Contributors to the manusl recognized that new
agents would be discovered {rom time to time and ded that s Y 1t
for asch new sgent be developed end published in the MAMWR The summary ststement for
hurasn T-lymphotropic virus type ¥/lymphodenopsthy-associsted virus (HTLV.RVLAV)T foi-
lows All laboratory dwectors ere requested to put e copy of this summary in each of therr
copies of the biossfety manus! snd bnng it 1o the sttention of lsborstory personnel The

d n the Y 1t were compiled from published scientific reports
snd sre consistent with the published guidelines for hesith-care workers (2-4)
AGENT SUMMARY STATEMENT: HTLV-lII/LAY

As of August 15, 1986, no cases of ecquired immunodeficiency syndrome (AIDS) that
mest the COC case definition snd can be attnbuted to en insdvertent laborstory axposure
have been reported in isboratory workers (5) One laboratory worker (7) was included

*Avsdeble from S dent of D Us G Prnting Office. Washington. DC
20402. Stock #01 702300167-1. Pnce $4 00, end from Natons! Techmca! information Service. US
Department of Commerce. 5285 rort Royat Roso. Spnngfield, Virgims 22161. Stock sPB84.206878,
Pnce $600

The Human Re: Sub of the C on the Ty y of Vituses hes
Propossd the ngme humen immunodeficency vius (HIV) for these viruses (Scrence 1986.232 897)
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emong the health-care workers who have had HTLV-HI/LAV antibody detected m their'serum
efter susteining 8 nesdlestick injury (2,3,6-70), but the source cf the infection could not be
establshed. Persons who are infected with HTLV-L/LAV may be esymptomatic, may have
AIDS-related complex, or may manifest symptoms of overt AIDS (77).

in 1985. two different reagent production lsboratories rcported that several laboratory

workers may have besn inadvertently exposed to en i of d HTLV-W/LAVY,
one worker wes cut by 8 piece of glass from a broken carboy that contsined HTLV-W
LAV-infected celts snd culturs fluid None of the potentialty exposed p had sh evi-

dence of seroconversion after 8§ montha in one if cident and 12 months in the other as 8 result
of these occupations! exposures.

Other reports dealing with HTLV-BULAY infection in hesith-care personnel, including
faboratory workers (3,4, 6,8-10), indicate that the risk of bloodborne transmission from inad-
vertent exposurs is considerably less fcr HTLV-B/LAY than for hepatitis B virus infection.
These reports Mustrate the need for complete svalustion by a physician 3nd serologic testing
of each laboratory worker definitely or possibly exposed to HTLV-II/LAV in 8 laboratory set-
ting It is recommended that the Public Health Service guidelines for health-care workers be
followed in thess instances (2.3).

Laboratory Hazerds

HTLV-B/LAV has been isolated from blood, semen, safiva, teers, urine, cerebrospinal fiuid,
bram tissue. and cervics! secretions end is likely 10 be present in other body fiuids. secret'ons,
and tissues of infected h or experimantatly infected nonh primates. Pe
or parenters! inoculstion end dwect contact of cuts, scritches, abrasions, or mucosat surfaces
with suspensions of virus or specimens containing live virus ere considersd potential routes of
infection Possible transmission of infection via the rarenters! route can occur through self-
inoculstion with nesdies, broken glats, or Other sharp objects that contain HTLV-M/LAY Spifl-
g8 is 8 possible of exp ¢ ond infectior., especially spills eccompenied by spraying
or splashing of infected cell cultures. ~al corcentrates. and Other infectious meterisls that
may come into direct contact with ebraded skin or memb of tha syes. nose, Or
mouth, however, thers ace no data documenting or suggestng, that transmission of HTLV-#/
LAV has occurred in this manner ingestion and inhalation have not been documented 33
modes of transmission of the virus.

Recommended Precautions

1. Biosatety Level (BSL) 2 standards and special practices, containment equipment, and facili-
ties as descnibed in tha CDC-NIH biosafety manual are recommended for activities involve
ing clinical specimens, body fluids, or tissues from humans or faboratory animals that may
contsin HTLV-IVLAV. These ere the ssme practices recommended for ell chnical speci-

mens Emphasis is placed on the following proctices, which are included in the manusl (1):

e. Use of syringes. needies end other sharp instruments should be avoided if zossible.
Used needles and cutting inxtruments should be discarded into & puncture-resistant
container with ¢ kd. Needlas shoulG not be resheathed, purposefully bent, broken, re-
movaed from disposable syringes. or otherwise manipulsted by hand.

b. Gloves should be worn by eli personnst engaged in sctivities that may involve skin con-
tact with potentially infectious fluids. tissues, or cultures and by lsboratory workers
with dermatitis or other lesions on the hands who may have dirsct or indirect contect
with potentislly infectious materials. Hendwashing with $08p and water shouid be 8 rou-
tine practice immed:ately after direct contact with potentially infectious materials and
on completion of work, even when gioves are wom.

¢ Gensration of asrosols, splashes. and spills of potentiaity infectious matens!s shouid be
avoided in procedures involving body tluids or tissues. during necropsy of cadavers. and
in aimilar proceduras on enimals experimantally in scted with HTLV-HI/LAV Labdoretory
workers should use ¢ biological safety cabinet w  n propageting the virus to further
reduce the risk of exposure. Although the major prer autions are hsted hers. the COC-NIH
bioasfety manual contsins additional related precautions (see psges 11-13 for BSL 2

and pages 14-17 [ 111cr BSL 3 whan farge vol or tes Of HTLV-R/LAV are
iavolved). in altinstances, the laboratory directoris responsible for essessing the biosafe-
ty level t0 be usad.

d. Humen serum from sny source that is used as 8 control or roagent in ¢ test procedurs
should be handied at BS' 2 (see pages 11-13 [1]). Appended (o this Agent Summery
Statement is » statemaent {Addendum 1} issued by COC on the use of all human control
or reagent sera shipped to other lsboratories Tha Food and Drug Administration re-
quires that manufecturers of human serum reagents use 3 similarty worded stetement.
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¢ AnmalBSL2p ent equip andf are recc Jed 10° 8¢+
tivit ving nonh pnmstss expenmentslly infastad with HTLV-HI/LAV.

Lsborstory costs. gowns. oc uniforms should be wom by laboratory workers. ss 1s cus-
tomary for other BSL 2 or 3 practices. depending on the nature of the work, concentrs-
tion of the virus. and volume of matanal being handisd Bocwu many animals bite. and
some throw fecss. urnine. Or 8xp sth 1-care per I must waasr
costs. prctective giovss. covarsiis or uniforms. end face shiekis ss approprists 10 pro-
tact the skin nd mucous membranes of the syas. nose. end mouth from potent:s! expo-
sure 10 thase substancas when working with animasis bksly to manifest such behavior.
Activittes such es growing research-lab Y-rc8le 18 of HTLV-N/LAV or relsted
viruses Of vius-producing cell lines, working with ted virus preparsti or con-
ducting procedures that may produ’.e droplets or nrosols should be performed in 2 BSL 2
£acility with the additionsi practices snd contsi quipment mended for BSL 3
{12)

. Activities ivolving industrisi-scale, large-volume, or high-corcentration production snd

manipulstion of HTLV-/LAV ere to be conducted with BSL 3 reqiremants (12},

. All lsboretory giassware. squipment. disposabls materials. and ¢ sstas sLspected or known

10 contay HTLV-HI/LAV must be decontsminated. prefarably in an autociave. befors wash-
ng. discarding. etc Inck tion of sohd wastes may be used as sn sitsmate mathod of
dispossl.
Thers is no svidencs thst laborstory clothing soiled with matarisis known or suspected to
contain HTLV-8i/’ AV poses s transmission hazard, snd the handling of such clothing is cov-
ered under BSL 2 practices Howsever, to be consistent with BSL 3 recommendations (7).
when laborstory clothing becomes contaminated with HTLV-W/LAV preparations, it should
be decontammnated before being laundared or discacded
Work surfscss should be decontsminatsd at the end of each day on compistion of proce-
dures or when ovartly contaminated Many commonly used chemics! disinfectents with
such sctiv. ingredients 88 sodium hypochlonte, formaldehyds. glutsraidshyde. or phanols
{4,13-15) can be used 10 decontsminats iaboratory work surfaces, they cen slso be used
to decontsminste some laborstory instruments, specific areas of contaminated laborstory
clothing. and spills of infectious matenals. Prompt decontsmination of spills and other
overt contammation should be standard practics
The prudent snd ded approach to handling h L or ted
1o contsin HTLV-W/LAV is 10 uss the same pracautions that shoukd be used routmoly to
prevent transmission of bloodborne infactions, including hepatitis B {76) Avaidable dsts
on ths effactiveness of hest 10 destroy HTLV-HI/LAV suspected or known to be present in
human serum are at variance becauss of veristions in volume of serum, concentration of
the virus, tamp e, and durstion of exp 10 heat {74,715,77). Swnilarly, results of
chsmics! snalyses or entibody asscys may vary when sere are heated before testing sc-
cording 10 the snalysis or ssssy being performad (78-20). Howasvar, thire is sgreerent
that tasting heeted serum for MTLV-ILAV antibody by enzyme immunoassays often
yields fsise-positive results (27.23).
No HTLV-hi/LAV vaccing has besn developed. snd no drugs have been shown 10 be safs
and effective for therapy As pert of en ongoing medical surveilance program for employ-
ees. all sboratory workers before being assigned 10 activities with & high potentis! for
exposure should hava & serum ssmple obtained snd stored st -40 C {-40 F) for possible
futurs g t serum pies should be obtained snd stored in sccordance
with faboratory polcy of following an inadvertent labomory axposure involving materisis
described above When indicatad. thou spe hould be tested by s qualifed
{sborstory using f [ d for HTLV-R/LAV antibody. Further-
mors, the physicien nqmmg serologic testing of thase seum specimens must first
b informed int from the laborstory worker end ¢ be the 10 ﬂnyuh.
guards gvailable to proter! test results The iab Y workers wh
sre 10 be testad shoulkd understand how the tast results ste 10 be used, the umphcmom of
8 positive of negstive test result, and tha limits. if sny, of the confidantisfity saf rds An

amployse whose serum HTLV-BI/LAV sntibody test is rasctivs end wh b
tests and evalustion confirm ths presencs of HTLV-NI/LAV infaction should be counuhd
to follow the Public Health Servics vdi for pr g tri smission (24,25),
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9. In addition to HTLV-W/LAV, other pnmary. 83 well as opportunistic, pathogeniC sgents
may be present m the body fluids and tissues of persons who are antibody positive or have
AIDS-ralated complex or AJDS Laborstory workers shouid follow -ccoptod biosafety prac-
tices to ensure Maxirnum protection against i ton! isb y infection with agents
other then HTLV-N/LAV that may also be present in clinical specimens.

Aeported by Drv of Safety, Natione! institute of Allergy end Infectious D N { Cancer )

Natonal Insiriutes of Health, AIDS Program, Hospital infections Program, Center for infectious Disssses.

Laborstory Program Offxce. Ofice of Broselaty. Offxce of the Dwrector, COC

"

ADDENDUM - .
CNC cautonary netice for ail humaa serum samples used 8s controls or reagents:

WARNING beceuse no test mathod cen offer complete sssurance that laboratory specimens
do not contein HTLV-H/LAV. hepatitis 8 virus, or other infectious agents, this specinen(s)
sho-sid be handied st the BSL 2 es r ded for any p ially infecti human serum
or blood specimen in the CDC-NiH manus!, Biosafety in Microbiorogical and Biomedics! Lebo-
ratorses. 1984, pages 11-3,

One or more of the following statements should be included with the above waming
statement.

This specimen is negstive for hepatitis 8 surface antigen (HBsAg).

This specimen is negative for antibody to HTLV-IVLAV,

This specii 3 positive for hepatitis 8 surface antigen (HBsAg).

This specimen is pouitive for entibody to HTLV-IVLAV.

This specimen has NOT Ceen tested for hepatitis 8 surface antigen (HBsAg).

This specimen has NOT been tested for antibody to HTLV-IVLAV

This specimen has been hested at 56 C (133 F) for 30 minutes lwhich will not inactivate
HBsAg but willinsctivete HTLV-1/LAV).
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