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P-R-0=-C=E-E-D-I-N-G-S

MS. GAULT: Ladies and Gentlemen, Members of the
President's Commission, my name is Polly Gault. I am a
designated federal official here and in that capacity it is
my privilege to turn this over to the Chairman.

CHAIRMAN WATKINS: Good morning.

Our first panel today consists of Dr. William
Schaffner, Dr. Renslow Sherer, Dr. Joseph Mercola, Dr. Arthur
Disalvo and Dr. Clark Heath.

Over the last two days we have heard from a variety of
witnesses about the complex discrimination and medical ethics
issues raised by the HIV infection. Well, finding solutions to
the concerns raised in those areas will not be easy. The
testimony presented at these hearings has prepared the
Commission to address sensitive issues of discrimination and
ethics related to HIV infection, with a clear understanding of
those concerns.

Today, we are going to focus on another area that
presents us with difficult but important questions; testing for
evidence of HIV infection. We will begin by examining how the
available tests are currently used, meaning what factors do
physicians and others consider in ordering or recommending the
test and in communicating the test results back to the tested
individual.

We will then examine the issues related to the
confidentiality of HIV test results and current procedures for
safeguarding that information.

Finally, we will examine the many legal issues that
testing for HIV gives rise to, including informed consent and
the constitutional issues presented by mandatory testing.

Before we hear from our first panelist, Mrs. Gebbie
has asked for an opportunity to say something briefly.

Mrs. Gebbie.
MRS. GEBBIE: Thank you.

Just very briefly, I think all the Commissioners are
aware that no matter what we talk about we almost always come
back to testing. As I listen to what is talked about here and
in the community, I am fascinated by the jump from the technical
questions about the test to questions about various specific
issues and individuals, without attention to all the
intermediate steps, such as the decision-making an individual
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physician makes to decide to order the test for a patient or the
decision-making made in a community about use of the test.

So, I am really looking forward to today and hope that
we can get a much better grasp of those intermediate steps and
the various things that are evaluated by practitioners and
others in the process of utilizing the test, to see it as a
process with many more steps than we may have been considering
earlier. I think it will help us to have a background for any
recommendations we might choose to make about applications for
the test in any kind of a population setting.

Thank you.

CHATIRMAN WATKINS: Thank you.

Dr. Schaffner.

DR. SCHAFFNER Yes. Good morning, everyone.

The subject, as you have just heard, is serologic
testing for HIV infection continues to provoke intense debate
among informed and knowledgeable persons interested in providing
the best medical care for individuals, as well as optimal
strategies for interrupting the transmission of the virus and
protecting the public health.

I believe these controversies can be resolved and I
believe it is a myth that there is a conflict between civil
liberties and the best personal and public health practices, but
-—- but -- there are certain preconditions that must be met
before the tensions regarding serologic testing can be resolved.
These would include, just very quickly, we need much more
increased education, much more education regarding human
immunodeficiency virus out in the population, so they understand
the issues, particularly in regarding treatment issues.

Confidentiality must be iron clad. Non-discrimination
must be assured and health departments must have increased
resources in order to carry out their tasks of partner
notification, contact testing and counseling.

Absent any of the above, I think tension will remain
because of the all too human skepticism of those at risk, their
suspicion of government and authority. However, if they are in
place, we can concentrate on designing strategies, including a
variety of methods, each suited to specific questions to which
we need answers and to local circumstances.

Clearly, we need an assessment to the extent that the
virus has spread in the entire U.S. population and you have all

311



heard about the CDC studies, which will start to provide us
information in that regard. ' ) ;

I think we need to continue to emphasize voluntary
testing with consent in a setting of confidentiality or even
anonymity. That ought to be continued and enhanced.

We have started some experiments in our country on the
use of mandatory testing. Emphasis: experiments, such as
premarital testing in several states. We do not need to repeat
this experiment in 50 states. what we need to do now is pause

and critically examine the current experience. And, frankly,
what I hear is that we will not.

To my knowledge, not a single state that has mandated
premarital testing has concurrently provided the resources to
evaluate the effects of the program. We won’t be able to learn
nearly as much from these experiments, and we ought to consider
them experiments, as we ought to.

Now, on the basis of yesterday’s testimony, some of

it, I should like quickly to add one more example to reinforce
the theme that we need data critically analyzed to advance the
quality of the debate. The issue is the protection of health
care personnel, particularly in hospitals. You heard among
other things yesterday the argument for making such testing
mandatory for at least certain classes of patients, who are
going to be admitted for evasive procedures.

As the person at the vanderbilt Hospital, who is
responsible for infection contreol, now in my 20th year in that
position, I am vitally interested in this question.

Several quick points.

First, the track record to date of conventional
infection control practices is superb. The risk to health care
personnel, which is never zero and never will be, is elevated
above people selling shoes. We accept that. our task is to keep
that elevated risk absolutely as low as possible.

Two, recently we have introduced universal cautions
designed to further enhance safety of hospital personnel.

Three, I agree completely -- I agree completely --
that the concept of universal precautions is not entirely
suitable to the operating room. 8o, I consider the current
debate valid. How then to resolve the issue? First, let’s
recognize that there are higher risk areas in this country than
others. What may be appropriate in San Francisco may not be
appropriate in Dubugque or, for that matter, in Nashville.
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And it is my theme, ladies and gentlemen, we need
data. What proportion of patients coming to a hospital for
surgery in any given area are infected? How many false
positives would result from testing and what are the
consequences of that? What proportion of patients, particularly
those who have been in motor vehicle accidents or other traumatic
situations, had to go to operation so quickly that under the best
of circumstances testing results could nhot be available?

What proportion of patients have had their surgery
delayed because tests were not drawn, simply forgotten, results
delayed or results confusing to interpret what are the causes?
What proportion of patients decline testing? Will patients go
elsewhere for care?

We don’t have the answers for any of these questions.
S0, the question is amenable to study and we ought to find out
the answer.

We tried to study this question in Nashville about a
year ago. We could not find a single agency, foundation or
other funding source, which would sponsor such an investigation.
This is a matter of intense interest to health care workers
throughout the country and I think ideally somewhere between five
and ten hospitals around the country ought to do studies that are
similar to those that I have outlined.

At that point with the data in hand we could then join
with the various surgical colleges, the surgical societies with
infectious disease physicians and public health authorities and
produce guidelines for the surgical profession. Incidentally,
it is notable that the surgical societies have been thunderously
silent on this issue to date, now five or six years since the
start of the outbreak. They have my sympathy.

They have no data, just as we don’t, and their own
membership is quite divided and intensely so on the issues.

Data are what is necessary.

One last comment. The tension in serologic testing is
tied irrevocably to research in drugs, effective, early in the
disease. I will say it again. This whole tension in serologic
testing is tied to the progress of research in finding drugs
that are effective early in the therapy of the disease. If we
had such a drug, the tension in testing would disappear. People
would come. You couldn’t beat them away with a stick, that want
to be tested because they would have the advantages of therapy.

Push my recommendation, ladies and gentlemen. Push

drug research. It is going faster than it was, but it could
faster yet.
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Ladies and gentlemen of the Commission, I applaud your
efforts. I, and, indeed, the nation are grateful to you. I
think our country has the capacity to curtail this epidemic and
your work will provide a solid foundation, which will enable us
to go forward with greater resolve and with greater success. 1
am at your disposal should I be able to help you any further.

Thank you very much.

CHAIRMAN WATKINS: Thank you, Dr. Schaffner.
Dr. Sherer.

DR. SHERER: Thank you, Admiral Watkins.

It is clear that the first principle of public health
that we have to adhere to with AIDS, as with all public health
problems, is that of engaging the public trust and the public
confidence. That bears centrally on the issue of testing, HIV
antibody testing and public policy.

It is clear as well that you all are very familiar
with two AIDS epidemics. The first is the real problem that we
face, which you are trying to address yourselves to; the second
is the epidemic of fear. 1 think the best, most terrible
exanple one can think of the latter in our country is the fate
of the Ray family in Arcadia, Florida, in which a decent
American family with three children, who carry the HIV virus,
were in sequence turned away from their school, driven from
their church, their home was burned and they were eventually
driven from their town.

That is simply illustrative of the power of the fear
of AIDS. Any public policy related to HIV antibody testing
simply must consider that and try to counter it at every
opportunity with the available scientific data on the
transmission of this disease.

We have heard that high quality epidemiologic data is
essential. We have much in hand. We have much work to do in
order to improve on that data. The collection of that
information is essentially a matter of research and should not
be confused with the issue of public policy related to HIV
antibody testing. We need aggressive research in a variety of
segments and the recent CcDC’s MMWR on the spread of the
infection in our country clearly indicates those areas where
such data is necessary. That is a matter of epidemiologic
research that should not be confused with public policy.

Education, through individual counseling directed
towards behavior change, is the tool that we have at hand with
which to control and to limit the spread of this disease.
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Counseling, therefore, is the major cost that is being borne and
that must be borne in order for us to be able to come to grips
with the spread of HIV.

In that regard, testing is, at its best, from a public
health perspective, an adjunct to that education. It must be
understood in that regard. It can assist us in changing
individuals’ behaviors, but it can’t go beyond the outcome of
that counseling itself. It does not lend anything more than the
counseling itself and if we are given a choice between the two, I
would and I think most would choose the counseling.

Ciearly, as well, we have to insist on linking
counseling, the individual consent, and participation in the
process with the testing process at every opportunity. I have
authored an article entitled "HIV Antibody Testing and Physician
Use of the Test, Consent, Counseling, Confidentiality and Caution
with every Test." If we can’t guarantee absolute
confidentiality for individual test results, we run two terrible
risks: first, the risk that we may impair the data collect,
which we all agree is so critical.

Secondly, we may also indirectly lead to or promote
the spread of this virus because of discouraging individuals who
need this testing the most from coming forward. Many other
individuals have stated these positions more eloguently than
myself, including the National Institute of Medicine and the
American Academy of Science. I recommend their positions to
you. )

We have had in my own state, I think, two examples of
legislative initiatives related to testing that are the best
examples of public policy errors. I can only agree with Dr.
Schaffner, that we should observe the results of these two
endeavors in Louisiana and Illinois and not move forward with
premarital screening at this point.

The numbers, I think, are very instructive in Illinois
in 1988. We estimate 200,000 people will be married in Illinois.
Of those, we estimate that we will identify one to 200 people who
carry the virus at enormous cost to individual taxpayers and an
equal number, 1 to 200, of indeterminate ocutcomes of tests. I
think the issue has been well-studied, thoroughly studied, in a
publication by Dr. Cleary, who will present in a later panel this
morning.

We will only identify 1/10th of 1 percent of all those
individuals who carry the virus. We estimate in Illinois that
50,000 people may carry the virus, and yet we are going to use
this test to screen 200,000 people, of whom only 100 will carry
the virus. This makes no public health sense. We are using
this precious resource of counseling and testing in exactly the
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wrong population and with considerable morbidity, i.e.,
psychological morbidity, for those individuals undergoing that
process.

Furthermore, in our state no one has provided this
test free of charge. This policy has the effect of discouraging
poor people from faithful monogamy, from getting married. The
results in January in Cook County were that 40 percent reductions
were observed in the number of people applying for marriages and
there were increases across all the state lines in Wisconsin and
in Iowa.

Most importantly, it does not make good public health
sense to engage in premarital screening. We need to urgently
make testing and counseling available to the 50,000 people we
estimate may carry this virus, to the two to three hundred
thousand people who are most at risk, i.e., homosexually active
men, intravenous drug users and their sexual partners.

Another example of a policy error that passed in
Illinois, but fortunately was vetoed by the Governor, was the
screening of all hospital admissions. Hospital admissions
primarily are children less than five and adults over the age of
50. In both groups, the prevalence of this virus is extremely
low. The cost of such an endeavor would be extraordinary and the
yield would be extremely low. :

The practical problems inherent in testing in a low
incidence population are well-described. I refer you again to
the articles by Paulker and others. The number of false
positive initial screening tests with ELISAs and the number of .
either false positive or indeterminate Western Blots is
significant in this population.

This test needs to be used with caution. In every
instance it should be associated with consent, with counseling
by someone trained in order to give specific recommendations on
how to prevent the spread of this virus, including abstinence
and faithful monogamy. However, all of you will recognize that
those are two practices with high failure rates.

Failing those two, we need to be specific and explicit
about safe sex and safer sex and clearly include the use of the
condom in those recommendations.

I agree with the comments that have been made about no
mandatory use of the test and I think others have spoken very
eloquently to that.

The two most important things that I think this
commission could accomplish, would be to establish a national
AIDS education policy, federally supported, federally
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coordinated. I think it is a tragedy to be discussing this in
1988, when we knew what needed to be done in 1983.

Secondly, I would say that you have before you an
opportunity to make the beginninfs of planning for what we know
will occur in terms of the deli ery of patient care services.

At Cook County Hospital, we have 20 Pecple in the hospital right
now, over 300 in our clinics monthly. oOur experience has just
begun.

We urgently need planning #and cooperation of an
unprecedented kind betweeneiggal authorities, city, county and
state authorities, the Federal Government and the private sector
in order to accommodate what is a growing crisis in patient care
services. 4

Il

\

I thank you very much for your attention and for the
opportunity to address ydu this morning.

CHAIRMAN WATKINS: Tﬁ\ank you.
Dr. Mercola. .\

DR. MERCOLA: There have been three recent studies
published, two in JAMA and one in the New England Journal of
Medicine, which review most of the commonly cited objections to
compulsory screening programs. It seems, that consistently the
major objection to screening in each of these analyses revolves
around the false positive rate or the specificity of the test.

Each of these authors feel that local laboratories
would not be able to achieve the very high standards of
performance that lab screening blood donors and military
recruits have already obtained. There is great concern that
large numbers will be falsely identified as carrying the AIDS
virus.

This viewpoint, however, fails to consider several
important items. If a false positive is found, this result is
not obtained in a vacuum. This result is interpreted in light
of a person’s personal risk factors and if there is a question
as to the accuracy of the test, experts can be consulted for
additional diagnostic verification. So, rather than a
confirmatory test, there is a confirmatory process.

Even more importantly, however, these tests that most
analysts used in their evaluation of screening are for the most
part the early first generation ELISA systems. However,
refinements with these systems have greatly increased the
accuracy of the test. Additionally, newer, second generation
systems, using recombinant DNA technology, are currently under
review for licensing by the FDA.
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Both of these tests, the newer, first generation test
and the second generation test offer specificities in the ranges
of 99.98 percent or about 10 to 20 false positives out of every
100,000 people screened. If these tests are combined with even
more accurate second generation Western Blot confirmatory tests,
it seems possible to eventually reduce overall the false positive
rate to well below one in a million in a widespread screening
program; certainly acceptable levels.

The studies that document this new technology and some
of these statistics can be found in my written testimony.

As you know, Illinois has been one of the first states
to implement compulsory marriage AIDS screening. It would be
helpful to share my experience as a private physician in this
community as a result of this legislation being passed.

There is widespread agreement that education is the
most effective weapon we have in the battle against AIDS.
Perhaps some of the most beneficial effects of this AIDS
legislation in Illinois has been the pressure it has put on
primary care physicians to learn more about AIDS and the testing
process.

In the community where I practice, this pressuring
motivation has been more effective in reducing physicians’
general inertia to AIDS education than any continuing medical
education program. This factor should not be diminished.
Informed physicians can serve as a potent force in educating the
community about the dangers and appropriate precautions for
AIDS.

One major item always mentioned in any screening
program is the cost. The costs are generally based upon prices
in effect prior to initiation of the screen. It appears that
once screening is begun, there are very potent free market
pressures to reduce the price of the test. Prior to initiation
of the compulsory marriage screen in Illinois, a typical charge
for the ELISA screen was $50.00 to the patient.

Shortly after legislation was enacted, several
companies introduced lower rates, forcing the general prices for
the screen down. Life Source is a company which screens the
blood for northern Illinois and they have recently offered
screens to physicians for the price of $8.00.

In summary, it appears that the false positive testing
rates have been a major objection to more widespread screening.
With the application of the current recombinant DNA technology
to the ELISA screens and a refinement of the first generation
ELISA systems, these arguments are becoming progressively
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invalid. Many people believe that one of government’s few
legitimate functions is to protect and defend its citizens.
This is certainly true for foreign invaders and it would be
difficult not to classify the AIDS virus as anything but an
invader of the most pernicious type. I would encourage the
Commission to recommend more widespread compulsory testing at
this time.

Aside from giving us valuable information about the
epidemiology of the disease, it would serve as part of an
effective strategy to protect and defend the citizens of this
country.

Thank you.
CHAIRMAN WATKINS8: Thank you, Dr. Mercocla.
Dr. DiSalvo.

DR. DiSALVO: Admiral Watkins and Members of the
Commission, I have some prepared remarks but unfortunately my
luggage and I didn’t get to Nashville at the same time. I will
submit them if we ever get united.

I represent the Association of State and Territorial
Public Health Laboratory Directors (ASTPHLD). There is a State
Public Health Laboratory Director in every state.

The test is used for many purposes as you have heard:
screening the blood supply; employment, such as in the State
Department, the Department of Defense, Job Corps. They are used
as diagnostic tests to differentiate AIDS and the AIDS-related
complex or the lymphadenopathies. They are used for studying
epidemiology. In the public health setting, there are two
primary uses of this test: (1) to serve for alternate site
testing, where counseling is provided. This diverts those in
high risk groups from going to blood banks to get their testing
performed and (2) to perform surveillance.

Y
In the public health setting, there are several types
of clinics which are high risk, such as venereal disease,
tuberculosis clinics, jails and prisons, childbearing women and
drug abuse clinics.

We feel that the testing procedure for HIV infection
is excellent when it is used as a protocol, a combination of
tests; that is, not just simply the screening test but followed
up with confirmatory or supplemental testing if the screen is
reactive. Many of the State Public Health Laboratories were
performing these tests, before the test was licensed.
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Beginning with the licensing of the test in March of
1985, until the end of last year, December 31st, 1987, we have
examined over half a million specimens. We found over 37,000
positives, which is a positivity rate of 7.5 percent. 1In 1985
and 1986 the states as a whole, as well as in South Carolina,
which is a low incidence state were finding 20 percent of the
specimens screened were positive and now, as more and more
people are being screened, the positivity rate is dropping.

In recognition of these early problems which we have
seen from a laboratory point of view, the ASTPHLD has held
consensus conferences. We had the first in May 1986, one in
March 1987, and the third one was last week, March 1988. The
problem we addressed is to set up a uniform testing protocol, so
results can be compared no matter where the test is done and so
the results are accurate and free of false positive and false
negative testing.

We have organized a uniform reporting system. We have
worked on developing an algorithm of testing procedures; that is,
screening is first performed with an EIA test. Then if it is
positive, the screening test is repeated and then proceed to the
other components of the supplemental testing.

We have discussed quality control. We do not think
there is sufficient quality control for the diagnostic
jaboratories and this must be organized at the national level.
We have requested the Public Health System to do this. We need
proficiency testing samples to be sent to the laboratories as
well as a panel of blood sera of known quantity and
identification to which all state laboratories would be

comparing in our daily use as the standards.

One essential item we would like to address is the
matter of FDA approval. All laboratory test reagents go through
an approval process with the FDA. These are processed as medical
devices through the Pure Food and Drug Amendment. However, HIV
testing reagents do not go through this protocol. Since they
were originally developed for screening drug donors, they are
approved as biologics under the Public Health Service Act. This
is a much more rigorous process and has more delays. You have
heard other members of the panel mention new tests, recombinant
DNA tests, and these have been evaluated. There is a very good
evaluation by Colonel Burke, who is a speaker later on this
morning, and they are excellent but they are not available to
state laboratories yet.

The process must be expedited to get these approved
faster and we believe if they are done as medical devices, this
will enhance that process and expedite it. And we also think

there should be some regulation of all laboratories performing
HIV testing.
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We also believe we need direct funding to the public
health laboratories. There are many expenditures besides actual
patient testing which we try to do which are not covered., We
are active in test development and test evaluation. Each time we
change test procedures, we have to compare the new procedure to
the old. It is quite an expensive process in changing new
procedures and new reagents. All states are bound by certain
purchasing requirements. The state laboratories cannot buy the
reagents that we think are the best. We have to go through
expensive evaluation procedures before purchase of new reagents.

We believe we should be able to provide these tests
free of charge to local physicians, which we cannot do at this
time. We also believe in extra work-up of patients, who have no
known risk. These patients require more than the ordinary
work-up and also for health care workers. When I am involved
with testing a health care worker who has been inadvertently
exposed to body fluids from a patient with AIDS, we do
additional laboratory studies on that patient, trying to allay
their fears or come up with an earlier acknowledgment of whether
or not they have infection.

Surveillance programs, which have also been mentioned,
require data. We don’t have all the data. We need funding to
do more seroprevalence studies, so the results will be more
meaningful.

aAnd, finally, State Public Health Laboratories are
reference labs. There are many blood banks which will only
perform screening tests. All they are interested in is
screening, and, if it is positive, discarding the blood. But we
still have to be concerned with the donor (patient) at the other
end. The blood banks send those samples to the state public
health laboratories for more extensive testing, i.e. the
confirmatory testing or the supplemental testing. We think we
should have funding for that.

Thank you very much.

CHAIRMAN WATKINS: Thank you, Dr. DiSalvo.

Dr. Heath.

DR. HEATH: Thank you, Mr. Chairman.

HIV testing is obviously a most important tool for
AIDS prevention. By detecting early asymptomatic infection, it
lets us focus now more on early spread of virus and less on late

illness and that obviously is a very basic concept for
prevention.
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In prevention work, the test serves two quite
different purposes. One is to test individuals. By identifying
individual cases of infection, we can attack the epidemic by
counseling affected persons and by helping them to change risk

behaviors, to receive early medical care and to trace their sex
and drug use contacts.

The second purpose is quite different. It is to test
populations. This lets us know where the virus is spreading at
present, which population groups are the most affected and which
are least. Without that kind of knowledge, we are really
hard-pressed to design appropriate prevention programs or to
assign our prevention resources properly.

In the case of individual testing programs, it is
important, I think, that several conditions be met for the
testing to be used properly. The most important, cbviously, as
has been mentioned, is that patient confidentiality be assured
to the extent that that is possible. This calls for security of
records, for continuous training of health caregivers and for
adequate legal safeguards.

the other conditions that need to be addressed in
individual patient testing concern counseling, both before and
after testing, referral appropriately for medical care and
follow-up and finally assistance in tracing contacts. These
several aspects of testing I have drawn schematically in the
figure, which is attached at the back of my written testimony.

Ideally, in my view, whenever the test is performed on
an individual case, each of these services needs to be available
and used appropriately in that case. It is not just a matter of
doing the test and reporting a result.

I would agree with my colleagues here that mandatory
testing at present is entirely unwarranted and
counterproductive, except in the speciallsituation of testing
blood donors. Our ultimate prevention goal, I think, is to help
people achieve behavior change and behavior change, as we all
know, is an intensely voluntary matter. Mandatory testing seems
to swim against the current. '

I would also think, though, that routine testing,
which is not the same as mandatory testing, in high risk
settings, such as STD and tuberculosis clinics, does seem to be
appropriate if you have reason to think that the level of HIV
infection is high enough, 1 percent or more, and provided that
you do make pretest information available, pretest counseling to
the people in the clinic and that options for informed refusal of
the test are available to the patient.
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In the case of population testing, confidentiality is
not an issue since no personal identifiers are used. There have
been active debates about this, but I think that confidentiality
problems are clearly not applicable. Instead, the central issues
that must not be forgotten are adequacy of sample size,
completeness and accuracy of data collection and capacity to
analyze findings properly. Those are not to be thought of
lightly.

Incomplete or inadequate testing surveys, which are
easy to do, can be highly misleading and so these matters really
deserve our close attention.

In my written testimony I have suggested a half a
dozen specific recommendations based on these ideas, which I
will not reiterate at this point.

Thanks.
CHATRMAN WATKINS: Thank you, Dr. Heath.

We will commence our questions this morning from Dr.
Lilly.

DR. LILLY: Pass.
CHAIRMAN WATKINS: Dr. Crenshaw.

DR. CRENSHAW: In regard to the testing of hospital
patients, is there anyone on this panel who feels that HIV
testing and the knowledge of positive status for the physician
doesn’t improve the quality of care that patient will get, the
quality of medical treatment?

DR. S8HERER: I will speak to that. I don’t think
anyone has directly spoken to that. My answer as a practitioner
would be yes, there are many instances where I would want that
information to inform my care. The issue of testing all people
admitted to hospitals, I think, was addressed by -~ and was
really resolved, is resolved, by the application of universal
precautions for infection control --

DR. CRENSHAW: Excuse me. I am heading in a really
different direction. What I am trying to point out is something
has been overlooked. I know that if a patient came in with
diabetes and I was asked to take charge of the medical care but
wasn’t allowed to know whether the patient was a diabetic, all of
the garden variety infections and diseases that a diabetic is
exposed to should be more treated more aggressively, more
enthusiastically, closer monitoring in health care; things that
would be considered trivial in a healthy patient without diabetes
can be exceeding serious, number one.
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Number two, using this same analogy, although it is
not perfect, to deal with patients who have a HIV positive
status, I know that I as a physician, if I were in the wards in
clinical medicine, would treat a patient whom I knew was HIV
positive -- I would watch them much more closely. I would treat
them more aggressively and I think most physicians would, number
one.

Number two, I think that something that has been very
misleading to the general public and that I think all of you can
change, because it hasn’t been emphasized enough. I heard the
comment that because there is no cure, people aren’t going to run
for testing.

why don’t you start telling people that there are all
sorts of cures for the diseases that kill people who are HIV
positive? Not all of them, but there are treatments and cures
for Pneumocystis and for a whole variety of other things that if
someone gets in there early enough and knows the warning signs
because the doctor has competently informed them and the doctor
knows that they are infected, a great deal of improvement to the
quality of care and the prompt treatment of infectious
opportunistic diseases can be made.

/

I would like to hear any objections to that if I am

not stating the case accurately.

DR. SHERER: I think you have heard support for that
position. Clearly, we need to nmake voluntary testing as widely
available as possible on the basis of identified risk. That
clearly will assist and inform an individual physician’s ability
to provide care in the future. I don’t think there is any
impediment to that that exists at the present time in the
context of consent from the™individual and counseling for its
public health value, as well as for its medical value.

I didn’t hear any disagreement with that.

DR. CRENSHAW: I would like to hear the rest of your
reactions.

DR. SCHAFFNER Perhaps I can get into this, Dr.
Crenshaw.

I think it is important that we not overstate the
case, that we be quite precise. I have never been declined
permission to do a test when I thought' it was clinically
indicated. So, I think the concept of treating the diabetic
without knowing his blood sugar is spurious. That is a
circumstance, which does not come up. I think if a physician
has a relationship with a patient and will sit down -- one of my
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quips to the students is "Consent is never informed unless the
physician is sitting." You have to—sit down and talk with the
patient. You will obtain consent. You ought to be able to

persuade your patient. J

Obviously, no diabetic has refused. I am saying that in HIV
there are those who want treatment that do not want the doctor
to know. That has been discussed --

DR. CRENBHAW: I haven’t ﬁqg: myself clear.
s

DR. BCHAFFNER That is a rare phenomenon. I think if
the patient is ill, and that is what we are talking about in
this circumstance -- if the patient |is i1l and the physician
will take the time and is empathetid and interested in the
patient, that informed consent will be attained. It will be
forthcoming.

Second, you then address the question of whether every
patient need be tested in order that health care personnel can
take appropriate precautions. That also is an overstatement.
The use of universal precautions with every patient, I think,
will provide that assurance. '

DR. CRENBHAW: All I am trying to get at -- I mean
these are all important issues but I am trying to get at the
specific issue of can’t we inform patients, prospective patients
-- a lot has been said, ycu know, there is no cure and there is

no reason to know -- can’t we generally inform and would you
support informing them that there are lots of treatments that can
keep them alive for a longer period of time if they -- I mean, I

think the opposite message is gettimg across than we really could
be giving to encourage people, depe+ding on -- and want to be
tested.

DR. BCHAFFNER O©Oh, I think we have been enthusiastic
about encouraging voluntary testing and continue tq be so. I
think that is the cornerstone of our approach.

DR. CRENBHAW: Dr. Mercola.

DR. MERCOLA: I would just like to comment on Dr.
Schaffner’s reference to the likelihood that there will be a
greater likelihood that more people would be inclined to test
themselves if, in fact, an early cure were known.

The Commission probably is aware of some studies
currently in progress, which are using low dose AZT as a
treatment for people in the early stages of infection and there
is a great likelihood that this, in fact, may be an effective
therapy. So, I think at this point in time, we do have
something to offer patients who have an infection. And as the
results of these studies are made aware, we could already have
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-- the leg work or the ground work could have already been
accomplished so that these people are identified and they can
avail themselves of treatment.

DR. CRENSHAW: The other thing I would like your
comment on, perhaps, Dr. DiSalvo, is that I have gone in to
anonymous testing centers to be tested several times over the
years and each time I have gone in, there has been enthusiastic
attempts to talk me out of getting tested. I have gone in
anonymously, too, so they didn’t know who I was.

I think that is reflected in what we see in the
statistics, that of the people who come in, depending on where
you are, a varying percentage of people actually proceed to get
the blood test. Most people, once they get in the car to drive
down and inconvenience themselves to get their blood drawn,
generally have their minds very well made up.

So, I would like you comments on -- I know that in
some areas it has done very well because I have talked to people
who are discouraging those from getting tested. I think the
compelling question that turns a lot of people off, that would
have turned me off if I weren’t so determined is if you are
infected, have you thought of the consequences and do you think
you can cope. And I said no, I don’t think so. I am not sure
how I would, but I would find a way.

I would think that would be true for any normal human
being, that they wouldn’t think this would be an easy thing to
cope with. But would you comment on the discrepancy between the
people who come in and want to be tested and the people who walk
out the doors without getting their blood drawn and what is
precipitating that?

If we are doing effective pretest counseling, it seems
to me the opposite would be the case. Would you perhaps comment
on it, tell us how we can improve that situation?

DR. DiSALVO: I am the State Laboratory Director in
South Carolina, so I don’t deal with that but Dr. Heath is
responsible for that. I think he could answer much better than
I could. :

DR. CRENSHAW: Great.

DR. HEATH: You also have to realize that in South
Carolina we don’t do anonymous testing, so we don’t have
anonymous test sites. But I agree strongly, the people who come
in, self-referred, for testing have screwed up their courage and
thought it through a good deal, so talking them out of it is not
something that our staff puts a lot of time into.
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It is a different situation when you talk about
starting a program that may involve routine testing in a clinic
population where you think there are a lot of folks who are
infected and this will be a good use of the test in terms of
finding new infections and preventing further spread.

I think about this in a public health way more than a
clinical care way. So, I think the use of the test medically is
very valuable for people who are a symptomatic or
presymptomatic. Such a use of the test is going to become more
and more important as time goes on and as we find that using
some of these immunosupportive drugs will help slow down virus
multiplication and the progression of immune suppression before a
person gets sick.

So, I think knowing a person’s positivity status
before they get ill is very medically important and it is
basically a medical test, just to come back to this other point.
In all of that, I probably lost your question.

DR. CRENSHAW: No, no, you did fine. Thank you.

In relation to your public health knowledge, you know
a snapshot of what is happening in the various testing centers
in the nation, how do you account for that discrepancy, which
can be very wide? That concerns me. I am not sure we are doing
our jobs when a significant percentage of people who screw up
their courage and walk through the doors walk away without
getting tested. '

I think we can improve that situation. I just don’t
know how.

DR. SCHAFFNER I think it is a matter of reeducating
people in those testing centers. Remember when the testing
centers were first established? The concept was that counseling
was important. It wasn’t important to know whether you were
positive or negative and we went through that phase very, very
quickly when we discovered that patients wanted to know.

Actually, I think there is another barrier. Even in
those states, such as ours, where once you get through the door,
you will be tested and counseled, the waiting list to get in is
still too long. I finally screwed up my courage, made the phone
call, come back in two weeks for your appointment. I think we
need much more resources in that regard.

DR. CRENSHAW: I agree with you. Thank you.

DR. DiSALVO: May I make one comment on that? \
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I don’t think it.is so much getting up your courage
and going in the door. I think what you have to consider,
particularly in our state, which is mostly rural and small
towns, you have to go to the county health department and that
alone is a stigma. People know why you are there. That is one
of the reasons why the State Laboratories would like to be
directly funded, so that we could provide this testing service
to the private physicians so anybody, like yourself, who screws"
up the courage, can go to their own physician in private and
have that test done in private, not with everybody seeing them
walking into the county health department.

DR. CRENSBHAW: I think that is a very valuable point.

CHAIRMAN WATKINS: We are going to shift out of
sequence a bit now. Dr. Conway-Welch has to leave for about an
hour, so we will shift to her next.

DR. CONWAY-WELCH: Thank you, Mr. Chairman.

I would like to get your best advice on an issue which
is obvious to all of us and we certainly hear a lot of
constructive information on it. We started out with the issue
of mandatory testing of all patients admitted to hospitals or a
special group of patients admitted to hospitals. If we dealt
with that from a public health issue alone, I think that it
would be very clear in terms of the issues and recommendations.

Unfortunately, imbedded in that issue are political,
social, religious and economic issues as well. I wonder if you
could clarify again the recommendations that you all would
think, in terms of should there be mandatory testing of all
hospital admissions and/or groups of hospital admissions. Could
you all comment on that issue again?

DR. SCHAFFNER I think a global recommendation from
the Commission for a national practice is premature. We don’‘t
have enough information. <Clearly, you ought to have five --
anywhere from five to ten hospitals in this country study this
question so we will have the data so that a recommendation can
be made a year from now.

DR. SBHERER: I would just agree that blinded
seroprevalence studies, which have already been done, need to be
continued. We do need to know seroprevalence in that group and
have that information at hand.

As public policy, I think the consensus of the public
health community on this issue is clearly against --
unequivocally, that it is poor public health policy, that the
cost would be astronomical, that the disruption of the normal
conduct of hospital activities would be extraordinary, that it
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is unfounded for infection controel because of the appllcatlon of
universal precautions. I don’t think it should have a serious
hearing here, other than gathering data for research purposes and
that can be done through blinded seroprevalence studies.

DR. CONWAY-WELCH: Dr. Day, yesterday, commented on
the fact that universal precautions were not useful, as far as
she was concerned; one of the reasons being that she ran out of
supplies that she needed in order to institute some of the most
basic precautions in surgery and that is probably a valid point,
but her rejection of universal precautlons as being a solution
was of concern because certainly that is one solution that the
health profession has put forward in order to protect health care
workers the seropositivity of their patients.

Could you comment on that dilemma?

DR. BCHAFFNER I understand the argument but I think
the conclusion is austere. It is austere because I think that
there is a whole category of health professional servants, who
feel the intensity of exposure greater than an internist, for
example, and who feel that the application of universal
precautions is not yet entirely applicable inside the operating
theater, exactly as Dr. Day and her colleagues are exposed.

On the other hand, there has yet to be a surgeon who
has acquired infection. The true risk, I suspect, is going to
be very, very low. I don’t think that the quality of this
debate will be enhanced, will be advanced one iota until the
situation is carefully studled

We ought to regard the question as a valid one. We
ought to empathize with the deeply-held concerns of at least a
large proportlon of surgeons, and since this is an eminently
studiable issue, we ought to provide the information.

DR. S8HERER: I would also add, I think that in my
opinion the internist or the surgeon, who bases his or her
behavior in patient interactions on the basis of a test is
making a serious infection control error. That certainly is one
of the reasons for the principle of universal precautions, the
obvious point being that false negatlves are found early after
the infection for six weeks to six months or more and also later
in the stages in infection for persons with AIDS. In most of
those cases, it is recognized that infection is present.

But that clearly is a solution that universal
precautions provides. I would hate to think that we would
embark on public policy in this regard simply for lack of
supplies, the first point, which you began with. We clearly
need to make these supplles and take these precautions and
implement them nationwide in hospitals and accept that cost.
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. DR. MERCOLA: I would like to comment on Dr.

_ Schaffner’s point that at this point there are no surgeons who
are infected with the virus that we know of. Another factor to
consider is that many surgeons are not testing themselves, so
they may have acquired infection and just be unaware at this
peoint.

Another consideration would be many hospitals, at
least in my area in Illinois, if an employee of the hospital is
accidentally punctured with a needle, they are screened
routinely for hepatitis, but they are not being screened for
AIDS.

DR. SCHAFFNER Well, they ought to be.
CHAIRMAN WATKINS8: Dr. SerVaas.
DR. SerVAAS: This question is to Dr. Mercola.

We are all proud of our leader, Admiral Watkins,
because he zeroed in on pushing the FDA and funding the FDA to
get the drugs to help the patients immediately and get rid of
the bottleneck, because we know there is a bottleneck and the
drugs are just there.

In your opinion, isn’t it equally important now that
we are into the testing phase here to push the FDA to review the
AIDS antibody tests that are there and the antigen tests to
hurry it along so that we can get our false negatives out of the
way and that we can get on with voluntary testing? If we could
put to rest the problem of false positives, then we could say to
all Americans, you know, it is not expensive to get tested. If
we could -- what would you think -- since you are in private
industry more or less. Humana Hospital isn’t a government thing
and you can act more quickly in many instances probably than
government bodies. ;

If we got the word out that for $3.00 you can be
tested -- and that is what the Red Cross takes for the test, and
that includes the screening test, which we know gives some false
positives, but which all doctors that I know would never tell a
patient that they are positive after the screening,

that -- and the Red Cross alsc includes the confirmatory Western
Blot.

Now, we already have pretty much laid to rest, as I
understand it -- and I would like your feeling about it -- the
false positives on the -- false positive problem with the

confirmatory Western Blot done at good labs and, of course, if
it is done in a poor lab, we worry about it still and that is
the other thing that I would like you to talk about and that is
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don’t you think that we should set up an organization in the FDA
or do you think -- probably the FDA -- to get medical device --
call this a medical device and have the labs certified, who are
going to be doing the confirmatory Western Blots because we Kknow
if they are done properly, then only the mixing up of the tubes
can give you a real false positive, where a patient would be told
that.

Doctors should all be trained never to tell a patient

until they do have the confirmatory test. Would you agree that
it is dangerous at this point, Dr. Mercola, for us to confuse
the public with information about false positive tests not being
-- as being a problem and there is some literature that is out
that would refute Dr. Burke, for instance, who says it is one out

of -~ way back it was one out of 135,000 and Dr. Brooks Jackson,
who got none out of 58¢,000, no false positives.

There is literature that shows that a man who
predicted that we would have a large number of false positives
if we tested that many people in the State of Minnesota -- I am
talking a long time to get to the point and I would like you to
comment about the urgency of getting the FDA to certify the labs
that are golng to be doing the confirmatory tests so that we can
lie to rest in the view that the public has -- if we lie that to
rest and if we said it is free -- anyone who wants the test can
have it free, knowing that it costs $3.00 and because there
wouldn’t be so many confirmatory tests, it wouldn’t really cost
that much and we could lie to rest all this rhetoric about it is
SO0 expensive.

Now, we know why it is expensive. It is expen51ve
because we need all of this pretest counseling that in many
instances is telling people, you know, should you or should you
not be testing but we are talking about the American citizens
who want to be tested.

aAnd then I have a question for Dr. Sherer.

DR. MERCOLA: It is a very complex question or set of
questions.

Let me just first respond by saying I would firmly
agree with Dr. DiSalvo’s position, that in fact strong
recommendations of encouragement should be made to have the FDA
consider repositioning the AIDS into -- I forget the specific
terminology, but I am sure it is in his written testimony.

The issue of false negative is really almost laid to
rest. Most of the tests currently available and licensed by the
FDA are nearly a hundred percent sensitive. They will plck up
nearly every single person infected so that clearly the major
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issue is the area of the false positives or the specificities of
the test.

The first generations currently licensed by FDA have
been improving the technology to the point where, as I mentioned
earlier, there are nearly 20 false positives on the initial first
generation ELISA screens out of a hundred thousand.

DR. SerVAAS: But we all know about the false
positives on the ELISA, but no doctor is going to give that out.

DR. MERCOLA: No, I realize that but those 20 false
positives need to be subsequently reconfirmed with the Western
Blot.

DR. BerVAnS8: Exactly.

DR. MERCOLA: Currently, the Western Blot is very
labor intensive and very costly. ,

DR. BerVAAs: That would average out, though, because
the Red Cross averages out at $3.00 each --

DR. MERCOLA: No, I realize that if you are going to
just do the test. Just let me continue and that is the
recombinant DNA technolegy is also being applied to the Western
Blot system, which will also dramatically improve the ease of
the test and the cost of the test. So, the whole cost factor
can be seriously reevaluated in the future, as these tests are
licensed by the FDA, but there certainly needs to be a caution.

The first generation tests are good as they are
presently evaluated. There may be some factors that we are
unaware of, such as E coli contaminants, changing of the virus,
which may impact on our ability to effectively screen for this
disease in the future. So, they should seriously evaluate it,
but it is my understanding that in Europe the first generation
screening systems are not even being used. It is exclusively
second generation systems.

So, I would encourage the Commission to make that
recommendation.

DR. SerVAAsS: And these tests, to your knowledge, are
now being held up for approval by the FDA?

DR. MERCOLA: Yes. They are currently under review.
There are two companies at this point -- one, I understand, is
Abbott and there is one other company =-- it is in my written
testimony -- that currently have submitted data to the FDA for
approval of their test.
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DR. BerVAAS: So, it is crucial for our Commission to
fund the FDA to get those reviews through, so we can be as
current as Europe in our first generation test.

DR. MERCOLA: But certainly to seriously evaluate it
because we wouldn’t want to have a test on the market that was
inferior in any way long term that would be counterproductive.

Another issue, too, is that there are seven companies
that currently license the ELISA screens. Within that range,
some are more accurate than others. When you start screening
large populations that can be a serious factor. As opposed to
us having 20 false positives per hundred thousand, you might
have a hundred or two hundred and then other factors come into
consideration.

DR. S8erVAAS8: At the FDA, it is our understanding that
there is also a test that will do both HTLV-1 for cancer-causing
sexually transmitted virus and the HIV simultaneously. This test
also could be reviewed if we could put some emphasis on funding
because of the FDA lack of funds to get the reviewers to do these
tests, to review these tests. Is that, in your opinion, one
of the urgent problems for the conditions you address?

DR. MERCOLA: I would agree with that. As I said
earlier, the major objection that most serious investigators
have to more widespread application of screening seems to be
this issue of the false positive rate and with these new systems
that the technology is available, if we can implement them, that
component of the argument to more widespread screening would be
eliminated or should be eliminated.

DR. S8erVAAS: Thank you.
CHAIRMAN WATKINS: We have to move along.

Dr. Primm, before we start here, I have to remind all
the Commissioners, we must terminate this panel at 10:30. We
have a very tight schedule today. We have to be out of this
building at 4 o’clock this afternoon. So, I would like to
restrict our questions to one. I would like you to think about
focusing it to one of the panelists and unless one of the other
panelists feels that they' have got a serious problem with
perhaps another panelist’s. answer and he wants more information,
I would like to move along.

If we can do that, I think we can get more out of the
pressed time we have.

So, with that, Dr. Primm.
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DR. PRIMM: At the Harlem Hospital Center where a
number of people, who are seropositive, come into these drug
units. And at San Francisco General Hospital -- Dr. Schaffner,
I think you were here when Dr. Day spoke yesterday and she
talked about the number of people who come into the hospital
emergency room, where she is the chief orthopedic, I guess,
trauma person there and a number of them are positive.

She also talked about the lack of equipment available.
Dr. Sherer, you are at Cook County Hospital, another hospital
that I am very familiar with, that I know that equipment is not
always available; yet, we talked very much about the infection
precaution procedures being implemented.

Suppose they don’t have the kind of things to carry
out the infection precaution procedures that you have indicated.
What do you recommend for surgeons who —- orthopedic surgeons,
surgeons who deal with gunshot wounds and so forth and so on in
these major city hospitals, where it is unrealistic to think that
all the time they have things available because you know they
don’t and I know that they don’t, and I don’t know about you, Dr.
Schaffner, you are here at Vanderbilt, but in the major cities .
where public hospitals are, we don’t have them available.

Wouldn’t it be of some help then to surgeons and
others to know the seropositivity status of individuals, who
might be coming into that institution for surgery. A lot of the
people -- they can’t get consent because the people are
unconscious. What would you recommend then?

I think these are important factors to be considered
before we blatantly talk about Utopia being present in all of
our institutions, which is not the case.

DR. BHERER: It is certainly true that Cook County
Hospital is often short of critically-needed supplies. I can’t
recall the time, however, when rubber gloves, masks or goggles
were among those. They are widely available for the procedures
that might put individuals at risk in the trauma unit and in
vascular surgery and labor and delivery.

I think it is really important to underscore this
discussion with just the data that is at hand on health care
workers, who appear to have acquired the infection as-a result
of their occupations. There are 12 at my last count reported
worldwide and the studies that have looked at the rate of
infection among health care workers find it to be zero or
extremely low. That should just be the context in which we have
this consideration because really every effort has to be made to
implement the universal precautions that I support. We are doing
this at County Hospital. I believe the other hospitals that have
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the highest burden of patients are taking the same steps and we
simply need to maximize those efforts.

I repeat, and I would like to comment on a couple of

points that were made earlier -- Dr. SerVaas, I think you have
stated an ideal that we all aspire to. I hope that physicians
now know how to use this test and don’t inform patients. I have
personal experience with many such instances and not just people
being informed that they have a positive test, but that they have
AIDS on the basis of a positive test, which, of course, is an
incorrect representation of the test results.

I also don’t think that it is true to say that we have
licked the problem of false negatives. We do have an antigen
assay that appears to be useful, but we have not instituted wide
application of that assay in any sense. False negatives still
are a serious concern.

DR. S8erVAABS: I didn’t say that. I thought -- I said
we have licked the problem of false positives when we use
qualified labs. We all admit there is a great need to do more
to prevent false negatives.

DR. BHERER: That is true. It was Dr. Mercola, who
said that, and I disagree with the statement. That is something
that we will be with and I want to also support the comments on
the critical need for FDA standardization of Western Blot
techniques and of the laboratories that perform them.

Indeterminate Western Blot studies are still a
considerable problem in many laboratories in Illinocis, as well
as nationwide and that does represent a continuing problem. I
don’t believe that we will have a technologic fix in the sense
that I am hearing here that will settle all the issues of
testing and their problems, particularly in mass screening use.

CHAIRMAN WATKINS: Dr. Walsh.

DR. WALSH: I seem to have come in today where I left
yesterday and that is confused.

I hear from this panel several things, generally in
opposition to increasing the amount of testing, even whether you
do conditional testing or routine testing on hospital admissions
and so on. And then I hear repeatedly that you don’t have enough
data to make certain conclusions on the extent of the disease,
the incidence of the disease, the prevalence of the disease and
this all affects medical practice and what we are going to do and
it just -- I am beginning to be concerned because we had
difficulty in this interim report answering the questions on
incidence of prevalence.
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For those of you who have read it, we had difficulty
and based on what you all have said this morning, I just wonder
whether it is going to be premature for us to make any
recommendation by June the 24th.

The CDC is just starting some routine testing in a
body of hospitals. If they follow the usual pattern, something
that they start now, they may report on by November or December
and they clutch it to their chest like it is top secret and you
can’t get a hold of it until it is properly evaluated.

Other things that bother me are the blank conclusion
that people lose jobs, homes and insurance. Some of you that
said that their insurance -- that they lose their insurance if
there is a false positive and so on and, yet, 75 percent of the
people are all covered by group insurance and they don’t lose
their insurance.

We have the insurance problem of some 37 million
people, who are totally uninsured and if they fall into that
category, of course, they are in trouble, but so are 37 million
other people in trouble if they have heart failure in that
group.

My gquestion, therefore, is really -- the word
"mandatory" raises a flag with everyone. I have brought up
before a fact that was suggested by the AIDS group in Hawaii of
getting away from that term and using the term "conditional
testing" as a way of gaining access to more data. In other
words, what is wrong, if just for data collection, we do routine
testing on hospital admissions? What is wrong if in premarital
testing with the people who are to be married, are willing to pay
for it themselves -- it is no cost to the taxpayer -- if they pay
for it themselves, it gives us another batch of data that is
spread across not necessarily high risk groups, but the data that
would give us information as to just where we should be going
with this disease and 1 don’t see how we are going to get data
collection without broader collection, preserving
confidentiality, preserving anti-discrimination and all that
business, but it seems to me that I keep hearing from witnesses
that we don’t want to do routine testing, but we don’t have
enough data to tell us what to do. Now, how do you get the data
if you don’t want more testing to get a better idea of what we
are dealing with?

Do we have a million and a half seropositives or do we
have three million or do we have 800,0007? Statements were made
by some of you that such and such a publication has given us
assurance of that. That is baloney because I know of five other
publications that will disagree and as long as they are sound
scientific disagreement, I don’t think we should accept any
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publication with the data that we have at hand as being
authoritative enough to make a conclusion.

So, that is why I am confused. I don’t understand the
resistance to more routine testing or conditional testing, if
you will, and then the complaint that we don’t have enough data.
We have complaints even from members of our Commission that the
CDC is too slow, that they don’t do this and they don’t do that
and I have that complaint also, but how are we going to get the
data?

DR. SCHAFFNER I think the goal is worthy, Dr. Walsh,
and I think that if we realize that we will not have a perfect
answer but we will have pieces of answers and we do, indeed,
have parts of those answers now, I think we can proceed.

Recall that the nationwide information from first time
blood donors is available; recall also that we have information
on military recruits. We are now in process nationally under
CDC sponsorship of doing a whole series of anonymous testing
studies, which are going to provide us a whole lot more insight
into the kind of answer that you were locking for. How widely
prevalent is infections of this virus, knowing it is an
imperfect result.

I think in part what you are hearing is that we are
also provincial, as well as interested nationally. We would
like to know what is happening down our street and it is
difficult for each of us to do the kind of mini anonymous
testing survey that we would like because I think resources are
limited.

The further application of routine but voluntary
testing in such settings as sexually transmitted disease
centers, tuberculosis clinics, et cetera, et cetera, I think is
going to provide us a lot more information.

DR. WALSH: Because we hear that on the amount of
routine testing that has been done hasn’t justified the results
-- I think if you get only five out of 200,000 or whatever it is
or 50,000, it does justify because it tells us that perhaps we
should be more optimistic about the degree of seroprevalence
than we are. Maybe we don’t have a million and a half and that
gives us some information.

You know, if we are going to do a test -- you and I
practice the same kind of medicine, supposing we did away with
all those screening lab tests that come in. How many of those
really tell us anything worth -- and, yet, we do them on every
patient and if we were to make the positive findings we get
from, say, a seropositive patient on everybody who comes into
the collective hospitals, we would abandon that test, too. We

337



wouldn’t want to do that because we pick up one knowledgeable
test it helps out.

This is a disease that causes death for the next
decade at least and that is the thing that is giving me
confusion. I don’t understand.

CHAIRMAN WATKINS: We have time just for one answer
and then we are going to have move on.

DR. DisALVO: I firmly support routine testing in
certain groups in which it is epidemiologically indicated. I
don’t -- I agree that it is not epidemiologically indicated in
premarital testing or as a routine hospital admission for all
admissions. It should be done selectively and certainly, as
mentioned before, our TB clinics and -- tuberculosis clinics, I
think it definitely should be done.

CHAIRMAN WATKINS8: Ms. Pullen.

M8. PULLEN: I wanted to ask Dr. Sherer about his
position on AIDS counseling for newlyweds and how to protect
them and potential babies that could be conceived, but since
time is limited, I would like to ask Dr. Mercola some things
about written informed consent and the practicalities of that in
the child care setting because I think this is a more important
issue to get at than how persons view premarital counseling.

In Illincis, we have a law that says that no person
may perform or order to be performed an HIV test without written
informed consent of the person upon whom it is to be performed.
Could you comment on, one, the consent form that is the standard
form that is being used and its usefulness as a counseling and
then its effect; two, the blanket policy of written informed
consent in all cases and what the effect of that is and
specifically the problems, perhaps, that are caused for health
care workers and others in the line of duty, who will become
exposed to potentially virus carrying body fluids and must weight
for six weeks to six months until their own antibodies either do
or do not appear to determine whether that exposure was to virus
or just to blood?

DR. MERCOLA: I have a copy here of the consent form
that Humana Hospital currently uses and, as you can see, it is
quite long. This is the minimum that could be put together and
still meet the full compliance of the law as currently passed in
Illinois.

There was a great concern for maintaining the
confidentiality and making certain that the person was fully
aware of some of the potential complications of false positive
tests. As a result of that, the form is, from my experience and
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many other physicians, tends to be quite confusing and impairs a
really effective counseling effort. At this point in time, I
have not had any patients of mine who -- where this form has
impaired them from actually proceeding with a test, but it has
actually been relatively counterproductive in basically providing
the intent of the law, which was to inform the person.

So, there is certainly room at this point for
improving the form and making it simpler to expedite consent.
Now, there certainly is the other practical issue of obtaining
informed consent in a hospital setting for the situations which
you described. Obviocusly, that is an issue and, in fact -- I am
not quite certain of the details of the law as it is
constructed, but I believe there is a provision, which allows
for testing of individuals if, in fact, a health care worker is
accidentally punctured.

M8. PULLEN: Not that I am aware of in Illinois, not
yet.

DR. MERCOLA: OKkay. Then I was confusing that. So,
that certainly is an obvious problem with the Illinois law as it
is currently constructed because there is no way that that
particular, petentially-infected health care worker would know
what their -- more accurately, what their risk of infection
would be from a needle puncture.

So, it is a serious problem and I think some strong
effort needs to be made to revise the law that has been passed
in Illinois and is certainly being considered for approval in
other states at this tinme.

CHAIRMAN WATKINS: We have two Illinois panelists
today so you have two questions, if you would like to ask
another one.

M8. PULLEN: Thank you, Admiral Watkins.

Dr. Sherer, a year agec you stated at a public health
issues forum at Sangamon State University, which was that
instead of doing premarital, what should happen is that
applicants should be advised and counseled universally to always
use condoms in their marital relationship. Do you still hold to
that view?

DR. SHERER: I don’t recall exactly that. We did
provide an alternative to this law, which I think is proving
itself to be a poor public health policy. That alternative
would be to make a basic AIDS pamphlet, educational material
available in the clerk’s office, have a couple sit down and
review that and have there be additional numbers there for
further counseling, if necessary, and for testing, to testing
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and counseling centers and to have that be a requisite for
individuals seeking marriage licenses.

Your earlier point about what about infants, which I
know is one of the, I think, the intents and we all share, I
think, great concerns for the problems of AIDS and infants.
Eighty percent of those infants, as you know, are born out of
wedlock. The clear vector of the infection in infants, in
minority populations in our country, in AIDS in women, is
substance abuse. And if we are serious about addressing that
problem, we will take steps to make more treatment slots
available for the 80,000 estimated drug users in Illinois, of
whom only 8,000 are able to get to any kind of therapy at any
time.

I would commend the Commission for the preliminary
points it has already made on the problem of substance abuse.
That clearly is where we should focus our attention if we are
serious about addressing that. That would be a cost effective,
a viable alternative to what has been widely acknowledged as, I
think, poor public health policy.

M8. PULLEN: On the point of substance abuse, I agree
with you, but would you please answer my question, whether you
still believe counseling marriage license applicants to
consistently use condoms in their marital relationship is the
answer?

DR. BHERER: I certainly subscribe to the Public
Health Service recommendation of faithful monogamy as a viable
alternative to the HIV epidemic and to the threat in a couple,
but it is clear that marriage doesn’t necessarily provide any
protection. In an era where recommendations to heterosexuals
are, if they have had multiple partners, particularly if they
have potentially had partners with other risk factors, yes, then
I think that safe sex using condoms is a reasonable alternative
for those individuals.

Certainly another alternative would be for them to
seek that counseling, seek the testing and, if negative, then,
of course, then protection is not necessary, but, yes, I think
that that is a reasonable alternative for any heterosexually
active individual in 1988.

DR. 8erVAAS8: No babies? I have 11 grandchildren.

DR. SBHERER: Dr. SerVaas, I think if people are
considering pregnancy and childbirth, any woman is considering
that, then clearly counseling and testing is appropriate and
establishment that there is lack of infection before proceeding
with pregnancy is the appropriate steps that should be taken.
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I don’t think there is any likelihood that our
recommendations from the Public Health Service for the
prevention of AIDS is going to threaten the ongoing American
family.

CHAIRMAN WATKINS: We have only five minutes. I would
like to restrict the remaining questions to questions only
directed to the panelists, one or more, and then if the
panelists would be willing, we would like to receive the answers
to those questions and then perhaps there will be some
additional we will come up with that the Chairman of the
Commission will send to you individually and ask you further
questions.

Dr. Lee, do you have --

DR. LEE: I will yield my time on this illustrious
panel.

CHAIRMAN WATKINS: Mrs. Gebbie.
MRS. GEBBIE: I won’t.

I must admit, I don’t share Dr. Walsh’s confusion. I
think we have heard consistently from almost every witness we
have had that they see a need for more testing in conjunction
with counseling and properly planned programs and I have heard
that over and over again. So, he and I may need to talk.

My question is directed to Dr. Schaffner. You have
suggested that we should collectively construe the State of
Illinois or the State of Louisiana as a national experiment on
the question of how well and how effectively premarital testing
programs work, but nobody else should rush into it until we
evaluate those.

If we construed it that way, if that is what we
decided to see it as, what ought we have funded or constructed
around that law that would allow us to evaluate it and at what
time interval ought we set that up so that we could decide, you
know, hey, it was really brilliant and we should follow it or,
no, it has some flaws and we should do something else in the
rest of the country?

DR. SCHAFFNER Well, I think we should have done a
nunber of things. One is that just an assessment of number of
marriages and analysis of where any changes in rates of marriage
are taking place, to find those couples more precisely
demographically. I think we can do concurrent evaluations in
the surrounding states where it was clearly anticipated people
would go in order to avoid getting the test or just perhaps
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avoid paying for it, and look at Illinois or Louisiana
residents, who are marrying out of state.

I think there is room for a series of interviews from
a sample of people who have married out of state and married in
state to see what kind of attitudes about it. Those kinds of
things, I think, would help us a great deal.

MRS. GEBBIE: At what intervals should we --

DR. SBCHAFFNER I haven’t designed the study, but I
would think you would have a lot of information after the first
six months.

MRB. GEBBIE: My written follow-up to all witnesses
would be for some further elaboration on that evaluation model.
What we should do to critique this kind of decision and help us
apply it elsewhere.

CHAIRMAN WATKINS: Mr. DeVos.

MR. DevVO8: The fact of the matter is I guess we are
really not interested in testing. What we are interested in is
treating patients properly and preventing the spread of this
disease and our whole shift is on the technical aspects of
testing, which is how we help do those things.

Therefore, I am always interested in costs and this
panel knows that. We also know in this disease, the progression
of it is a multiplier effect. So, I guess we are going to need
more data as to whether it is economically valid to prevent other
people from getting it, which will lead to 400 or a thousand or
whatever, and the cost of doing that as opposed to testing a
whole lot of people.

That takes some real work ahead when we start studying
the real cost of taking care of those people who get it, to say
nothing about the human suffering that is involved. So,
testing, maybe you can confirm for me, is it 99 percent reliable
and is it and can it be done for under $10.007?

DR. DisALVO: I would like to respond to that.

Yes, it can be done for under $10.00, including
confirmatory testing, and it is one of the best tests we have in
medical laboratory practice. Sensitivity and specificity are
greater than 99 percent. If we get 90 percent in many of our
tests, we are elated, particularly in syphilis serology and
fungal serology. Over 99 percent -- it is a tremendously gcod,
accurate test.
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MR. DeVO8: That is all I want to know because I hear
this smoke screen all the time against testing, that it is not
reliable and it costs too much and I thank you.

DR. MERCOLA: It is 99.999 -~

MR. DeVO8: I understand that but I hear all the other
confusion on costing all the time with numbers being thrown
around and non-reliability and I think that is important to get
on the record very quickly.

CHAIRMAN WATKINS8: I would like to, in closing the
panel out, Dr. Schaffner, Dr. Sherer and Dr. Mercola, if you
would, please, to send me a letter and review the bidding in
your area on hospital accreditation in the area of
administration of confidentiality of health information and tell
