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August 24, 1988

TO OUR READERS:

The Presidential Commission on the HIV Epidemic held over 45
days of hearings and site visits in preparation for our final
report to the President submitted on June 27, 1988. On behalf
of the Commission, we hope you will find the contents of this
document as helpful in your endeavors as we found it valuable
in ours. We wish to thank the hundreds of witnesses and
special friends of the Commission who helped us successfully
complete these hearings. Many people generously devoted their
volunteer time in these efforts, particularly in setting up
our site visits, and we want to fully acknowledge their work.

The staff of the Presidential Commission worked around the
clock, seven days a week to prepare and coordinate the hearings
and finally to edit the transcripts, all the while keeping up
with our demanding schedule as well as their other work. In
that regard, for the Hearings on AIDS in the Workplace, Health
Care Worker Safety, and Safety of the Blood Supply, we would
like to acknowledge the special work of Jackie Knox, Eileen
Nicosia, Robert Mathias, and Peter Michael, in putting together
these hearings, and Margo Payne, in editing the transcript so
it is readable.

For the really devoted reader, further background information
on these hearings is available in the Commission files, as well
as the briefing books given to all Commissioners before each
hearing. These can be obtained from the National Archives and
Records Administration, Washington, D.C. 20408.

One last note--We were only able to print these hearings due
to the gracious and tremendous courtesies extended by Secretary
Bowen's Executive Office, especially Dolores Klopfer and her
staff, Reginald Andrews, Sandra Eubanks and Phyllis Noble.

Sincerely,
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Polly L. Gaul Gloria B. Smith

Executive Director Administrative Officer
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P-R-0-C-E-E-D-I-N-G-S
9:00 a.m.

MS. GAULT: Good morning, ladies and gentlemen,
distinguished witnesses, members of the President’s Commission,
my name is Polly Gault. I am the designated federal official
here today, and in that capacity it is my privilege to declare
this meeting open. Mr. Chairman?

CHAIRMAN WATKINS: Good morning. The Presidential
Commission is delighted to be here in Indianapolis on the HIV
Epidemic hearings that we’ll hold for the next three days, 9, 10
and 11 May, and we’re going to be reviewing three important
issues.

The first day we’ll focus on the safety of the nation’s
blood supply, including the adequacy of blood tests, the ongoing
concerns of hemophiliacs, and safer blood transfusion methods.

The second day, we’ll deal with the workplace and how
private companies, including small business and the Fortune 500,
plus public sector employers, set their AIDS policies.

And, the third day, we’ll center on health care
workers, including testimony from researchers who conducted
recent studies on the medical risk to workers who care for
persons with AIDS.

For these hearings, we have selected Dr. Cory SerVaas,
who has been a leader in the nation’s effort to cleanse the blood
supply, and also, Doctor Theresa Crenshaw who has been a leader
in promoting self donation of blood in surgery, and then
finally, Mr. Rich DeVos, our senior member from business, who is
an expert in the field of AIDS policies in the workplace and how
business can better deal with the epidemic. So, to get on with
the hearings this morning, I’1ll turn over the first on the blood
supply to Doctor Cory SerVaas, home ported here in Indianapolis.

DR. SERVAAS: Good morning. Welcome to Indianapolis.
You all know it never rains in Indianapolis in the summertime.
We’re going to keep it that way. Reverend Wade gives us all
hope, and he will tell us about the positive ways in which he has
been able to counsel others who have a difficult time coping with
AIDS. Reverend Wade got AIDS from a blood transfusion, and he
will explain how he feels we should handle the blood supply to
make it safer, and testing, and things such as that. Reverend
Wade.

REVEREND WADE: Thank you, Madame Chairperson, and
Members of the Commission. It is indeed an honor to have the
opportunity to speak before this body this morning.

I certainly cannot speak as an expert witness, because
I am not an expert in any particular phase of this disease,




except I’ve been battling AIDS for the past year, and I would
like to share some of my thoughts with you.

By way of history, as Dr. SerVass mentioned, I
contracted the AIDS virus through open heart surgeries in 1984.
There were two within a period of a month. I received multiple
units of blood, and in one or more of those units there was a
contaminated unit with the AIDS virus.

It was interesting that I asked my surgeon shortly
before the surgery if there was any chance of my picking up the
AIDS virus, because 1’d been reading something about it, and he
assured me that it was a million in one shot. 1I've since thought
that I would go back and tell him that I was that million in one
shot.

Though I sincerely wish that the blood supply in 1984
had been safer than it was, and that the blood I received in the
transfusions had not been contaminated, I’m still grateful for
its availability, for even though it was contaminated, had I not
received it, I would not be here today.

However, in retrospect, and thinking of the period of
three years from the time that I contracted the virus until
finally I was tested for the AIDS antibodies, I wish that there
had been some kind of a call back with the hospital. It wasn’t
really until I began to read in the press releases from CDC that
if you’d had a blood transfusion from ’77 to ‘84 it would be well
to be tested. That was the first time that it had ever occurred
to me that I might actually be carrying the AIDS virus.

And then, in January of 1987, I began to develop some
of the telltale symptoms of AIDS and was tested and tested
positive in both the initial test and the Western Blot.

It would have been helpful, I think, had I known sooner
and could have been working on my general health and so forth in
trying to prevent the onset ¢of a full-blown case of AIDS.

One of the things that I’ve noted as a I’ve read press
releases concerning AIDS, it always refers to it as fatal, which
isn’t very comforting to a person who is suffering from AIDS.
Another thing that it does is that it refers to the person with
AIDS as "victims." But, if you look it up in the dictionary, you
discover that a victim is defined as "hopeless and helpless,"
and somehow I do not feel hopeless, and I certainly don’t feel
helpless as I deal with this particular disease.

I might mention also that the support from the -
Indianapolis community has been tremendous for me and for my
family. I have appreciated, first of all, the support of my
family, the support of the church that I served when I contracted
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AIDS and informed them of this fact through a video tape one
Sunday morning. I have appreciated the support of the media in
Indianapolis and the community at large. I have not felt any
kind of discrimination or a put down because I’m suffering from
the disease, and that 1 appreciate very, very much.

Early in my illness, I discovered that there were
basically two ways that I could approach the disease. I could
either spin wheels, and burn rubber, and dissipate all my energy
in that manner and become a dried up, bitter, old man, or I could
say to myself, "I’ve got the disease, there’s nothing I can do
about that, but now that I’ve got it, what do I do about itzn
We chose the latter of the two options, feeling that this was
more useful, and determined that, perhaps, there was something
that we could do, my wife and I, that could be useful and helpful
to others in combating and working with the AIDS situation.

So, during the past year, as time and energy have
permitted, we’ve been actively involved across the state,
speaking to churches, youth groups, civic groups and so forth,
concerning AIDS education and the problems that it advances.

I’ve also been involved in the Damion Center, which is
the local AIDS clearing house here in the City of Indianapolis.
I’m a member of the support group. I received a great deal of
support from each member of that group, and hope that in turn I'm
able to give some kind of support to them.

Statistics indicate, I think, at the present time that
the blood supply is about 98 percent safe, but I would hope that
we would continue to work on ways in which we could make it even
safer, both in the matter of testing and in the blood supply
itself. If you happen to be caught in that 2 percent number, it
isn’t really very comforting to know that the blood supply is 98
percent .safe. So, I would hope that we would continue and
redouble our efforts, both in the private sector and in the
governmental sector, in dealing with the blood supply across the
nation.

In closing, I would like to share this thought by the
philosopher, Horace Callum, who remarked on his 73rd birthday,
"There are those people who shape their lives by the fear of
death, and persons who shape their lives by the joys and the
satisfaction of life; the former live dying, the latter die
living." And, I pray that I might die living, using the time and
the energy that I have in helping AIDS education, in helping
people to understand AIDS and its problems, the things that
happen to a person with AIDS, and, perhaps, making this last part
of my life as useful to others as I possibly can, that truly I
might die living. Thank you.

DR. SERVAAS: Thank you, Reverend Wade.
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DR. SERVAAS: Our next -—-—

CHAIRMAN WATKINS: Reverend Wade, let me say that one
of the few joys that we have in this Commission is to listen at
the front end of a set of hearings from people with AIDS, young
people, older people like yourself, others afflicted. We do that
purposely, to make sure that not only the Commissioners and our
staff, but everyone here understands how sensitive we are to the
human being at the end of the set of bureaucratic obstacles in
the way of progress on this set of issues. And, your outloock
towards life, your sense of hope, of course, is one that we
admire a great deal.

We consider you one of the heroes of this epidemic, and
the option you picked to do everything you could to tell the
story and to help others is extremely important to us and to
everyone here this morning. So, we thank you very much for
coming, and we’re going to move on to the next panel, because we
need to get on to the detailed questioning, But, we thank you
for the inspiration this morning.

REVEREND WADE: Thank you.
OVERVIEW OF THE BLOOD SUPPLY

DR. SERVAAS: The Overview of the Blood Supply will
deal with ways in which blood for transfusion and blood products
can be collected and made safer at less cost.

Obstacles to safe blood include the window of time
during which the antibodies have not yet developed in a recently
infected individual.

We’re going to hear this morning from Dr. Engleman,
Dr. Eckert, and Dr. Asher, and Ms. Dutton, and if you’ll take
your places at the panel.

Dr. Engleman won national recognition for having
directed one of the first blood banks to use surrogate testing to
defer blood that could cause AIDS and other transfusion-related
diseases. He courageously led the way and put Stanford
University’s reputation on the line when he refused to
discontinue the program in the face of attacks from other blood
banks. His foresight and resolute stance caused other blood
banks to follow his suit when patients began coming to Stanford
University Hospital for their surgery to be assured of safer
blood. Dr. Engleman.

Dr. Engleman: Thank you, Dr. SerVass. It is a
pleasure to be here. I think that the main reason I was invited
relates to my role as Medical Director of the Stanford Blood
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Center, but I would also like to mention that I am a full-time
member of the Stanford Medical School faculty, where I direct a
fairly substantial research laboratory, and the major focus of
this research over the past five years has been the pathogenesis
of AIDS.

The Stanford University Blood Center is quite unusual
in that, number one, it is part of a major university, number
two, it has two goals, one of which is to collect, process and
provide blood to one of the largest users of blood and blood
products in the country, namely, the Stanford Medical Center.
But, a second goal is to perform fundamental research in the
fields of immunology and hematology in order to try to make
improvements in the safety of the blood supply. And, there
actually is a long tradition at Stanford in developing new blood
tests.

Convinced that AIDS represented a serious threat to the
safety of the blood supply, in 1983 we decided to screen our
blood donors with a test designed to reduce the spread of AIDS to
recipients of transfusions. We used an indirect or surrogate
test which measured the presence of certain types of white bloecd
cells called T cells. This T cell test is no longer used as a
primary AIDS screen, although, it is still used, as some of you
may have heard already, as a prognostic indicator in patients
infected with the AIDS virus.

We began to use this test on July 1, 1983, and shortly
thereafter we realized that the test seemed to be working,
because several of the donors who tested abnormally when
contacted turned out to be members of groups known to be at high
risk for developing AIDS. These were individuals who should not
have been donatihg blood at the time, based on voluntary deferral
guidelines.

In March 1984, we heard from a physician in southern
california, some 500 miles from our location, that one of our
July 1983 donors had come down with AIDS, and the physician was
concerned about the recipients of this man’s blood. Fortunately,
his blood had been discarded because of the test we had
performed. Unfortunately, the same individual had donated to a
number of other blood banks, and at least a dozen or so people
had received his blood.

Finally, in 1985, after the AIDS antibody test became
available, we used that new test to confirm that, in fact, our T-
cell test had eliminated the majority of AIDS contaminated blood
that came into our blood bank. In summary, the T-cell test
worked very well.

Throughout 1983 and 1984, we experienced something less
than a positive response from the remainder of the blood banks
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and from the blood banking organizations, and what I have
attempted to do in my written report to the Commission, is to
analyze why there seemed to be resistance by blood bankers to
performing tests like ours back in 1983 and, and ‘84, and through
the beginning of ’85.

And, I want to just highlight a couple of those points
if I might. -The first is that the test we were using was not a
specific for the AIDS virus, since the AIDS virus had not been
discovered at that point. It was a surrogate test which
identified an abnormality that was present in a high proportion
of AIDS patients and high-risk persons; but only a small
proportion of the general population. We knew that a number of
individuals who tested positively in our test were not
necessarily AIDS carriers. The goal of our test was to screen
out as much of the contaminated blood as possible, and we were
allowing for the loss of some perfectly normal blood. We think
that the blood banking community resisted the adoption of this
and other simpler tests, in part because they had not, prior to
this point, ever adopted a surrogate sort of test like our’s, and
there was, for reasons that I can’t fully understand, a natural
resistance to anything less than a perfect test.

In addition, we had previously experienced a general
resistance, when one of my colleagues at Stanford, two of my
colleagues, Doctors Carl Grumet and Ann Yeager developed a test
for antibody to cytomegalovirus (CMV). 'They applied this test to
donated blood, and demonstrated that by using CMV-antibody
negative blood they could avoid the severe consequences of
cytomegalovirus infection in transfused newborn infants. This
work was widely publicized and published in peer review journals.
The test was very simple and cost about $1.00 or $2.00, and yet,
it was another five years before the blcocod banking industry
guidelines even acknowledged the potential importance of applying
this test.

Hence, the refusal of blood banks to adopt indirect,
imperfect AIDS tests in 1983, ‘84, and ‘85, is not really a
surprise. In our view, however, the tragic consequence of the
failure of blood banks to follow Stanford’s lead has been that
hundreds and preobably thcousands of people have been unnecessarily
infected by HIV and will die as a result.

At this point, what we believe to be most important is
to consider what might be done to ensure the safety of the blood
supply in the future and we have come up with a number of
specific recommendations for the Commission’s consideration.

First, we feel that there has not been any kind of
formal inquiry into the response of the blood banking community
to AIDS in 1983-85, either by the blood banking organizations
themselves or by an outside entity. And, we would recommend that
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a task force of qualified objective individuals be formed to
carry out such an evaluation. The reason for that is because, as
far as we can tell at the present time, the blood banking
community still doesn’t understand or recognize that more could
have been done during those early years than, in fact, was done.
That worries us, because we’re concerned that in another ten
years when this is, perhaps, forgotten, or at least the public
concern abates, that yet another virus or another threat to the
blood supply will arise, and a similar, inadequate response might
occur.

~ We do not think that such a task force should be formed
in order to cast blame. We think that the purpose of such an
inquiry would be to try to figure out why the blood banks reacted
so slowly, and to make recommendations, so that the same kinds of
problems do not recur in the future.

In addition, we believe our physicians and nurses are,
in general, poorly trained in transfusion medicine, and there
should be much more emphasis on this area in medical and nursing
schools.

We also believe that there should be an effort to
target research on transfusion medicine problems and steps should
be taken to make sure that the innovations that are developed are
heard and applied quickly by the blood banking community.

I think I’11 stop here and refer you for details to the
report that was provided.

Thank you.
DR. SERVAAS: Thank you, Dr. Engleman.

DR. SERVAAS: Dr. Eckert, Doctor Ross Eckert, is a
Professor of Claremont McKenna College in Claremont, California,
and he’s also a member of the FDA Blood Products Advisory
Ccommittee, and he will discuss innovative alternative methods of
collecting safe blood.

DR. ECKERT: Thank you, Dr. SerVass. Good morning,
ladies and gentlemen.

Dr. SerVass referred to my membership on the FDA Blood
Products Advisory Committee, however, I want to emphasize today
that my remarks are given in my private capacity only, as a non-
medical specialist on this subject, and that no official support
or endorsement by FDA is intended or should be inferred.

We know how serious this problem is. 4 million
Americans each year are transfused. The process and the policies
by which we collect blood have an enormous effect on our society.
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And, people -- physicians and potential transfusion recipients --
have been skeptical about the claims made for the safety of blood
practically since the inception of AIDS. They are still
skeptical, to a degree, today. I believe that skepticism was
valid then, and that it is still valid.

Blood bankers say today that blood is now as safe as it
can be, but I don’t think it is, and I’ll try to explain why it
isn’t, what the obstacles to safer blood are, and then explain
what my recommendations to make it safer are.

Dr. SerVass has already explained the window problem,
and I'm sure everyone on the Commission understands that. I
would emphasize that a recent article published in the New
England Journal of Medicine provided a "worst case" estimate
that, "as many as 400 recipients of screened blood may become
1nfected annually," 460 people. These are estimates. They are
based on various calculations, and there are different estimates
by different estimators, but this is by no means a wild, unreal
scenario.

And, we know that the rates of HIV antibody are greater
in large c1t1es, where most of the surgerles occur and where so
much blcod is drawn. We know that the virus is mutating rapidly.
We are encountering now HIV-2, and before long there will be
other HIVs, I’m afraid.

Tests are being derived for these things, but one must
emphasize how slowly, really, medical science advances. It took
several years to find the disease, to describe the disease,
several years more to find the HIV virus, several years more to
develop a test for it, and so we go.

The hepatitis problem has never thoroughly been solved.
Scientists have been trying for 20 years to locate the variety of
hepatitis viruses that are loose in our society. They located
one, and thought it would solve the problem. It solved only 10
percent of the problem. So, we see, really, and it’s a
fundamental point that I want to emphasize to you today, and even
to the physicians among you, as to how slowly medical science
really advances, and how much of a bet we are placing as to the
future of our society if we rely only upon the advance of medical
science.

I would emphasize to you to include in your report as
well the importance of hepatitis, not only because some of the
same risk groups are at risk for both diseases, but because this
is such a serious and potentially lethal disease.

Even with current testing methods, perhaps, I estimate
500 people a day are being infected with non-A, non-B hepatitis
in this country. Even after taking into account that 40 percent
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of these who survive their primary illnesses for which they were
transfused -- their automobile accident, their chemotherapy or
whatever -- and about half of those who are estimated to have
normal liver biopsies as a result of their transfusion, still
about 4,000 recipients per year will develop cirrhosis with five
to ten years of their transfusion. 4,000 people per year is a
staggering statistic, and if we put it in perspective, it is
tantamount to losing the passengers on a fully loaded DC-10 every
month.,

What’s my proposal? Well, it’s very simple. My
proposal is to deal with the source problem of the spread of all
these viruses. The source of the problem of the spread of these
viruses, insofar as the blood supply is concerned, is our huge
donor pool. 9 million or so people per year, who donate an
average of one and a half times per year, is too many people, too
many people donating too infrequently. What we need are fewer
people who donate more often, and I call these dono egistries,
which would be panels of low-risk regular donors who are known to
be in good health, who have not been transfused since 1977, who
agree to a detailed confidential medical history including
questions about venereal diseases and multiple sex partners that
are not asked at present, who agree to more extensive testing
than is now routine, such as, perhaps, in some communities for
the T-cell reversals that Dr. Engleman has developed, and
especially in cities with high HIV rates. These donors would
give as often as their good health allowed and be replaced with
new donors from the same groups only when absolutely necessary.
We know that registries are effective. They worked at the Mayo
Clinic, where they have been tried.

I also fully endorse Dr. Engleman’s proposal for
surrogate testing. We need more surrogate tests. We need more
teste that err on the safe side, in excluding donors who might be
at risk.rather than saying, well, they are probably not. Again,
this is because we have so few specific tests. We need more
surrogates.

And, the one I emphasize that we not discard, which it
has been proposed from time to time to discard, is the syphilis
surrogate test. Normal blood banking refrigeration kills the
syphilis spirochete, but if you had to choose between a
transfusion for yourself between two bags of blood, one that had
dead syphilis spirochetes in it and the other that didn’t, you
would probably sensibly choose the one that didn’t have then,
because someone who is sufficiently promiscuous to have been
exposed to syphilis probably is exposed to other things that
can’t be detected by medical tests and that are not killed by
normal blood banking refrigeration. So, I would disagree with
the proposal that this test should be abandoned. It is a very
important test. It is not redundant; it is not wasteful.
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What are the obstacles to safer blood? Minimum
standards for screening donors and testing blood are established
by the FDA, that the FDA relies largely on blood banks for advice
on which standards to set, and the incentives of the blood banks
to improve safety are weak.

Why is this the case? Well, very briefly, in most
communities blood banks are sheltered from competition, they are
non-competitive or monopolistic organizations. As a result,
patients who want to shop for better blood find it extremely
difficult to relocate, and then, of course, in emergencies and
many serious illnesses this is simply out of the question.

Blood bankers obtain blood not by payment but by
begging for it. This is difficult, and more testing and
screening means more rejections and more replacement
solicitations. Blood banks are staffed with sufficient personnel
to handle the expected volume of their donations, but a marked
decline in donations or in the amount of blood fit for
transfusion could cause layoffs and, perhaps, shortages, and we
know that some hospitals have already established competitive
sources of blood.

Another important factor that affects blood bankers’
incentives for blood safety is that they are exempt in almost
every state from strict liability in tort for transfusion
disease. I would favor such exemptions only for blood banks that
have established donor registries of the sort that I have
outlined, because that would indicate that they taking every
possible step already within their grasp, easily within their
grasp, to reduce transfusion disease to the absolute minimum.

Now, blood bankers today claim that registries may work
at the Mayo Clinic in rural Minnesota, but they would be too
expensive in big cities. This is something of a "Catch 22."
We’ll never know until we try, and in many cases, I’'m sure the
lives saved will excked the extra costs, if, indeed, there are
extra costs. I’m not convinced that there are extra costs on
net, but, surely, we must recognize that the lives saved would
have to be laid against that. And, if registries can reduce
transfusion disease in rural Minnesota, where the Mayo Clinic is
located, they will probably reduce transfusion disease anywhere.

So, I’m concerned not only with the present level of
viruses that we have to contend with in our society, but I’m
concerned for future viruses that may come along, and that we
have in place in advance of those diseases arriving, mechanisms
that will not only reduce the transmission of diseases that we
already know of, but diseases that haven’t even arisen yet.

So, I urge you in your final report to give FDA three
recommendations to reduce the spread of HIV and other transfusion
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diseases known, as well as those that we don’t know about. To
begin to assess additional surrogate tests to prevent further
deterioration in our blood supply, that’s my first
recommendation. Second, FDA should retain all surrogate tests
that are now required or used to screen blood until specific
tests are developed. And third, most important I believe, FDA
should require all licensed blood and plasma centers to adopt
donor registries. Thank you.

DR. SERVAAS: Thank you, Dr. Eckert.

DR. SERVAAS: Dr. Asher will discuss specialized blood
services that prepare large quantities of platelets from single
donor to assure a safer product than that obtained in the
conventional way of pooling platelets of eight to ten donors for
a single therapeutic dose. He discusses selective pedigree
donors. Dr. Asher.

DR. ASHER: Thank you very much. I do appreciate the
opportunity to be here and discuss, I think, a very simple
problem, and, that is, the problem we’ve all known, that blood is
hazardous. As a matter of fact, blood is the most dangerous drug
in the world. The real problem is, of course, it’s going to
remain that way. There is no reason to think that blood will
not always be totally hazardous as new microorganisms come into
our culture, and as medical science slowly develops specific
diagnostics tests.

The basic problem, or the problem behind solving this,
unfortunately, is not dictated by science and research. It seems
to be dictated by social, political and economic factors. You’ve
heard the previous speakers make reference to the fact that there
is an establishment. There definitely is. There is a blood
industry, which is basically a monopoly, and, as such, it has all
the flaws that go with a monopoly. It fosters complacency, it
fosters arrogance, defensive action, a desire not to move. And,
that is the state of the blood industry today. °

While all of us who are inveolved in providing some sort
of blood products and services have to go through our basic
problems of actually practically delivering the "good," we all
have a responsibility, at the same time, of delivering the best
possible "good." Yet, the monopolists, which are basically about
250 blood centers in the country that provide your run-of-the-
mill ordinary blood products for transfusion, each one operates
within a geographical monopoly, where they do not have to worry
about how much they charge for their product, they have a total
captive customer list. The hospitals have no choice. They have
to go to their regional supplier, and they will pay what they
want to pay. They have no concern about the cost of providing
this, since it is all a pass through.
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They only have one dilemma, the basic regional blood
bank, and, that is, can I get enough donors? They have to appeal
to the public, and I think on a philosophic basis they have tied
their hands so that they do not get enough donors to come into
the centers to be selected or screened as to the best possible
donor. This is because they have taken a philosophic, almost a
social attitude, that there is only one conceivable way to
attract donors, and that’s with the concept of altruism. No
concern is-given whatsoever towards the basic tenet of human
nature, and, that is, that there should be some self-interest in
everything we do. I believe we all recognize the fact that all
of our own individual attitudes are a combination of wanting to
do something good for our fellow man, and, at the same time,
having some self-interest for ourselves, whether it just be the
good feeling of doing something good, or whether it be even
reimbursement for the time and effort that we put into doing
something good. 1It’s a dual recognition.

This basic problem, though, that the blood centers
have, of tying their hands, of being wedded to almost a theology,
and you really have to deal with blood center a number of years
as I have, and I’ve got to admit I’ve been in a javelin throwing
contest with what is called the "volunteer sector" for a number
of years, except that I’ve been on the catching end. Things have
turned around in the last few years, and I find that my sector,
the commercial sector, which is a very distinct portion, having
adopted stronger screening procedures in the spring of 1982
voluntarily, we find ourselves in the very positive end of it
now, and it’s very rewarding, and I hate to say, personally I
find it very satisfactory that the other fellows now catch a few
javelins, and I think they deserve themn.

The correction, though, of their attitude, which is one
of protectionism, doing nothing whatsoever to embarrass or
discourage their volunteer donors, as defined by them, is
unfortunately supported by the very agency, the Food and Drug
Administration, which regulates them. As you know, a monopoly
leads to complacency. It also leads to protectionism, and it
leads to a lot of "old boy club-ism." And, unfortunately, in the
case of the regulatory body that regulates the volunteer blood
industry, there is a lot of musical chairs back and forth between
positions of authority, and a lot of "old boyism."

The worst example being, the Blood and Blood Products
Committee to the FDA, is totally comprised of the volunteer
sector, who have a great deal of influence and, basically,
utilize their philosophy, which is fairly consistent with the
overall philosophy within the Food and Drug Administration.

A great deal of criticism has been pointed at the FDA
for this elitism of their Advisory Committee, and as a result
they have actually put onto their committee one member, they
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felt, that represented the commercial industry. He’s a non-
voting member, and, actually, he does not represent the
commercial industry, he represents the vendor to these very blood
banks, representing a large company that sells their products and
are totally dependent upon the volunteer industry for their
sales. And, he is sort of a token member of this committee.

This is a little bit frightening.

I’ve summarized the differences between the two sectors
of the blood industry, and I won’t go into great detail on this,
but there is what is called the "blood sector" and there is what
is called the "plasma sector." They both have a great deal in
common. The blood sector, essentially, makes fresh blood
products out of about 15 million donations a year in the United
States. The plasma sector makes plasma out of fresh blood from
donors, so, in a sense, they are identical in that they take,
hopefully, normal, healthy human beings as donors and provide
products for injection.

They take about 10 million donations a year, as opposed
to 15. The fresh blood sector sells their products. They use a
euphemism. They indicate that they charge for their services,
they do not sell the blood. I just don’t see the rationale
behind that. It’s like the baker doesn’t sell his bread to you
when you go to the bakery, he sells you the fact of his
inconvenience, he got up at 2:00 a.m. and started kneading the
dough and baked it, but he’s not selling that loaf of bread to
you in the morning, he’s selling his services,

But, their industry, the volunteer blood industry, is
$1 and a quarter billion a year in the United States. The plasma
sector and the products, these are manufactured preoducts
eventually, gamma globulin, albumin, that’s a $1 billion a year
industry in the United States. What are the differences?
Philosophically, the volunteer sector believes in altruism as
their means of getting donors. They believe in monopoly. They
fight constantly that they have this God-given.right to the
exclusivity. I truly can’t emphasize it enough, it is almost a
theology, and if you talk enough, and you have been in this
industry enough, and I believe the gentlemen on my right,
although I shouldn’t speak for them, probably recognize this,
it’s the attitude as though on the day of creation of the
universe, with all the clouds of hot sulphurous fumes about us,
the hand of God reached through this cloud with a bottle of blood
and said to the volunteer blood bankers, "Here, take this, spread
this among all men exclusively." It’s truly amazing how
philosophically involved this monopoly has gotten through 40
years of monopoly.

In contrast, the plasma sector truly is a competitive,
profit-oriented, and I should mention, tax-paying organization.
They pay taxes on their $1 billion a year. The volunteer sector,
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on their $1 and a quarter billion a year, pay no taxes. In some
cases, they actually compete nose to nose in what, in my opinion,
can only be described as unfair competition.

Anyway, it’s a fantastic natural situation, where the
purveyors of fresh blood, which is really what we’re talking
about here, don’t operate under the natural laws of economics,
supply and demand. They only have one concern in life: can they
get donors, and to these ends they are frightened to death to
directly question donors as to their lifestyle, particularly, and
this is true today, the plasma industry voluntarily directly
questions their donors, the volunteer industry has fought it,
they’ve fought it in writing, they are supported by the FDA in
that, who has created a double standard of guidelines, one for
the fresh blood industry and one for the plasma. The
fresh blood industry, they say they are concerned about adequacy
of product. I might add that what they are saying is, can we get
enough donors, we will defer enough donors, or too many donors,
by asking direct questions?

Simple arithmetic will show that if you defer, even a
huge number of donors, the cost savings is so dramatic that you
can afford to spend almost $2,000.00 in recruiting efforts to get
an otherwise normal donor to replace that individual, and I have
done the arithmetic, other people have done the arithmetic, and
it is staggering. The availability of funds on a cost-
effectiveness to avoid a relatively few number of AIDS infections
that could be converted, that money could be converted, to
increase recruiting efforts.

Now, I do have some recommendations, obviously. There
is no sense in my talking unless there are recommendations, and I
think they are very straightforward and, frankly, I don’t think
they cost anything.

I think all they cost is a realization of human nature
and pushing our regulatory bodies, who, in spite of the fact that
I‘ve criticized them, I think are imminently scientifically
qualified, and a large number of them, I believe, are very fair
and open-minded. But, there is a pervading philosophy within
the entrenched bureaucracy, this, too, has become a monopoly
within certain aspects of FDA, where a social philosophy has
overridden what I think is a practical delivery of a very needed
product or a series of products.

I think the regqulatory agency has to be encouraged to
promote stricter donor screening standards. Strangely enough, in
1975 they did it, and by their own admission they enforced some
very poor screening tests that had between 15 and 40 percent
efficacy in weeding out hepatitis B carriers, and they said at
that time, "In spite of this very poor test, we think the best
test available has to be used." They changed their mind since
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1975, and I think it is due to the influence of the volunteer
sector and the "old boys club." - -

I think, too, the government should encourage more
imaginative donor recruiting techniques. We do need more donors.
We do have to screen them more specifically, and out of those we
select these selected donors.

. I refer to my donors, who, I'm ih a very sophisticated
form of blood product provision called "Hemaphoresis." We call
our donors a Registry of Selected Donors. We can do that,
because we motivate them, not only with the basic public good
that they do, and the fact that their products are much safer,
and they get a great deal of pleasure out of that, but we’re not
afraid to pay them. They spend three hours in our facility to do
this, and they deserve some reimbursement for their time.

But, that’s their choice. We offer it to them, they
can take it and give it to a charity, they can keep it
themselves, and they have this dual motivation.

I think the government has to encourage a broader
approach to recruiting. This present message is "altruism only."
It’s sort of a guilt trip concept of recruiting, which is very
restricted. I have prepared a list of 17 motivations for people
to give or sell, it doesn’t matter, their blood or blood
products. I presented them to the FDA Blood and Blood Products
Advisory Committee a year and a half ago, and, I think, created a
bit of a stir because there was even a mixed concept within that
same group about the reality that they are all subconsciously
using some of them.

I think probably the most important recommendation I
could make, and the easiest one to augment, is to rescind the
National-Blood Policy. This is a policy which has stigmatized
the broadening of messages, recruitment messages, to the public,
and, of course, the worst part of it is, and this is my own
personal, I guess, crusade, I felt that it promoted cne side of a
. political philosophy, and I looked into it.:'And, using the
Freedom of Information Act, was able to find that it is totally
illegal. It had zero legislative authority. ‘It had zero
executive authority. I have this in writing from the White House
itself, that there was no authority whatsoever for it to be
published.

The President, back in 1972, had asked for a study of
the safety and the adequacy of the blood supply. For want of a
better word, a couple of social engineers within the bureaucracy
of our government, and there are people like that, they are well-
meaning, but they have allowed their own social philosophy,
promoted a policy, put it into the Federal Register, without any
authority whatsoever, and it became the National Bloeod Policy,
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which was a very narrow concept. That is easily enough
rescinded.

I believe that competition between blood centers should
be encouraged, and there is one very easy way, tell the
governnent, in the government-run hospitals, and in those that
are government funded, have competitive bidding for blood. They
have competitive bidding for every other drug, every other
service within these VA hospitals and government-funded
hospitals. It’s very simple to make part ‘of their operation,
have competitive bidding.

And finally, I think the Federal Trade Commission, or
the Justice Department, should be asked to look very closely at
the unfair, anti-competitive practices that are being done, not
only by individual blood centers, and I can’t hold them too
responsible, but, really, by their trade association who truly
have, in my opinion, some unfair competitive practices, and I
happen to be the victim of one of them, and am being victimized
right now by it.

These are practical things which I don’t think cost a
lot and, obviously, should be expanded upon, and I cannot tell
you how grateful I am to have this opportunity to present them.

Thank you.
DR. SERVAAS: Thank you, Dr. Asher.

DR. SERVAAS: Our next panelist is Ms. Leslie Dutton
from California. She’s literally a walking encyclopedia of
knowledge about blood, and she has been asked to serve on the
American Blood Commission Advisory Council.

Ms. Dutton.

MS. DUTTON: Thank you, Dr. SerVass.

I’'m going to agree, but I'm going to be a lot stronger
about what these gentlemen said. One of them said more could
have been done by the blood banking industry to protect the
public. Another one said that medical science moves very slowly,
and Dr. Asher talked about the "old boy" network.

Well, let me tell you what the blood industry has done
to the American public, what we have been deceived about the
safety of blood, and they could have done a lot more, something
very simple.

As President of the American Association of Women, our
organization, in 1985, realized that 93 percent of all the AIDS
cases nationwide were males. Now, this wasn’t something that
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only we knew. 1In California, it’s 98 percent, and yet, when we
asked FDA Commissioner, Frank Young, and we asked the blood
collecting organizations, trade organizations, what the donor
base was by gender, we learned that less than one third of the
nation’s blood donors were females. And, in talking with the
Irwin Memorial Blood Bank, only 27 percent of their donors were
females at a time when 98 percent of all AIDS cases in California
were males, and they still are to this day. This is
unforgivable. We didn’t need a test. We didn’t need millions of
dollars for a research project to tell us, very simply, by
increasing the female donor base we would have had a much safer
supply. When we realized this, our organization set out to
implement an all-female blood donor recruitment program for any
regional blood banking operation that. would be willing to label
their units by gender donor source, male or female, for emergency
transfusions, in order to prevent the spread of AIDS through
transfusions.

I can’t tell you what a frustrating experience that
was. Armed with statistics from the CDC, and from the health
departments in each state, we were rejected one after another,
and some- -of these gentlemen here can tell you about the
frustrating experience that we had. We were willing to do this.

We asked the Red Cross to, please, put out a patriotic
call to the women of America to give blood immediately, we needed
it. This was two years ago. Not one word! With the multi-
millions of dollars that the Red Cross is making from selling
donated blood, you would think that they could have put out a
little bit to make an appeal to women to come forward.

You remember back in World War II, women came forward
and gave blood for our boys overseas, and it’s very unfortunate
that over these past years women have been led to believe, simply
because they haven’t been sought out, that this giving blood
isn’t necessarily something that they should do. They should be
doing it. They should be doing it right now.

/

But, more importantly, physicians and patients should
have the freedom to choose the safest possible blood available,
and that means, by disclosing the gender donor source of blood we
should have the right to know the risk involved. If it is male
blood, and it’s in a high-risk area, we should have the right to
request female blood. I’ve had personal experiences of trying to
obtain female blood for a friend who was on his death bed, the
physician prescribed female blood, the hospital tried to
accommodate it, and the Red Cross refused to identify from the
computer code number on the bag whether or not the donor was
female. My friend died, but the fight goes on, and that’s why I
say it is so great to be here today to be able to bring you the
message about what could be done very simply, without multi-,
millions of dollars.
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I would just like to say that we offered the Kaiser
Hospital in Oakland to put together an all-women’s blood deonor
recruitment program if they would label their units. They
adamantly refused, they were rude, they treated us like we were
ridiculous. And, I would just like to say that Kaiser now has
put out a notice to 50,000 members of their health plan who
received blood transfusions from 1977 to 1985, because the blood
they received may be tainted with AIDS and they have to test them
all. This is during that period of time that we had offered to
help improve their donor base with female blood.

And, at Cedar Sinai Hospital in Los Angeles, they are
recalling 700 babies, premature babies who were born, and
transfused, many of them without their parents knowledge, who may
have received tainted blood.

This is just a tip of the iceberg of what’s been going
on. Yes, they could have done a lot more, and they should be
doing a lot more.

When you heard Dr. Eckert talk about the window, he
was referring to the window of the AIDS antibody test now being
used. There are an unknown number of people that do not develop
antibodies, that can be identified by the only blood screening
test that we now have. And, some studies have shown that the
antibodies may not develop in as many as three years.

So, even if they test negative, we are still not
certain, and in just this last February there was an article
published in the New England Journal of Medicine, a study that
showed where six males had donated their blood, they tested
negative for the antibodies, the blood was transfused, others
became infected because they eventually became infected. So,
the test that we are now using is not perfect by any means.

And, the Red Cross, which controls 55 percent of the
nation’s blood collecting operations, by monopoly, made a
statement, Doctor Alfred Katz, before a Senate Appropriations
hearing in Washington in September of 1985, right after the Red
Cross had launched a major public relations campaign to convince
the public that the blood supply was .safe, Doctor Katz testified
that, "The AIDS antibody test has theoretical and practical
defects, and that we must have a better, more sensitive test that
can identify the virus itself." Now, this is at the same time as
his organization is telling the public the blood supply is safe.

The way the blood industry has handled the AIDS
epidemic is appalling, and when you think about the some 20,000
hemophiliacs in this country that have been sentenced to death
because the scientists and physicians or the leaders of that
community that were charged with helping that community have sat
silently, and they_-knew that it was 93 percent male. They

-
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certainly could have immediately startéd recruiting female pools
of donors for blood. And now, we have people that don’t have
mach future. :

I agree with Dr. Asher, that monopoly is part of the
reason why the "good old boys"™ system in the blood industry is
the way it is today. But, there is another reason. The blood
shield laws, most of the states in this country have laws that
say that the providing of blood for medical transfusion therapy
is a service rather than providing a product. Aand, therefore,
they are not liable, because it is not a product, it’s a service.

In the absence of having financial responsibility for
negligence, the blood banking industry has demonstrated a public
"he damned" attitude. This is what’s caused the "good old boy"
network. This is why they didn’t do anything about the female
versus male ratio of donors, and I think it’s time that we
compared the blood banking industry to similar industries, such
as Coca Cola or the oil refining industry, where natural resource
is treated, and processed and converted into a product before
public consumption. And, let’s hold them accountable for that
product that they are delivering, and delivering in a monopoly-
type atmosphere where we do not have the freedom to choose. We
cannot walk across the street and pick another product. We are
captive, the public is captive.

My suggestions would be that we’ve got to change the
blood shield laws and hold these people accountable.

And secondly, we’ve got to make a patriotic call to the
women of America to come forward and give blood, and we should
disclose the gender donor source on the blood units, just like to
we do now, we disclose whether or not the donor was paid or
voluntary. That decision was made on the basis that paid donors
were supposedly higher risk for hepatitis. Well, with the
statistics as they are today, and continue to be tocday, female
blood is far safer and the public and the physicians and the
medical community should have the right to know the gender donor
source.

I thank you very much.
DR. SERVAAS: Thank you, Ms. Dutton.

DR. SERVAAS: We’ll start the questioning from the
Commissioners with Doctor Primm.

DR. PRIMM: Good morning. I had a couple of
questions, one particularly for Dr. Engleman. You talked in
your written testimony about HTLV-I, and you did not mention HIV-
2 as something that bothers you for possible testing. I‘d like
to have some idea of what you feel about that, and are there any
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tests on the market that will certainly distinguish that organism
in blood?

Number two, Ms. Dutton, or you, too, Doctor
Engleman, or, Dr. Eckert, you talked about testing for the
antibody, core and envelope antibodies, and that it is a
possibility that we can’t pick those up. We know the Finnish
study or the Scandinavian study showed between 18 and 24 months
sometimes when people are exposed, and they are tested constantly
during that period of time, and show up negative, when, indeed,
they should have been positive, and that there was a window there
where, unguestionably, they didn’t form antibodies.

What about doing the antigen test and the antibody test
on individuals from the outset, or on our bloocd from the outset?

MS. DUTTON: Well, there is Abbott Laboratories.
DR. PRIMM: Yes,

MS. DUTTON: It’s evidently waiting for approval of
their virus test for the antigen, and by all means, the minute
it’s available, we should be testing donors before they give the
donation. This would save a lot of money, of processing and
testing for all these other things and handling it, if we test
the donor before, and we should do that as soon as possible.

And then I might add, I hope that we act swiftly, and
we need leadership as this antigen test becomes available,
because let’s not forget what happened with the antibody test.

We have laws across the country in different states that restrict
the use of the antibody test. 1In California, it’s an anonymous
testing situation. So, I certainly hope that we’re not going to
get into this political boondoggle with the antigen test, and
that, perhaps, your Commission can come up with some
recommendations about how we can avoid that, and make sure that
we don’t get the restricted use on an antigen test.

DR. PRIMM: One of the reasons, Ms. Dutton, that I have
heard that women are less apt to be persons who would donate
blood is, because on a monthly basis, through menses, they lose
so much blood, and the incidence of anemia among women. Now
this certainly may not be factual, this certainly might be
mythical, but that’s a reason why they are reluctant to give
blood, or, the old wive’s tale says that they shouldn’t give
blood because of the great deal more of anemia and loss of blood
naturally, and, therefore, they should, you know, conserve all
the blood that they could.

Another question for you, Ms. Dutton, is, I wonder are
there any girls in the "good old boy" network that you talked
about, or are there any black boys, or Hispanic Boys in that
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"good old boy" network of this monopoly in blood and plasma
services?

MS. DUTTON: Well, I think probably Dr. Asher would be
more qualified. I can tell you that I haven’t seen too many in
my exposure, but, of course, I’m not in the industry.

With regard to your first question about women as
qualified donors, we did correspond with all the major blood
collecting organizations and asked them the question about
whether or not the woman’s situation would be a hindrance. All
of the responses that we got back said that they would be
delighted to accept female blood donations, and they recommended,
since women are prone to anemia, that they always recommend iron
supplements if they are a reqular blcocod donor. But, there is
nothing to prohibit them from giving blood, unless there is a
medical condition.

DR. PRIMM: One other questions, Ms. Dutton, before I
leave you, and, that is, you talked about the labeling of blocd.
As you know, there is a disproportionate representation among
those persons who have been thus far diagnosed to have AIDS and
reported to the Centers for Disease Control of blacks and
Hispanics. And, I’m wondering, you talked about the marking,
sexual markings on donated blood. Do they have racial markings
on donated blooed?

MS. DUPTTON: Not that I know of, but --

DR. PRIMM: Because, maybe some wouldn‘t want to get
some black blood, or someone might not want to get some white
blood.

MS. DUTTON: Well, I guess it was a couple of weeks ago
that the Food and Drug Administration did put out an advisory
regarding ethnic or racial origin for people that immigrated just
recently from countries where the new strain-of the HIV virus.
And so, in that sense, race does play a factor, where those
people have come here from other countries, and this new strain
is here, and we don’t have a screening test for it. .

DR. PRIMM: OKkay. That’s very important. And, Dr.
Engleman, I guess I can turn to you with that question.

Dr. Engleman: Sure. Let me go back to your earlier
questions. With respect to HTLV-I, first of all, I did comment
in my report about the fact that the industry does favor, has
gone on record as favoring HTLV-I screening. HTLV-I, of course,
is a virus that causes a neurologic disorder as well as a form of
leukenia.
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DR. PRIMM: Dr. Engleman, I had asked the gquestion
about HIV-2.

Dr. Engleman: Yes, I know.

DR. PRIMM: So, you are leading up to it?
Dr. Engleman: I am leading up to it, right.
DR. PRIMM: Thank you.

Dr. Engleman: I think that the fact that the blood
banking leadership has supported the concept of HTLV-I testing
earlier and more aggressively than they did HIV-1 testing
reflects a desire to cenvince the public that the blood banks are
more determined to deal with HTLV-I than they were perceived to
be with AIDS and I think that’s fine. I only wish that blood
banks would start testing for HTLV-I instead of just talking
about it.

With respect to HIV-2, which is a second strain of the
AIDS virus that was initially identified in West Africa, and the
need for HIV-2 testing there, I think the need will arise.
However, as of today’s date there is not evidence that HIV-2 has
penetrated the blood supply. In contrast, HTLV-I positive donors
have already been identified in several locations around the
country.

I think there is little question that HIV-2 infections
will increase in this country and that HIV-2 screening of donated
blood will be necessary. Fortunately, with respect to HIV-2, I
believe that there are screening tests that have been developed.
They are not yet licensed by the FDA but I am confident that they
will be, and that we will incorporate such tests.

As far as HIV-1 antigen testing is concerned, I would,
however, differ with the implications of the last few statements.
There are HIV antigen tests available, ELISA tests. They are not
formally approved, but we do lots of tests that are not formally
approved. But to my kKnowledge they have not been shown to
substantially improve the safety of the blood supply because they
do not pick up a high percentage of the HIV-antibody negative
individuals.

On the other hand, there are other tests for the virus
which are under development that involve nucleic acid detection
that look very promising. And again, I tend to be somewhat more
optimistic with respect to the ability of our science and
technology to catch up, and I would guess that within a year or
two, at most, we will have access to these very, very sensitive
and specific tests.
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