AT 10.20 AM THE JURY ENTERED THE COURT

HIS HONOUR: Mr Foreman and members of the Jjury there is
another overseas witness, a doctor, who is in
Australia and has a fairly tight schedule to return
to the United States. I've given leave with the
consent of all counsel to that doctor being called
now. Yes, Mr Sher.

MR SHER: ﬁill you call Professor Paul Holland please.

PAUL VINCENT HOLLAND, sworn:

EXAMINED BY MR SHER

MR SHER: Professor Holland your full name is Paul Vincent

Holland?---That'’s correct.

Where do you reside professor?---I 1live in [ __GRO-C |

California. A suburb of ;

! in relation to places that we might know a
little better such as Los Angeles or San
Francisco?---It is about 700 miles north of Los
Angeles about 150 kilometres northeast of San
Francisco.

You are a medical practitioner by occupation?---That's
correct.

Would you look at this document please professor and tell us
whether that is your curriculum vitae as at June of
1989. The first document in white?---Yes, it is
sir.

The green document. Is that a list of the articles that have
been published either solely or jointly with others

by you - either published or in the course of
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publication, numbering 150 separate
articles?---That’s correct. It is sir.

I tender those two documents as one combined exhibit if I may
your Honour.

HIS HONOUR: Yes.

EXHIBIT RX21 ... Curriculum vitae and bibliography
of Professor Holland.

MR SHER: If your Honour pleases.

I just want to ask you about some features of your career
professor if I may. Did you graduate in medicine
from the University of California in 19622--—-That's
correct. From Los Angeles.

Your present address and major occupation is at the Sacramento
Medical Foundation Blood Centre in Stockton
Boulevarde, Sacramento is it not?---That is correct
sir.

In the course of your career in medicine did you, following
your graduation, do a number of graduate courses in
immunology. Immuno—chemistry. Genetics and
virology at the Foundation for Advanced Education in
the Sciences at the National Institute of Health at
Bethesda in Maryland?---Yes, I did.

So the jury can understand where that is, is that close to
Washington DC the capital?---Yes, it is about 12

miles from the capital.
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Washington DC is actually surrounded by a number of - the
district of Columbia is surrounded by a number of
States, is it not?---Just two, Maryland on the north
east side and Virginia on the south west side.

Is the City of Washington and its environs spread out into
both Maryland and Virginia?---Yes, it is.

What exactly did you initially start doing when you moved to
the National Institute of Health at Bethesda in
Maryland?---When I started there in 1963, I was a
staff associate in the blood bank and in the
Haematology Department, and for three years I
received training and education in blood banking and
in haematology - that is both in diagnosing blood
diseases as well as treating those diseases with
blood and blood components.

What is that ©National Institute of Health at Bethesda,
Maryland?---The National Institute of Health often

referred to as the NIH is a one of a kind research

hospital. It’s world famous for its medical
research. It has about a 550 bed hospital that
takes patients from all over the world - although

most come from America - that have a whole variety
of diseases, and performs research on those
individuals. So it’s a place to go if you have a
rare or an unusual disease - they treat a lot of
patients with blood diseases, haemophilia,
leukaemia, cancer, heart disease, and the whole

purpose 1is to devise new treatments, new therapies
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that will help them, and then to publish those
studies in the medical literature so that other
people in the country and in the world can use those
treatments.

What was your career at this particular institution - you
started off doing post graduate work and the 1like
there, how did you progress through that institution
- can you just briefly tell us what happened to you
there?---Okay. To complete my training in internal
medicine - because that’s my primary specialty - I
was sent to the University of California in San
Francisco for additional internal medicine training,
including training in haematology and blood
diseases.

HIS HONOUR: Excuse me, professor, would you 1lift the
microphone up just a couple of inches?---Sure, okay.
So the National Institute of Health sent me for two
more years of training to complete my specialty, in
San Francisco. But I stayed on their faculty and on
their paid staff, and then I was asked to return and
to become the Assistant Chief of the Blood Bank
Department, and then gradually I became the
associate chief, chief of a section, and for the
last nine years that I was there I was chief of the
Blood Bank Department for  the hospital of the
National Institute of Health until 1983.

MR SHER: When in 1983 did you actually leave there?---After

I'd served more than 20 years in the service, you
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can retire, and I retired and moved to my current
position as the Medical Director and the Chief
Executive Officer of the Sacramento Medical
Foundation Blood Centre in Sacramento, California.

What was the date that you actually 1left the National
Institute of Health?---I left in September of 1983.

In the course of your career there, did you also become
involved in the academic world in universities in
the Washington - that’s the capital Washington, not
the ©State of Washington - in the district of
Columbia?---Yes, in addition to my duties at the
National Institute of Health, I had three faculty
positions - one as Associate Professor of Pathology
at Georgetown University in Washington DC - I was
Associate Professor of Medicine at the George
Washington University School of Medicine, also in
Washington DC, and I was Associate Professor of
Pathology at the Uniforeign Services University at
the Health Sciences, which is in Bethesda on the
campus of the Betheseda Naval Hospital, and this is
the (inaudible) Medical School for the whole
country.

When you left the NIH in September 1983 and went to
Sacramento, what experience had you had in blood
banking and in the field of treating or dealing with
haemophiliacs in Washington?---0Okay, so in my
primary position, which was the director of a blood

bank department - we drew blood, we processed it, we
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prepared it and in cooperation with a number of the
haematologists there, we participated in studies to
try out new treatments for patients with haemophilia
as well as other kinds of blood diseases. So I was
intimately involved that way. Further, we often did
treatments on haemophilia patients in our
department, and third now in my current position, we
still do treatments on patients with haemophilia and
other blood diseases, as part of an outpatient
treatment - facility we have at the blood centre.
And finally, I do go out to the hospitals - I might
call on a regular basis to treat patients in

hospitals in my region.
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Tell us a little bit, would you, about the present position
you have at the Sacramento Medical Foundation Blood
Centre, what goes on there?---Our centre draws about
105,000 units of blood year. We’'re the sole blood
provider for about 40 hospitals in North Central
California, and we draw all the blood and prepare
all the components for all those hospitals. In
addition we are the transplantation service for two
kidney transplant units, a heart transplant unit,
and a pancreas transplant unit, so we do all the
tissue typing and matching. And finally in a
regular rotation we would often do therapy on
patients with blood, and other types of disease in
these regional hospitals, because except for the
University Hospital no one else has the kind of
machines that we have to go out, and do blood
treatments.

Do you have some teaching appointments in California at the
moment?---Yes, my major teaching appointment now is
I'm a professor of medicine in the division of
haematology and anthology, or cancer therapy, at the
University of California, Davis, which is the
medical school - that is based in Sacramento and in
Davis, but a mild form of blood centre.

What sort of student population does that bxranch of the
university in California have?---This branch of the
University California has about 19,000 students. In

the medical school there are about 500 medical
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students.

Apart from your experience in blood banking and in treatment
and in research, have you also been a member of the
following organisation, the American Association of
Blood Banks?---Yes, I have.

The American Society of Haematology?———Yés.

The International Society of Blood Transfusion?---Yes, sir.

The International AIDS Society?---Yes, sir.

I just feature to number them for purposes to identify your
expertise in relation to this case. Have you been
involved in doing work in relation to the AIDS, and
the human immuno deficiency virus in the course of
your career?---In a number of aspects, both
beginning and early 1980 before this  disease even
had a number, we treated some of the first patients
at the NIH. Since then I've been involved in
studies on ways to identify people who may be
carriers of what is now know in the virus of this
disease. We do treatments on some patients with
AIDS now as far as certain kinds of blood exchange
treatments. I'm on a variety of committees, both
within the blood banking community, and to the
government - to the NIH - which overseas research
being done to try to reduce the risk of AIDS being
passed by blood transfusions.

Have you been involved in any special research projects in the
last six to seven years that are related to AIDS,

and HIV?---Yes, actually a number of them.
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Primarily again, the idea of trying to make blood
and the blood components that we transfuse safer.
So, mostly we’ve been involved with ways of trying
to develop better tests as well as better means to
identify individuals who might be carriers of this
virus. And finally, a sort of studies to look and
talk to blood donors who are carriers of this virus,
ﬁonetheless donated blood anyway.

Have you been one of the joint authors in recent times in
particular, a publication a month or so ago iﬁ the
New England Journal of Medicine in relation to the
prognosis of people who have been infected with HIV?
——-I think my last publication in the New England
Journal of Medicine was about a year ago, in October
1989.

That’s right, it wasn’t this year it was last year. October
of last year?---Yes, sir.

There were two articles published in October in the New
England Journal of Medicine concerning studies of
large groups of haemophiliacs who’d become infected
with HIV, and trying to determine their prognosis
and the like?---Yes, I'm probably one of those.

We’'ll come back to that in due course, Professor. Now,
amongst all the committees that you’ve been on in
the course of your career, have you been on the
medical board of the National Institute of Health?
-—-Yes, I have. That's a committee which deals with

research on human subjects. All research on human
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subjects has to be reviewed by medical boards to
make sure that it’s ethical and appropriate, and

provides proper informed consent.
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Have you been a member of the Scientific Council of the
American Red Cross Blood Program?---Yes, I have.
For about five years I was an adviser to them ruling
on the research that is proposed and whether or not
it was worthwhile research and should be funded.

Have you been a member from 1982 and still are of the
Transfusion Transmitted Diseases Committee of the
American Association of Blood Banks?---Yes, I have.
I'm currently the chairman of that committee.

Have you been chairman and are you presently the vice-chairman
- I'm sorry, are you the present chairman of the
Standards Committee of the American Associations of
Blood Banks?---No, I’'m finished with that Committee.
T was on that for about six years. That was finished
in October of 1last year. I'm no longer on the
Standards Committee which sets the rules for blood
banking in America.

Have you been on the Transfusion Safety Study Committee of the
NHLBI which I’ll ask you to tell us what it stands
for?---NHLBI stands for ©National Heart Lung and
Blood 1Institute and it is one of the major
institutes of the National Institutes of Health. A
lot of the money for research that they spend is
really devoted to research on patients at NIH but
actually about 90 per cent of the money that’s spent
by NIH on research is to support medical research in
the rest of the country and about 10 per cent

actually goes outside of the country when they have
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large research projects and this is an example of
one. It is a $22 million dollar study which has
been going on for five years to look at ways of
making blood safer and to try to learn more about
the transmission of AIDS and of the diseases to
patients 1like those with haemophilia. They ask
outside consultants, such as myself, to be advisory
to the government. So several times a year I'm asked
to fly to Bethesda, Maryland to look at the progress
of the research and make sure that the government is
getting its monies worth and that the studies are
conducted effectively and that they are then
published for the whole world to benefit from.

Are you the chairman of that body at the moment are you?---I
have been the chairman for the last five years now.

Have you, in recent times, been involved in working for the
World Health Organisation as recently as July of
this year?---Yes, in July of this year I was invited
as the sole American representative to come to
Geneva in Switzerland for a week to try to develop a
manual on quality control and blood banking for
third world countries and our task was to try to
help say in Central Africa for instance. Try to set
up blood banking operations that would be optimal in
terms of safety and quality and they invited, as I
say 10 people from different countries to come and
do this. It was an arduous week of very difficult

work.
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Have you, if I can leave some of the committees you have been
on for a moment and talk about your publishing
career. Aré you presently a member of the Editorial
Board of Transfusion?---Yes, I am.

Have you been an associate editor of that particular
journal?---Yes, I have. I served a term as that.

What is transfusion. What’s its task?---Transfusion 1is a
ﬁedical journal. It is what is called a pure
reviewed scientific 3journal that is, to publish
studies in it, they must be evaluated by other
scientists anonymously and then recommended for
publication or not. It is the main journal for
blood banking for America and to some extent for the
world.

Have you been the course director of a Immuno Haematology and
Blood Transfusion Graduate Program under the
auspices of the National Institute of Health?---Yes.
Under their graduate program there I was the
director of the course for ten years which would
teach blood banking and the updates on blood banking
to graduate students, physicians and specialists in
blood banking.

Professor, have you contributed a total of 150 articles to
journals published both in America and elsewhere in
relation to your specialty?---Yes, I have.

Of 150 that are either already published or are accepted for
publication and almost all have to do with blood

banking and primarily hepatitis and AIDS and blood
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diseases that are transmissable by blood.

Have you published articles in the following magazines. The
Journal of American Medical Association?---Yes, I
would characterise them as medical journals and not
magazines.

I'm sorry. I don’'t know why I said thét. The Lancet, the

English Publication?---Yes, sir.
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New England Journal of Medicine?--Yes, sir.

Annals of Internal Medicine?---Yes, sir.

And others?---And others, yes.

You've heard of the MMWR, I take it?---Yes, I have. It stands
for the Morbidity, Mortality Weekly Report.

What’s that?--—-That is more of a newsletter, it’s not a pure
review, it’s scientific journal, but it’'s basically
a weekly newsletter that’s put out by the Centres
for Disease Control in America, which gives updates
and early warnings of diseases or problems which
they believe should be brought to the attention of
physicians in America, and I've been a regular
subscriber of that for many many years.

Is that a publication that is normally associated with blood
banking and transfusion medicine?---Not at all, only
a very small proportion of it has to do with blood
banking and transfusion medicine. Most has to do
with other infectious diseases. A lot is to do with
other diseases in general.

Why was it that you were a subscriber to this publication?
—-—-Well, we were primarily involved with Hepatitis
research and inflammation of the liver, and a lot of
information was published on that in the MMWR, and
just in general, I wanted to keep up with what was
going on in the world for -‘any new clues of Dblood
diseases. We were subscribers for many years.

Now, do you recall reading in the MMWR the early reports of

cases involving opportunistic infections in

pg 15.10.90 5857 P.V. HOLLAND, XN
ss/dw/1ls

CBLAO000066_002_0015




homosexuals?---Yes, the very first report was in
June of 1981, and I recall seeing them.

And at the National Institute of Health in Maryland, d4id, very
early in the days of what turned out to be AIDS, did
the matter come to the attention of the hospital
there, and you get some patients?---Yes, they
actually had patients even beginning in 1980 Dbecause
these are individuals with peculiar infections,
infections that young men shouldn’t haven, and often
they were sent to the NIH for diagnosis and
treatment and experimental therapies.

What sort of groups were these patients coming from?
—-——Initially, the major risk factor was men who were
homosexual who were having very active sex lives,
with literally hundreds, if not thousands, of other
men, so they were very sexually active gay men who
also often took drugs and then the second major
category were individuals who were IV drug users,
who also might have engaged to some extent, but who
were shooting and using all kinds of drugs,
primarily into their veins, using needles to inject
themselves.

Well now, do you recall the occasion when there was a first
report in America in the MMWR of any association
between this new syndrome, which came to be called
AIDS, and haemophiliacs?---Yes, in July of 1982 was
the first report in the MMWR of three men out of

approximately 20,000 haemophiliacs in America who
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appeared to have this new syndrome, which we were
calling AIDS, and that was the first report of 1it.
Apparently, potentially being caused by any kind of
a blood product because all the previous cases were
in homosexual men with many partners who were IV
drug users.

Now, was there a conference held in 1982 to discuss »this new
phenomenon, this new syndrome?---Yes, there was a
special meeting held about two weeks after this
publication in late July 1982, at which a number of
experts from within and from without the government
were asked to come to Washington for two purposes.
One was to put some sense to what this new disease
was - and it was called by a whole host of names at
the time - and one of our purposes that day was to
try to decide on a single name, and it was at that
meeting that the name decided wupon was Acquired
Immune Deficiency Syndrome.

What was it called before that?---It was called GRID, or gay
related infectious disease. It was called
opportunist infectious disease. It had a whole host
of terms that really looked at different aspects of
it, but it was felt at that meeting that one of the
purposes should be to give it a single name because
it appeared to be a single entity.

What was the other purpose of the meeting?---The other purpose
of the meeting was to look at the case histories of

these three men with haemophilia to see if it was
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possible that these men had gotten this disease from
the blood components that they had received, and
second, to see if in fact that one of the three
theories - and there were at least three theories at
the time as to what was causing this peculiar
syndrome - whether they either fit in with any of
those theories, or disproved any of those theories
because up to that point in time, all the previous
men that had this disease were either very sexually

active gay men or IV drug users.
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You were at this conference, I assume, from what you’re
telling us?---Yes, I was there all day.

What were the three theories that were being canvassed at that
time amongst American medical profession about what
was causing this new syndrome?---At that time - and
you have to remember that time as 1982 - there were
three equally plausible theories. One was that
there was some new infectious disease which nobody
could find that was somehow being transmitted
sexually or by needles in these individuals. The
second major theory was that individuals in the
three categories, and that included these three men
with haemophilia, were getting injected into them
either by their veins or by the rectum, or one way
or another, all kinds of foreign material in the

bodies of these people were just being overwhelmed

by all this foreign material, and their immune
system was wearing out. And the third fheory, which
also - - -

Can I just interrupt you there?---Sure.

How did this concept of injecting foreign material into the
body fit the three groups that you’ve mentioned, the
two that were well recognised by now, the gay active
homosexual, the IV drug user and the haemaphiliacs.
Where were they getting their foreign material from?
---0Okay. In each case they’re getting foreign
material from other human beings. Every human being

is different, and if you get semen or blood or blood
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materials injected into you from many different
people your body tries to react to it, it sort of
fights it off. So, in terms of homosexuals were
getting it injected into their rectunms. IV drug
users were getting it injected into their veins, or
haemophiliacs were getting injécted - the material
from literally thousands of other humans - all three
individuals were having their immune system - their
blood system - assaulted with literally thousands of
different kinds of foreign proteins, and your body
can only react to so many of these, your body is
trying to protect you, and normally protects you
against infections, and cancer and things of that
nature, but it then comes overwhelmed by foreign
proteins. It literally sort of gives us.

That was the second theory. The first one was the new
infectious - what - - - ?---Some new agent which we
couldn’t culture - we wouldn’t define in anyway, but
it was partially - there must be some novel agent
which was causing this.

The second one is the sort of =~ the overwhelming of the body’'s
immune system by this foreign protein that’s being -
or foreign material that’s been put into it?
---Correct.

What was the third theory?---The third theory which also fits
for all three groups is that in each case all of
these individuals were getting multiple infections

of viruses and bacteria. And once again, your body
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can only fight so many infections, and whether it’s
a gay man getting semen injected into his rectum, or
IV drug users injecting things in their veins, or
haemophiliacs getting pool products or the blood
from many many individuals, all three groups were
getting hepatitis, some of them were getting
sexually transmitted diseases, many other
-infections. And again, your body can only react to
so many infections, and then it becomes overwhelmed,
so the third theory was also equally applicable to
all three groups.

Now, you have by this time read in the MMWR of the three
haemophiliacs who’d come down this syndrome, and it
was being postulated that they in someway had got
it. What was your view at that time as to whether
or not the fact that three haemophiliacs from - I
think three different parts from America got it,
indicated it was a blood born infection at that
time?---Well, it made it a possibility, albeit a
very slim one, because first of all there were all
young men, and they were all old enough to have sex,
and they’re old enough to use needles, and in fact a
lot of them injected themselves with there own anti
haemophiliac factor. So, all the other men having
been in these two categories essentially, it was
possible that these three men with haemophilia may
have been either very sexually active gay men, but

denied it, or were shooting drugs. More
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importantly there was no connection between them and
any other individuals who were getting this disease,
and by that that I mean that each of those patients
with haemophilia had gotten injections of material,
but it’d been given to hundreds of other people, and
nothing happened to anybody else. There were 20,000
other haemophiliacs in America who did hot have this
disease, including literally hundreds who got the
same material. So, that made it less likely,
although there’s still a slight slight possibility
that somehow they were different, and somehow they

got infected, and nobody else did.
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What was the next event reported to the profession that you
became aware of that caused further speculation
about the cause of AIDS and whether it was Dblood
borne?---The next event that happened was of no -
was in December of 1982 when a further report came
out in this MMWR which described four more cases of
haemophiliacs who appeared to have AIDS and in
addition a baby, who had apparently died of this
disease, who had received 19 transfusions at birth
as part of an effort to safe the child’s life. So,
now we have not only seven haemophiliacs out of a
total of 20,000 but you have the first possible case
of a baby, who might have gotten this disease from
blood. The baby couldn’t have had sex or used IV
drugs. However, all the other babies who had gotten
this disease up to this point in time had mothers
who were IV drug users. Mothers who were the sexual
partners of gay men and/or sexual partners of 1V
drug users. So, even though you have this first
baby who was transfused, once again you still
wondered was it the transfusions or might it have
been that this mother didn’t want to admit that she
was an IV drug user or didn’t want to implicate her
husband or sexual partner, that he was either a gay
man or an IV drug user.

I gather from what you are telling that by this time there had
been other babies who had come down with

AIDS?---Yes, there had been a number of other babies
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with AIDS who had not been transfused.

What was the consequence of this report in December of 82 upon
your thinking. How  did it effect your
thinking?---You couldn’t ignore it because it was a
possibility. On the other hand millions of people
had been transfused with blood products over the
last ten years before that and nobody else had this.
Nonetheless, on this very slim possibility of a
single case the centres for disease control called a
meeting in early January and the blood banking
community called together a meeting in early January
to see if this was a possibility to discuss it and
if it were, to see what we could do to reduce this
risk, even though this was only the first possible
case. You have to really emphasise that - that in
terms of millions of other people not having this,
this was a very early case which we couldn’t even
prove for sure, but we felt we should do something

about it.

Did you go to both those meetings?---No. I only went to the
second meeting.

What was the second of the two meetings?---The second of the
two meetings was held on January 6, 1983 in
Washington DC. It was primarily a meeting of this
Transfusion Transmitted Diseases Committee, this
committee which is chaired with all these difficult
tasks of trying to define if something is caused by

the blood and if so, how to prevent it. It is made
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up of experts in blood banking. In addition we have
several additional experts in infectious diseases
and immunology and for this particular meeting we
invited people from the centres for disease control
the specialists in epidemiology and AIDS. We
invited the food and drug' administration which
;egulates blood banking in America. We also invited
three gay men. One, a gay physician and the other
were heads of gay organisations, because clearly it
was gay men who were very sexually active who were
most at risk of this disease. Whatever our strategy
was we wanted to talk to them and involve them in a
way that would be beneficial to decrease the risk of
the blood not increase it.

When you say "we", who are you talking of at this particular
time, professor?---This committee is made up of
approximately seven individuals from different parts

of the United States. Such as myself. I was not the

chairman at the time. These are specialists. The
chairman was from Yale University. His name is Dr
Bove.

That's B—o—v-e?—--B-d-v—e.

Is that the same University where Professor John Dwyer was
working at the time?---That it is sir.

So, you had Professor - was it professor or Doctor Bove?---It
is Professor or Doctor Bove. Either one is fine.

From — - = ?=-==Yale University. In addition we had, myself

and other experts from the Red Cross from
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independent blood centres. From a plasma centre and
as I said we always had some independent, sort of ad
hoc experts assigned to this committee especially in
terms of hepatitis and we had a paediatric
immunologist on this ad hoc committee as well as we
could invite other individuals that we wanted to
have come and help us made deliberations. So at this
particular one we invited a number of additional
people included in that we invited members of the
haemophilia committee also were there as I said
members of the CVC epidemiologist, specialists on

AIDS.
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This meeting was held in Washington DC?---Yes, just outside
Washington DC - Arlington, Virginia.

What was resolved at this meeting?---At this meeting - after a
long day’s worth of discussions of many different
aspects of the problem and what we could do about
it, was a joint statement was drafted. That joint
statement was published one week later, remarkably
fast time, by the American Red Cross, the American
Association of Blood Banks and by the Council of
Community Blood Centres, and was sent to all blood
banks in America, and then to make sure that
everybody got the word, it was subsequently
published as an article in March of 1983 in the
journal Transfusion.

I'd just like you to identify the original document of the
publication Transfusion. If you’d look firstly - I
think it’s in Dbook 2, A7 - the defendant’s folder.
Have a look at the plaintiff’s folder for the
moment, it’s Al17, book 1 - Al7 in the plaintiff’s
book which is book 1. It’s under the heading "The
National Haemophilia Foundation". Is that the
publication that you have in mind?---No, it is not.

Would you 1look at Transfusion Magazine, which is in the
defendant’s folder under tab A7. "Joint statement
on Acquired Immune Deficiency Syndrome related to
transfusion"” and it refers at the bottom to the
joint statement, "dated January 13, 1983, developed

by the American Association of Blood Banks and a lot
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of others there?---That’s right, that’s the joint
statement I’m talking about.

If you go back to the plaintiff’s book, you’ll see immediately
ahead of A17, the joint statement published in type
form - a two page document?---Yes, that’s the joint
statement I was referring to as published for issue
on January the 13th.

As a result of this meeting?---That'’s correct.

So the 13 January at Al6 is the statement of this meeting
which was published in Transfusion which appears
under tab A7 in the defendant’s folder?---That'’s
correct.

The one at A17, the following day - the National Haemophilia

Foundation - is not the one that you’'re talking
about?---That'’'s correct, that’s a separate
statement.

Were you aware of this other statement that was issued the
following day?

HIS HONOUR: Sorry, which is the other statement?

MR SHER: There are two in the plaintiff’s folder. One at
A16, which is the product of this meeting which was
then published in Transfusion in March, and the
publication in Transfusion is in the defendant’s
folder.

HIS HONOUR: Yes.

MR SHER: Then A17 is the National Haemophilia Foundation
publication the following day.

HIS HONOUR: Not the one?
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MR SHER: Yes, that’s not the one.

Have I got it right?---Yes, this one from the National
Haemophilia Foundation is from their Medical and
Scientific Advisory Council. We had no part in that
one, but two of those members were present at our
meeting.

Now, if I could just take you to the defendant’s folder, under
fab A7, it’'s there set out. If I can take you to
the first column, to the paragraph commencing "The
predominant mode of transmission seems to be from
person to person, probably involving intimate
contact. The possibility of blood borne
transmission is still unproven and has been raised".

See that?---Yes, sir.
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How does that expression there reflect view that you held at
the time?---Well, I am a co-drafter and co-writer of.
this, so it embodies my impressions as well as the
consensus of the individuals that were there that
day.

You then go on to talk about the eight cases and the newborn
infant, and then end up with the sentence, "No agent
has been isolated, and there is mno test for the
disease or for potential carriers. Evidence of
transmission by blood transfusion is inconclusive."
What do you say as to whether or not that reflected
your opinion’'at the time?---Absolutely.

It then went on to say this: "The finding of cases of
haemophiliacs, especially those who use anti-
haemophilic factor concentrate, coupled with the
long incubation period and the continued increase in
reported cases, is of sufficient concern to warrant
the following suggestions for action on the part of
blood banks and transfusion services. We realise
there’s no absolute evidence that AIDS is
transmitted by blood or blood products, and we
understand the difficulty of making recommendations
based on insufficient data." What do you say as to
whether that reflects your opinion at the time?
---Quite accurately.

And it then goes on to say — if we can just leave a little out
- at the end of the next paragraph, about a third of

the way down the second column. "Given the
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possibility that AIDS may be spread by transfusion,
we’'re obliged to respond with measures that seem
reasonable at present. The lack of a specific test
means that our major effort must revolve around two
areas. Additional caution in the use of blood and
blood products, and reasonabie attempts to 1limit
blood donation from individuals or groups that may
have an unacceptably high risk of AIDS." What do
you say as to whether that reflected your opinion at
the time?---Exactly.

It then goes on to say that "The specific suggestions are as
follows" and you then 1list them. Firstly, you deal
with educational campaigns, then you deal with
autologous blood transfusions. That's sort of
donating your own blood for subsequent use, is that
right?---Yes, and it’s really only practical for
someone who knows they’re going to have an operation
in the next few weeks where they may need blood. It
doesn’'t work if you’ve been hit by a truck, or if
you’ve got cancer or haemophilia diseases like that.

It then says in three, "Blood banks should plan to deal with
increased request for cryo-precipitate. Altered T
lyophilised function, a component of AIDS, has been
reported to be less frequent in haemophilia patients
who are treated with cryo-precipitate rather than
AHF concentrate." Was that what had been reported?

---Yes, it was reported about that same time.

And it says, "Although this does not necessarily imply the
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cryo-precipitate is free of risk, this finding may
lead to an increased demand for cryo-precipitate.”
What do you say as to whether that reflected the
opinion you held at the time?---Very much so.

So, does that state the reason why you anticipated yourself
that cryo-precipitate might be in increased demand?
---Yes, our general philosophy has always been to
recommend products that come from the least number
of individuals, so if you have a product that’s made
from thousands of individuals, and you have a
product that’s made from a few, the risk is clearly
greater with the former, so in general, all other
things being equal, you would recommend the latter.

Now, I just interrupt you at this point to ask you something
about this. Were all things equal?---No, things
were not equal because it depended upon the age of
the patient with haemophilia - certainly small
children could get by much more easily with a few
units of cryo-precipitate. It had to do with the
severity of the problem, whether it was just a minor
bleed or major surgery. It had to do with the
location of the bleed, 1leading into the eye, into
the brain would be much more serious, so it depended
upon, wherever bleeding was, the age of the patient,
how much he had to give, how long and in addition,
it had to do with what the patient had before. If
the person’s already had thousands of exposures, it

really doesn’t make any difference which one you
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give them now because it’s already too late. They
probably have been exposed to everything they’re
going to be exposed to.

If you had a lot of cryo-precipitate, what do you say as to
whether there was any point to switching from one -
1’11 withdraw that. If you had a 1lot of cryo-
precipitate, what was the nature of the risk?---If
you’ve already had exposure through many many units
of cryo-precipitate, the odds are you've been
exposed to Hepatitis and other diseases so much so
that it doesn’t make any difference now when you
give them now a product made from thousands of

people.
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Then it goes on to say in four:
Donor screenings
guestions
exposure to

particular,

questions designed to elicit

night sweats,

unexpected weight loss,

capitis sarcoma. All positive or
suggestive answers should be evaluated
before anyone donates.
Was that your view at the time?---Yes, because we
found that there must be some initial signs or

symptoms

this disease AIDS was called,

in some
So,
thought
donate blood.
It then goes onto say, five:
Persons with a
recruitments should
efforts towards
high incidence of AIDS.

What did you mean

should
to detect possible
patients .

all donors

unexplained

people actually got really

cases that they had some of these symptoms.

if donors admitted to these

include specific
AIDS, or

with AIDS. In

should be asked
a history of
fevers,

lymphadenopathy or

sick with what

and that it appeared

symptoms, then we

it would be appropriate to ask them not to

responsibility for donor

not target their

groups, and may have a

by that?---We meant by that that

you should not go out to areas, and have mobile
operations 1in areas such as certain parts of San
Francisco, and New York where you knew there were a
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lot of gay men who were having a 1lot of sexual
activity, and not make a special mobile to that
area, because he would probably be increasing the
number of individuals who would be at risk who would
be donating blood.

Then you go on to talk about the major area concerned is
whether attempts to limit voluntary blood donation
by individuals from groups with a high prevalence of
AIDS are appropriate and pleasant. This question
has medical, ethical and 1legal implications. What -
would you just elaborate on that for us as to what
was that you in particular had in mind in relation
to that matter?---Well, what we were trying to
accomplish was some way we could discourage or

eliminate potential blood donors, and these are

voluntary blood donors, who would be at greater risk
of carrying whatever this disease might be, and
finding a way to decrease their chance of being
blood donors, but at the same time not putting some
foreigns or some process in place that would have
the opposite effect, and that was a possibility, you
could do something which could make the blood supply
safer, or you could do something which could make
the blood supply 1less safe. And we were operating
pretty much in the dark, we had to use our best
estimates based upon all the expertise as to what
was the most likely to do the most good, and the

least harm.
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I’1l come back to ask you more about that later. You went on
to say that - in sub paragraph A - that fewer than
10 cases of AIDS with possible linkage to
transfusion have been seen, despite approximately
10,000,000 transfusion per year. Was that the state
of the evidence at that stage?---Very much so. We
- knew how many units of blood were transfused in
America each year, and we had heard of nine
additional cases that were being investigate where
it looked like a person had been transfused, and it
looked like the person denied being either gay, or
an IV drug user, and having in both cases a lot of
sexual purpose. So, until those were better proven,

that was the state of our knowledge at the time.

Then, you go on to say in sub paragraph B:

There’s currently considerable pressure on

the blood banking community to restrict

blood donation by gay males. Direct or

indirect questions a donor'’s sexual

preference were inappropriate.

Then you go on talk about that. Was that your view
at the time?---Yes, it certainly was.

I just want to interrupt this now to just ask you to go
forward a bit. Did you become involved in steps
involving contact with the gay community with a view
to seeing that whatever was done to voluntarily
exclude high risk homosexuals was effective?---Yes,

we did several things both beginning with this
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meeting where we invited several gay individuals,
and representatives of gay - gay community - on a
national 1level, and further on a 1local 1level,
beginning in the fall of 1983 when I first came to
Sacramento, I met with a number of gay individuals,

gay physicians spoke at gay groups, because we

really wanted the co-operation of this group since

clearly the very sexually active gay men with
multiple partners were the highest risk for this
disease, and they recognised that to, and so we
wanted to work together to try to reduce the risk of

such persons being blood donors.
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What was the problem. why did you have to work
together?---Well, if you want to get the co-
operation of a group you have to learn about that
group you have to try to make sure that you explain
to them what your goal is and you try to then talk
to them and say how is the best way for us to
discourage the high risk individuals, these gay men
with many sexual partners, very sexually active
individuals that you and I both know are getting
this disease. How can we work together +to do
something to decrease their chance of coming in the
blood bank in the first place and even if they do,
seeing that they don’t donate blood without in some
way having the opposite thing happen, that is,
having more of them come in for one reason or
another and more pebple at risk donate and actually
make the blood supply less safe.

I'd 3just like to ask you a few more questions about this.
What did you see to be some of the dangers involved
in seeking to get voluntary exclusion of the
appropriate homosexuals from blood donations, if for
example, you went out and banned or sort to exclude
all homosexuals as distinct from just a group of
homosexuals?---Well, it was a balance between having
enough blood available and having the safest blood
available. To give you an example of that. 1In
America we have to import 100s of 1000s of units of

blood into the United States. So we are not self
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sufficient in blood. If we lost a lot of blood
unnecessarily, it would mean that we would have to
import even more blood from outside the country.
So, that was one of our concerns. If you want to
get rid of gay donors, most men who've had a gay
sexual experience will never admit that. 90 per
cent of them will not. So, basically you could say,
well let’s not let any more donate blood because we
don‘t know whose had a gay sexual experience. But
you’d lose more than half of your blood supply. So
that was impractical also. So then you have a
balance between trying to get at the highest risk
individuals to get them not to donate blood and not
put something into place which would make some
individuals at risk, who were not blood donors now,
deliberately donate blood because of what you have
done. So, it was a very fine balance.

How could what you’d do, make people donate blood that
wouldn’t otherwise donate blood. What was the
problem as you saw it?---Well, the problem as we saw
it at the time - and we gathered evidence for this
after when the test for the AIDS virus becane
available - was a good part, from input from the gay
community. They said, if you say you are gay you
can’t donate blood. What is going to happen is 90
per cent of men will never admit to being gay and
they are going to keep donating blood anyway. So,

you may only get 10 per cent of them to stop
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donating. More importantly, if that becomes an
issue that to prove you are not gay you donate blood
a lot of gay men, especially closest gay men who may
be having a lot of sexual escapades to prove to
their wife, to prove to their boss that they are not
gay, are going to donate blood. That would make the
system even worse. Finally, there were some very
militant gay men who literally said that they would
lie. They would go in there and they were not blood
donors - they would go in and deny everything and
donate blood, just to prove to the system that they
could do this. If you have either or any number of
the 1last two groups of individuals donating then
your blood supply would be 1less safe by doing this
than it was before that.

Why - I Xnow I'm going ahead, but why was it that when
screening was suggested and particular groups of
gays were asked to exclude themselves that you

didn’t exclude all homosexuals?---Well, at the time

all the evidence as that the only homosexual men
that were at risk were these very sexually active
partners. Individuals with sometimes a 1000 sexual
partners in a year and these were individuals who
were well known in the gay community as be;ng fast
lane gays. They were having all these sexual
encounters. Taking drugs to be able to continue to
do this. These are the ones getting AIDS. Whereas,

most of the gay men in the community and there are
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millions of gay men in America were not getting this
disease, were not doing this, and in fact, made up a
large proportion of the blood supply and were felt

not to be at risk.
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Well, then this recommendation went out, and as you say, as a
result of this meeting that was held on 6 January, I
think you told us?---That’s correct.

What was the next step that you were involved in, Professor,
that related to this particular issue?—--We;l, all
blood 'banks received at the end of March 1983 -
believe March 24th - a memorandum - a recommendation
- from the Food and Drug Administration which
regulates blood banking in America, which contained
a series of recommendations, they are not laws,
because they cannot make laws that fast in a
democratic country - but they were recommendations
that were asked to be put into place in blood banks
and a separate set of recommendations were put out
to be put into place in plasma centres, which
primarily use paid donors, and it was then to be
that those recommendations were supposed to be put
into place by most blood banks and plasma centres as
soon as feasible in the spring of 1983.

That was a couple of weeks after this joint statement was put
out by this meeting that you’ve told us about?
---That's correct.

Would you look at the defendant’s folder at book A6. It’'s
headed "HHS News", do you see that?---Okay. Now,
that’'s a news release, it’s not the actual item that
was sent to the blood centres.

Is that the - notwithstanding the fact it’s a news releaée -

is that the same as the recdmmendation that was sent
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by the government to the blood collection centres?
—-—-It essentially encapsulises them in a summary
form.

Now, who were the persons at increased risk - if you look at
page 2 of this document, you’ll see that it says in
the paragraph commencing "Perséns at increased risk
of AIDS are defined as those with symptoms
suggestive of AIDS, sexually active homosexual or
bisexual men with multiple partners, recent Haitian
immigrants, present or past users of intravenous
drugs and sexual partners of individuals at
increased risk of AIDS" - was that the same as the
recommendation that was put out by the government in
the official document?---~Yes, these were the defined
risk groups, and until they were called then -
because these were the groups that were developing
this disease called AIDS.

From your observation of the material that was available, what
do you say as to the accuracy of the high risk group

in relation to homosexuals as being sexually active

homosexual or bisexual with multiple partners?
---Well, this was the situation. Virtually all the
gay men that were getting this disease were such
very active homosexual bisexual men having sex with
both men and women. We had many, many partners,
these were the ones that were getting this disease.
This is the recommendation that was made by the government?

--=-Yes, it is.
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What was your view as to whether or not it was an accurate
description of the risk group at that time?---I
think it was an accurate description of the risk
groups.

What about the use of the expression "multiple partners"?
---Well, that caused a great deal of controversy,
because it wasn’t defined, it was meant to mean
many, because all the studies up to that point
showed that those gay men getting this diseases had
literally many, many partners, and so they were not
exactly counted or categorised by the CDC, but it

was these individuals with many partners - so this

was the simplest characterisation of that particular

group. |
You were telling us that the government followed the g

publication in Transfusion with this recommendation

in March. What, from your personal viewpoint, was

the next important event which affected your

thinking about whether or not AIDS was in fact a

blood borne disease?---Well, in January of 1984

there was a publication in the New England Journal

of Medicine from the Centres for Disease Control

which described about 20 cases now of apparent

transfusion transmitted AIDS, or transfusion

associated AIDS, and what was important is in most

of those cases they were able to track the blood

donors, and in most of the cases they found at least

one donor was a very sexually active gay man, or who
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was an IV drug user. 8So now it looked like - you
couldn’t just say there were 20 coincidences,
especially this kind of coincidence, so in my mind
this really made it much more likely that AIDS could
be transmitted by blood products, even though we
still didn’t know the cause, we didn’t know of any

way of picking up the carriers.
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When was it that you came to the vie& that AIDS was probably a
blood borne disease?---I1 was pretty much convinced
myself by the end of 1983. I had access to a lot of
these cases, saw this article even before it was
published, and I was pretty convinced in my own mind
by the end of 1983 that it was very likely that AIDS
could be transmitted by blood transfusions.

I think it’s common ground that the recommendations that were
made by the government in relation to the risk
groups remained in the same terms until the latter
part of 83, if not even early 1985. Can you help us
in relation to that, when they changed the
description of the «risk groups?---The risk groups
were barely changed over that next two year period
time, because in fact the risk groups remained
essentially the same, that is the very sexually
active men, IV drug users, Haitians, and the
intimate sexual partners of those individuals, and
the numbers kept growing but the characterisations
stayed almost the same with about 75 per cent being
these very sexually active gay men, and about 15 or
20 per cent being IV drug users, and some being
both, and then a small proportion being either the
IV drug users, women, the Haitians.

When was the change made, can. you recall, in the
recommendation of the risk group in relation to
homosexuals was broadened to include not just the

multiple partner homosexual?---It really wasn’t
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until the fall of 1985 that this characterisation
was significantly changed, and that was changed
because after the discovery of the AIDS virus in May
1984, and the ability of blood banks to begin in
March 1985 - to being to test people for the
antibody to this wvirus. We then began to really
talk to and interview men and women who were
positive for this antibody to the wvirus, to try to
find out more about why they donated blood if in
fact they were at risk. And what we found is, this

is now well into the middle of 1985, is that some of

the individuals were blood donors who were positive
for this antibody weren’t Jjust these very sexually
active gay men, Dbut some had not been very sexually
active, and some had only used IV drugs once and a

while, and some in fact of the gay men were married
men who absolutely denied being either homosexual or
bisexual, but may have had a sexual encounter. So,

using the bases of that information the wording was

changed in essence to say that any man who’s had sex
with another man since 1977, which is when we

believed this disease came into our country, that
those individuals shouldn’t donate blood. But we

couldn’t know that until we had this test, and we

couldn’t interview in depth -‘people who were infected

with this virus, so it wasn’t possible to make that

recommendation until then.

I want to take you back to the time when you were involved in
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blood banking in Bethesda Dbefore you went to
Sacramento. What was done in 83 in that period
between the early part of the year after this
January meeting, and the recommendations were made,
and September 83 if the blood bank that you were at
in Maryland in relation to the screening of blood
donors there?---0Okay. The blood bank of the
National Institute of Health which screened donors,
it added several questions to each donor history
form which we thought would get a more - really get
those individuals who might be in the early symptoms
of AIDS or high risk of AIDS, so that was our
approach in 1983 to change our way of questioning

donors who were about to donate blood.
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What were the additional questions that were asked?
---Basically there were three. One had to do with
intravenous drug use, one had to do with signs or
symptoms of AIDS, fevers and chills and so on, and
the other had to do with recent travel to Haiti.

What would a blood donor do when he came into the blood bank
at Bethesda to donate blood in relation - what
-actually happened to the blood donor when he came
in?---At that point in time - this 1is early in 1983
and through most of 1983 - they would have been
given probably ahead of time, some information just
about blood donation in general, by giving a pint of
blood and things of that nature, and then they would
have been asked a series of questions about their
health history, including these three new questions,
beginning in March of 1983. They then would have
their temperature taken, their pulse taken, their
blood pressure taken, and a sample of their
haemoglobin to make sure they could spare a pint of
blood. And if they looked in good health, and if
upon examining both of their arms, we found no
needle marks suggestive of IV drug use, then if they
met all the criteria, they would be permitted to
donate a pint of blood.

Who would be asking them the questions and having a 1look at
them, and doing these simple medical checks that
you’ve mentioned?---In general, it was nurses, but

on occasions, it was physicians, and if there was
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any question about a donor’s history, then it was
always referred to a physician for approval.

Did they have to sign any declaration, or anything like that,
that they weren’t in a high risk group?---No, all
they had to do was sign that they had answered all
the questions truthfully, and that they gave us
permission to take a pint of their blood.

Were they given any sort of informational leaflet about AIDS?
---Not at that time.

What sort of screening was done after they’d donated the blood
to ensure the blood was safe to use?---At that time,
the main test would have been a test for the
Hepatitis B surface antigen which would indicate
individuals who were carriers of the type of
Hepatitis called Hepatitis B. They would have the
simplest test performed on their blood, and then at
the time we were doing a number of experimental
tests that we were trying to see if they would be of
benefit in decreasing their risk of Hepatitis. But
those are the main things.

In this questionnaire that they were asked, were any questions
asked as to whether they had Malaria, or any - --?
-—-Yes, all the questions had to do with the history
of Malaria, and travel to areas of the world where
Malaria was prevalent.

What about Hepatitis?---There were a series of questions about
Hepatitis, about liver inflammation, about yellow

jaundice because we know that such individual could
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become carriers of this virus.

When you moved to Saéramento in September 83, you took over
the control there of the blood bank. You were
director of it, I think you told us?---That'’s
correct.

And so it was up to you to decide what was done in relation to
the screening of donors there. What did you do about
it?---I did two things. I wanted to make the
information that we gave to donors much broader and
much more than just an AIDS information sheet which
is what a 1lot of blood banks were doing, and I
wanted to have it about other diseases that could be
transmitted by blood, diseases which were a lot more
important than AIDS then, and stillA are today. And
second, I wanted to make sure that it would be
effective, and so on a regular basis, I met with a
number of members of the gay community, gay
physicians, gay groups, to try and figure out a way
that we would discourage those individuals at high
risk who were donating blood, and both in our
recruitment efforts, and in our information sheet,
try to teach these gay men who were at risk how to
get out of their system, how to say "Well, maybe I
had Hepatitis when I was a child, or I went to
Africa, and 'I might have got Malaria", ways that we
could teach them so that even if they were asked to

. donate blood, they would find ways to not donate

blood without necessarily saying they were gay.
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Were they given information leaflets?---Yes, we had a, what's

called a "Donor information sheet", which had
information about AIDS, about the signs and
symptoms, the risk groups, but it also had

information on viral Hepatitis, Malaria, Syphilis,
other diseases that could be transmitted by blood.
Well, why did you have them all in the one document, and not
give them a single document related solely to AIDS?
---We did it for two reasons. One is, as I said,
that all these diseases could be transmitted by
blood, and if you had any of them, we didn’t want
you to be a blood donor. And second, we wanted to
do this in such a way so that you could say that
"Something on that sheet applies to me", because our
little signature card said that "I have read the
information provided to donors, and none of them
applies to me", so basically they could pick
anything on there, and say "Something on there
applies to me" without acknowledging that they were
gay, or ever in the high risk groups. So we wanted
to make it easier for those individuals not to

donate blood.
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Was that a problem in your view. Let's assume you’d given
them a document saying you can’t donate blood if you
are a multiple partner homosexual. What problems
would that have created?---Well, we didn’'t want
people either to give the impression or to leave the
impression, especially to their co-workers or their
wife if she happened to be donating next to them, or
their Dboss, that the only reason they weren'’t
donating blood was because they were a homosexual
having many sexual relations. We wanted to give
them the opportunity to have other choices so that
they wouldn’t 1lie or be forced to go into the system
and donate if they just - if that was the only risk
factor.

What would happen to a blood donor in your blood bank from
September 83 on until say the end of 84 when they
came in to donate blood?---Well, if they donated
blood they obviously had to pass all the criteria.

No. Just tell us what happened. In the same way as you have
told us what happened in the National Institute of
Health in Bethesda. What happened at
Sacramento?---In Sacramento, when you came into the
blood centre or to a mobile operation, the first
thing that was done you were given this important
information regarding blood donation. On that sheet

were a number of things but especially was the

description of what AIDS was. What the risk
categories were. What the symptoms were. It also
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described hepatitis. Malaria. Syphilis. How to
get information - more about that. What doctors to
call if you wanted to get some more information and
so on.

Let me interrupt you there. What was the high risk group
described in this documeﬁt in relation to
homosexuals?---The high risk groups that we wused
were exactly pretty much the same as was requested
and recommended by the Food and Drug Administration.
That is the homosexual, bi-sexual men, sexually
active with multiple partners. We wused pretty much
the same wording at that time initially. |

You come in you get shown this 1leaflet. What happens
then?---Well, you are supposed to read it. You are
given time to read it, then in a as confidential
interview area as possible a donor interviewer,
usually a nurse and sometimes a doctor would then,
first of all say have you read this sheet and does
any of it apply to you. If anything applies to you
you shouldn’t donate blood. If it did, they could
get up and leave right then and there. If they said,
no it is okay, then we would go through about 40
some odd questions, a lot of which related to the
signs or symptoms of AIDS or about hepatitis and so
on. We tried to as I said, ‘teach people that if you
couldn’t admit to the sheet, you could at least say,
remember or think you remember that maybe you had

hepatitis or maybe you had malaria. That was another
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way to get out of the system. As soon as you gave a
positive answer to any of those things the thing
stopped right there. If you got through all of
those questions and you signed the piece of paper
which said that you had read the information sheet,
you had answered all the questions truthfully and
none of this applied to you then you could proceed.
Then we did your temperature your pulse, your blood
pressure, checked the sample of your haemoglobin to
make sure you could spare a pint of Dblood. We
examined both arms to look for needle marks in case
they might have been an IV drug users. Then if they
look healthy énd the nurse felt that they could
donate a pint of blood then they proceeded and the
nurse took a pint of blood.

Wwho did that. Who . did these - simple medical tests and the

questionnaire and looked at their arms?---In general

it was nurses. Because in California you have to
use nurses or doctors. In addition you <can use
trained medical interviewers. But a nurse has to

see you somewhere along the line and if there is any
question of - about any of this, any ambiguity, any
misunderstanding, then a physician is usually
consulted and has to approve the donor.
Assuming‘there is no ambiguity or anything. Do you have to be
seen by a doctor?---No. You do not.
What do you say as to whether doctors saw your blood donors.

What percentage of your blood donors would have been
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seen by a doctor?---Less than 5 per cent would have
been seen by a doctor. 90 per cent would never have
been seen by a doctor.

Do you have to sign a declaration saying that you weren't a
member of a high risk group?---No. What you signed
was - part of the donor history at the end of doing
it, which said I have read the donor information
sheet. None of this applies to me. I have answered
all the questions truthfully and to the best of my

ability and I gave you permission to take a pint of

blood.
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And how long did that system operate for - when did you change
that system because of the AIDS problem?-—--We’ve
only changed that system within the 1last year, and
in the 1last year most of the blood banks in
California have now gone, at this time, because a
lot of time has passed and a lot of things have
changed, to a much more direct series of questions
which actually do ask people in some intimate detail
about their sexual history.

Is that a convenient time, your Honour?

HIS HONOUR: Yes, Mr Sher. The 3jury may now go to the Jjury
room for 15 minutes.

AT 11.34 AM THE JURY LEFT THE COURT

WITNESS STOOD DOWN

ADJOURNED AT 11.36 AM
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RESUMED AT 11.50 AM
AT 11.50 AM THE JURY RETURNED TO COURT

PAUL VINCENT HOLLAND:

MR SHER: Professor, at the Sacramento blood bank, what tests
were given to blood donated to see that it was safe
for use from September B83 onwards?-—-From September
83 we were doing this Hepatitis B surface antigen
test to pick up carriers of Hepatitis B virus, and
we were doing a syphilis test. Subsequently we
added additional tests. In February of 1986 we
added another test, a test called antibody to the
Hepatitis B core antigen - it was an antibody to a
type of hepatitis called Hepatitis B. In October of
1986 we added another test, a vtest called the
transaminase test, or it’s called the L-amino
transfer AIDS test, or abbreviated ALT, as another
non specific test to pick up a type of hepatitis
called non A, non B.

That's called Hepatitis C now, is it?---It’'s now called
Hepatitis C. Then in April of 1985 we had added the
antibody to the - to the human immune deficiency
virus, the antibody to the AIDS virus, and then
about a year after that we added another test - a
test for a leukaemia virus that could be transmitted
by blood, and then in May of this year we added

another test yet, or antibody, to the Hepatitis C

virus.
So that in 83 and 84 -~ the rest of 83 and the whole of 84 -
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-

you were doing the surface antigen test for
Hepatitis B, and a syphilis test?---That’s correct,
it was the main test to pick up infectious diseases
in blood.

Now, what about a surrogate test for AIDS in that period
before the HIV antibody tesf became availéble in
1985 when you started using it - why didn’t you use
a surrogate test in either - did you use any
surrogate tests at all in either the ©National
Institute of Health when you were there, or in
Sacramento?---We did not use any surrogate test,
meaning a test designed for one purpose and used for
another purpose - to try to prevent AIDS, either
while I was at the National Institute of Health, or
ever in Sacramento.

When you got an HIV antibody test available in 1985, the
question of a surrogate test for AIDS ceased to be
relevant because you had a test for AIDS itself?
---Exactly.

Why didn’t you use a surrogate test in that period - did you
think about wusing one?---We thought very seriously
about using a surrogate test - meaning again, a test
which we hoped or thought might pick up some
individuals who may be <carriers of whatever was
causing this disease, AIDS - and we thought about
the number of fhem, and we thought about the
benefits and the possible risks of those, and we

encouraged - and I was aware of studies which were
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trying to find out if any of them were valuable -
but I didn’t put them into place for two reasons
primarily - one, there was no evidence that they
were effective or even potentially effective, and
two, if you put such a test into place and you call
it a surrogate AIDS test, then you can make your
blood supply less safe - you can attract people into’
the blood supply - will come in to get your AIDS
test who wouldn’t be blood donors, and we have
evidence for that now, but it was mainly a concern
at the time which I believe was very real and which

actually happened.
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Let me ask you specifically about two tests that have been
mentioned in this court. Firstly, do you know
Professor Engleman from Stanford?---Yes, I do, he’s
a neighbour about 100 miles away.

Did you know that at some time he was using a T-4/T-8 ratio
assay test?---Yes, I was aware that beginning in
July 1983 he was using this as part of an

- experimental study on some of the blood that was
used at Stanford.

Now, why didn’t you use that sort of test yourself?---We
didn’'t for several reasons, although we looked into
it. First of all it was such that it had not been
completed to see if it was of any value. (2) It
has to be researched because there were no licensed
available agents that were tested to do this with.
(3) It would have - unless it were clear that it
was a research study it might have in fact attracted
people in who weren’t regular blood donors who just
wanted to get an AIDS test. And I thought until the
test was proved to be of wvalue it would be
inappropriate to use it.

What about the fact that you could have this T-4/T-8
abnormalities indicative of AIDS. What do you say
as to whether it - in fact if you - assume you're
got a test and it showed some abnormality in your
T-4/T-8 cells, and the ratio one to another. Does
that indicate that you’re in the prodromal form of

AIDS?---Well, it might but that’s another reason why
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I thought it was inappropriate to use that test.
It’s a very non specific test. 99 per cent of the
time when they test as abnormal it does not mean you
have AIDS. It can be abnormal for many many other
reasons, including going out and lying in the sun,
and putting the blood specimen in the refrigerator,
or having had a recent cold or other non specific
illness. So, it’s a terrible test as far as being
very specific, and I was very concerned unless it
was proven that it was worthwhile that we would
unnecessarily frighten and alarm many many people,
because it was so non specific.

Now, another test mentioned in this court. Perhaps before I
ask you that. How many surrogate tests were under
the debate in American in 83, 84?---Well, there were
at least 22 different surrogate tests which were
suggested as possible tests which people should do
research on to see if they might be of value, and I
think that was part of the problem also. Which one
did you pick if you were going to try one? How
could you learn something from it? And if you did
one and not the other were you doing the right?
So, it was really very difficult, but there were at
least 22 different ones suggested to be done.

Were any tests ever recommended as . surrogate tests by the
‘Federal Health Authorities?---No, surrogate tests
for this purpose have ever been recommended then or

now by the Federal Government.
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What about the Association of Blood Banks and Blood Centres
and that sort of thing. Did they ever recommend a
surrogate test?---None of the blood making

organisations ever recommended surrogate tests for

AIDS screening.

Yes?--_They did subsequently later on recommended some
surrogate tests after some scientific studies showed
that they would be worthwhile, or what was called
non A, non B Hepatitis, but never for AIDS.

What about another test that’s been mentioned in this court,
the core antibody test for Hepatitis B?---0Okay.
This is another test - was one of the tests which
was suggested as a possible surrogate test for AIDS,
because of the finding that many individuals with
AIDS had also been exposed to the Hepatitis B virus,
but it also had not been proven. It has a 1lot of
non specific problems with it, and it’s not a
licensed or approved oi recommended test for that
purpose.

It’s been suggested that it should have been used, because a
lot of homosexuals got Hepatitis B, and it was
therefore said "If you test people :for the core
antibody test, you’re going to find people who may
Anot admit to being homosexual, but who really are,
and you can therefore exclude them". What do you
say as to that sort of argument?---Well, there is no
test for homosexuality first of all. Second of all

this test which indicates infection with Hepatitis B
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would much more likely in this - their studies to
bear this out - would identify health care workers,
doctors, nurses, dentists, technicians and so on.
Would identify people from the Orient, of Japan,
China, those areas where hepatitis is much more
frequent. And other individuals who as far as you
knew were not gay, so you would have lost a lot more
individuals by this test than Jjust potentially in
proportion, and only in proportion of those gay men

who you might want to rule out.
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Well, what was your view as to whether there ought to be a
surrogate test used in either of the blood banks you
were at in 83 and 84?---Well, I recommended against
it, and we never adopted them, even though in
Sacramento there were four or five blood banks right
next door to us - were using' some surrogate tests
for AIDS, but we felt there was no reason for
‘(inaudible), there was no evidence to support ﬁhem,
and in fact more than 1likely to make the blood
supply less safe, and that’s why we didn’t use them.

How would they make it less safe?---Well, you have a - a poor
test which you don’t know whether it’s any good or
not, and yet you tell people that it’s an AIDS test,
because that’s why you’re doing it, is to pick up
AIDS carriers - and once -again we found that this
attracted people - this happened in the San
Francisco area and happened to us after we had a
true AIDS test - people donated blood, they were not
blood donors, they came in purely because you had
this test and the blood bank is a nice, safe, free,
confidential place to get an AIDS test, if they say
they have one - and nothing happens to you, you
don’'t get reported to the State authorities or
anything like that. So it attracts in - and if you
have a terrible test - or test which you have no
evidence that it works, once again, you’re more than
likely to bring in people who are at risk, and we

know subsequently that a lot of people who were
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carriers of this wvirus, were negative for this
antibody.

Now, let’s assume you’'d adopted a surrogate test and you got
lots of people in and you find you’ve got 1lots of
people either with positive to the core antibody
test or a T-4/T-8 ratio abnormality, or one other
surrogate tesﬁ, and you find lots of people positive
and you get rid of their blood, you don’t wuse it.
What effect would that have had upon the blood
supply, in your opinion?---Well, it has two very
important aspects. First of all, depending upon
your area of the country, you would 1lose from three
to seven, or even 10 or 15 per cent of your blood
supply you’d have to throw away, and none of wus
could afford to do that. We had barely enough to
get by and to save the lives of many patients.
Second, you can’t just do this test and not tell
people. You have to inform people and you have to
try to explain to them that you’re doing this AIDS
test, and that you believe that most of them didn’t
have AIDS, and that’s a tremendous problem, you end
up with a lot of very frightened people, a lot of
people who would then tell other people "Don't
donate blood, they may give you this AIDS test and
it’s not a real AIDS test"”, and "Don’'t donate blood,
it’s going to’ céuse problems", and we know that we
caused a lot of people problems by this kind of

approach - having to go to their doctors and get
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checked out and get reassured that they might have
AIDS because this was an AIDS test, but it isn’t
really proven, and we don’'t know what it means
anyway, but your blood is no good, we'’'re going to
throw it away.

I want to ask you some gquestions about the wuse of cryo-
precipitate and concentrate. Are | there any
advantages using one as opposed to the other, or
disadvantages? How would you compare the two?
-=-=Well, there are advantages and there are
disadvantages to each one.

Let’'s talk about cryo-precipitate first?---0kay. Cryo-
precipitate is a portion of the plasma from an
individual donor which you prepare in a very special
way, and then you must keep frozen in the deep
freeze and is good for wup to a  year, and you must
keep it very carefully, otherwise the anti
haemophilic factor will deteriorate. It has a
certain volume and also you don’t know for sure -
you can only take it from normal people, and you
prepare it the same way - how much Factor 8's in
there. So if you have a relatively small person or
child and you don‘t need to get very much Factor 8,
you can give a certain amount of this cryo-
precipitate which you’ve kept in your blood bank
refrigerator under careful storage, and in general

you can get enough to treat that person.
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Yes?---But if you want more convenience then you use this
concentrate because it doesn’t have to be kept
frozen. It says right on the bottle how much is in
there, so you know the exact dose to give and if you
had to give a lot and you had to give a lot over a
period of time, it is much more effective and much
more predictable and you help the patient much more
to give them these concentrated material which comes
in this bottle already labelled with the amount on
there. The downside is, for the latter it is made
from 1000s of individuals and has a higher risk of
hepatitis and other infections. But if you give
enough cryo-precipitate - if you give 1000s of
those, then you are going to get hepatitis too. But
the point is the first is made from fewer
individuals but you never give one bag of cryo-
precipitate. You give 10 or 15 at a time. You can
give too much so the concentrates, this pool of
material is a more effective way to give more
material with less trouble, more predicably, so it
is a better therapy for a lot of patients.

Research work has been done in America in relation to the
chance of getting infected with HIV if you get cryo-
precipitate as opposed to concentrate. Have you
actually been involved in any of that research work
yourself?---I have not been directly involved and I
am part of the overseer of one of the studies which

involves six haemophilia centres in the United
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States. Part of that Transfusion Safety study.

If you get a transfusion from cryo-precipitate and the donor
has got HIV infection, what are your chances of
getting HIV infection from the cryo-precipitate?

MR RUSH: Your Honour, I object to the question.

HIS HONOUR: Yes. On what basis Mr Rush?

MR RUSH: We are dealing with the United States not Australia
your Honour. We haven’'t got a time factor in
relation to the year or the period over which the
so-called study has taken place. We haven’t got a
locality. It is well known, even on the evidence
that’s been given so far by this witness that areas
of the United States were subject to greater
infectivity than other areas of the United States.
But particularly, your Honour in relation to its
applicability in this country, any studies such as
that, we would submit your Honour, it could not be
shown to be applicable to the situation in relation
to this country. We are dealing with a completely

different type of blood supply. Completely, as I

understand Mr Sher’s argument, different
circumstances.
HIS HONOUR: There are certain bases - certain differences

between the two countries, but a great deal of
evidence as betwéen the two countries. I have
permitted in evidence as between this country and
the United States and other countries and subject to

the jury being well aware that conditions are not
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identical I regard this as admissible. I’11 permit
it.

MR RUSH: If your Honour pleases.

MR SHER: What'’s the chance of getting infected professor, if
you get - getting HIV, if you get cryo-precipitate
from somebody who has donated blood, which is made
into cryo-precipitate?---I think that’s what the
important thing is, if that cryo-precipitate comes
from a blood donor who is infected with this virus
then the person who receives that has more than a 90
per cent chance of developing that infection. It is
a very efficient and unfortunately, a very effective
way to transmit this virus. If the cryo-
precipitate, or the platelets or the blood has the
virus and you transfuse it to someone more than 90
per cent in all studies, so far today, would develop
the infection.

What about if you get an infected donor to a batch of AHF
concentrate?-—--If one of the donors of the 1000s
that go into the Factor 8 concentrate happens to be
infected, the highest infectivity rate that anybody
has found has been 50 per cent and it is probably
that’s unusual. So, it appears that that virus is
so diluted out by all the other individuals in the
pool that it is less likely to infect somebody.

Just while I’'m asking you about. I want to ask you about what
recent studies have revealed in relation to strains

of HIV. What's been discovered in relation to HIV
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as to whether it is all the same or whether there
are different strains of it?---There are many
different strains and there’s strains you are to
find by a chemical - very fancy research type
studies, which will show minor differences. But
there are also so-called épidemiologic studies
where, if you look at the kind of infection, or the
kind of disease that a donor or person has, and you
look at what happens to the people who got their
blood. There is a similarity. That is, if a donor
stays healthy and yet is infected with this virus,
then the people that receive the blood of that
person which has his strain of virus in it, can also
stay healthy a lot longer. On the other hand, if
the donor gives blood, and then very soon after,
gets AIDS or dies of this disease, then whichever
way he gets the virus that he transmitted, they tend
to get the disease much sooner, and have a higher

chance of dying.
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Let’s assume that evidence was led in this case to show that a
donor donated blood in August 1983, which was given
to the plaintiff in this case, in about March/April
1984, and that donor is still alive and well and
asymptomatic, there’s no symptoms of AIDS at the
moment. What does that indicate in relation to the
strength of the strain of HIV involved in that
donation in relation to this plaintiff?---Well, I
would say it is a much better prognosis for the
person that received the blood product than that
person because from our studies, which we published
last year, and others that I know about, when such
individuals, blood was given to people and the
individuals that received it, tended to go and be
healthy a lot longer, for years longer, before they,
a proportion of them tended to get sick with AIDS.

I was asking you about the difference between cryo-precipitate
and concentrate. Can I ask you something else. The
blood centres you'’'ve worked in in Maryland for many
years, and then since 83, September, in Sacramento,
what sort of blood products were made by those two
centres, from the blood donations that you got?
---From the blood donations that, those blood
centres that I worked in got, we could really
physically make the cryo-precipitate ourselves, but
for the factor 8 concentrate, we would have to send
our plasma off to a company that would then

fractionate it, and then would send us back, almost
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never the same material we sent out, but they will
sgnd us back material made from many plasma
donations, many other places. But in both blood
banks that I worked in, we had both products, and we
issued both products, and we advised people having
used each of these products.

Apart from cryo and factor 8 concentrate, what else was the
‘blood used for in these two blood centres?---Well,
we made many other things. We made platelets, which
are part of the blood that helps you clot when you
don’t have enough of these little factors in your
blood. We also made packed red cells, we used whole
blood. We used fresh frozen plasma for patients who
had burns. We used cryo-precipitate for other
patients that had trouble with bleeding, had a
wound, we can make sort of a glue, an (inaudible)
with cryo-precipitate. So we can use the different
parts of the blood, and we did in each place, for a
whole different variety ofapatients.

And did you have haemophiliacs in either or both of these
places where you'd worked?---We treated
haemophiliacs in both places in large numbers.

When you say "large numbers", can you give us some indication?
-—--Well, at any one time we were treating between
one and 200 patients of haemophilia, our centre in
Sacramento deals with a larée haemophilia centre
which has something in the order of a couple of

hundred patients with haemophilia, they get regular
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treatment.

Do you know Dr Shelby Dietrich and her work?---Yes, I do.

Do you know the size of the hospitals that she was at until
very recently? Do you know the hospital that she
was at?---Yes, they were treating even more than
haemophiliacs. They have a large centre there in
Los Angeles, like an orthopaedic hospital.

How does that rank in America for size?---That’s one of the
largest haemophiliac treatment centres in the
country.

And are you aware of the other large haemophiliac centies in
the US?---The largest one 1is in New York, but
there’s a large one in Seattle. There’s a large on
in Pennsylvania (inaudible) Pennsylvania. There are
a number of these large centres scattered throughout
the country.

And what's the name of the one in Seattle?---Called the
(inaudible) Sound Blood Centre, it’s affiliated with
them.

Just going back to the activities of the blood centres you've
been working at, you’d send out plasma to be made up
into Factor 8 concentrate, and it would then be
returned to you?---That wasn’t exactly the term, we
would buy or get other material which almost never

was what we sent out.
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Were they the commercial manufacturers that you’'re talking
about, the people to whom you sent the plasma for
Factor 8 concentrate?---That’s correct.

And where would they get their plasma from, apart from people
such as yourself?---Well, 80 per cent of the plasma
in the United States comes from paid plasma donors
who provide just plasma. Only about 20 per cent
come through volunteer donors which come mostly from
the excess plasma, or the part of the plasma which
we take out the blood in volunteer blood banks.

What's your view about the relative safety of blood donated by
paid donors, as opposed to blood donated by
volunteers?---Well, from many studies that I’'ve done
in the past I'm on record as saying that when you
pay people for their blood or plasma, then a much
higher risk of transmitting disease, especially
hepatitis, at least 10 times higher risk.

Can I ask you some questions about warning patients. You were
treating people in both Bethesda and Sacramento with
blood products?---That’s correct.

Most of it made up by yourself, but including commercial
Factor 8 concentrate?---That’s correct.

Were you actually involved yourself in treatment?---Sometimes.

In 83 and 84 did you wérn your patients about the risk of AIDS
from the blood products that they were getting,
whether it would be from the commercial people being
sent back to you, or directly collected and

processed by your own hospital?---No, we did not.
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Why is that?---Well, first of all we didn’t - we knew was a
prudent risk. Second of all even when it was
currently occurring it was an extremely rare remote
risk in the order of one in a million, and third we
thought that it was much more important that these
individuals received these products to save their
lives, and that even if we told them that such a
risk existed they would have used it anyway.

Has there been a change in that practice?---Yes.

When was the practice changed?---In my blood centre we begaﬂ
in March 1987 to warn people about the risk of AIDS,
and even though the risk was still very remote there
was such a real and a proven risk and such a high
chance of resulting in the fatal disease, we thought
it was important to warn them, but not until March
1987.

I want to ask you something about heat treatment of Factor 8.
Have you been involved yourself in supervising or
having a look at the process of heat treating Factor
8 to protect people from anything at all?---We have
not been directly involved, but I have Dbeen
overseeing studies which looked at how effective
heat treatment was in reducing the risk of both
hepatitis and AIDS transmission.

When was attention first directed at the concept of heat
treating Factor 8 for the purpose of protecting
people from whatever was causing AIDS?---That began

in the 1970s to try to develop means of heating
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Factor 8 concentrate to reduce the risk of
hepatitis, because we knew it was a very high risk.
So studies began about 1975 or soO to try to
effectively heat treat Factor 8 withdut destroying
it.

But I mean in relation to AIDS not in reiation to hepatitis?
-——Well, the studies to see whether it effectively
killed the AIDS virus were really done later on, and
were sort of accidental. They had already put into
place a lot of the heat treatment methods, and then
our point was to then see how effective they were,
not only in stopping hepatitis, but seeing whether
or not they also killed the AIDS virus.

When did the heat treated products become available for
treating people with a view to protecting them from
AIDS?---Probably the first heat treated materials
were available in 84 and 85. So, up until - really
until well into 85 we didn’t have 100 per cent
conversion to heat treated materials.

Well, developing heat treated Factor 8 is that a simple
process?---No, it’s a very difficult process. It
took 10 to 15 years, and initially was not very
effective and second also caused problems in
destroying the Factor 8.

Now, I want to ask you some guestions about your research work
and experience in relation to the chances of a
person with an HIV infection going on to develop

full blown AIDS, and that sort of work. Were you
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one of the co-authors of a study that was published
in the New England Journal of Medicine on 26
October, 19892?---I think so, but could you show me

to make sure?
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Yes, would you just have a look - “we’ve got the wrong on,
pardon me a moment. Professor, have you studied the
question of the likely prognosis of a person who is
HIV positive that has not yet developed AIDS?---Yes,
I have.

Have you been one of the co-authors of an article which
actually researched a large body of haemophiliacs
who were HIV positive?---Not haemophiliacs per se,
but blood recipients.

Are you familiar with the other material that’s been published
in recent years relating to that topic, in which
large groups of people who are HIV positive have
been studied?---Yes, I am, I follow that very
closely.

Are you familiar with material published - other than your own
material - in the New England Journal of Medicine?
-=—=Yes, I am.

Would you have a look at this document - is this the research
paper published by a large number of doctors
including yourself in the New England Journal of
Medicine in September of last year?---Yes, I think
it’s October. Yes, John (inaudible) 1is the first
author.

What was that study about?---That study was mostly to look
at - if you had a blood donor who was infected with
this virus, we wanted to kno& what happened to that
blood donor in relation to what would happen to the

people who received the blood from that person, and
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what we found is that on average it took seven years
to come down with AIDS after a transfusion from a
blood donor who was infected with this virus. But
that if a blood donor got AIDS sooner, then the
patient was more likely to get AIDS sooner. Whereas
if the blood donor did not develop AIDS, the blood
donor stayed healthy - and many people stayed
perfectly healthy with this virus, feel fine and no
illness - that the same was more likely true of the
recipients. So there was a correlation between the
disease and the donor and what would happen to the
patient.

Is that a copy of the article that you co-authored?---Yes,
it’s right here.

I seek to tender that, your Honour.

HIS HONOUR: Yes. Are you wishing to add it to a book?

MR SHER: Yes, your Honour. If we can put it under a tab in
book 2 - I think there’s tab 63. Does everyone have
a tab 63?

HIS HONOUR: Apparently the jury does.

MR SHER: Have we got some 63s? You’ve got the tabs? Yes,

that’'s what I was really trying to find out.
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HIS HONOUR: This will go under tab 63 in book 2.
MR ‘SHER: It states:
We conclude that most recipients of HIV
infected blood becomes sero positive, but
AIDS develops in about half these
recipients within seven years, and that
the risk may be higher when AIDS develops
in the blood donor sooner after donation.
Was that the conclusion you came to?---Yes, sir.

Well, that means that if half - about half develop it within
seven years, that about half don't develop it within
seven years?---Exactly, half of them were still
quite well, they didn’t have any evidence in AIDS in
seven years.

In coming to a view about prognosis of people who were HIV
positive, have you also had regard to other
published material?---Yes, I have.

Did that include the article published on 26 October 1989 in
the New England Journal of Medicine by a large group
of doctors, the first author which Was James
Gotters?---Goedert.

Goedert?---Yes, sir.

Is that the article?

HIS HONOUR: How do you spell that name?

MR SHER: It’s G-o-e-d-e-r-t, your Hormour.

It also includes Dr Alledort - some well known names
that we’ve had mentioned in the court. Gilbert

White and others, Michael Lederman, that’s the
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article that - - =- ?---Yes, sir. This is probably
the largest study of long term follow ups of
patients with haemophilia who’ve Dbeen infected with
HIV, the virus of AIDS.

And in expressing an opinion about the prognosis of a
haemophiliac infected with Hiv, has this sort of
material - part of the material upon which you base
such an opinion?---Very much so.

I seek to tender it on that basis, your Honour, that is the
material taken into account by the witness in
forming an opinion about this document.

HIS HONOUR: Yes.

MR SHER: It’s not objected to - - -

MR STANLEY: Your Honour, we would submit that it is not
admissible, we don’t object.

HIS HONOUR: You don’t object?

MR STANLEY: No, your Honour.

MR SHER: I submit that it is admissible for what it's worth.
Anyway, your Honour - = -

HIS HONOUR: Well, I won'’t express a view on that.

MR SHER: It doesn’t seem to be necessary. Can that go under
tab 68, your Honour? Have the jury got that tab?
Have they been distributed, your Honour?

HIS HONOUR: They’re just in the course of being added.

MR SHER: While that’s been done could Professor Holland be
shown book 4, your Honour, page 5572

HIS HONOUR: Yes.

MR SHER: 1It’s the plaintiff’s T-cell counts.
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Professor, 1I’'d 1like to ask you to 1look at the
document which is at page 55 of book 4 which is the
plaintiff’s T-cell counts that have been taken since
5 September 1985 up until 24 July of this year.
You’ve seen those previously I gather?---Yes, I
have.

HIS HONOUR: We should have out before us at the moment book
4, page 55, and that article can still remain.

MR SHER: I just want the Professor just to identify the fact
that he'’s seen them before, your Honour.

HIS HONOUR: Yes.
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HIS HONOUR: Yes.

MR SHER: Professor, what we know about Mr PQ is, that he is in
his late 40s. He is married with two children. He
is in apparent good health although he is HIV
positive. He is still in full-time regular
employment. I ask you to assume that he was
infected, initially by a blood donation from a donor
obtained in August 83. That donor is still alive.
That donor is asymptomatic and that that donation
went into a batch of Factor 8 that was given and
used by the plaintiff in about March/April 1984.
The only other evidence we have about his current
health or any tests is that at some stage he had a
T24 antigen test and it was negative?---0kay.

They are the facts. In your opinion I should add to that also
that he appears to have received a second
contaminated batch obtained in about December, late
December 83, given to him in August of 1984, but
that donor has since died.

MR STANLEY: Your Honour, my learned friend says he appears to
have done these things. That’s not the case. It
doesn’t appear at all. There’s no evidence about it
and it should be specified that it is assumption.

HIS HONOUR: Mr Sher, has hypothetically put it that - asked
the witness to lead - at this stage.

MR SHER: Yes, we were going to lead evidence on these
qguestions.

HIS HONOUR: Yes, but Mr Stanley is quite correct.
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MR SHER: Yes.

What’s your opinion about the prognosis of that particular
patient. He is not getting any medication at the
moment. He is not on AZT or anything like that?---I
think this patient, based upon these numbers and
what you have told me has a favourable prognosis.
That is, I think that he would fit in with the
‘majority group that he could continue to go on for
some years yet, without any signs or symptoms of
AIDS. 1In fact, since his counts have been abnormal
now for at least four years this would fit with that
that he has a very benign infection or a benign form
of the virus which does not appear to really be
affecting him seriously in terms of the development
of AIDS, which hasn’t happened yet.

What - I mean, are we in the realm of guesswork here as to how
long it may be before he does develop AIDS?---Well,
it is in the realm of guesswork to some extent, but
you base it upon the information you have and I
would say that based upon these data and the article
by Dr Gettard, that there is well over a 50 per cent
chance that he could go for a number of years yet
without ever getting AIDS and even once you get
AIDS, 50 per cent of people will die within two
years of getting AIDS, or what that means is, 50 per
cent of people, after getting a clinical diagnosis
of AIDS are still alive two years later and all of

that is now changed and improved by the use of
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therapies such as AZT.

I want to ask you about the experienced you had had in recent
years, in relation to past events. It has been
suggested here that medical examinations should have
been conducted of donors and let’s assume for a
moment +that the medical examination was a really
comprehensive one. Based upon your experience what
do you say as to whether or not, if you had examined
- medically examined donors back in 83/84, you would
have detected anything that would have shown that
they were, at that stage themselves, positive to
HIV?---Well, I don’t believe we would have found
anything and now we have good evidence to show that
many people, infected with this virus are totally
asymptomatic, have completely normal physical
examinations and that’s the rule. The vast majority
are perfectly healthy and stay healthy for vyears
without any physical finding - any sign that they
are infected with this virus.

Did your blood banks turn their mind to giving people donating
blood in 83/84 a more comprehensive medical
examination than the fairly simple one you have
described to us in your evidence?---Yes, we thought
about it.

What did you decide?---That we had no evidence that would be
effective. That it would, in all 1likelihood not
reveal any finding that would lead us to believe

that a person has AIDS and in fact it might identify
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people who had other findings which were not

consistent with AIDS and which really might

unnecessarily rule them out.
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So you asked them questions about symptoms and signs, and I
suppose the nurse cast an eye over them?---Yes, the
nurse cast a very careful eye over them, and we
certainly looked for people in good health - and
don’'t forget, we're dealing with volunteer blood
donors, people who are trying‘to help other people,
and we believe that their history is very important,
they have no reason to lie to wus, they’re not being
paid, and so we put a lot of faith in their history,
and their reason for trying to be a volunteer blood
donor, to help someone else.

I want to ask you a few more questions about your experiences
with the homosexual community in California when you
moved to Sacramento and you were conscious of the
fact that a very large proportion of the high risk
group were homosexuals. What were the problems that
you saw at the time in dealing with the homosexual
community and not, for example, just blanket banning
all homosexuals?---Well, as I mentioned earlier, but
I'll restate some of it - about 10 per cent of
American men from studies done many years ago, have
had a homosexual experience. So at the outset you
can say that probably at least 10 per cent of
American men have had a homosexual experience. But
90 per cent of those men would never admit to that,
would never acknowledge that, especially in a blood
donor setting. So we were faced with the fact that

90 per cent of those potentially having the sexual
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activity, one, would not admit to it, and two, we

believe the vast majority of them - not all of
them - would have had minimal sexual numbers of
partners, were probably not at risk for this

disease. But more importantly, depending upon how
we approach the gay individuals, who made up in many
cities a large proportion of very good blood donors,
‘that we wanted to make sure that we ruled out those
who were at risk, or at high risk, that we believed
to be at risk, and did not encourage those who were
at risk who ‘alreédy were not blood donors - we

didn’'t want them to come into the system and to .

donate blood - either to thwart the system or to
‘prove they weren’t gay - prove they weren’t one of
these kind of people. So it was a - a sort of a

comprehensive approach to try to get those out at
risk without bringing in those at risk who might’ve
responded and tried to donate blood.

There have been a lot of questions _asked in this court about
homosexuals and a lot of assertions made from the
bar table about what homosexuals are like. In your
experience, are all homosexuals sexually active?
---No, that was another - another whole area, and
that'’s why we had to talk to the homosexual
community. There are gay men who’'d never had sex
with another man, they’d never had sex with a woman
either. There are some gay men who are very

faithful to their partners, there are some who have
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relatively few partners. . So there’s a whole
spectrum, Jjust as there are in the heterosexual
community, of people who don’t have sex, are very
monogamous, are Vvery limited in their number of
partners, or who are Vvery active. And I think -you
have to keep that in mind, especially in the context
of this disease.

We get the impression, because they’'re so overt and flamboyant
and ‘noisy and demonstrative about their
homosexuality, that the vast majority of homosexuals
are fast lane gays. What, from your enquiries,
investigations and discussions  with the gay
community, would you say to such an assertion?
-—-Well, that’s the marked exception. The vast
majority of gays are not people you would ever
recognise as being gay, that are both upfront about
it and have this very active sexual life with
multiple partners - that’s the exception, and these
are the ones who are getting AIDS.

Thank you, Professor.

HIS HONOUR: Mr Barnard?

CROSS-EXAMINED BY MR BARNARD

MR BARNARD: Professor, when was it that you first moved to
Sacramento in 1983?---In September of 1983.

In Maryland, during the time up until September of 1983, you
told us that you were doing some research in
relation to haemophiliacs, is that correct?---Excuse

me? We did research on?
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On haemophilia?---Yes, sir.

What was the nature of that research?---Well, if you look at
my bibliography you’ll see that in the 1960s we were
among the first people ever to use cryo-precipitate

for patients with haemophilia.
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That was in Maryland, was it?---That’s correct, sir.

And was that research carried on up into 1983?---The main part
of that research was completed in the 60s, but we
did do some additional research especially with the
material from haemophiliacs for many years in
relation to - to infectious disease transmission.

In Maryland what did you have - was there a centre there for
haemophiliacs, was there?---Yes, there was.

You were using both the cryo-precipitate and concentrate or
supplying it to the haemophiliacs?---That’s correct.
We used both therapy.

And it was mostly concentrate that you used?---I couldn’t
exactly tell you the proportion. We used large
quantities of each one.

HIS HONOUR: Did you say you used large quantities of both?
~-—-0f both.

MR BARNARD: Had you at some stage engaged in home treatment?
———We recommended home treatment and issued material
for home treatment, but it was almost always only
with concentrate. You cannot effectively use cryo-
precipitate for a home treatment.

You might tell the jury why that’s so?---Well, as I mentioned
earlier the cryo-precipitate must be kept at very
cold temperatures, and a very controlled environment
to make sure that it doesn’t deteriorate. Second,
before you give it to a patient it has to be
carefully thawed out, and you have to make sure that

everything that has precipitated this, whitish
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material goes back in the solution otherwise it
won’t do the patient any good. So, it can only
effectively be done in a hospital in a clinic. The
concentrate on the other hand can be kept just in an
ordinary refrigerator. It’s very easy to mix up,
and the haemophiliac himself, or his mother or
brother can give this material very easily and
.effectively. So, they’re quite different in their
ability to reconstitute and get effectively into the
person as well as the storage.

It is also a fact that you can have a reaction to cryo-
precipitate, to protein, is it?---Well, you were
more likely with large volumes of cryo-precipitate
to have adverse reactions to have things happen to
the person, then the most purified material which is
called Factor 8 concentrate.

Can that reaction occur quickly after the taking of cryo-
precipitate?f-—lt can occur quickly or it can occur
in hours or days.

Is there some advantage with using concentrate instead of
cryo-precipitate in the sense that the reaction
won’t happen in the course of home therapy, and when
you’'re away from the hospital?---Yes, it’s - these
kind of reactions are 1less likely to happen with
this concentrate, and since. it’s been done by the
person in their home, you certainly would like that
not to happen at all, and it would be less risky -

the less risky product compared to cryo-precipitate.
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Can those reactions be life threatening?---They may be 1life
threatening.

When was it that you started home treatment in Maryland, what
year?---That probably would have been the early
1970s that we began to issue concentrate for home
treatment. |

Apart from the convenience of it, was there other advantages
to home treatment?---Well, the advantages . to home
treatment are that the patient can get treated much
faster, and more reliably and therefore minimise
either the bleed or the complications of the bleed
rather than waiting to get to the hospital, or wait
to be see in the emergency room. Wait for the cryo-
precipitate to thawed out. Wait for it to be
administered, so you get much faster more
predictable earlier treatment.

If you have a person on cryo-precipitate do you sometimes get
to a stage where it’s not effective in treating them
in the sense that it’s not controlling their pain,
and their bleeding?---Well, this can happen with
cryo-precipitate, and can occasionally happen with
‘concentrate also, that you cah’t give enough - or
you can’t give enough without problems, but it's
more likely to happen with cryo-precipitate, because
of the volume that you may have to give in order to
get effective treatment.

In what way can the changeover to concentrate recover that

position?---Well, the advantage of concentrate
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(inaudible) give a lot more anti coloured factor in

a much smaller volume, and you can overcome this

resistance much easier.

Yes?-—--It would be very difficult to do with cryo-precipitate.
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Is it an advantage also to have the concentrate so that it can
be used at home. Be given mbre readily. More
quickly?---Absolutely.

When you moved to Sacramento, I haven’t quite understood what
was your association with haemophilia patients
there?---In Sacramento?

Yes?---We are the main distribution centre besides the
University for the (inaudible) factor concentrate
and we are the sole supplier and the sole provider
of cryo-precipitate for our whole region.

You yourself, were you actually - Yyou were apparently seeing
the haemophilia patients and so forth?---I did not
see very many other than those that would come to
our clinic and be treated or I would see at the
University in the process of my teaching duties, or
I would be treating them as part of an exchange
therapy for other problems they had.

Do T understand your evidence that in Maryland the - you
didn’t change the treatment of the haemophiliacs
during the time you were there. In other words they
kept on the sort of therapy they had been on
before?---We tried to individualise but if we
thought it was appropriate to give cryo-precipitate
we would give cryo-precipitate. If we thought it
was appropriate to give concentrate we gave
concentrate. In general for the kind of patients we
saw in Maryland concentrate was much more

appropriate because they were the difficult
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patients. They were patients that needed surgery.
Patients +that had difficulty being managed on the
outside, so were sent to this research centre for
better therapy and for trying out new things.

There was no question of you changing a severe haemophiliac
back from concentrate to cryo-precipitate?---It
would be very unlikely to go - with a patient whose
being treated regularly on concentrate to go back to
using cryo-precipitate. It would be highly
unlikely.

That wasn’'t done. Is that the situation?---Excuse me?

It wasn’t done?---It was almost never done.

Again, in - when you moved to Sacramento, were the patients
that you were involved with kept on with the sort of

treatment that they’d had in the past?---In general

yes.
You spoke of a - the - where there had been high donor
exposure to - by a patient who had been involved in

cryo-precipitate, there would be no reason not to
change him over to concentrate if that was medically
desirable. Is that correct?---That’s correct.

I wonder if you could be shown what is exhibit PX6.

MR BARNARD: That’s the blood products records of the Alfred
Hospital. The cards relating to the plaintiff.
There’s cards there that extend over a period, I
think from 1968 to 84, but if I could just draw your
attention to the fact that you will see that

extensive treatment over the years with cryo-
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precipitate. There’s a period on concentrate from 20
June 1980 through to July 1980. There’s a period of
again, on concentrate - one lot in April of 1981 and
then you will see that - quantities and you will see
the Dbags listed there - quantities of cryo-
precipitate as given in the ensuing years until
March of 1984 and I think we - to give you an
example in the year - the calendar year 1983, the
donors for cryo-precipitate would have added up in
that one year to 739. Generally looking at that,
would you regard that as a large donor

exposure?---vVery much so.
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If it was medically desirable, would you see anything
inappropriate in March of 1984 changing a person
with that donor exposure over from cryo-precipitate
to concentrate?---No, I would not, I think it’s
quite appropriate to do that.

What would you think of having cryo-precipitate in quantities
of 739 bags in a year, is that a lot of therapy?
——-That’s a lot of therapy. For someone with severe
haemophilia required a lot of treatment.

You told Mr Sher that you weren’t warning patients in 1983 and
1984. Presumably the patients that you were
concerned with gathered a lot of knowledge of their
own, is that so?---Most of them had a lot of access
to information from the National Haemophilia
Society, from their own physicians that would be
treating them as well as blood centre ahd myself.

But you didn’t warn them because you thought the risk was
sufficiently remote for that not to be necessary, is
that so?---This is in regard to AIDS, and it was
both not totally proven and very, very remote.

In the circumstances you thought it was more important that
they get their proper treatment than be concerned
about the risk of AIDS, is that so?---Absolutely,
because without the treatment they would have severe
complications and could even die, and then they
didn’t have to worry about the risk of AIDS.

Incidentally, did you yourself - were you involved in any

research apart from the infectivity of cryo-
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precipitate - have you been involved in any research
as to the overall risk of getting AIDS or becoming
HIV positive from cryo-precipitate as opposed to
concentrate, or as compared to concentrate?---Not
directly as compared to concentrate, but we
certainly tried to follow uﬁ all possible blood
components from our centre, which are from donors
found to be HIV positive as well as other ways we
had found them. We tried to track them all and
determine how many might’ve been infected. So we
did various kinds of look-backs, but we did not do a
comparison of what the risk was versus getting
commercial Factor 8.

You did find that haemophiliacs were becoming HIV positive
merely from taking the cryo-precipitate, is that so?
---Yes, we did.

Now, you'’ve also examined the question of window periods, is
that so?---Yes, I have.

What’'s been the result of your research in that area?---I
think I have to define that window means what I
think it means?

Yes, you tell us what you mean by it?---Window phase is meant
by a period of time from when a person gets infected
with something - in this case we’ll say the AIDS
virus - to some point in time later on when you have
some evidence of that infection, and the usual
definition in this case is from the time they got

infected to the time we have an antibody response,
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which is our usual way of defining when you got
infected, and that’s the most usual test and the
most usual definition. And what it means is that
the majority - more than half of people who are
infected with this virus, within three months will
have an antibody response. About 90 to 95 per cent
will have a response by six months - so for say 95
per cent of the people, that window period could be
anywhere from weeks up to six months. Very rarely
that window period - that is no antibody - even
though they are carrying the virus, can be more than

six months, but that’s unusual.

pg 15.10.90 5943 P.V. HOLLAND, XXN
bd/dw/1ls

CBLAO000066_002_0101




Could I just have you clear that up. In other words, are you
saying that 50 per cent of the persons who contract
HIV will sero convert within a period of three
months?---That'’s correct.

Then there’s 45 per cent who contract the HIV virus will sero
convert within the period of three to six months?
---That'’s correct.

This other five per cent, how 1long may it bo - what'’s the
longest known period?---Well, the - depends upon the
patient group, but some haemophiliacs have taken
say, seven months or a little bit longer. In a
few — a men - men who were infected with this virus
by getting it through homosexual partners, there has
been a window period in a very small percentage of
them up to three years, that is they’'re carried this
virus in them, and not made an antibody up to three
years, and perhaps longer, but that’s documented.

For somebody who’s received blood products, what’s the longest
known period there?---I’'m not sure that we know, but
certainly it’s been shown up to seven months, but I
couldn’t point to you a paper which showed beyond
seven months, but most people will after a blood
will turn positive within six months.

Looking at possibilities, it means even though you are HIV
negative on a certain date, and you’'re later HIV
positive, you still could have been infected seven
months prior to your - or something slightly shorter

than seven months prior to your first test, is that
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the situation?———Yes,_sir.

And of course, when you’'re giving these figures, these figures
relate to persons who in fact do - contract the HIV
virus, is that not so?---Well, that’s how we define
against - - -

And of course somebody may be exposed to a contaminated batch,
I +think it follows from what you’ve said that a
batch of concentrate, 50 per cent of the persons who
are exposed may not become HIV positive, is that
correct?---That’s correct.

Whereas if it was infected concentrate it would be only
perhaps up to 10 per cent who would not become HIV
positive?---Well, infected‘cryo—precipitate.

Professor, answering some questions to Mr Sher in relation to
prognosis, and you told him that after giving him
estimates of years you said of those who do get
AIDS, 50 per cent die, but all you suggested this
was now — all of them don’t within a period of two
years, because of therapies that are available. In
particular what were you speaking of?---Well, I was
talking mostly about the studies on gay men, but
they’re probably not so different than other
individuals, other adults, but before the advent of
this new therapy AZT, 50 per cent of people who had
a clinical diagnosis of AIDS, as in pneumonia, had
the cancer, whatever was the manifestation. 50 per
cent would be dead within two years. What that

means is 50 per cent would be alive in two years. I
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believe that that frequency has been remarkably
changed with the use of AZT, that is a much higher
proportion of people. Once they develop AIDS if
they go on and go on with AZT a much higher
proportion will be alive in two years and beyond.

You say once they develop AIDS are you suggesting that the AZT
is being used after they have developed actual
symptoms of AIDS, is that what you'’re saying?
———That's the best studies at the moment, but we are
now starting people with this low T-4 counts before
they get AIDS on AZT.

And you say you are now studying that, is that - - = ?
——-Various groups are studying. I am not personally
studying that.

HIS HONOUR: Is that a convenient time, Mr Barnard?

MR BARNARD: Yes, your Honour.

WITNESS STOOD DOWN

ADJOURNED AT 1.02 PM
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RESUMED AT 2.15 PM

PAUL VINCENT HOLLAND:

HIS HONOUR: Yes, Mr Barnard.

MR BARNARD: Professor, operative procedures may subject
severe haemophiliacs to greatly increased doses of
Factor 8. Is that not so?——-Tﬁat's correct.

Would it be correct that both during 1983 and 1984, you would
“have been prepared to, or would have regarded it as
appropriate to carry out operative procedures on a
severe haemophiliac in circumstances where he had
been subjected to a number of donors over many
years. Even though the procedure was elective. 1Is
that correct?---I'm not sure of your question?

In 1983/84, you would have regarded it asvappropriate to carry
out an operative procedure on a severe haemophiliac,
even though that procedure was elective, although
medically necessary in circumstances where that
severe haemophilia had been subjected to large
numbers of donors over a number of years?---Yes. My
recommendation would be to use Factor 8 in that
situation.

Before lunch and when you say Factor 8 do you mean concentrate
is that it?---I mean concentrate, yes sir.

Before lunch I was asking you about the evidence you had given
so far as prognosis was concerned. I don’t think we
have ever had an answer - 1is it known whether
somebody who is HIV positive will necessarily come

to getting full blown AIDS?---What we know so far is
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-

that not 100 per cent do. That’'s true of all
diseases. There’'s no disease where 100 per cent of
people die or get the disease.

What’s the state of knowledge at the present time so far as
the HIV virus is concerned. What percentage is it
known will go on to get full blown AIDS?---The best
evidence we have is for gay men because they have
been followed the longest time. The evidence at the
moment is that if you have been infected with this
virus for 10 years, one third of those individuals
will have AIDS, about one third will have some
lesser manifestation - some illness, kcalled AIDS
related complex which could be enlarged lymph nodes
or some other problem. One third of those men will
be totally asymptomatic after ten years of
infection. That’s the biggest series - the most
number of people followed for the longest period of
time.

Perhaps you might tell us, why do you select ten years, is
that the period that'’'s expired since it is believed
the first one became HIV positive. Or why 1is the
ten years selected?—---The ten years 1is picked
because we have been able to go back and identify
gay men who were part of other studies for we have
serums and we have samples and we can tell when they
were infected. We can then follow them. They have
been followed in regular studies. So, that’s an

actual number based upon following a certain number
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of gay men, infected with this virus and known for
ten years.

You are there speaking of gay men. Is it fair to use those
figures in relation to persons who become HIV

infected from blood products?---It appears to be as

long as they are of the same age. That’s why you
have the study that we talked about earlier today
from Dr Gettard which looked at haemophiliac
patients who were over 35 as a group. They seem to
be similar to other adults who were infected with
this virus. In that study we talked about, after
eight years of infection, if a haemophiliac had this
virus for eight years, 43 per cent had developed
AIDS. Or 57 per cent, more than half of them after
eight years of the infection, were still well, did

not have AIDS.
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When you said the study we talked about, you’re talking about

| the study which was written up in the paper of which

you were the co-author that was produced this

morning, is that correct?---No, I was referring to

the study by Dr James Goedert - G-o-e-d-e-r-t - from

the New England Journal of Medicine, also from

October of 1last year, and which they initially

studied over 12,000 haemophiliacs, it followed about

350 of them for a long period of time. So, 1it’s

based mainly on that 350 in that study, patients
with haemophilia.

HIS HONOUR: Tab 64, I think, Mr Barnard.

MR BARNARD: Yes, if your Honour pleases.

You said 42 - sorry - that’s 43 per cent, is it?
-—-43 per cent haemophiliacs over 35 had come down
with AIDS when followed for eight years after the
onset of their infection.

The other 57 per cent, can one put any prospect on known
figures on their future?-—--Well, you can make an - a
educated guess, and there are so called computer
models of this, and you would have to say at the
outset that it should take at least another eight
years before all of them theoretically would become
infected, but we don’t know that for sure. All you
can say is that the curb is going up, and it should
continue to go up, but it is highly unlikely that it
will ever reach 100 per cent. It’s not true of any

disease, including this one.
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When you say it’s highly unlikely to reach 100 per cent, that
is that it’s likely that there are some who will not
go on to getting full blown AIDS?---That’s correct.

At what percentage does one fix that number - or estimate that
number?---Unfortunately we haven’t followed enough
people long enough. I told you from another study
following people for 10 years a third of them - 33
per cent - were still perfectly healthy, had nothing
wrong with them, and what we don’t know is how much
longer they will go, they're been followed, but they
probably will increase but we don’t know.

Would it be fair to say that they’d be more than a third or
may be less than a third?---It would be fair to say
that as time goes on that the proportion who don’t
come down the disease will get smaller and smaller.
That is after 12, 15 years it may be 30 per cent, 20
per cent. If you check, keep going up, the curb is
going up, but it probably never reaches 100 per
cent.

When you say 30 per cent, 20 per cent, it’s 30 per cent and 20
per cent of the total number, is that right?---0f
the total number who will go for even more years,
and be perfectly healthy, except they're carrying
the infection.

You’'ve told us of the way patients have been treated in the
institutions with which you’ve been associated, and
you’ve told us of the practices in which you’ve been

involved in treatment, and in the collection of
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blood. Do you now regard the practices and
treatment as being appropriate and prudent having
regard to the state of knowledge at the time, that'’s
back in 83 and 84?---In this particular case, yes.

Your practices and your treatment you say they were prudent
having regard to the state of knowledge at that
time?---That’s correct. They would be very similar
and I think appropriate in both cases.

Incidentally, I don’t know if you’ve got folder - book 1
there, the plaintiff’s documents. You were giving
some evidence about a July 1982 MMWR - and I just

wanted to ask you if you would look at the - if you

would look under that heading, at document A6 - the
plaintiff’s book - - - ?-—-This is July 16, 1982
MMWR.
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When you were referring this morning in answer to questions
from Mr Sher to the July MMWR - is that the article
to which you were referring?---Yes, this was the
first notation that three patients with haemophilia
also had AIDS.

Thank you.

HIS HONOUR: Mr Gillies.

CROSS-EXAMINED BY MR GILLIES

MR GILLIES: If it please your Honour.

Doctor, in March of 1983 when the American self exclusion
screen was first put in place, how many known AIDS
victims were there in the United States?---I would
have to check and see, but it was certainly in the
hundreds if not in the few thousands.

In the United States there was not a voluntary system of blood
donation, was there?-—--No, sir, the vast majority of
blood in America - whole blood is collected from
voluntary donors -~ 98 plus per cent.

In relation to the plasma that was used in the production of
concentrate, was that mainly produced from paid
donations?---Yes, approximately 80 per cent of the
plasma that goes into the Factor 8 concentrate comes
from paid donors.

In Australia at that time, in March of 1983, we've heard that
there have been no reported AIDS victims, and we've
also heard at that time, as now, that there was an
exclusively voluntary donation system. I want you

to compare the theoretical advantages that Australia
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had at that time with the situation that prevailed
in the United States, particularly in relation to
the voluntary blood collection system, and also the
fact of there not being a reported AIDS case at the
time?---0kay. Well, I think the system here is
superior, because you have both an entirely
voluntary blood supply, an entirely voluntary plasma
supply, and being volunteers, they say it is much
safer, carries much 1less risk, so I think you had a
better system in both counts. Second, we had a much
ecarlier onset of the disease AIDS occurring in the
United States, and therefore a much higher risk much
sooner of that disease in retrospect, as we find
out, being transmitted by blood and plasma. So I
think on that count also you were luckier - more
fortunate - than we were in that apparently the
disease was introduced into your country later than
ours.

I want to put to you three areas of Australian reaction -
again compared to the United States reaction - for
your comments and I want to put it under three
headings. First of all, self exclusion screening,
secondly, implementation of HIV antibody test and
thirdly, implementation of routine heat treatment.
Firstly, as far as self exclusion screening, the
first leg - that is the multiple partner leg - was
implemented in Australia in June of 1983. What do

you say as to the speed of the Australian reaction
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in relation to its implementation of part one of
self exclusion screening?---1I think it was
excellent, I think it was remarkable that you put it
in place so early.

In relation to the second self exclusion screen = that is the
all homosexual screen - that was implemented in
Australia by December of 84. and in some parts Dby
October of 1984. What do you have to observe in
relation to the expedition of the second self
exclusion screen in Australia?---Again I think it
was remarkable you were ahead of us.

We've heard that not only was there a total homosexual screen
implemented by the dates that I’'ve mentioned - by
December 1984, but that in addition, 1legislative
backup was given to the screen in that it became a
criminal offence to make a false declaration in the
form. What observation do you have to make about
that?---Well, I think again it was something done
here before it was done even in parts of the United

States which don’t have that to this day.
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Am I right in saying that the United States total homosexual
ban was not put in place until, I think you
mentioned the fall of 1985, is that so?---That is
correct.

What months did you have in mind there?---I believe it was
September of 1985.

The second area of comparison that I want to put to you. It
relates to implementation of the HIV antibody test.
We have heard that in Australia the test was being
conducted in October 1984 and that it was fully
implg:inted as a screen, as opposed to a mere test,
by/§:rcﬁ of 1985. What observation do you have to
make about that on this question of speed of
reaction to the problem that presented
itself?--—-Again, I think it was remarkable that in
America the test was not licensed until March 2,
1985. It was not available at many blood banks such
as my own and could not be put into routine use
until April and in some of our banks we were not
able to use it and get it as a routine, until July
of 1985. So, if you were doing it in March, I think
that was fantastic.

In relation to the third head of comparison, namely
implementation of heat treatment, to inactivate the
AIDS virus, the evidence is that in November 1984,
and from November 1984, concentrate was routinely
heat treated to inactivate the AIDS virus. What

observation do you have to make about the speed of
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the implementation of the heat treatment
procedure?---I think again it was very good. I'm
not sure whether that meant that 100 per cent of all
Factor 8 concentrate in your country was heat
treated at that time because in my country even
though it was being issue, there was not sufficient
to replace the unheated material, so unheated
material kept being issued into early 1985 in
America.

The evidence will be that all concentrate was heat treated
from November 1984, in Australia?---I think that’s
remarkable and commendable.

In relation to this question of heat treatment, Mr Sher has
asked you some questions already about that, how it
commenced in relation to heat treatment for
inactivation of the hepatitis - of the hepatitis
virus. I want you to specify if you would, when it
was first utilised, or when tests were first
conducted to facilitate its wutilisation in respect
of inactivation of the AIDS virus?---Well, tests
could not be really used to see how good it would
inactivate the AIDS virus until the AIDS virus was
discovered and that wasn’t until May of 1984. So,
it wasn’t until some time after that that you could
evaluate whether or not the virus was in there and
really not until 1985 to see whether it actually
worked, because then you had a test to apply to

patients with haemophilia to see if they got
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infected or not.

What practical difficulties are attendant to heat treatment of
concentrate. What are the problems that must
confront the scientist?---I'd like to give you an
example to explain that because it was a very
difficult task. People worked on trying to heat
treat Factor 8 for more than 10 years and the best
way to make it seem simple to you is, it is 1like
cooking an egg. If you are going to boil an egg and
I'm sure all of you can do that, you can boil it for
about three minutes, and the white will>be hard and
the yoke will be soft. If you want to hard boil the
egg. Cook it for about 10 minutes. That means the
yolk is hard and the white is hard. But nobody, not
you, nor I, nor a rocket scientist, can cook an egg
in such a way that the white is not cooked but the
yoke is. The yoke is hard. That was their problem.
The yoke is like the virus of AIDS. The white is
like the Factor 8. It is much easier to cook the
white of the egg, the Factor 8 and you have them all
mixed in together. So, it took them years and years
to work out a system functionally, to cook the
yoke - cook the virus, without cooking'the white.
That was the problem and it took a long time to work
that out and it is still not perfect in the sense
that you do cook a little bit of the white, the

Factor 8 in the process of killing all the yokes or

all the Factor - all the virus that’s in there, of
AIDS.
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And would you elaborate on the problem referable to the
reduction in potency of the concentrate - the
reduction of the clotting factor in the concentrate
as a spin off of heating the product?---Yes, I just
said - in the process of trying to protect the white
- the egg, like the Factor é - you in fact don’t
totally protect it. So you lose some, Yyou destroy
some. So you get some Factor 8 out at the end, but
you’ve lost a lot in the process. So the heat
treatment destroys some of the Factor 8 in the
process of destroying all the virus.

Well, what do you say of the Australian conduct in
implementing a routine heat treatment procedure in
November 1984 - was it humanly possible to do it
earlier than that time?---I really don’t think so,
knowing that all heat treatment isn’t the same - in
fact the first heat treatments were pretty
effective, but they were not perfect, some virus
still got through, and it's only as you follow
patienfs and with the most recent heat treatments
that appear to be completely effective. So the fact
that you put it into practice anyway, that you
recognised the loss of the Factor 8 you’d have, and
that you made it a universal approach - I think is
fantastic.

You’'ve been asked some questions by Mr Sher in relation to
warnings and I want to ask you some guestions now

about warnings, insofar as they affect the
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manufacturer. What do you say as to whether or not
the manufacturers ought to have been giving a
warning during 1983 and 1984 that the concentrate
carried with it a risk of transmission of HIV?
--=Well, first of all 1I'd say of course the
manufacturer can never warn the patient - the
manufacturer never sees the patient, the doctor sees
the patient. So there’s no way for the manufacturer
to tell a patient with haemophilia "Here is a risk".
What the best a manufacturer can do is inform the
doctors - in this case the haematologists - and I
think it was so well known already that these
products - whether cryo-precipitate or Factor 8
concentrate - carry risks,land the more you gave the
more was the risk, that it was really kind of self
evident, so it was not really necessary. So we
knew there were risks, but they saved lives, and we
knew that sooner or later you’'re going to get most
of the risks, and finally, at that time we still
didn’t know how much the risk was, we thought it was
very low, because the vast majority of haemophiliacs
were not getting this disease, they were doing very
well.

We’ve heard from Dr Shelby bietrich who gave evidence that had
she looked at an insert that did happen to carry
such a warning, she would’ve simply said "So what?
I already know it". Would you say that to be

representative of the views of expert haematologists
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at that time?---Yes, and I would go even further,
because basiéally it’s the question of either
bleeding to death or dying or having a severe
deformity, and if you said there’s one chance in a
million or one chance in a hundred thousand, or
whatever the chance is of getting something versus
having a lot of pain or being blind or dying, most
people would’ve said "I would rather take this
producf and live and get through this".

The plaintiff in the present case is a severe haemophiliac and
was a severe haemophiliac, needless to say, during
1983 and 84. What do you say as to concentrate
being the optimum form of treatment for him and his
survival?---I think the Factor 8 concentrate was a
better approach for this kind of a patient with such
severe haemophilia, all the problems he had, and
especially after having so many products in the
past. So in my view, that was the best therapy.

How important is it that a severe hgemophiliac have the best
available product for his condition?---Would you
repeat the question?

How important is it that a severe haemophiliac had the best
available product as a coagulant for his condition?
-—=Well, it’'s - it’s very important because
haemophilia - you want to minimise the
complications, minimise the difficulties and so you
want to optimise, you want to get the best therapy

to reduce their bleeding and their complications and
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their problems, and the best way to do that, in my

view, is to use concentrate, Factor 8.
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Is that a life or death situation?---It can be very much a
1ife or death situation depending upon where the
bleeding is. If it’s into your brain or into your
eye, different areas like that, and it can be life-
threatening. If you don't get it fixed, you don’t
get it stopped you can die.

why is it so important that the preparation be administered as
quickly as possible once an attack of bleeding is
commenced?-—--Well, the sooner you can treat it, the
less bleeding you’'re 1likely to have and the sooner
you will Dbegin to resolve it, and the less 1likely
the complications, the deformities or any other
problems. So you want to get it as soon as possible
to cut down the bleeding, and begin to resolve the
bleeding as quickly as possible.

You've dealt with joint bleeding, you’'re dealt with intra-
cranial bleeding, what about intra abdominal
bleeding, is that a serious consequence of severe
haemophilia?---It certainly may be, you can die from
it.

We understand how you can die from an intra-cranial bleed, how
does the intra-abdominal bleed present itself as a
life-threatening situation if not controlled by
optimum therapy?---Well, in this " particular
situation you can bleed so much it would shock, and
if you’re in shock = - -

HIS HONOUR: Would you say that again, I didn’t hear it?

Yes, in - in this particular situation when you
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bleed into your abdomen, if you loose enough blood
you go into shock, your blood pressure drops way
down and unless that blood volume is replaced very
quickly you can die just from having insufficient
blood in your vessels, and being - flow into your
brain and your heart and your kidneys. So, you can
die by actually bleeding into your abdomen in this
particular situation.

How is it that concentrate with the possibility of home, and
therefore immediate treatment is an advantageous
regime of treatment to cryo-precipitate with the
delays consequential to the latter preparation?
---Well, it - it - the concentrate, because Factor 8
concentrate has two advantages. (1) you can kept it
at home in your own refrigerator, and at the first
sign of bleeding you can start it, rather than
waiting to get to the hospital. Second, it’s a more
concentrated - - -

HIS HONOUR: Excuse me a minute. Mr Gillies, are you seeking
to get anything further from what Mr Sher got this
morning as between cryo and concentrate?

MR GILLIES: I have been, your Honour, yes.

HIS HONOUR: So you're desiring to - you’re not merely taking
the Professor over what Mr Sher took him over this
morning?

MR GILLIES: No, I’'m anxious to make this particular point
clear, your Honour. There has been some overlap but

not completely co-incidental, your Honour.
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HIS HONOUR: Yes, very well.

MR GILLIES: I was asking you to compare the advantages of the
concentrate over cryo-precipitate having regard to
this question of more expeditious commencement of
treatment?---Okay. 2and I started out by saying that
Factor 8 concentrate you can ’have at home in your
refrigerator, and he could start it right away. The

‘second thing is it’s a more pure, more concentrated

form, so you can get higher levels and more
predictable levels. You have be more sure of what
you’re getting and what the effect will be. And

finally, the concentrated material is less likely to
have a bad effect in terms of a reaction for other
problems with your blood, so it has that advantage
also.

Yes, thank you, Doctor. I have no further cross-examination,
your Honour.

HIS HONOUR: Mr Stanley - Mr Rush, is it?

MR STANLEY: Mr Rush can take this witness, your Honour.

HIS HONOUR: Mr Rush?

CROSS-EXAMINED BY MR RUSH

MR RUSH: Professor Holland, when you gave evidence,
Professor, in the H case in Sydney last year, who
did you gave that evidence for?---I’'d 1like to think
I was a medical expert for the court, but in fact I
was asked by the Australian Government to come down
and give testimony especially on behalf of the

Commonwealth Serum Laboratories.
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So you're aware who Mr Gillies represents is this court, are
you?---Yes, sir.

Who does he represent?---I believe it’s the Commonwealth Serum
Laboratories.

And that’s the body that you gave evidence for in Sydney last
year?---Well, I was - they said - I like to think I
was giving testimony for the court, and I was -
happened to be asked by them to come down and
testify.

Professor, the people that paid your bill to come out to
Australia last year were — it was paid on behalf of
the Commonwealth Serum Laboratories?---1 presume so,
or the Australia Government and I - - -

The people that are paying your bill to come to Australia fo
give evidence in this court this year 1is the

Australian Red Cross?---I hope so.
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So you gave evidence for the Australian Red Cross this year
and the Commonwealth Serum Laboratories last year?
-—--Yes, sir.

What you say, Professor, is that you believe it’s very
important for an expert witmess to be divorced from
the court, is that what you say?---Yes, sir.

Not to enter into the arena of 1litigation, but to give an
impartial and objective statement to the court?
---Exactly.

You have given evidence on behalf of defendants in the United
States from one corner of it to the other, haven’t
you, Professor?---I'm not sure what you mean, sir.

You don’t understand that question?---No.

Well, what I'm putting to you, Professor, is that in the
United States over recent years you’ve been taken
away from the Sacramento Medical Foundation fairly
often to give evidence on behalf of a number of
blood banks?---Yes, let me clarify that.

Could you just answer the question, Professor? You’ve given
evidence in the United States in recent years on
behalf of a number of blood banks?---Yes.

You’'ve given evidence on behalf of Cutter Laboratories?---Yes,
sir.

You’ve given evidence on behalf of medical hospitals?---Yes,
sir.

And all the evidence that you’ve given has been in relation to
people - on behalf of defendants — is in relaﬁion to

people that have AIDS or have contracted the HIV
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virus?---Yes, but I'd - - -

That's what the cases have been involved about?---Yes, but I’'d
like to qualify my answer.

You can qualify it to Mr Sher or qualify it later. I Jjust
want to take you to a few things first, Professor.
You have never given a deposition and never
testified on behalf of a plaintiff, have you?---1I
have tried, but they didn’t like my opinion, sir.

You have never given a deposition and you have never testified
on behalf of a plaintiff, have you?---Yes, I have.

You'’ve deposed on behalf of a plaintiff?---Yes, I have.

It’s been taken down in evidence?---Yes, sir.

When was that?---Twice.

When was it?---Within the last five years.

Did you give evidence this year in the United States on behalf
of a defendant?---No, I did not.

Did you give evidence in a case of raid against Cutter
Laboratories?---I gave a deposition.

In that deposition, on your oath did you say that you had not
deposed and not given testimony on behalf of a
defendant?---Depends what you mean by defendant,
sir. I have given - if you’ve qualified that - - -

1’11 ask the question again. Not deposed and not given
testimony on behalf of a plaintiff?

HIS HONOUR: Mr Rush, your earlier gquestion, I think, was
defective in the same way. I thihk>you should ask
again.

MR RUSH: What I’m putting to you, Professor, is that you have
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not deposed, you have not testified in any case in
the United States concerning transmission of HIV on
behalf of a plaintiff?---That is correct.

When I say that you’ve given evidence from one corner of the
United -States to the other, you’ve given evidence on
behalf of the Southeastern Wisconsin Blood Bank?
-—-That’s correct.

You’ve given evidence on behalf of the Bonfields Blood Centre
in Denver?---Correct.

You’ve given evidence on behalf of the United Services Blood
Centre in Denver?---Correct.

You’'ve given evidence on behalf of the Ventura Blood Centre?
---That case never went to trial.

Where is Ventura?---It’s in California.

You’'ve given evidence on behalf of the Los Angeles Red Cross?
-—-That’s correct.

You’ve given evidence four or five times for the Irwin
Memorial Blood Centre?---I've been deposed at many
times, yes. This is all over the last five years,
by the way.

Whereabouts .is the Irwin Memorial Blood Centre?---San
Francisco.

You've testified on behalf of Cutter?---Yes, I have.

Cutter being a large fractionator of blood in the United
States?---Correct.

And a distributor of commercial concentrate?---Yes.

And in Sydney last year you testified on behalf of the

Commonwealth Serum Laboratories?---Correct.
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You say to the court that it's very important that you’re seen
as an expert witness?---That’s exactly right.

You say that it’s very important that when this court assesses
the evidence that you give, that they see you as an
injective and an impartial witness?---Yes, sir.

And that’s what you’'ve come to Australié this month to be, is
it?---Absolutely.

When you were asked to give evidence in this case, when was
it, Professor?---It was some months back.

When you were asked to give evidence in this case as an
expert, you saw yourself as giving expert testimony
in an impartial and an objective way?---Absolutely,

sir.
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Have you acted in that way totally professor, in relation to
your conduct in this case?---In every way.

Because it is important that you don’t descend into the court
- or the 1litigation - become a lawyer. 1Is that
right?—---Absolutely. I wouldn’t want to be.

You are not an investigator on behalf of anyone in this court
are you?---I wouldn’t say that, no.

Your employer in America is the Sacramento Medical
Foundation?---Yes sir.

Just have a look at this document professor. Just read it or
have a look at it and then hand it back to
me?---0kay.

Give it back to me. It is a document professor, that bears
the Sacramento Medical Foundation imprint a£ the top
of it?---That’s correct.

Do you observe that?---Yes, sir.

It has been faxed hasn’t it, from your centre?---Yes, it has.

Where was it faxed +to - the date that it was faxed is 20
August, 1990?---Yes, sir.

Where was it faxed. Did you have any part in the faxing of it
professor?---Yes sir, I had my secretary fax it.

Where was it faxed to?---It was faxed to the law offices here.

It was a document used and handed at the bar table by Mr Sher,
in an attempt to attack the credit, or attack
Professor Englemen.

MR SHER: It was handled by me. Stop making pejorative
statements. I 'object to the question. It is just a

comment. It may or may not have been. It is
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certainly not established as a fact.

HIS HONOUR: It is open to Mr Rush to say the way it was
relied on but there shouldn’t be further comment.

MR_ RUSH: As a document relied on by Mr Sher and put to
Professor Engleman and a document provided by you.
Is that right?---That’s correct.

A document provided by you in an attempt to discredit
Professor Engleman?---No sir.

To discredit his T-4, T-8 testing?-—--It was a document to
provide the truth.

So, as part of your area of expertise, you saw it has being
part of your - as your job in this case to provide
this sort of material for cross-examination of
Professor Engleman?---I thought it was part of my
job to make sure that the truth came out about this
and everything else.

The truth - without going into the document, it was - it is a
document dated May of 1989, isn’t it?---That'’s
correct. It shows something very important.

Important or not, as part of your expertise - as part of you
being the impartial and objective witness in this
case you have done research and investigation in an
attempt to provide ammunition if you 1like, for the
other end of the bar table. The Australian Red
Cross?---That’s not correct.

So, the provision of this had - it wasn’t the sort of
investigation over and above the call of expert

evidence was it?---It related to expert evidence.
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You still say to the court, you have come here, come to
Australia as you volunteered professor to give
impartial, objective evidence, not to be called on
behalf of any part, but to be seen by the court as
an expert?---That’'s exactly right. Not only that
I'm doing it on my vacation time.

Professor, have you treated haemophiliac patients?---Yes, I
have.

When did you start treating them?---In 1962.

What about in the 80s. How many did you treat at the National
Institute of Health?---In the 80s - there would
probably have been a handful in the 1980s.

What do you mean by a handful. Five, six or what?---A couple
of dozen - in that order. 12. 15. 20.

So in proffering the opinions as an expert in the treatment of
haemophilia we are now to understand are we, that
you have treated 10 or 12 patients in the
1980s?---You said while I was at the NIH in the
1980s. That would be 1980 to 1983.

From 1980 to 1983 at the NIH you treated 10 or 12 patients.

MR SHER: You keep changing the figures you know.

MR RUSH: (Inaudible) answer?---I said, I thought that in that
period of time at that place, I treated in the order
of 12 to 24. I couldn’t give you an exact number.

Did you treat any other haemophiliac patients apart from those
at the NIH?---Not directly, but in consultation I
did, yes.

So you had direct responsibility totally for the medical care

of those patients at the NIH?---No sir.
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When you say you treated them what do you mean if you didn’t
have direct care - conduct and direct care?---1
meant that I issued the material, some cases
actually infused it. In some cases they were within
my blood centre undergoing therapies where I
actually gave them.

So they were people that came into your hospital for
treatment, and then left to go Dback to their
clinicians, is that what you're saying?---Not
exactly. They would be there for research studies,
and as part of that they were allowed to get
treated.

And you would treat them for the period of time that they were
in the hospital?-——AS part of their treatment, I
wasn’t the only one.

So, for a little time at least while they were in the hospital
you had something to do with the haemophiliac
patients?—-—That's correct.

What about since 19837---Since 1983 I've probably seen more,
because many of them came to our outpatient
facility, and that we are part of studies to do
different kinds of treatments on those - especially
those with AIDS.

Do you have the full-time care of haemophiliac patients?---No,
I don’t.

So they’re people that come into get their blood product, or
that sort of thing are they? They’re not there for

treatment of their haemophilia?---Some are there for
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treatment of the haemophilia, but only temporarily
while they’'re in my centre, or I'm in the hospital
next to them are they under my care.

You’re not like a person that treats haemophilia at a
haemophilia centre?---Not exactly - - -

Like Dr Dietrich?---No.

Doctor, you have offered the opinion to this court that you.
didn’t think it was appropriate to warn those
patients that you did have contact with, to warn
them about the risks of AIDS until 1987?---That'’s
correct.

So, in 1987 you decided that you should warn patients that
they faced the prospective risk of contamination of
HIV by using such things as concentrate?---That’s
correct.

Doctor, Mr Gillies asked you about 1983 and 84 - and warning
labels - do you remember that question?---Yes, sir.

and you didn’'t answer him directly, did you, because you said
"Look, the warnings never get to a patient”, is that
your view?---That was probably my answer.

Doctor, it’s your belief, is it not, and your opinion that the
manufacturers of concentrate should have been
putting warning on their product in late 19832---For
what?

A warning about what we’re talking about in relation to the
risks of transmission of AIDS as a consequence of
use of Factor 8 concentrate?---No, I don’t agree

with that.
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When do you say, Doctor, that there should have been a warning
on Factor 8 concentrate?---Well, I think I told you
a moment ago that I didn’t think there should be a
specific warning until at least 1987.

Whaﬁ about Factor 8 concentrate?---It couldn’t have been
before 1985 because we didn’t-really known for sure,
so it would have to be in that period of 85 to 87.

You don’t know for sure?---No, sir. I can’t fix a point in
time.

Not only Doctor have you come to Australia to be an expert
witness I take it, did you come to Australia to tell
the truth?---Absolutely.

Doctor, I have before me some evidence that you gave on
deposition in the case of Ray against Cutter
Laboratories, and I suggest to you Professor, that
you gave that depose, not in 1989 which you said
before, but on May 22, 1990, do you remember that?
———You'd have to show me. I’d like to see it.

Just have a look firstly at the first page of it. Perhaps if
you turn to the back of the page and you’ll see the
header. Do you remember that?---Yes, sir. May 22,
1990.

If 'you give it back to me now. You do recall, now do you,
deposing on behalf of a defendant in 1990?---I

didn’t say I didn’t.
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But you recall now giving your evidence in this case, do you,
in Ray - - - ?---I recall giving a deposition on May
22 as you’ve just shown me, yes.

This time you were down in Miami, Florida, is that right?
-—-No, sir.

Whereabouts were you?-—-Sacramento - look on the front.

You’'re giving it in Sacramento - - = ?-—-1 believe - = -

You were giving your evidence in Sacramento - = -

MR SHER: He gave a deposition, don’t confuse depositions with
evidence. That’s constantly been done and I object
to it. The jury may not understand it, and it’s
about time they did. I object to it Dbeing
constantly suggested that the witness gave evidence
when what he gave was a deposition. There’s a
different, Mr Rush knows it, the jury perhaps don’'t.

HIS HONOUR: Mr Rush asked him did he give a deposition.

MR SHER: He keeps changing from evidence to deposition - - -

HIS HONOUR: Mr Sher, your addresses come later.

MR SHER: I object to the form of cross—-examination, your
Honour.

HIS HONOUR: I will not permit these constant interruptions.

MR SHER: Your Honour, if I have a matter that I believe is
appropriate to take an objection I'm duty bound to
take them, and with respect I will. I don't
believe ~ - -

HIS HONOUR: Your present objection’s overruled.

MR SHER: Very well, your Honour.

MR STANLEY: Professor, when you give a deposition you give it
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on oath, don’t you?---Yes, sir.

And it’s transcribed, is it not?---Yes, sir.

And you get an opportunity for the deposition to come back to
you and you can correct it?---That'’s correct.

Now, in May 1990, a couple of months ago, Professor, I suggest
to you that you were asked these questions. Just to
put it in its full context, by the lawyers who were
acting for the Rays, the Plaintiffs in this case,
and you were asked about when a warning should have
gone on concentrate and you said "It would not have

been appropriate to do that on or before December

1982". Then you were asked "Would it have been
appropriate to do it in January 198372?" You said "I
don’t think so". Then the gquestion was asked "Have

you really looked at the question to tell me when
you think it would have been appropriate?” You
answered "Yes, I have". And then was asked "When
was it appropriate?" Your answer was Professor "I
would say probably sometime later on in 1983,
certainly before January 1984". Not only that
Professor you were asked "Where should the warning
have gone?" You said "It was" - the question was

asked "Would it have Dbeen appropriate to start -

place - are you talking about placing warning on
package inserts?" And you said "That would be one
place, yes". "what other places would you think it

would be appropriate later on in 1983, or certainly

before January 1984 to start warning about the risk
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of AIDS?" Your answer "Other places would have
been information to physicians". And the question
said "And how would that be communicated to?" And
your answer was "Could be a variety of ways.
Could’ve been through the MMWR. Could’ve been
through the FDA bulletin. It could be through
mailings to experts in the field, that kind of
thing". Now, Professor, four minutes ago or five
minutes ago - - =

MR SHER: Are you going ask him if he (inaudible). It’s all
just assertions from the bar table. Your Honour may
be right, but Mr Rush can’t give evidence.

MR STANLEY: Professor, four or five minutes ago you said you
gave evidence in the case of Ray against Cutter
Laboratories, is that correct?---That’s correct.
You have the deposition.

Is what I’'ve read to you and the questions and the answers, is
that part of the deposition that you gave on oath?
——-I don’t know, I’'d have to see it. You’'d have to
show me - - -

Have a look at it - - - ?2---You’'re just paraphrasing it.
Okay. I’'ve read it now, what’s YOur question?

Is that the evidence that you gave on oath in that case in the
deposition in May 1990?---This appears to be the
deposition I gave. I don’t see the correction, so I
don’t know whether it was correct or not.

Can you hand it back to me, Professor?-—-Sure.
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Professor, when did you say to this court, five or six minutes
ago, that it would have been proper to have placed a
warning on concentrate, relating to HIV?---I thought
I said that it could have been in 85, or thereafter.
Isn’t that what I said?

I think you might have also said 877?---What I said about 87,
was that’s when I thought it was appropriate to put
it on blood products, like cryo-precipitate in
transfusions.

So, what you are saying is it professor - is that it is all
right for the manufacturers of the concentrate, they
should warn by 1983, late 1983 - but as far as my
patients are concerned I'm not going to tell them
and it is not appropriate for me to tell them until
1987?2---No. What I'm trying to tell you is that the
evidence was that there was a better reason and
higher risk - potential higher risk for concentrate
than for other blood products and therefore it would
have been appropriate to potentially earlier put a
warning, if you are going to do that for that
product, as compared to a blood product.

Professor, this is a pretty big issue, isn’t it in America and
in this court. Warnings that go on
concentrate?---Yes, although I don’t think it should
be.

Maybe you don’t, but in America - in the United States of
America when you gave evidence in May of this year,

it is appropriate to have a warning on concentrate
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in late 1983?-~-I said it‘may have been. I don’t
think I said it should have been.

You said - the question was "When would it have Dbeen
appropriate?" Your answer: "I would probably,
sometime later on in 1983, certainly before January
1984". That’s not maybe is it?---That would be the
earliest that it would have been even possible to
make such a suggestion.

But you know professor, from your great experience in
litigation, this type of 1litigation, in giving
evidence for Cutter Laboratories, that this 1is a
pretty important issue don’t you?---Well, some of
the lawyers have made it out to be very important
yes.

Some of the lawyers have seen it as very important and asked
your opinion on it?---That’s correct.

No doubt that’s why you think you have been asked it in this
case?---1 presume SO.

How do you then justify telling a court in the United States
professor, that late 1983, certainly before January
1984 as appropriate, when you give evidence in May
and it is sometime in 1985 when you give evidence in
Melbourne?---I don’'t think there is really a
difference - first of all. Second of all, we have
much better data, much better evidence with the
discovery of the test and with the antibody to
really know what the risk is. Until that test was

available we really couldn’t know what the risk was
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and that test wasn’t available until after May of
1984.

Professor it is because people didn’t know about the risk that
it was being put on these products, wasn’t it?---I
don’t understand your gquestion?

HIS HONOUR: Rephrase that question. It Qasn't clear.

MR RUSH: 1I’l11 ask you something else professor. Professor,
what I want is an answer to my question. You know in
litigation that this is an important issue. You have
given on your oath in May of this year in the United
States that a warning should have been on a product
late 1983 or early January 1984, and in this court
you are putting it back at least a year later to
sometime in 1985. Knowing it is an important issue,
how do you 3justify those two answers?---I think
quite easily. I +think once again there they were
trying to say what should have been done and I
didn’t say it should have been done. I said that
that was the earliest that they could have
potentially put it on there. I don’t think it was
well enough known until 85 to réally document what
the risk was. We didn’t really know.

When did you think Mr PQ, the plaintiff in this case, when do
you think he sero-converted?---In my view, anywhere
from six months to a year before the first positive
test, which was in October of 1984.

So you would put it probably in 1984?---Potentially there’s a

good chance that it was in 84.
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So, in this case it 1is importaﬁt isn’t it professor to have
the warning on product after he has sero-converted
from your point of view?---I didn’t say that. I
don’t think the warning has any bearing on this
anyway.

It has a bit of warning I suggest to you professor, on the
evidence that we have got here, when you go on oath
a couple of months ago as to January 84 or late 1983
and in this case you say 1985, why it is important I
suggest to you is that you know - you know, don’t
you, that it is an important issue as to when the
plaintiff, Mr PQ, sero—-converted in this
case?---That has nothing to do with it.

You see I suggest to you professor, that - - - ?=-=-=I know what
you suggest but I disagree with you..

What I put to you professor and suggest to you is that you
have tailored your evidence in this case to fit in

with the facts?---That is absolutely not true sir.
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¥ds see,

you say to us, Professor, that that’s the very
earliest the warning should’ve gone on. That’s what
you said just a minute ago, isn’t it?---What I said
was that was the very earliest that anybody could’ve
even thought about a warning, yes. It would’ve been

inappropriate before that.

HIS HONOUR: Mr Rush, I see it’s 10 past three, is that a

MR RUSH:

convenient time?

Yes, it is, your Honour.

HIS HONOUR: The jury may go to the jury room for 15 minutes.

AT 3.12 PM THE JURY LEFT THE COURT

WITNESS.STOOD DOWN

ADJOURNED AT 3.12 PM
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RESUMED AT 3.25 PM
AT 3.25 PM THE JURY RETURNED TO COURT

PAUL VINCENT HOLLAND:

MR RUSH: Professor, I still don’t think you’'ve answered the
question I put to you before the break. If you can
just tell us in simple terms why is it that a
warning’s proper in 1983 - late 1983 when you give
evidence in the United States, and why not until
1985 when you give evidence in Australia?---Well, I
tried to explain to you that I didn’t think it was
really appropriate then either. I said that was the
earliest possible time that it might’ve been
appropriate to give a warning. I really don’t think
it was appropriate till after that.

So that’s the explanation that you offer to the court, is it?-
--That’s the major one. The second one is that the

warning really is nothing to do with the therapy, in

that most patients - given the choice of dying from
bleeding - would have _disregarded the warning
anyway.

Professor, I’'m more concerned with the dates. I want to know

why 1983 is proper in the United States and 1985 is
proper here?---I didn’t say that.
Perhaps if I just read from your evidence. "Have you really

looked at the gquestion to tell me when you think it

would’ve been appropriate?" - talking about the
warning - answer, "Yes, I have." *"And when would it
have been appropriate?" "I say probably sometime
pg 15.10.90 5985 P.V. HOLLAND, XXN

bd/hs/1s

CBLAO000066_002_0143




later on in 1983, certainiy before January 1984."
Now, you haven’'t offered any explanation there when
you’ve given that opinion, have you?---No, what I
said there - and I thought you just said it again -
is I said probably and that would’ve been the
earliest that warnings might’ve been appropriate.

So "I would say probably sometime later in 1983" - that deals
with 83. But then you go on "Certainly before
January 1984" - there’s no doubt about what you're
saying there, is there?---I think there is.

What's the doubt about "certainly"?---Well, again, it’'s a
question of whether we’re talking about blood in
general, cryo-precipitate, Factor 8 or whatever, and
also what - the amount of evidence we had at the
time, and I think we had not that much evidence at
that time to make it quite so certain as you're
implying.

Well, can you direct us to any new evidence between May of
1990 and October of 1990?---Between May of 19907

Something that would explain why you can say 1983 in May and
1985 in October?---Well, until the test was
available, as I told you, after May of 1984, we
couldn’t even know what the risk was for sure. So
in fact we couldn’t quantitate that risk until we
could test people, and we couldn’t do that until
1985. |

But you knew that when you gave this evidence?---I don't

understand your gquestion.
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You knew there was no test available when you testified in May
of 1990, when you said 19832---1 didn’t say what
you’re implying. What I said was that would be the
earliest that you could potentially have a warning.
I'm not in favour of the warning, I think the
warning is immaterial.

Well, you say you’'re not in favour of the warning?---That’s
correct.

Yet in this case, in May of 1990, you went oh to say where it
should be put?---No, I said if you wanted to have a
warning, these are places you could put a warning.

Would it have been appropriate to start - this is the question
-"Are you talking about placing warnings on package
inserts?" and your answer "That would be one place,
yes." There’'s no qualification about that, is
there?---No, I don’t see why not.

You didn’t qualify it when you gave evidénce in May, did you?
——-TI was answering the question which said "That is
one place where you could have put a warning" -
that’s my answer.

Then the questioner said "What about other places would you
think it’d be appropriate in 1983 or certainly
before January 1984 to start warning about the risk
of AIDS?" and you answered "Other information
would’ve been to physicians."” There'’s no
equivocation about the warning there, was there?
You volunteered that, didn’t you?---They wanted some

other examples where you might put warnings, yes.
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Those are other suggestions;
And you gave it to them, didn’t you? You told them "Other

places would’ve been information to physicians." -

That’s what you said in that case?---I was giving

them other suggestions, yes, sir.
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You didn’t say to them "Look, there’s no test for HIV", or you
didn’'t offer any excuse why there shouldn’t be a
warning when you gave evidence in May, did you?
-——What I did not say is that you must or you should
even give warnings.

Then they went on "How would that be communicated to them?"
and you answer "In a variety of ways. It would have
been through the MMWR. It could be through the FDA
bulletin. It could be through mailings, to experts
in the field, that kind of thing"?---Exactly, if you
wanted to give warnings those were ways to do it.

And yet to Mr Gillies, after once this afternoon Yyou said
there was no need to give warnings to experts in the
field?---I don’t think I quite said that. I said I
thought that I don’t think it was necessary. I
don’t think it was material. I don’t think it made
any difference.

But here when you gave evidence in the United States about
other ways, one of the ways you - you volunteered I
suggest Professor was - "Could be through mailings
to experts in the field, that kind of thing", that’s
what you said, wasn’t it?---I gave that suggestion,
yes, sir.

That’s be a very good way, wouldn’'t it, for a manufacturer of
a pool product to warn about the dangers that are
associated with the pool product?---That would be
one way, but of course they already knew what the

risk was anyway.
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The next question "Would another way be for individual
manufacturers to instruct their sales forces to make
sure they told hospitals, pharmacists, doctors, that
they sold a particular product to about the
problem?" Your answer to that Professor I suggest
was "It might be. I believe it’s a very good one".
Do you still believe it’s a very good one?---I think
it’s another way to give warnings if you want to
give warnings.

Do you believe that one of telling the individual
manufacturers to instruct their sales forces to make
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