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I am a Principal in HS1A (Health Services). I have been in this post
for about 2% years. The factors that led up to the heat treatment of
Factor VIII had been established before I took over this post but

I am familiar with the issues involved.

BLOOD TRANSFUSION GENERALLY

Whole blood is taken from a blood donor. The blood basically consists
of red cells, white cells and the liquid element which is called

plasma. The plasma gcan pe separgted i e process of taking the
e W SRl
-

donatio&or can be Separate . If it is separated afterwards

o
W it is done at the Begional Blood transfusion €entre.
R el L —
i blood meed t/é be used within a-menth L ety
but the plasma can be frozenpp;k alzye_i ba-%{( M
From the plasma you can gek/fa \L;% of blood products which can be
used for different conditions. One of the products that can be obtained

is called Factor VIII. — \ . .
T NS s=Ey, e e Ptk el bbed ety
In a healthy individual w»&—ie—edhel Factor 111lt ) - -

This would occur not only ﬁsﬁ‘ e surface camea woundsbut also"i‘internalﬂ/}fe&a—*ﬁ
The Factor VIII can be missing in varying degrees and causes haemophilia.
According to the amount of Factor VIII missing, the person suffers

from haemophilia in varying degrees.

The significance of Factor VIII in blood clotting has been known for "WB\M
Geea®es but it was not until the mid-1970s that it was suffiedently
refined te—be—able—to bejused on its own.

Nowadays it is used both immediately after an injury so as to aid clotting
but it is also used asb‘@ prophyla?uﬁ.:% teo—g585Tst before any injury occurs.

LFactor VIII is only available from human blood. There is no artificial

equivalent ak @re—ae_.k .

M3 £ 3
This country does not produce enough Factor VEII of :&s owyn. On average,
FsTPPose we have produced about 20-30% of what we need). The balance

éas been imported. This sityati is about to Eha e. A new Blood

p ; ;%’-ﬁ 3 288Is; :
roducts Laboratory is fe on streamjand that will make us
completely independent so far as this product is concerned d.cter Wie e

The Factor VIII that we have imported over the last years has mostly
come from the Uniited States. ‘
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‘THE BLOOD TRANSFUSION SERVICE

g;a«\ fﬁnﬁx:)sﬂt’ilqwﬂ1g °ﬂﬁ“S3‘“}:Lv
Eaché&egional‘Aealth-éuthorityz;as a blood transfusion centre The ﬂbl“"cz

centre is funded through the‘&egional ﬂgalth authority as part of
itq_exnﬁgditure. There may be one actual centre or they may have

ak%, out i as well.

o&Jﬁ” together as a body. The -bedy—is—subject—to tihe SUpErviTion of this
@#AQF Depaxrtmen he Department issues guidance in the form of health notices

Each regional transfusion centre has a director. The directors meet

and health circular

Awre Ko
’Egsh_transfusion centrelis zun-by at;onsultant who is an expert in

transfusion medicine. We would peler seek to interfere in his clinical

judgement. Bt ©n matters of management judgement, each regional
transfusion centre would be entitled to go its own way ka“4él

Qe | i
TREATMENT OF FACTOR VIII  *  §, ) QX o eqpemade . = pﬂ-}:"kﬁ

Up till 1983 anybody who offered blood was accepted At that time

there was no test to identify the HIV antibodies or the virus itself.

In fact in 1983 no one was absolutely sure that the disease was transmitted
by virus - this was not known until early 1984.

In 1983 we decided as a precautionary measure to ask donors to defer
themselves if they adopted high risk behaVi?Ef;_;:S\

It was anly in July 1982 that there occurred the first cases anywhere
of people with haemophilia developing AIDS. These cases occurred in the
United States.
T = et
The first caseg of pesple in this country suffering from haemophilia
and developing AIDS occurred in August 1983.

We needed to be very careful in this ared because in November 1983

one of the Ministers (¥=&hisk Lord Glen Arthur ir-the—ferds-but—T
~cap—elreck® said that there was no positdve link between blood and AIDS.
That, strictly speaking, was correct the time because we were not
positive but by November 1983 there wgre fairly firm suspicions of this
link;batnﬁhdeed our own suggestion tHat blood donors in high risk behaviour
should defer themselves ha®k been introduced in August 1983, three months
before the Minister's statement.

\\‘ ~{I—can now—eenrfism—thatai-tdas—terd T AT Thur ) .

/ .
,/’So far as we know, people complied with our request.
\

We had a publicity campaign ensuring that every si¥sgie donor, on
every occasion that he gala#d blood, received a leaflet pointing out
What the high risk behaviour was and asking him to defer himself

if he felt within those categories. As the category of high risk
conduct widened we changed the leaflet to bring it up to date.
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People received a copy of this leaflet when they first made the appointment

to give the blood so that they could get it and read it at home.

The whole léhs @f having them read it at home was to avoid glelCultleS

at the &emating sessktn itself. We did not want people be&ﬁg—?ﬁt under
pressure at the dsna;*ng session. We wanted them to be able to read

the leaflet and consider their position and avoid giving blood by

making the decision in their own home aa&—ﬂettbe1ng.put~unde£apxessune*\\
at—the_session itself, %}g e\ e.c,/‘\.m e elan— L pinm -

There is evidence that after the campaign began the number of people
donating blood dropped. This was especially so in areas where we

th ht we had a high number of homos 14 .
wought we ha igh n mosexual donors 1 quy ger F:g:LJ’IZIjT
heat treatment wasAaannT~ uaﬂ.bEUﬁBAe$iqu

In the course of 1983,

developed Tor—Factor MEFT to erEd “”“”—ﬂﬁa'hm which  ™° e b
was—krown to be tranﬁ#ﬁ;%%ktﬁ%ﬁm%?%mat ﬂgge*k \Q{QJCx;m T;kngAA&~ éﬁ,\xwuo

_ v,
When, in early 1984, it became apparent that AIDS was transmitted

through a virus it was de01d d EhaEhﬁh hh 3, treatESSE’th E had bga?v

developed for hepatitis t r &FDS

puepBses as well. .
,NA4 ) A

The situation at that tlmelwas that in order to live, a haemophiliac
would have to have some Factor YIII. He could be offered untreated
Factor VIII or Factor VIII thaf had been heat treated. The only

way at that time of knowing whether or not the heat treatment had been
successful was if the lnlel al did or did not develop AIDS at some
later stage. A

In October 1984 it became established that heat treatment cquld be
successful in inactivating $he HIV viewer— That was research]carried out
in the United States. We knew this research was going on. It was
reported in the usual medical press.

In February 1985 there was thwem evidence that the heat treatment of . »
Factor VIII was being successful in preventing the spread of AIDS Cé'\~1uah4$¢xdké4«ao

in that way. /r/ A §

We—tave aTWays~maintaineé~§hag~ﬁLat treated Factor VIII thet—was
mperted became more widely available from October 1984. From January, 1985
all imported Factor VIII was heat treated.

We have always maiptained that our own Factor VIII comes from a purev
eesource. Bloodfis donated in this country by volunteers. In the
United States you get paid for @eipg—iT.

From April 1985, all Factor VIII produced in this country was heat treated.

The net effect of that is that since January 1985 all imported Factor VIII
has been heat treated, and since April 1985 all home-made Factor VIII

has been heat treated.
(2-«-«\7“-&’4"5 oy %—9"\9"‘” ]

Heat treatment 1slpot something that could have been introduced N
T L-&
v 2

ke 5 t;eatment process FEqaﬁres
Hnot—aua&ibb&e-unt&%—%he:f&me—that—the

heat treatment began. It was the obtaining of the purer product that,
if anything, delayed the introduction of the process of heat treatment
rather than foXe the process of heat treatment itself.
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4§ IV amtilodiis -
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Adl-this business-aim=mt getting donors to defer themselves if they were
in a high risk category, and heat treating factor VIII, was, taking

place 3gii3s%—a—%ackgx@uaé«v&ﬁﬂﬁ?1ﬁm$»%hat atdﬂa;&Lmee we did not o
have anthest for 1dent1fy1ng either #he HI¢V§§§5 or theé;ntlbody o— «~b13*& A*’“tkhj

The American Food and Drugs Administration in about April 1985, &—thinle—
tF—eamr——elreck—the—date) approved a much gquicker form of tesﬁt This

was introduced in the United States in May 1985 and meant that from May 1985
blood taken from a donor in the United States could be taken, then

taken to a laboratory where it could be quickly and efficiently tested

for the antibodies to the HIVviwmus.

Any infected blood was th:amafaway1\{&7\&mzﬂwi s
(LS T O g

That test was introduced in this country in October 1985.

o
There were very good reasons for, the delay between &ke test being used
in the United States in May angtgg)being introduced in this country
in October.

First of all, we had to make sure that the test was a wcurate. We could
not allow a test to go into wide use that would produce too many

false positiveslwhich would expensive in terms of blood, or too many
false negatives which would;ifalsely reassuring. The early tests that

were carried out were not so satisfactory that the testing system

could be introduced straight away. The testing procedure improved over
the months prior to its final introduction.

Another important factor for not introducing it straight away was
the fact that we wanted to make sure that when it was introduced in the
blood transfusion service it was also available at the GUM clinics.

If we had introduced aﬂqufekT—e TIcient anc e test@for anti-

bodies to #me Hﬁ/“&éﬁgtat blood transfusion centres emdy then we were %?¢H9a
asgwxgd that those centres would be inundated with homosexuals offering

to give bloqQd solely to find out their viral status. This would have

been very L§3¥%§§¥;:¥ and something that we wanted to avoid so far as

we could. It was not, therefore, until October of that year that we

had the test available to be issued to GUM clinics so that it could be

used there.

The test is not, of course, of any value if the blood is taken.during
the window perlod (the period between wh#eh the individual Jggln%ected

A
but—efore whieh the antibodies becomiyldentlflable) Ak ' e h4a1—J <-& e

For that reason we have cont inued] betir-the screening—of—bloodmmt—tie |

dem.esmns snd the heat—treatments=subseqguently. 'k-_cz*"-c m..I:..J-J t"\'
Aeo & HIV eXNAs Yhar baky ), ~EX Fe U

Even if blood is found to beLg&eanfaéfer"the”té‘ﬁ_*fter—thg;éﬁnatlon

the Factor VIII derived from it is stilltreated.

In the process of making the Factor VIII the Feetor—%#lI from thousands %m’l
is all mixed together and treated simultaneously. It was partly for

this reason that so many people became infected because it only needed

one blood donation to be infected for a large quantity of Factor VIII .

to be infected.
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The new blood products laboratory which is due to open soon is at

Elst®f.. This is run within the NHS but is run very much on commercial
lines. It will eventually make this country self-sufficient in Factor VIII.
It was given the go ahead in 1981 before the problems concerning

AIDS were ever known about. Building started in 1983 and to produce

a factory of that complexity in 5 years is not bad going at all.

During that time, we had no alternative but to import Factor VIII
since we simply did not have enough of our own to go round.

Throughout—this—period wehadrno—=atternativebut—to—accept—Factor VITI
fmem—abroad. We-had-toarrept—tt—trwhatevercomditionr Tt was in.
The alternative to not aeeepsimy—Ft=ame~using it would have been to aview

the. haemeophitiaes—to—die. MMHMW“Q)(

The Factor VIII itself is available only on prescription from a doctor

so ultimately it would be a doctor prescribing precisely what type of
ctor VIII to use. The advice of doctors specialising in haemophilia,

and of the Haemophilia Society throughout the period has been that the

risks involved in not taking Factor VIII when it was needed, were

much greater than the risk of getting AIDS, &remratramsfusion.

There certainly have been occasions of people who have gone for long
periods of time without needing any Factor VIII, and then had one accident
for which they needed some Factor VIII and have then contracted AIDS

from that transfusion.

We believe there are about 1,200 haemophiliacs that have been infected
with AIDS as a result of receiving Factor VIII in this way. There are a
total, we believe, of about 7,000 people with haemophilia though some

of those are not severely affected. 1In fact, we suspect that about
two-thirds of those severely affected with haemophilia have become

HIV positive as a result of receiving contaminated Factor VIII.

I believe about a hundred of those have then gone on to develop full-
blown AIDS.

I know nothing of the particular case of Mr 'GRO-A.. So far as I am

aware, this Department has not received any Writé concerning matters

like this. The Scottish Office in Scotland has. We have, in the past, 7
o

had inquiries and requests for information from E Rex Makin & Co.
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