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TaintedBlood.info

In the late 1970s and early 1980s, 4,800 British haemophiliacs and many more
others were infected with Hepatitis C through their NHS treatment. 1,200+ of those
people were also infected with HIV, the virus that leads to AIDS. Of those 1,200,
more than 800 people have already died. Hundreds more have died from Hepatitis C.

People are still dying

We are striving to bring to an end a tragedy, dubbed by Lord Robert Winston
and reiterated by Lord Morris of Manchester as “...the worst treatment disaster in the
history of the NHS...”. Thousands of lives have been lost or destroyed, and thousands
more left without their loved ones.

We will not stop until justice is done

We are fighting for closure, not only for the survivors but for those people
who have been left behind. We all deserve answers as to why this has happened and
we need to be able to live, not just exist. The people we entrusted our lives to have
wronged us, but they have also grossly underestimated the will and strength of the
survivors of this tragedy. Now we bring the fight to them.

To this day, the British Government has steadfastly refused to hold a public
inquiry into this tragedy. Against overwhelming evidence, no fault has ever been
admitted by either Government or the pharmaceutical companies who supplied the
contaminated blood products. We start the process towards the end here.

‘We Accuse’ will find the truth

This document is produced by:

TaintedBlood PO Box 13421 Moseley Birmingham B13 3EF
0121 288 2361
campaign@taintedblood.info
hitp://www taintedblood.info/
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We Accuse...

Accusations from the taintedblood.info Group

We accuse the Government of GROSS MALADMINISTRATION for the systematic

failure in attempting to achieve UK self-sufficiency in blood products between May 1975 and

January 1986.
Page 4

We accuse the Medical Profession and Haemophilia Reference Centre Directors of

CONDUCTING UNETHICAL RESEARCH and allowing it to dictate clinical need
and we accuse BPL and the UKHCD of CONSPIRACY to CONDUCT NON-

CONSENSUAL RESEARCH.
Page 9

We accuse Consultant Physicians, the HCDO and the PHLS of DELIBERATELY
AIMING INFECTIVITY TRIALS at children and infrequently treated patients instead of

always using expensive chimpanzees, thus nullifying the Physicians’ protection under the rules
of "Life-support therapy" since the majority of the patients involved in such trials were often

NOT severe haemophiliacs with a life-threatening diagnosis.
Page 13

We accuse the Government and the Department of Health of IGNORING WARNINGS
and of FAILING TO TAKE ADEQUATE MEASURES against hepatitis viruses and

in failing to do so, leaving the haemophiliac community wide open to infection at the advent of

AIDS.
Page 18

- Page 2 -
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We accuse the Government and the Department of Health of FAILING TO LEARN

LESSONS in not rapidly introducing monoclonal-derived Factor VIII at BPL Elstree when it
was considered and allowed-for in the plans for BPL in 1985/6 and that even now, the safest
recombinant Factor VIII products are not being made available to all adult haemophiliacs
within the UK, and that the same mistakes are being repeated: in placing cost concerns over

and above patient safety.
Page 23

We accuse the PHLS, the Haemophilia Reference Centre Directors (HCDO) and the
Department of Health of DELIBERATELY WITHHOLDING TEST STATUS
RESULTS and we accuse the Department of Health and the NBTS of
PROCRASTINATING TO FORESTALL the pressure to more widely release the early
HTLV-III (HIV) test within the UK, leading to the avoidable cross-infection with HIV of the

spouses and unborn children of persons with haemophilia. This inaction, tantamount to

murder, caused the deaths of infants and family members.
Page 26

We accuse the Government and the Department of Health of THE IMMORAL AND
UNLAWFUL EXCLUSION OF LIABILITY for future blood-borne pathogens, whilst
KNOWINGLY WITHHOLDING HEPATITIS C TEST STATUS RESULTS and for
MISLEADING the haemophilia community regarding the availability of the technology for
the testing of patients and the screening of blood for hepatitis C, and whilst in full knowledge

of this, bringing pressure to bear to prematurely ‘settle’ a prima facie Legal Action with a

compromised and unsound legal process.
Page 32

We accuse the Government and the Department of Health of a COVER-UP regarding the
contaminated blood catastrophe — in ATTEMPTING TO VANISH crucial evidence, and

in allowing the shredding of documents leading to deliberate obfuscation by publishing a

biased and incomplete account of the self-sufficiency fiasco.
Page 35
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I. GROSS MALADMINISTRATION

In 1974, Dr David Owen, then Health Minister, decided that if enough money
were to be invested, the United Kingdom could become self-sufficient in blood products and
they would only need to be sourced from Britain and would thus be much more likely to be
free from contamination. Dr Owen announced in the House of Commons that several
million pounds had been allocated. (Source: BBC News. ‘Haemophiliac HIV tragedy needless’. Friday, 3

August, 2001).

The World Health Organisation (WHO) had warned Britain NOT to import
blood from areas with a high prevalence of Hepatitis - areas such as the United States. By
May, 1975, the WHO had issued a resolution stating that each member country should be
able to supply sufficient quantities of its own blood and blood products to meet clinical
needs. Sadly, David Owen’s initiative did not follow through, as there was considerable
resistance from within the Department of Health against putting up the required money and
the funding that had been apportioned-off for the protection of haemophiliacs was ‘diverted
to other purposes’. (Source: Former Health Minister, Lord Owen speaking on the BBC’s “Face the Facts™ programme

in August 2001.)

Dr David Owen, in a Written Answer of March 1975, stated his intention that
a pledged sum of money, some £500,000, (about half of which would be recurring) was to be
allocated for increasing production at Blood Products Laboratory (BPL). These funds,
however, ended up being used to increase donations in Regional Transfusion Centres
(RTCs), leaving BPL Elstree short-changed. This misappropriation of funds demonstrates
GOVERNMENT MALADMINISTRATION as the DHSS should have insisted on the extra
money being allocated to its intended purpose — to increase production of Factor VIII with

the aim of the NHS being self-sufficient. (Source: Written Answer Dr David Owen. Vol 887. 6™ March 1975.)

- Page 4 -
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In 1976, Dr Helen Dodsworth sat on a committee which was convened to
advise the DHSS as to how much Factor VIII concentrate was needed to treat UK
haemophilia patients. Dr Dodsworth stated that they found themselves buying large
quantities of concentrate from America and that they had consequently infected many of their
patients with HIV. She went on to say that this had happened despite the fact that their
spokesman, Dr Tovey, had persuaded them that to treat their patients adequately it would be
necessary to fractionate at least 80% of the blood that was donated. She explained that the
Government had, at that point, decided that money was neither available for extending the
fractionation unit at Elstree, nor for equipping the transfusion centres to separate yet more

plasma from donor units.

Dr Helen Dodsworth’s exact words were: "So this is really why we found
ourselves buying large quantities of factor VI concentrate from America, and why we
infected so many of our patients with HIV."  (Source: Transcript of a Witness Seminar held at the Wellcome
Institute for the History of Medicine, London, 10 February, 1998, (see pages 29-30): “HAEMOPHILIA: RECENT

HISTORY OF CLINICAL MANAGEMENT”. Transcript, edited by D A Christie and E M Tansey.)

- Page S -
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I'b. UNDERFUNDING OF THE LISTER INSTITUTE

In the early 1970’s, it became more and more clear that the world-renowned
Lister Institute of Preventative Medicine was experiencing considerable financial difficulty.
The Institute’s list of achievements was unprecedented in the field of medical science and we
believe they were well-poised to go on to develop heat-treatment and a screening test for
non-A non-B hepatitis by as early as 1978.  However, by 1975, the Institute’s Chelsea
Laboratories were forced to close after repeated annual deficits and failure to secure adequate

govemment funding. (Source: Lister Institute of Preventative Medicine. Scientific Heritage.)

In 1977, a DHSS Viability Study discussed the fate of the floundering
research facility. In a DHSS letter, it was stated that “The Department should not on
financial grounds make a loan or grant to [Lister?*] and that the possible consequences of
[Lister?] ceasing to produce sera and vaccines should be accepted.” (Paragraph 1, lines 3-5.)
(Source: Recovered FOI Document. DHSS Letter. Dated 2" February, 1977.) * Note: In the original source letter,
(see Appendix, Chapter I), despite Civil Servants deleting the names within this released document, they have
overlooked several instances of the name ‘Lister’ and we therefore know that this letter concerned the fate of

the Lister Institute. The exact quotation above did contain 2 crossings-out, but is, however, from the same letter.

By 1978, the Lister Institute’s Elstree Laboratory had to close due to repeated
annual deficits and lack of government funding. (Source: Lister Institute of Preventative Medicine.
Scientific Heritage) We believe that the Government’s INADEQUATE FUNDING of the
Lister Institute, prevented the facility from going on to develop heat-treatment and a
screening test for Non-A Non-B hepatitis - possibly by 1978. This could have helped stem
the damage done by HIV and AIDS as we know that HIV is heat-labile and that heat-
treatment processes would have covered against HIV, even if HCV (NANBH) and other

hepatitis viruses had slipped through.

- Page 6 -

WITN1369060_0007




L2

taintedblood.info Accusations Documend

Iec. NEGLECT OF BPL ELSTREE

In 1980, Dr David Owen, then Minister for Health, in an interview for ITV’s
“World in Action” said in relation to the condition and lack of funding at BPL Elstree, that
no government had put enough money into BPL: "Well, I don't think we've invested enough. 1
thought then, on the best evidence that I had, I think it was £500,000 that we found, was
going to be sufficient. But what has happened is that although we have increased, as I gather
at production, demand increased as well.” (page 2, paragraph 4).  Dr Peter Jones stated:
“What should have been put in is something more in the region of £25 million.." (page 4,
paragraph 2). (Source: Transcript of ‘World in Action’. ITV. Dated 22" December, 1980.)

The interviewing reporter, in their closing comment, made the following
rather salient point: “The Department says there's no money available. That means hospitals
will spend millions more on imports, patients will risk the consequences of skid row blood
and Britain will become increasingly dependent on the world blood market.” (Page 16.)

(Source: Transcript of ‘World in Action’. ITV. Dated 22" December, 1980.)

In a letter from Blood Products Laboratory, Elstree, dated 4" July 1980, there
was mention of the poor conditions and low staff morale at BPL Elstree. Consideration was
given to the alternative of importing blood product requirements, but grave doubts were
expressed over the quality of overseas production facilities. Some of BPL’s staff had visited
a fractionation plant in the USA, in which they found manufacturing conditions to be even
worse than those at BPL. (Page 2, paragraph 1.) (Source: Recovered FOI Document. Letter, Blood Products
Laboratory, Elstree. Dated 4th July, 1980.)

In a BPL letter to the DHSS in May 1981, we read further details of the appalling conditions:
« likewise, there is inevitably an increased risk to the end product if high bacterial
contamination is present in the laboratory environment, in process equipment and raw

materials." (Paragraph 2, line 11) (Source: Blood Products Laboratory Letter to the DHSS. Dated 22nd May, 1981.)

- Page 7 -
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In November 1984, the Director of BPL visited the USA to discuss possible
collaborative work on research and development into the preparation of genetically
engineered Factor VIII. (Source: Recovered FOI Document. CBLA Minutes for the Fourth Meeting of the Central
Committee for Research and Development in Blood Transfusion. Dated 9 November, 1984.)

By 1985, we read that the advance in technology of being able to produce
Factor VIII in a laboratory through genetic engineering has been borne in mind whilst
conceiving the redevelopment plans for the new BPL Elstree - due to be completed circa
1986. Ministers were aware of the intention that the plans for the redevelopment project at
BPL were to be sufficiently flexible with regards to the new technology so as to allow for
genetically engineered Factor VIII in the near future. (Source: Recovered FOI Document. Paper on Self-
Sufficiency in Blood and Blood Products in the UK. Date unconfirmed. However, the FOI Document Itincrary supplied by
the DOH suggested the date of 17" January 1985.)

We, therefore, pose the question: “What happened?” The redevelopment
project at BPL Elstree was due to be completed in 1986. Even if we allow another 5 years
for research and development, we should have seen the arrival of BPL monoclonal-derived
Factor VIII by 1991. Instead, haemophiliacs have to wait until 1994 for the first licence to
be granted to commercial companies and until 1998 for those patients under 16 years of age
to be issued with recombinant — which should be weighed against Hyland (Baxter)
commencing human trials with recombinant Factor VIII as early as 1987. (Source: Baxter Vaccines:

Milestones 1941-2004). Even today, we find that some adult haemophiliacs in the UK are still not

receiving 3™-generation recombinant; made entirely from non-human, synthetic materials.

We accuse the Government of GROSS MALADMINISTRATION for
systematic failure in attempting to achieve self-sufficiency, for the under-funding of the

Lister Institute, for neglect at BPL Elstree and for placing ‘cost’ above patient safety.

- Page 8 -
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II. CONDUCTING UNETHICAL RESEARCH

In the early 1970’s, Directors of UK Haemophilia Centres signed-up with
commercial manufacturers of Factor VIII to receive imported products for use in trials.
(Source: Haemophilia Centre Directors' Organisation (HCDO) Meeting Minutes 1974) In 1982, in a letter to all
Haemophilia Centre Directors, plans for future trials of clotting factor products were
discussed and it was suggested that requesting exemption from clinical trials certificates in
relation to individual products would expedite trials. (Source: Bloom Al, Rizza CR. Letter to All
Haemophilia Centre Directors, Dated 11" January, 1982.)

In the minutes of the 13™ meeting of the UKHCD, we then read that there
was to be a vaccine for hepatitis B available in the UK by September 1982. The licence was
granted in May *82 and a trial was to be conducted at Oxford involving haemophilia A
patients. (Source: Minutes of the 13th Meeting of UKHCD, University Hall of Residence, Owens Park, Manchester.
Dated Monday, 13 September, 1982, Page 10, paragraph 2).

We believe that this trial of the hepatitis B vaccine was UNETHICAL. A
direct test for the presence of Hepatitis B Surface Antigen (HBsAg) had been in existence
since 1968. (Source: Krever Commission Report (1997), Vol 3, Part IV, Chap. 27, page 753). The Medical
Profession already knew that haemophilia A patients would have mostly possessed
antibodies to hepatitis B, yet, we find Physicians conducting research on haemophilia A

patients. We question whether any of the recipients were Previously Untreated Patients.

The safety of the hepatitis B vaccine was later called into question in the July
1983 meeting of the Biologicals Sub-Committee of the Committee on Safety of Medicines
(CSM). It was noted that although there was no evidence at that time of any risk from AIDS
in the licensed vaccine material, the Sub-Committee recommended that the manufacturers
provide ongoing data relating to the “safety of the product in relation to AIDS».  (Source: CSM

Sub-Committee on Biological Products, Meeting Minutes, agenda point 5.8. Dated 13" July, 1983.)

- Page 9 -
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ITb. CONDUCTING UNETHICAL INFECTIVITY TRIALS

In a letter from BPL to Haemophilia Centre Directors in October 1985, it is
obvious that infectivity tests were being planned that year. It should be noted that this was
approximately 3 years after the advent of AIDS. The letter describes a new Factor IX
product which had been dry-heated in order to inactivate viral agents including hepatitis and
AIDS but that the new product could not yet be assumed to be safe from viral infection.
(Source: Letter from BPL Product Services Department to Haemophilia Centre Directors. Dated 7% Qctober, 1985. Page 1,

paragraph 2.)

The letter further states that clinical trials at specified Haemophilia Centres
were in progress in order to gain evidence of the reduction or elimination of viral
transmission, in particular Non-A Non-B hepatitis. Doctors, with ‘suitable patients’ under
their care, were encouraged to involve them in these clinical trials. It would be more
reassuring to read of trials involving life-saving medicines, but instead we always seem to
see an emphasis placed upon ‘infectivity’.

We, therefore, consider that this infectivity trial, being conducted in late 1985,

in the wake of AIDS, constituted UNETHICAL research.

In a letter of 17" February 1984, from the Scottish National Blood
Transfusion Service to the Department of Haematology in Cardiff, we learn of plans for
clinical studies of wet heat-treated Factor VIII in haemophiliacs to be held in September
1984 — which was several years into the AIDS crisis:

"We are particularly keen to see part of this product is put into "virgin
haemophiliacs" and would much appreciate the assistance of the U.K. Haemophilia Centre
Director's Working Party on Hepatitis." (Source: Recovered FOI Document. Letter from Scottish National

Blood Transfusion Service to Cardiff Haematology Department. Dated 17" February 1984).

- Page 10 -
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ITe. SPIKING OF FACTOR VII WITH PATHOGENS

In a meeting of the Haemophilia Reference Centre Directors in December
1984, Dr Lane discussed the spiking of Factor VIII with pathogens in order to determine the
effectiveness of heat-treatment methods. Antigen (of which viruses are a source), was added
to the Factor VIII prior to the heating process. Dr Lane went on to say that the present
methods used by the NHS and commercial companies might still leave ACTIVE ANTIGEN
and that BPL would therefore be looking for follow-up studies during 1985 with
Haemophilia Centre support. (Source: Notes of the Haemophilia Reference Centre Directors Meeting, Blood
Products Laboratory, Elstree. Dated 10™ December, 1984.)

It is disgusting to read in these Minutes that the Factor VIII concentrates
which were ‘spiked’ with live antigen material, despite heating attempts, somehow found
their way through to human patients. The need for follow-up studies in Haemophilia Centres

is indicative of this.

We allege that there was CONSPIRACY between Doctors at BPL and
Haemophilia Reference Centre Directors to conduct NON-CONSENSUAL RESEARCH into
the consequences of deliberately spiking Factor VIII with potentially life-threatening viruses.
At that time, there was no effective way to know for sure if the heat-treatment process had
adequately killed-off the antigen used to spike the Factor VIII. We know that the available
techniques for testing the final concentrate — to demonstrate its safety from viral infection -
were not adequately sensitive to identify infectivity, as it was known then that concentrates
which had tested negative on virological investigation could still transmit viral infection in a

patient.

- Page 1] -
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IId. RESEARCH DICTATING CLINICAL NEED

In a meeting of the Haemophilia Reference Centre Directors in December
1984, the testing of haemophiliac patients for HTLV-III (Human T-Lymphotropic Virus
type 111 - now termed HIV) was discussed. Due to inconsistencies in the results of the tests
that had already been conducted, a study of the haemophiliac population was proposed. It
was stated that it “would provide invaluable material to increase our knowledge of the
disease.” We are concerned to read that the Physicians were placing an obvious emphasis on
research and not, however, on the welfare of their patients. The minutes go on to state “/
believe a study of haemophiliac patients could be regarded as a research project now and Dr
Mortimer could provide facilities for doing these tests." (Source: Meeting of the Haemophilia Reference

Centre Directors. 10 December 1984. Point a. Paragraph 2.)

We believe that this is an appalling statement. People were dying from
infection with deadly viruses, whilst here, we see the Consultants of the Haemophilia
Reference Centre Directors Organisation engaged in CONSPIRACY to study haemophiliacs
as a ‘research project’. This is a clear example of research dictating and superseding clinical

need.

It is for these reasons that we accuse the Medical Profession and Haemophilia
Reference Centre Directors of CONDUCTING UNETHICAL RESEARCH and for
allowing it to dictate clinical need. We accuse BPL and the UKHCD of CONSPIRACY to
CONDUCT NON-CONSENSUAL RESEARCH.

WITN1369060_0013
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II1. AIMING INFECTIVITY TRIALS AT CHILDREN

In July 1976, a collaborative trial took place between BPL Elstree and the
Lord Mayor Treloar College, Hampshire. Factor VIII concentrates were supplied by BPL to
be used in a prophylaxis trial. In the same month, an inspection of the production facilities
at BPL Elstree revealed short-comings and in certain respects were found inadequate in
terms of the Medicines Act. (Source: Recovered FOI Document. Blood Products and Plasma Fractionation Labs
1976, Collaborative Trials.) It should be pointed out that the Lord Mayor Treloar College is in fact
a SCHOOL, according to the Oxford Dictionary definition, despite the use of the word
‘College’ in its name. In a paper by Dr A. Aronstam, et al, it states that the adolescent boys
with severe haemophilia A, cited in his study, were in the age range 12-17. (Source: Patterns of

bleeding in adolescents with severe haemophilia A. A Aronstam, et al. Br Med . 1979 February 17; 1(6161): 469-470.)

In the Witness Testimony of one of our Mandated Members, who attended
the Lord Mayor Treloar College in the late 1970's, they categorically stated that neither
themselves nor their parents were informed of the trials, or of the risks involved in receiving
Factor VIII concentrates. They also said that neither themselves nor their parents had heard
of Factor VIII until they were 12 or 13; when they first attended the Treloar College. They
recalled telling their mother over the phone, on their second day there, about being taught to
administer the concentrates to themselves by intravenous injections. That phone call was

the first that their parents had heard of the new Factor VIII concentrates.

In a letter from the Lord Mayor Treloar Hospital to the Public Health
Laboratory Service (PHLS) in 1979, it was made clear that there was an intention from the
PHLS of transfusing mild haemophiliacs with a questionable 'material’ which would have
caused the mild haemophiliac patients to develop hepatitis. The author of the letter strongly

disagreed with the PHLS suggestion. (Source: Lord Mayor Treloar Hospital. Letter to PHLS. 14™ May 1979).

- Page 13-
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III b. CIRRHOSIS IN CHILDREN
i In November 1982, a prospective study of hepatitis in haemophiliacs who
were first-treated with Factor VIII or IX concentrate was planned. It was stated in a draft of
3 the trial protocol that the only sure way of assessing the risk of transfusion hepatitis
# associated with new brands of concentrate, was by use of chimpanzee inoculation
5 experiments, or TRIALS of each heat-treated or ultra-violet light-treated product compared
6 with an untreated product in a group of subjects — human subjects.
7
3 As a consequence of trials such as this, we read on Page 2, under
9 ‘Complications’ that "some children with cirrhosis have received concentrate for 6-7 years.”
o (Source: A Prospective Study of Hepatitis in Haemophiliacs first treated with Factor VIII or IX Concentrate, Oxford
I8 Haemophilia Centre Prospective Study. Circa November 1982, Dr C.R. Rizza. Dr. J. Craske.)
{2
13 It is disgraceful that these Physicians seem to find it acceptable that
14 CHILDREN should have CIRRHOSIS.
15
16
7 In another trial protocol of March 1983, Dr Craske, Dr Rizza and Dr Bloom
IR state that: "You will see that the class of patients to be given these products are those who
19 have had no previous treatment with factor VIII concentrate.”
Y
21 In the same letter, the authors actively invite ‘any approaches from
22 commercial firms’ to notify Dr J. Craske. We would like to point out that Dr Craske had
23 knowledge of the threat of AIDS to haemophiliacs from commercial concentrates from as
2 early as September 1982.  (Source: Craske J, Rizza C, Bloom A. Public Health Laboratory Service (PHLS) letter
25 to Haemophilia Centre Directors. 22 March 1983.)

- Page 14 -
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I c. RULES OF ‘LIFE - SUPPORT THERAPY’

In trials involving infrequently treated patients, we believe that doctors
surrender their protection under the rules of "Life-Support Therapy" if the majority of the
haemophiliac subjects included in the trial are NOT severe haemophiliacs. (Source: Recovered

FOI Document. Proposal: European Directive Note on Liability for Defective Products. Dated March, 1980.)

When a doctor treats a patient, without consultation, on the basis that they
meet the criteria for research; such as qualifying as Previously Untreated Patients (PUPs),
we believe that the physician compromises, or even contradicts their Hippocratic Oath by

allowing research to dictate clinical need.

III d. HAEMOPHILIACS USED INSTEAD OF CHIMPANZEES

It was known in 1981 that there were very few chimpanzees available for
research. The animal could only really be exposed once for an infectivity trial, and at a cost
of £10,000 each, they could be considered ‘expensive’ in terms of research budgets. In the
Minutes of the UK Haemophilia Centre Directors' Hepatitis Working Party, 24 September,
1981, it was stated that the only way that infectivity for Non-A Non-B hepatitis could be
shown (other than by human inoculation) was by inoculation in chimpanzees. The minutes
continue: "Since there are very few of these animals available, it is difficult to see how every
batch treated by this method will have quality control assurance with respect to non-A, non-
B viruses." (Page 4, point 2, line 7) (Source: Dr Craske. UK Haemophilia Centre Directors’ Hepatitis Working
Party, Minutes. 24 September 1981.)

- Page 15 -
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CHILDREN USED INSTEAD OF CHIMPANZEES (CONT.)

In January 1982, four commercial companies were poised to release heat-
treated Factor VIIL. The infectivity of initial batches had been tested by injecting the
product into chimpanzees but it was stated in a letter from Dr C. R. Rizza and Dr A. L.
Bloom, that it was unlikely that commercial manufacturers would be able to ensure this form
of quality control in all future batches and that it was therefore very important to find out in

studies of HUMAN BEINGS the extent to which infectivity had been reduced.

The Oxford letter went on to recommend that the most ‘clear cut’ way of
doing this was by administering those concentrates to patients requiring treatment who had
NOT been previously exposed to large-pool concentrates. (Source: Bloom AL, Rizza CR. Letter to all

Haemophilia Centre Directors. 11 January 1982.)

We know that this reference to Previously Untreated Patients (PUPs) or
‘virgin’ patients, usually meant either CHILDREN or infrequently-treated mild to
moderate haemophiliacs; simply by definition of NOT having been previously exposed to

concentrates.

By July 1985, we find that an INFECTIVITY TRIAL IN HUMAN
BEINGS is being contrasted against an animal model involving chimpanzees. 11 out of 13
Previously Untreated Patients (PUPs) go on to develop non-A non-B hepatitis after being
given commercial heat-treated Hemofil-T made from around 5,000 North American pooled
plasma donations, collected in 1982, 1983, and 1984, (Source: Colombo M., Mannucci P.M. et al (1985)
Transmission of Non-A Non-B Hepatitis by Heat-Treat Factor VIII Concentrate, The Lancet. Saturday 6 July 1985.

2(8445):1-4.)

-~ Page 16 -
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CHILDREN USED INSTEAD OF CHIMPANZEES (CONT.)

Of the 13 patients, 9 of them were in the age range of between a 3 month old
baby and 15 years of age. Five of these subjects were each only 1 year old babies. In fact,
there were only 2 patients who were over the age of 18.  On page 2, under the heading
“Patients”, it states that those who met the trial criteria "gave their written informed
consent", (Source; Colombo M., Mannucci P.M. et al (1985) Transmission of Non-A Non-B Hepatitis by Heat-Treat
Factor VIIT Concentrate, The Lancet. Saturday 6 July 1985, 2(8445):1-4. ) It should be remembered that 11

out of 13 patients in this trial went on to develop hepatitis.

We believe that this trial was UNETHICAL in that 8 of these patients were
in the age-range of 3 months to 3 years old and would not even have been able to write. In
the case of the 9 patients who were under the age of 18, their parents would have been
required to give their informed written consent. Whilst the written informed consent of
parents may have been obtained, we have to wonder if ANY parent would knowingly
consent to hepatitis infectivity trials like this, especially if they were genuinely informed and

cognizant of exactly what was involved.

It is for these reasons that we ACCUSE Consultant Physicians, the HCDO
and the PHLS of DELIBERATELY AIMING INFECTIVITY TRIALS at
CHILDREN and infrequently treated patients, instead of always using expensive

chimpanzees.

- Page 17 -
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IV. IGNORING WARNINGS

As carly as 1970, Dr J. Garrott Allen from Stanford University, California,
wrote to the head of the Transfusion Service in the United Kingdom, warning them of the
dangers of using pooled plasma from high risk paid donors in the United States.
(Source: 1975, World in Action Documentary: Blood Money, Granada TV (1975).

Nevertheless, by 1972, commercial factor VIII started to be imported into
Britain from the USA. Dr Maycock, in the same year, stated that commercial blood had been
shown to be 10 times more likely of transmitting hepatitis than blood collected from unpaid

sources. (Source; Maycock 1972).

Then in 1974, the World Health Organisation warned Britain not to import
blood from areas with a high prevalence of hepatitis - areas such as the United States. (Source:
WHO Warning. Sunday Times Scotland. Dated 20™ August, 2000.). Dr David Owen, Secretary of State for
Health, announced to the House of Commons that several million pounds had been allocated
towards making the UK self-sufficient in blood products, but the initiative did not follow
through, since there was considerable resistance in the Department of Health against putting
in the money. It is at this point that we feel we could reasonably expect preventative

measures to have been put in place.

In a DHSS memorandum of 20th February, 1976, the Minister of State is
referred to as only recently having reaffirmed his aim of NHS self-sufficiency in Factor VIII,
and it is pointed out that the alternative of buying commercial products is not only likely to
be more cosily, but that it also carried a higher risk of hepatitis. (Source: Recovered FOI Document.

DHSS Memorandum, 20 February 1976, paragraph 1).
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In the minutes of a meeting at the DHSS of the Expert Group on the
Treatment of Haemophilia and Allied Conditions on 4th May, 1976, it was suggested that the
money being spent on commercial concentrate might be better spent if it were used to further
increase the output of NHS concentrate. (page 3, paragraph 2, lines 1-6) (Source: Recovered FOI

Document. Minutes of the Expert Group on the Treatment of Haemophilia, Dated 4" May 1976.)

We believe that greater adherence to the push for self-sufficiency would have
served to protect the blood supply from hepatitis and if some of these WARNINGS HAD
NOT BEEN IGNORED, then the haemophiliac community, IN BEING SHIELDED
FROM HEPATITIS and COMMERCIAL concentrates, would not have been left wide open
to infection with HIV and AIDS in the early 1980’s.

Between 1982 and 1984, Dr John Seale had been trying to alert Public Health
Officials to the implications of the threat of AIDS. Dr Seale had written both to Mrs
Thatcher and the PHLS to suggest blood transfusion policy changes. (paragraph 4) We
believe this article demonstrates that both Margaret Thatcher and the PHLS were notified
circa November 1982 about the threat of AIDS to the Blood Transfusion Service, yet THIS
WARNING WAS IGNORED. (Source: Article in The Standard, by Alan Massam. 20th November 1984.)

In May 1983, Professor A. L. Bloom, in a letter to Dr Bolton regarding
commercial Factor VIII from the USA, stated that: "We are however taking steps to
recommend that imported products from the US.A. at least meet with the new F.D.A.
regulations.” (Line 8). This WARNING, that blood products from the US should meet the
new post-March 1983 Food and Drug Administration (FDA) Regulations, was IGNORED.
Physicians, instead, decided to carry on using the pre-March 1983 ‘high-risk’ concentrates.

(Source: Letter, Professor A L Bloom writing to Dr F. E. Bolton. Dated 23" May 1983).
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! On 13™ May 1983, in a meeting of the Haemophilia Reference Centre
Directors, a decision was made that, on the evidence available, (and because of the so-called
K benefits of treatment), that no restriction should be placed on imported Factor VIII
4 concentrate. The only exception was to continue with their policy of only using NHS
3 material for children under the age of 4 and for mild haemophiliacs. (Source: Recovered FOI
6 Document, AIDS Background Paper I1. Dated 31 May 1983.)

We challenge this decision and ask why the Directors of Haemophilia
8 Reference Centres didn’t try and do more to restrict or even ban imported Factor VIII?

9 The Directors appear to have IGNORED the following WARNINGS and developments:

[ » 9 months earlier, (September 1982), Dr Craske had been tasked by the HCDO with

12 looking into reports of AIDS in 3 haemophiliacs from the USA and he suspected a
13 link to commercial Factor VIIL. (Source: Minutes of the 13th Meeting of HCDO. 13" September 1982.)
14 = 5 months earlier, (January 1983), there had been an article in the Lancet by Dr Jones

i3 (also HCDO), where AIDS was linked to common cell immunity in haemopbhiliacs.
16 = 2 months earlier, (23rd March 1983), the FDA requirements on blood donations were

17 introduced — this was still 2 whole months before this decision.

I8 = 1 week earlier, (6™ May), the CDSC telephoned the DHSS to inform them that a 23-
10 year-old haemophiliac patient in Cardiff was now showing symptoms of an AIDS
20 diagnosis after having been infused with US Factor VIIL. (Source: Recovered FOI Document.
2] DHSS Letter, American Factor VIIL Cardiff Haemophiliac. Dated 6" May 1983).

gl = 4 days earlier, (9™ May 1983), the CDSC had written a letter recommending that

American FVIII should be withdrawn from use due to the risk of transmitting AIDS.
24 The DHSS definitely had sight of this CDSC letter by the decision of 13" May 1983.

25 (Source: Recovered FOI Document. DHSS Letter. Med SEB. 'Action on Aids', Dated 13th May 1983).
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IV b. FAILING TO TAKE ADEQUATE MEASURES

In a letter to the DHSS from the National Blood Transfusion Service (NBTS),
in 1977, it is clear that cryoprecipitate is no longer the product of choice for Haemophilia
Centres. Instead, they favoured concentrates, with them being easier to administer. It is
stated that the only solution that they had in sight to adequately treat the UK haemophilia
population was to push wholeheartedly towards the phasing out of cryoprecipitate. (Source:

Letter from the NBTS to the DHSS. Dated 14" July, 1977).

In the height of the AIDS crisis, the Biologicals Sub-Committee of the
Committee on Safety of Medicines (CSM) recommended that very /ittle was done about the
threat of AIDS to haemophiliacs. The possibility of withdrawing factor VIII concentrates
from the market and replacing them with cryoprecipitate was considered, but it was
concluded that this wasn’t feasible in the UK on grounds of supply. (Agenda Point 5.3)
(Source: Minutes - Committee on Safety of Medicines (CSM). 13 July, 1983.)

The Committee also considered withdrawing US concentrates from the UK,
but again, it was concluded that this was not feasible (in July 1983) on grounds of supply and
they did not perceive the level of risk to justify consideration of such a serious solution.

(Minutes Agenda Point 5.4) (Source: Minutes - Committee on Safety of Medicines (CSM). 13 July, 1983.)

In August 1983, a DHSS letter from Lord Glenarthur stated that there was still
a quantity of Factor VIII stock made from high-risk, 'pre-March' 1983 plasma in the USA,
and that some of it was already in the UK and more was in America awaiting shipment here.
Lord Glenarthur went on to say that: "We have to balance the risk of AIDS against the
severe risks to haemophiliacs of withdrawing a major source of supply of Factor VIII which
cannot be made good from elsewhere in sufficient volume." (Source: DHSS letter from the Office of the

Joint Parliamentary Under Secretary of State. Dated circa August 1983).
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We believe this to be a prime example of FAILING TO TAKE
ADEQUATE MEASURES to protect haemophiliacs. The FDA had introduced new
regulations for the collection of plasma that excluded donors from high-risk groups — this
was done for a reason. Any plasma intended for Factor VIII products was likely to have been
collected up to 2 years previously and even as the FDA restriction came in (circa March
1983) the products available at that time could have been manufactured from high-risk,
AIDS-implicated 1981-2 plasma. It should have been possible for cryoprecipitate to have
been used instead of high-risk Factor VIII - at least until alternative arrangements could have
been made, except the production facilities for cryoprecipitate in the UK were no longer

adequate. (Agenda Point 5.3) (Source: CSM Minutes - Committee on Safety of Medicines. 13" July, 1983.)

In a letter from the NBTS to the DHSS in October 1985, quarantined stocks of
pooled plasma for fractionation at Elstree were mentioned, and it was assumed that the heat-
inactivation process would make safe the quarantined plasma. (Source: Recovered FOL Document.

NBTS Letter to DHSS. Dated 29™ October, 1985.)

We ACCUSE the NBTS of ASSUMING that BPL’s heat-treatment process
would safely inactivate any possible viruses in QUARANTINED pooled plasma. The NBTS
FAILED TO TAKE ADEQUATE MEASURES to discard quarantined untested or
virus-implicated plasma pools. The heat-inactivation process was hardly infallible as only 2
months later, several haemophiliac patients became HTLV-III positive after receiving Factor
VIII which had allegedly being heat-treated. (Source: Recovered FOI Document. Letter DHSS Ref. Heat-

Treated FVIII. Hannibal House, Dated 28™ November, 1985.)

Yoo DL
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V. FAILING TO LEARN LESSONS

In November 1984, it was noted in the minutes of the fourth meeting of the
Central Blood Laboratories Authority (CBLA), that there had been significant progress in the
cloning of Factor VIII. (Source: CBLA Minutes for the fourth meeting of the Central Committee for Research and

Development in Blood Transfusion, Dated 9" November, 1984).

By 1985, Ministers were not only aware that genetically engineered Factor
VIII had been produced in a laboratory, but that prior to the completion of the redevelopment
project at BPL Elstree the genetic engineering methods for producing Factor VIII had been
borne in mind when ensuring that the plans of the new BPL were sufficiently flexible to
allow for this in the future. (Source: Recovered FOI Document. BPL Paper on Self-Sufficiency in Blood and

Blood Products in the UK. Dated circa 17 January, 1985.)

Product Liability legislation was due to take effect in March 1988 and by
May, it was noted by Mr Keyes, of the Blood Transfusion Services Board (BTSB), that to
continue with factor VIII concentrates might present Product Liability problems. At that
time, the option, inter alia, of changing to monoclonal-derived Factor VIII was only

considered. (Source: Lindsay Tribunal of Inquiry Report, Page 57.)

Consequently, it was not until 1994 that the first recombinant licence for
Factor VIII was issued in the UK and only in 1998 did the Government announce the roll-out
of recombinant for all children under 16 and Previously Untreated Patients.

(Source: Haemophilia Society, Fact Sheet. Dated April, 2004. Dated April, 2004.)
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V b. VARIANT CREUTZFELDT-JAKOB DISEASE: LANCET 1996

The publication of a key article in the Lancet in 1996 marked the threshold
whereby senior Physicians and Ministers could reasonably have been expected to start to
become aware of Variant Creutzfeldt-Jakob Disease (vCID). (Source: Lancet 1996: 347: 921- 25. “A

new variant of Creutzfeldt-Jakob disease in the UK”.)

We believe that the technology for monoclonal-derived Factor VIII existed
from as early as 1984, We ACCUSE the Department of Health and BPL of failing to learn
any lessons from the years of hepatitis in the 1970°s and from AIDS in the early 1980’s. In
failing to initiate and scale-up the production of genetically engineered Factor VIII from
circa 1986, or certainly, within § years of this date to allow for research and development, we
allege that not enough was done to protect the haemophiliac community from the threat of
further blood-borne pathogens — in particular, the failure to introduce non-human-derived

Factor VIII with haste.

In a Sunday Times article in September 2001, Alan Milburn said that “where
the system fails the lessons need to be learned.” (Source: The Sunday Times, 30 September 2001.)
In failing to learn these lessons, we find that batches of 8Y Factor VIII, [FHC0289]
manufactured from vCID-implicated donations dating back to May 1990, (some 4 years after
BPL had made plans to allow for monoclonal), are being traced in an Patient Notification
Exercise initiated by The Health Protection Agency, Colindade as of September 2004,  We
believe that the possible exposure of haemophiliacs to this ‘theoretical’ risk could most
certainly have been AVOIDED if the Department of Health had ensured that monoclonal-
derived Factor VIII had been developed at BPL from 1985 onwards. (Source: vCID and Plasma

Products. Tables of vCID implicated batch numbers. Health Protection Agency, Colindale. Dated 7" September, 2004.)

- Page 24 -

WITN1369060_0025




foee

9

taintedblood.info fecusations Document

To date, (February 2007), we find that the Department of Health and
Consultant Physicians are still not using the safest products available to treat all adult
haemophiliacs in the whole of the United Kingdom. Some older haemophiliacs are still
having to use earlier forms of recombinant containing various blood-derivatives such as
albumin, since third-generation, entirely synthetically-derived (non human) recombinant is

not available to every haemophiliac in the UK.

The various systems that have been put in place for the treatment of
haemophilia have had an extraordinary history of fallibility, perhaps mostly due to issues of

cost.

Due to the failure to rapidly introduce monoclonal-derived Factor VIII at BPL
Elstree, when it was considered and allowed-for in 1985/6 and due to the fact that even to
date, the safest recombinant Factor VIII products are not being made available to all adult
haemophiliacs in the UK, we ACCUSE the Government and the Department of Health of

FAILING TO LEARN LESSONS and placing cost concerns over and above patient safety.
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VL PROCRASTINATION OVER WIDER HIV TESTS

{ In April 1984, the National Institutes of Health (USA) developed and patented
2 a prototype screening test for HIV antibodies and, by May 1984, had solicited applications
3 from various US manufacturers interested in the commercial use of the tests. (Source: Recovered
4 FOI Document. Publication of a Paper in the Lancet on the Use of a Screening Test for AIDS. 20™ August, 1984.)
i By July 1984, there was evidence of a diagnostic test in the UK for Antibodies to HTLV-IIL
f In a letter from the DHSS dated 27" July 1984, it was stated: "Since my minute of 6 July
there have been further developments regarding the radio immunoassay for antibody to
% HTLV-1II. Some 2,000 tests have been carried out on AIDS patients..". If some 2,000
9 patients had already been tested, then the early diagnostic test must have been available prior

1o to July 1984. (Source: Recovered FOI Document. DHSS letter ref. Diagnostic Test. Dated 31% July, 1984.)

12 By September 1984, it was announced in the Lancet that reliable tests for HIV
13 existed and that they were already aware that 34% of tested English haemophiliacs had HIV.

14 How did they know this so early on? We know that one of our Mandated Members is in

(3 possession of a letter from Coventry & Warwickshire Hospital in June 1983, where a
16 Registrar in Haematology wrote to them asking if they and their child could attend the
17 Walsgrave Blood Bank for a blood test. This letter suggests that a blood test was available
14 for HIV or HTLV-III as early as June 1983. It is unlikely that this was just a serum-
19 collecting exercise, as the letter goes on to offer the results by 1 1" July 1983, which was only

20 11 days later. (Source: Letter ref. Blood Test. M. D. Williams. Coventry & Warwickshire Hospital. 2™ June, 1983.)

71 In a meeting of the Haemophilia Reference Centre Directors in December

22 1984, there is further mention of the EARLY existence and availability of an antibody test to
23 HTLV-III. However, Dr Craske, of the PHLS, advised that at that time, (December 1984),
24 the reagents were only available on a “Research Basis”. (Source: Recovered FOI Document. Notes of the
23 Haemophilia Reference Centre Directors Meeting, 10" December, 1984.)
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f In a DHSS letter of 31% July 1984, reference was made to the formation of a
2 note, the contents of which revealed the intention to 'F ORESTALL THE PRESSURE'
3 for the wider availability of a diagnostic test for HTLV-III due to the experimental nature of
4 the arrangements for the development of the test at a Regional Transfusion Centre (RTC).
5 (Paragraph 3) (Source: Recovered FOI Document. DHSS letter ref. Development of Diagnostic Test for HTLV-IIL.
6 Dated 31 July, 1984.)
I We believe that the NBTS and the DHSS were unduly
9 PROCRASTINATING over the scaling-up of wider availability to GPs and STD clinics

0 of the HTLV-III antibody test, since in a DHSS letter dated only 4 days earlier (27" July

[ 1984), a discussion took place where it was revealed that the radio immunoassay for antibody

12 to HTLV-III had already been used to test some 2,000 AIDS patients. (Source: Recovered FOI

13 Document, DHSS Letter, Hannibal House, Dated 27" July, 1984.)
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VI b. PROCRASTINATION OVER INTELLECTUAL PROPERTY

In an NBTS Advisory Committee paper of 13 August, 1984, a discussion took
place regarding whether to pursue developing the UK’s own isolates for a test for antibodies
to HTLV-IIL. It was stated on page 1, point 2, lines 7-11, that a UK isolate had yet to be
achieved, whilst 5 US pharmaceuticals were poised to start marketing HTLV-III (HIV) tests
(late 1984). There seemed to be some reluctance in the NBTS to buy in the isolates of Dr
Gallo for the test from abroad; perhaps due to cost implications or the availability of the
isolates? Nevertheless, there appeared to be a chaotic scientific ownership 'race’ for Britain
to find it's own test, and meanwhile, the wider release to GPs and STD clinics of the urgently
required tests were apparently FORESTALLED. (Source: Recovered FOI Document. Proposed
Working Group of the Advisory Committee on the National Blood Transfusion Services. Ref. consequences to the NBTS of

Screening for HTLV-IIL Dated 13" August, 1984.)

In a draft question and answer briefing for officials later in August 1984, it
was clear that a ‘sensitive and specific’ HTLV-III antibody test was available from abroad.
The test, based on isolates of HTLV-III probably obtained from Dr Gallo in Bethesda, USA,
had been made available to research workers in the UK on the basis of exchange. (Source:

Publication of a Paper in the Lancet on the Use of a Screening Test for AIDS. Dated 20" August, 1984.)

We, therefore, ask the question as to how long the wider availability of the
HTLV-III test may have been forestalled? We know from a DHSS Press Release that it was
not until mid-October 1985 that routine screening of all blood donations for antibodies to the
AIDS virus was in fact fully introduced, which was a whole 14 months after the above-
mentioned August 1984 NBTS letter. (Source: Department of Health and Social Security Press Release (Ref.

John Patten Announcement) 85/277. Dated 231 August 1985).
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Vle. DELIBERATELY WITHHOLDING TEST RESULTS

According to The Journal, Newcastle, UK haemophiliac patients, on reading
their medical records had learned that they were surreptitiously tested for hepatitis C between
1990 and 1992, WITHOUT BEING INFORMED of the results. Haemophiliac patients
have claimed that NHS Trusts had NOT SOUGHT PERMISSION for the tests to be carried
out and as a consequence, cross-infection with Hepatitis C could have occurred, putting the
lives of spouses in danger. (Source: “GMC U-turn in Blood Tests Row”. Unnamed Author, The Journal,

Newcastle, 14 April 2003.)

In a PHLS letter of October 1984, two alternative strategies for the follow-up
of haemophiliac patients who had received an HTLV-IlI-implicated batch were deliberated.
The option of NOT INFORMING patients was considered in depth. Dr Craske knew that
HTLV-II infection could be transmitted by sexual contact, yet there was clear evidence that
he was still deliberating the option NOT TO INFORM PATIENTS. In an Appendix on
page 5, Dr Craske does eventually state that the option of informing the patient was "the only

one tenable on moral and ethical grounds.” (Source: Dr Craske. PHLS Letter. Dated 23" October 1984.)

However, this conclusion should not even have required such discussion,
never mind arriving at it almost as an afterthought. This PHLS letter may well have had a
detrimental knock-on effect, since, in the minutes of the Haemophilia Reference Centre
Directors meeting in December 1984, it was stated that any haemophiliac patients who
enquired as to their HTLV-III antibody test status should be informed, otherwise it is up to
the individual Centre Directors to decide whether or not to inform patients. (Page 1). (Source:

Notes of the Haemophilia Reference Centre Directors Meeting, BPL Elstree. Dated 10" December, 1984.)
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We believe that this demonstrates that Physicians were testing haemophilia
patients' blood for HTLV-III without consultation, a practice which denied the patient's rights
concerning pre- and post-test counselling, and also in failing to inform the patients, the
Consultants were taking away the person’s right to protect others from infection. (Source: Notes

of the Haemophilia Reference Centre Directors Meeting, BPL Elstree. Dated 10™ December, 1984.)

In the Notes of the Haemophilia Reference Centre Directors Meeting on 10
December, 1984, Dr P. Kernoff commented that “as some 70% of haemophiliacs were now
positive, it may be considered irrelevant if one tells or doesn't tell the resulls of testing.”
(Page 5). We believe that these Consultant Physicians should have given a strong line of
advice to follow; that patients should not only have been informed, but also, that the patients
had a distinct right to know. Dr Kernoff might have considered it "irrelevant", but we doubt
that the intimates of the haemophiliac patients would have thought so. (Source: Notes of the

Haemophilia Reference Centre Directors Meeting, BPL Elstree. Dated 10" December, 1984.)

In March 1985, the Expert Advisory Group on AIDS gave consideration to the

idea of conducting studies on samples collected from patients without consent:

“[Deleted Name] expressed his unease at ‘freezer’ studies being carried out on samples collected
from individuals attending STD clinics who would not necessarily have given consent for such
investigations to be carried out.” (Page 4, point 12) (Source: Minutes of the Expert Advisory Group on AIDS.

19 March 1985.)
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Then 4 months later, in July 1985, we are appalled to read in the minutes of
the Expert Advisory Group on AIDS, (page 4) that in the case of an HTLV-III (HIV) positive
test result, that the emphasis of the Advisory Group was placed upon ‘infection control
measures’ for the benefit of the staff, whilst clearly stating that it was not for the benefit of
the individual’s diagnosis:

"A positive result could be serious for an individual patient and the implications of
tests taken as an infection control measure for stgff and not for the benefit of the individual's

diagnosis and treatment should be carefully considered." (Page 4, point 7.3.3)

We also read that the Expert Advisory Group on AIDS felt that it was
acceptable to conduct Hepatitis B testing without always gaining the patient’s consent:

“Patient's permission for hepatitis B testing was not always sought and, with a
variety of tests being taken, it should not be necessary to inform the patient in all cases that these
included a test for HTLV-III antibody. It was also agreed that the result of the HTLV-1II antibody test
should not be awaited before undertaking other tests which might be critical in the treatment of the
patient. [Deleted Name] said that with hepatitis B it was now acceptable that other tests should be
done while the result of the hepatitis B test was awaited.” (See page 4, line 8.) (Source: Minutes of the

Fifth Meeting of the Expert Advisory Group on AIDS. 30 July 1985.)

It is for these reasons that we ACCUSE the PHLS, the Haemophilia Reference
Centre Directors (HCDO) and the Department of Health of DELIBERATELY
WITHHOLDING TEST STATUS RESULTS and we accuse the Department of
Health and NBTS of PROCRASTINATING TO FORESTALL the pressure to more
widely release the early HTLV-III (HIV) test within the UK.
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VII. KNOWINGLY WITHHOLDING HCV TEST RESULTS

We can demonstrate that one of our Mandated Members was tested by the
PHLS for Hepatitis C as early as 1989. This test was carried out prior to September 1991
when donated blood started to be screened. (Source: 'Testing for Hepatitis C Virus' E A Fagan, BMJ. 1991
September 7; 303(6802): 535-536.) This Mandated Member was SECRETIVELY TESTED 3 times
PRIOR to the ‘compromised settlement’ of the UK HIV Haemophilia Litigation. This testing
was carried-out WITHOUT DISCLOSING the results to the patient. (Source: HCV Test Results

Certificate: H11142. No. 01886, Virus Reference Laboratory. Colindale. Dated 11™ December, 1989.)

We feel that this is enough proof that haemophiliac patients were being
surreptitiously tested without their knowledge and without their informed, written consent,
prior to the culmination of the HIV Litigation, where the Government’s liability for any
future blood-borne pathogens was propitiously excluded in the terms of the ‘compromised
settlement’. This was secured whilst in full knowledge that hepatitis C was likely to be a

considerable problem in the future.

It is for these reasons that we ACCUSE Government and the Department of
Health of THE IMMORAL AND UNLAWFUL EXCLUSION OF LIABILITY for future
pathogens whilst KNOWINGLY WITHHOLDING hepatitis test results.
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VII b. A ‘PRIMA FACIE’ CASE

The Latin legal expression prima facie translates as “on its first appearance”
or “by first instance” and is a legal presumption used to denote evidence that is sufficient, if
not rebutted, to prove a particular position or fact when based upon what seems to be the
truth when first seen or heard. In most legal proceedings, one of the parties has the burden
of proof, which requires that party to present prima facie evidence of all facts essential to its

case. (Source: Wikipedia.org).

In the July 1990 Public Interest Immunity Hearing, Mr Justice Rougier, as part
of his judgment said: "As to the facts, whilst stressing that I desire to express no opinion
whatever on the ultimate outcome, the documents I have read which have already been
disclosed to my mind are sufficient to show that the plaintiffs can raise a Prima Facie case
if they can surmount the initial hurdle of showing that they are in the position to sue”. (Source:

Mr Justice Rougier. Public Interest Immunity Hearing, Judgment 22a. Immunity Appeal Document, Page 36, paragraph 2.)

In the HIV Haemophiliac Litigation Immunity Appeal document of 20"
September 1990, it was stated: “It is not in dispute that some at least of the plaintiffs have
been infected by HIV by Factor VIII concentrate obtained by the NHS from the USA and
supplied to those plaintiffs. The plaintiffs have set out, in my judgment, a prima facie case to
the effect that the Department knew or should have known of the risk to the plaintiffs from the
use of concentrate obtained from suppliers in the United States; that practicable steps could
have been taken by the Department to eliminate or to reduce that risk; and that if those steps
had been taken the injury suffered by all or some of the plaintiffs would not have been caused
to them. By '"prima facie case" I mean no more than that the plaintiffs have alleged facts,
which, if proved, could justify those conclusions.” (Source: HIV Haemophiliac Litigation. Immunity

Appeal Document. Court of Appeal (Raiph Gibson and Bingham L.JJ. and Sir John Megaw). 20" September, 1990).
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In September 1990, Lord Justice Gibson held that the haemophiliacs’ right to
proper presentation of their case overrode the right to Public Interest Immunity, and that the
plaintiffs had "a good arguable claim in law based upon common law negligence.” Lord
Justice Gibson said that it was very likely that the documents in question would contain
material that would lend substantial weight to their claim: “The plaintiffs need the documents
for the proper presentation of their case in order for them to obtain the necessary expert
evidence directed to the explanations for that failure which the documents will reveal. It
seems to me to be necessary for the fair and proper disposal of the case that there should be
Jnown to both sides the actual grounds for the various decisions which led o the continued
use of imported and other blood products capable of infecting a patient with HIV". (Source:

Court Of Appeal Judgement Re: HIV Haemophiliacs Litigation, Court of Appeal (Civil Division), 20™ September, 1990.)

It should also be remembered that Lord Owen, in 2002, stated the following
in relation to the haemophiliacs’ situation: "I have no wish to go to court, but I have no
doubt whatsoever that if someone starts to take serious legal action, the Government hasn't

gota leg to stand on."  (Source: James Meikle, Health Correspondent, The Guardian, Monday, August 19, 2002).

We accuse the Government and the Department of Health of THE
IMMORAL AND UNLAWFUL EXCLUSION OF LIABILITY for future blood-borne
pathogens, whilst KNOWINGLY WITHHOLDING HEPATITIS C TEST STATUS
RESULTS and for MISLEADING the haemophilia community regarding the availability of
the technology for the testing of patients and the screening of blood for hepatitis C, and
whilst in full knowledge of this, bringing pressure to bear to prematurely ‘settle’ a prima

facie Legal Action with a compromised and unsound legal process.

- Page 34 -

WITN1369060_0035




taintedblood.info Accusations Document

VIII. ATTEMPTING TO VANISH CRUCIAL EVIDENCE

Lord Owen said that in 1988, he had been unable to give evidence of his
personal view that the source of donors was unreliable because his private office papers had
"for some inexplicable reason been pulped’. (Source: James Meikle, Health Correspondent, Guardian,
Monday, August 19, 2002.) We claim that there has been a cover-up, as in September 2003, in an
article by Ian Johnston in the Scotland on Sunday, (about the NHS knowing about lethal
blood for 9 years), Brian Adam, SNP MSP said: "There is certainly prima facie evidence of a
cover-up. 1 cannot accept that the health community did not know what was going on in the

light of this.” (Source: lan Johnston on Hepatitis. Scotland on Sunday. 7" September, 2003.)

Then, a letter dated 1 December, 2005, Sir Nigel Crisp, replying to Lord
Jenkin’s enquiry as to why documents recently requested under the Freedom of Information
Act (FOI) pertaining to contaminated blood were allegedly shredded in the early 1990s,
stated that it was believed that an inexperienced member of staff may have mistakenly

marked the files for destruction. (Source: Sir Nigel Crisp. Letter dated 1% December, 2005.)

In February 2006, Lord Warner, (Minister of State, Department of Health), in
reference to the 600 HIV Litigation Papers stated that: "Officials at the Department of Health
have established that these documents related to the minutes and papers of the Advisory
Committee on the Virological Safety of Blood between 1989 and 1992. These papers were
destroyed between July 1994 and March 1998. A decision, most probably made by an
inexperienced member of staff, was responsible for the destruction of these files." (Source: House

of Lords Written Hansard, 27 February, 2006: Column WA26)
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VIIIb. MISSING OR DESTROYED SIGNED ‘WAIVERS’

More recently, we have reason to believe that there has been a shredding
exercise as late as 2003. We have been privy to e-mails that indicate that MSPT2
(Macfarlane Special Payments Trust No. 2) files for many of our Mandated Members (which
were meant to contain, amongst other documents, the signed waivers from May 1991) were
still being stored within the archives of the Department of Health in 2003 when Mr Charles

Lister left,

According to our sources, it is known that Mr Lister did not think that the files
had been consigned to a warehouse and he seemed quite sure that the documents would still
be within the DoH, as he had stated that these files were regarded as patients' records and had

to be kept safely.

When several of our Mandated Members wrote to the DoH in September
2006, requesting copies of their waivers, the following reply from Mr Edward Goff was
issued:  “Nevertheless, we have expended a great deal of time in an attempt fo trace the
applications and waivers, and although we were able to find some, it would seem that many

of the applications were inadvertently destroyed. We can do no more. ”’

We, therefore, QUESTION whether there is a small chance that Mr Lister’s
successor, Mr Richard Gutowski, had ACCIDENTALLY MARKED THE FILES FOR
DESTRUCTION, sometime after 20037 We know from a House of Lords Written Hansard
of 15" May 2006, that the grade of official who can make an order for the shredding of
documents within the Department of Health is required to be in Payband I1P2, Executive

Officer Grade or above. (Source: House of Lords Written Hansard, 15" May 2006, Column WAS, Ref. HLSS11).

- Page 36 -
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VIIIc. RECOVERY OF MISSING 600 DOCUMENTS

It is of no surprise that 3 months after the release of the DOH Self-Sufficiency
Report that we read that 12 big lever-arch files have turned up. In a House of Lords Hansard
the following is stated: "My Lords, the files that have turned up came from the archives of
more than one firm of English solicitors. Given the substantial volume of documents passed
to the department's solicitors - I am told that there are no fewer than 12 big lever-arch files
and the fact that what they have is a small fraction of the material that has been held in

solicitors' archives..."  (Source: House of Lords Hansard, 24 May 2006: Column 826)

VIIId. DELIBERATE OBFUSCATION: SELF-SUFFICTENCY

In February 2006, the Department of Health released a report into Self-
Sufficiency in Blood Products in England and Wales, A Chronology from 1973 to 1991. The
report came out of the opinion held by Ministers that the infection of haemophiliacs could
have been avoided had the United Kingdom achieved self-sufficiency in blood products; a
policy Government initiated in 1975. The destruction in the late 1980s and early 1990s of
many documents relating to this issue (that were being held by the Department of Health)
could have aided the accuracy and impartiality of the 2006 report into Self-Sufficiency in
Blood Products. We would also assert that the review conveniently omits important
correspondence between Government bodies in the timeframe 1973-79 and instead
concentrates more on efforts to address the failings highlighted in the Medicines Inspectorate
report of BPL Elstree, which, had it been a normal company, would certainly have been
closed down., Due to Crown Immunity, however, the Government avoided the closure of

BPL and they continued to process blood products in a condemned facility.

- Page 37 -
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In an accompanying Press Statement we find that conclusions are frequently
presented as facts, rather than opinions; whereas the Department of Health report itself
concludes that “The information gathered during this review has been at times contradictory
and incomplete, but the following conclusions can be ‘inferred’.” (Source: Department of Health

Press Statement. ‘Review Published on Infected Blood Products’. Dated 27" February, 2006.)

Moreover, the report was a review focusing upon "surviving" documents
from 1973; when a decision was made to pursue self-sufficiency for England and Wales

through to 1991; when a validated screening test for hepatitis C was introduced in the UK.

We should add further, that the Haemophilia Society condemned the DOH Self-
Sufficiency Report as “an attempt to gloss over the details of a medical disaster that left a
generation of people with haemophilia infected with life-threatening viruses". (Source: The

Haemophilia Society. Press Release. Dated 28™ February, 2006.)

It is for these reasons that we ACCUSE the Government and the Department
of Health of a COVER-UP and ATTEMPTING TO VANISH crucial evidence,
leading to deliberate obfuscation by publishing a biased and incomplete Self-Sufficiency

report.
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SELECTED SUPPORTING EVIDENCE
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Recovered FOI Document.

(See Point 1.)

1819

g
ST voron FOWICTR LABOATORY

Y, Thak yoa far yemding me s copy of WMESEEEERERS note abuut the
piabildty study en the el . T partivvlerly pote dhe
‘garielon thet the Department anould ot op financinl grounds wnke s
Pein oo grant %o Vs spd that the possible consequences of .
Crv3isg t6 produce serd apd vaccines shoulg e scedpteds

2. hs yeue Ry, the rekaye® are Tesponsihle for the day-tutaye
aangevert of BPL end we pre eurrently comsidering whzthes we 2AVAS dnk
tie GEEERy to hasuxe recponcibidity fer the dugsto-day menagouent of iy
cther © o penterd lbuorstayys the Mlod Group Beferenve Leboratuby. In
Pant, the rruposal fs te be adrunsced taday with the Jhadrwan of the Cantral
Lah SubsLomuiiinotedags, e sre Lasn sure bew wera oup predecssects that
& HES authersty would willingly take over responsdbiiigy fop Lhese
Taperstories = fhdeed wu rather doubt thaey nueh & wavs would bs 4p the
{ntsreatn B¢ the loborpteries in partirulas oud the HBIS in dnerek - woad
suy cogrnion ntder perefully mtudying the poaiiien is that we could aud
do bettes thss invite MR to take over day-to-day reoponsibdiisy for
FORYL which the YRE wishes to offlowd Xy ¥ Aprdd V¥#7.

3, It 1s ddffieult tg oa b we de Lo CEElie vore to nessy $o Dnctlion
©eteeriw 1 cannet expest vou to pive undue wekisnt s ploterte rols ans
AT RUATES bty R i LSV -Petarisg, especialiy a8 A1t may e andy. &y
Srpedin broangERent.. Devertheloss we zhoule ee Tove - wieV zepy pernd
F3fricuities 1f Geemme wern to gloas dowme The DPL wive ks lessud fros
1 oAt v rind T «iXY check %o ave Whet She wiTeits dm bhile Imase
wavld bs 47 the Lister were to by wiind Upe 1% i dmuktfyl that BiL
wiisld hiave b9 security end stability of Senure we requive af the site
unrw 4 be wold. A guick rviteh of BYL o v Yownisews 4m vut of the
wuestion: lask of pealy cnplial is enly &pe o the rivebling blocks.
0¥ 48 A blood produese faetery we well op bedng a gentve far resmarsh
nad dedopaent, wad $f 1t cessed o tonetion large parts of the MRS wiadd
sufley m:etéégﬁgﬂtgﬁy Tt coukd not therefors by 2loaed wWnvil w Pew
roctern Y LRETAFOLIEY (U-5 years, coat oLbn) end had heen zparating
eritenetordly for scme iimme Any ddavuption in jredusiicn during thas
lizerds peried; whith sould well aidos 3% we were forced g avk boo
auiexly, would probsbly cause clinivlans %o £2)) bark sa comrereial
edpyliere of tload grodida, taus atding Lo the tetml cont of the NHS us
weil ry dnducing 8 set-ack for Minloters’ policy of VR selfesuffficianey
in blood produstd produsiiof.

2 Febroasy 1977 [

- Page 39 -

DHSS Letter Ref. Lister Institute, Dated 2nd February, 1977.

WITN1369060_0040



taintedblood.infe

Accusations Dosumant

_

—

National Blood Transfusion Service

LY 22nd May, 1981.

Department of Health and social Security,
gannibal House, |

Elephant and Castle,

LONDON, SEL 6TE.

pear Disna,

.Proposed Inspections of Regional Transfusion Centxes
. by Medicines Inspectors.

have asked BESSSERSEEERES 1f he will represent me at this meeting and

with time.

. BPL through the use of nclosed” blood and plasma collection systems,
not impressed or confused by arguments suggesting that it is possible

which are acceptable for therapeutic use within the normal regulatory

. is present in the laboratory environment in process equipment and raw

industries in this country and the United States. .
I doubt that any of this comes as a surprise to you.
Kindest regards,

-Yours sincerely,

T
p.5. <SSR informs me that he will be away for approximately two w

finding a date for the medting.

BLOOD PRODUCTS LABORATORY '

Directors ’ v e Dagger Lane,
. 5. LANE, MO MRCP MRCPath, . Elstres,

) ' : Borehamwood,
Telephone: 01-953.6189 Herts WD6 3BX,

Thank you for your letter of the 19th May, 1981. I assume from the
wording that my presence at this meeting is not required in particular and I

agreed. It is appropriate that he should fulfil this role since he bears the
main brunt of raw material input at this lsboratory and this will increase

{ am sure you are awaxe ‘that the views of this laboratory and those
represented by NS are not in agreement and that the NBTS Regional
Transfusion Directors are anxious to conform with the standards required by

fractionate contaminated plasma in open systems and . produce products

definitions, I don't believe that we should be fractionating bacterial
proteins which we cannot recognise or control and which concelvably can
contaminate the £inal product without our knowing; likewise, there is L
inevitably an increased risk to the end product if high bacterial contamination

Medicines Division will have to make a choice, but I see little room
for compromise since their attitude towards the aseptic practice has been
vigorous in the industrial sector and should not relent with the inclusion
of Crown services. CEEEBSgEEB will pursue this line since this lahoratory's
products must have the same assurance as those issued by ‘the Pharmaceutical

7th July and a further two weeks during August. They may assist you in

he has ~

I am

to

matexials.

aeks from

Blood Products Laboratory Letter to the DHSS. Dated 22" May, 1981,
(See paragraph 2, lines 5-7 and 11.)
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SELF.SUTPINTENSY TN BLOCS AND BLODD FRODUCTS IR THE UK

1, 7Tne csue Sor selfespfriciency in Wlesd and blood gretucis which is oxpocted to
pe siteined when the wewly bullt Blood Froducte Libaraiory is pracessivg 45D tonnez
of pinéie baw pot substantiedly éhanged mince Ministers agreed it in 1581,

3, qIn tke first plece Hindsters Bre comnitied Lo bhe VD rectumendaticn  thalt
‘menbar stELer dhould te selleeafficient, It i3 ethiledlly unacoepubble ror developed
countries Lo raly on blood products obbefned frox: pecple in less well developed
coumbries Who Ny Suffer rPam incdegoate nutritsen. Dotk these and donors elsevharme
sré padd for thelr donstions #id foy tnet resson mey feid o revecl abverse ciroum-
gtances which Would pormslly render thelp donplions clindceddy unacceptable.

3. The casc of AIDS 4% apposite in A1luatreting ikde dlleywma, Thire is Be tysl i
present bo scpaen denorg ror evidence of nfectivity. Groups av high risk of ATDS
in the 053 are noWn o bé drug abusera swho need fonds ta Support thelr addictlern.
Trery is eyidenge 4o bhotn the OF @nd the UX thav Factor VIIZ prodused in she USh has
tianowiited SI0% Lo hsomophiliascs. It epneot be gopranived thot AIDB-infected
yoluntecr dpnors in the UK can by oxcluded from giving blovw, bub moedi velubteers
from high-riok groups donld be Lilkely o ¢hserve the reguest tot to doneie. Omy
one UR gorsr, wnose earlier donstichs were ussd in plood priaduch mamufesturs, is now
¥rown to be suffering from AIDS.

4, 1t should be ROLed that AIDE 18 nnt the only tranmmissable ageht; hepabitis is
%A1 An departent infestieps hesard for retipicnis of Yleod and blood praducts snd
pgein egphasises the advontsges of yw population of volunieer donors.

5, Baywuen 5Oe60 Der cent Of the Factor VILI required to maintmim the 4,500
¥emeopniliacs in the UK hsn to be iaported as BPL are curpgntly anly able to manufecturs
ruffLesent ror 50 per cent of thom, The cost 6F cowmerciel Yacter VIZI La beld down

in the VK becsuse of the evallsbility of the UK product. & moch higher price ia

charged by surmericAl Interestd Sn Best Germany o instance, However if ihere §3 o
siove te Market coerrarcirl hesl Srosted FEotor YITI, lag there ssy be 4§ resgarsh
copfiras the nypethestis that the FIDE zgont ds raei la%ilc) then the costs of imporied
Frctor VIE1 #31} probably esssizte in the UM,

Thie weoncwic arguvent for becaning solf-suffigiemi It nloon prodoits Ss g
cgovincing one In (hEt 8 cost bépelit ansrydds shoved in 1980 thet for ihs sxpenditors
of £25 milifen, the outisy would be psdd back in térms of repladenent of twported
cipmErc L6l products within 3 gours of cpeilng Lhe new unit.  The sdmd acrgument boids
Ffor sn expendisure of 438 willien, with reduced muwning costs » the hrgekeuven seriod
iy agwin 3 years of coemeensing produetion.,

T, Pinlsters will be aware thet Fuetor VII1, the moxy zdgnificant blvod producy, has
been produced in the saberatory by genetic enginociing wetbads., 2 far as sny
wregictian can Df BUthoritative in this highly complesx apd comwnarclally secreblive
field, {t 35 considered that 1t will take up to five yeers mt lessy for this product
te be aveiiable o 8 commercial scale. Bven then ité gomt poy be high cospared to
tnet cbiniged ren Lunen plasss. This possivie develogment hes been borve in Ging

aed the plans Tor BRL Eve rufTiciBntly fexidle W allow the veflalng of swuch prodvécs
from gopetieelly ergineering sourco naterdsl whew svalliable dn the futuve,

Recovered FOI Document. Paper on Self-Sufficiency in Blood and Products. Date unconfirmed,
however, the FOI Document Itinerary supplied by the DOH suggested the date of 17" January 1985.

See Point 7.
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Chapter II:

W i PUBLICRTION

COANERGLAL TN CoRTIDERCE

CoMITIEE Of SAPRTY OF ELLCTHES
HUESCOMHITIEE Qi BIOLOGTOAL PRODUCLS

Winnted 0f the seeting held gu §5 Snly 1563

(errgpizd mrping only)  CREESSESRERIRIE
{(attendad worving only) w

{artepind worsing only) SEEERSNEES

(Chairesn)

{Medicel Asseaupi)
{Pharsteouticsl donessor}

(auinnded araing ouly)
1

{Sacrébury) 5 (aybetded dorring wily)
{roended sopping only)

D]

b

Jattevded noruivy only

?
3

arténded marning only

J
)
}
¥
3

Lo tepiidentisldily end Annouuceneats

The Ohalvvan velconsd Eretommammanty , B nnd
the UHSS wfffctals, who ware attoading the weetipf for ites #id

wust ehis Lo wodld oo coneldesad $499%, Voo Cualrmen veatnded
Che materinl they reeeived vas configentixl avd should wop be divelosnd oupsidy the
seeeddnge

2 fnalogies for Abupnoo

4y epeiogy for apsonce was reeeived [xonCERIeatmmmm.

5, pmanmtes of the Westing held on [ May 1983

d by thn Chetowahn wg. o oterrest yeaovd of et procoedings .

Thase were agpeed ond efgw

CSM Sub-Committee on Biological Products, Meeting Minutes. Dated 13th July, 1983.
Page 1.
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ou ppplicutions privieonsiy Roees Sur RS

Se Asqufred Imgone Defjosewry Syndgds

Tie GuL-CAmmTYEES® conslderarion of Yho.gusstion uf ALGH and $hoenotd Dieod pivdunts was
gugmsnhed by ihe folluwing empuit advlsery:

Proféssor of Hadisreiogy Walsh Hatioaal Scheal of Medicines,
Cordifi and Chaivian ef the HapophiiTis fentre reccors Comel ptésy

CEEREEE . Concul tant Virnlogist, PELS;
CURTERSIREEER. vircctoy uf ke Nomunieable Birease Survidllance Cengzé PRLS)

2 Bieasi oy, Baglenyd Wiood Tiensiueion Laborsury , Yeankesten, BRESY
adwiger tn Blopd Transfueion;

s, (oocuitant Vivelegtot, PHLS. .

* A tidderataon Wos ELUED Lo Ghe veTIent In{eveativm aunidekle ov Lucidanca acl
cpddentology, detdalogy and relaked fagtors Serateiies for Liwlvdng be eiizgnating
fisls fren blood prodecte were s¥amined, together with poseille practical B2ME0LEE.

i

The following concinsions vare. ¢earhed! s

Y1 Tan causs of ALUS ©s wekiows, but sit infectious declolegy eonma feelye A
pravinynly nnrecommited of nid agent mey be rospopsidble, but rapeated expasure
£, of reactivation of , knowa spyotey (ex G, EBV) way be fuvolveds
Enighteesd euscuptibilicy way bo an duportant {ratar, peps lmeriologhesl
deflatensios fpduced by umisusl sawdl prastions &€ wEgasete te vieod prodiatss
Based an tho elinies) evidense, Crapsmissibllity of tha suppesad agant{s X
appests to by 10w, requiring istimpge coatset &Y introduction inte the tizsuads

.20 Parjents whn ropeatedly paceive Bloed clnttinggfactor cofvenbrsboy MRERT Lo foue

at rish, hut the evidenon so far available sughests that this riek 15 susll
The gisk appoacs te be grastest in rho teae af praducks derived frow the b1aod
of hvmusexsals aod TV drog abusers resfdant fn aveat of high duetdencs leg,
¥eu vork and Caltfupils)y end in thgse, whe vepestedly redelvg conoenliatey in
Bigh Gosage. Balanced spalinst the yisks ef K105 land of other Lufestions
transiitted by biond products) sre vhe bundfive of thely Geep in the owev ef
biwmophdlis they sre Idfa~zavings

5,3 The possiblitey was coneitered of vithdeawing clenting Packsr sonacniTates frow
the patket and replucing Ehwm wlth gryoeprocipitate, It wea eongluded nhat
: tlils g pov feasible §n the UL on grovads of ceRpiy.

: ¢

5.4 The powsibilicy was considered of withdrau”f\); U8 proparations froe the VK, It
wus poneluded chat chis {3 oot gt prosedt feasible on grovnds of SUPEIY .
Horedver, the prreelved lewel -of riek dved ast st prosent funtify serious
conssderation of runh g seiutlen, Zfforts avs howevss pelng wade £o pecera UK
jpdegendance of Toraigm supplicrs of eistilauy Tadtor cunteutrates, Tyis should

o

CSM Sub-Committee on Biological Products, Meeting Minutes. Dated 13th July, 1983.
Page 2 (see points 5.3 and 5.4)
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.yd

védure mackedly, alrhough not eliminste, Lbe icke to reciplents of These
products, and the Bub-Comulitue strongly supparts this adm.  The SubeConniztes
was alus Lafsrnod the UL Hauemsphilia Gentre Blrectors baer adopred s
polity for use of TS Fasinr VITL 45 order to minfwlse risks ar far a5 possille.

It 5 advisslie thad all clecting-factor concenirates derived from U plassa
emivees and intended fby wse in the UK he prepsced only from wacerial
manefactured {rom plonma eolleoted sfter now Fegulatioss woers frgveducsd by the
FIL oa Maveh 23cd 1983, These repulations wors introduced epecifically to
winimise the likxelibeed of collestding blood from affected doners. This syep s
recameended nowefthatanding thn pogsibility thst {ts proeblesl valun may be
relstively small,  IE ocwanct, however, be faken nnull suppliss of

post-aveh 23rd watevial van be sssured, It 4% recommended that close contact
is waintsioed between the Licensing Aothoricy end Supplies Divielsa with tim
g3 of lulroducing thie eosp {mmediataly it bevouwss foasibing

The Sutroduotion of products trested dn wayy Ikely to insetivits viruess Lle o
provieing future develophient. At prosent no such products are evaileble fo Che
UK but £t ig kaews that maoefacturnve e workieg wpon thelr devslepnents  When
Ifesnce epplications are rereived 1t is Importent o examdne not saly powsihle
Ioproveneny b vhe safary mavgin dut aleo the slintcnl ef feebivennss of
wateriad treutad by heat or Wy other means. Tous, lor example, traated
wrturial could possthly dnduce Yeastions in reciplents witeh could render Lkem
gore suscepbible to dnfectivus dgonte.

The Bub-Cownittes lesrst xhel minufacturers weve producing sdvertising material
for ues fn tChe UK shiich appoared Lo wske sejustified eladms coscarulng the
aafery of hesterveated Factar YIX1l., 2t is advised what thin ehould be vropped,
v i feavad thet wnlicenssd onburisl could be ased on & samedrpatient basie,
despfte che fact that 1ve woafecy and effectiveness hed nor baen established oc
consldered by the Livemiing Authoricy,

Hoparivdp E vacclne wap conslduered, 4C pregent there is ne evidence of any
#ivk Frowm the material Ilecensged in the DY, and it was conelwled chat the
iteence whould ramaln uochaoged, 1.e. fof use im high~risl growps enly. Sugh
preeps bave A clear vs) of hepabitis B, wlileh {s & secious and potéantislly
farel digeases The positlon should, hovever, B4 kept uoder clops sheurvetlon
ir fs yrrconmendsd that the mmwfacturer bo eskad to provide ongeing dats
relating te bhe safsty of the product iu respect of AINE, Tt i undersvond
that ARVL bave vecowssadad that the PULS wndertake surveillance of recipients
of Hepstitis B vacwuing, and such a study Nz bemn plavned by the PHES;  the
Sub-Comnltynd supperty this recommendarion, Tne surrently lleensed vaaeina,
macefactured by HB0, has been sublected to threw weperate dosctivetion
procesess, and it 15 reconmanded bhat aay hew vaecianes derived Eron lusxan hlesd
stwizld bo Hesnsed only {F subjuested to similar sbringent tieatmedt,

Both immineglobed fne sod eibuming weve consddored. At present there is no
evidenee of risk froa these produsts, sod no action wos though to be Justiffed ;
bovevery the position shovkd be kept wader elvge cbuervation.

Many proups, insfde DESS pxd oupside, ere professionaliy fovolved in the ALDE
goestion. Yhe Subomud tron resouends that the DESS wiker sure bhat adoquate
artenpeonents ave wiinbpined tu emsure coovdinatien of motivities butvees theue
grouge.  The PELE, chreugh {ts Cowmauintonble Dlenaze Survelllaned Ciniry s

CSM Sub-Committee on Biological Products, Meeting Minutes, Dated 13th July, 1983

Page 3. Agenda Point 5.8
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cur Rafs WS
7tk Swtober 1885
To: Rasmophilis Direstues, Brgland 4 Vales

THFCRSHTION SHERT : UCTUEER {3835

M from this month) & tebr Pector T8 concenteate {typs IR 48 nov replacing the
whested peeduct type TE(1Y,  General patlent lssue will begin ome the
ot ook or 8o, IE you wish to recelve & [y of Fuctor IX conceatrate, it
is eszentlel that 4 List of named patients to be treated with this product e
sent o Dr ' Snape, Baad of Quality Control, BPL, ay sooh a9 pornibia,  To
sddition please telephons the Facking and Despatoh Sectlon fextension N with
yoor preduct regiirerents for the first issue. Further suppllat can %o
Chtained on roquest eithar by talephone or by uelng the postcard erclosed with
?:‘m& @siivery, but only to those siinicians who have submitted patlent
sEings.

This new preduct, containing a nowminal 600 iu per wial ban been : 2t

B0°¢_for 72 hours to inactivate vizal agents (including hepatitis o hite
Giruses) But 1t cennot yet b aysimed 4o be free fron vira) isfaction, {se0
sion encloced dats shest).

The conditisna of heating have little effect on the facter X, 7%, end X
oontent o selubility of the contantrats. pralininary studles {ndleate that
the (mvive recovery and half-dlssppesrance time from the clroulation of factos
oestivity sro unaffestsd, '

2 study of factor IX infusions into dogs {psing this product) in dosés of J00
uyhits per kg indicate that there 18 no ris)y of disseminated intravescular

esaguistion.

clinteal briale et 2pocificd Hasmophilis {sntres are now In progress to shin
svidance of redustion of ellminaticn of virsl trensmixuios, particulariy RARER
virue transmission, Ferther agsarance ls sought over freadom from risk of
viral tranamigsict, IF {m have wider your cars, suitabls patleats who woild
be abin to participate kv & elisleal rrial, che enclosed provosol should be
wae:; only far this purpese. (Plesse s the enciesare Far Further information
o) lts usa).

In ag with the regulatory reguiremants, the poolusct should be izguad
eliniciens on & named patient bazis until & product licence hay beeh grante
it s that outpat of the 9 wonentxate from the dste of first {ssue
will entirely moet the domand for buated fester IX tratos (For une {n the
traatment. of patieats with congenital deficlency),

For any. further Informstivh, plesse contaty

product Services Departmwnt, BPL,
DI-9%3-615) % 200,

¥9/730/8%

Letter from BPL Product Services Department to Haemophilia Centre Directors.
Dated 7 October 1985.

See paragraph 2, beginning ‘This new product’ and see Paragraph 5, beginning
“Clinical trials”.
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Letter Ref. “Virgin Haemophiliacs™:

SOOTTIER NATIONAL BLOGD TRANGFUSION SERVIEE
Headquarters Unit
EHen's Glen Road
Edinbwrgh EH1T7 707
039-664 2317

SHCJERIRK 19%¢n. February 1984

Departrent of pernatolony
Univnezity Homgita) of ¥olvs

oo Y4 ;15’-),’
i °

Dear u

5 wote to cantirm cur egaversstion lssi Friday st NIBUL,

Ve pops to hive sufficiynt wet heat treatad faston VIIT for
1imited ebiniasal studivz by Soptomher 1884, We are particulariy kees
to Eig PAFL pf Lhig prosiuci ba put dute “virgin hopraphilises® and
would mueh appeecisre She aszistonce of the UK, Hoomophijia Ceabra
plreciorts Yorking Party on Hepatitis,

Fup ynar intereat I enclose the anslycleosl profile of the
1ust bakeh of this product.

Kéindest Prgords.

Yours sipterely

Letter from Scottish National Blood Transfusion Service to Cardiff Haematology Department. Dated
17™ February 1984.
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Presant:

Agenda

the Chaixman.

Itemm 2 (L)

Nates of the Hasmophilia Reference
Centre Directors Weting, Blood Products
lahoratory, Elstree 10/12/84

Prof. A Bloosm  (Chairman)

Or R 5 Lane {BEL}Y
Or T Snape (BYL}
0z 8 J Hacvey (BPL
Mz P Prince (BPL}
Mr ¥ Pettet {BPLY
Dr J K Smith (BFL)
D P Kermoff

D¢ P Jones

br € tudiam

v Preston

or E Mayne

Ur B Gurworn

Dr A Sunithies (0HSS)
Dt J Cash

or T Delanore

Dr P Mocbimer (PHIS)

Dr J Czaske

Dr C Forbes

Dz € Rizza

r G Savage

Or R Tedder (Middw Hnap.)
Hr 1 Tenpexlay

In addirion to the previeusly circulated agenda, an aide-menoir was tabled hy

This covered several points for discussion at Lhe neeting.

Item 1 Introduction to the meeting

The Chairman autlined that the resulting publicity swroumding the
eventy i Bewcastle and Aestralia, and the continuing work on
HTIN 111, Las precipitatnd eodays mpeeting,

HILY 111 antibody screening

Dr Tedder reviewed the current situation by saying rhat the
Gallo cell line was available for investigation although
the USA had made the isolates dlfficult to gbtain. The
dritish isolate reguired an organisation to handie the bulk
virus culture: Porton (PHIS) and Wellcom: are the anly ones

Recovered FOI Document. Notes of the Haemophilia Reference Centre Directors Meeting. 10 December 1984

Page 1.
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Spiking of Factor VIII with Live Antigen:

The alternmatives to dey heat, ie heat in solution or virus
inactivation by detergent offered additional prospoects for a
safer product.

Dr_Smith stated that the priovity had besn given to Factor
v1iil, salthough Factor IX was capable of being heat Lreaved,
However the problem of patential thromhogenicity was causafor
conearn and no WP-TFactor 1X would be jssusd even for rlinical
trial before animal experisants had confirmed gafety.

The present stouk of Factor Vil is being consideced for heat
treatment, Not all batches were suitable and thess would
remain availanle as non HY produce,

CQurrent work is directed to makieg available limitoed suppres of
s heat treated praduct to April 1985, when ir is expected that
all vatches will be heat-treated. A new product of higher
Speoific Activity {8 already reing prepared which will with-
srand more severs heat-treatments and other treatments designed
to inactivabte hepatitis viruses as well as HMW 111

Dr lane remarkad that in order to determine Lhe effectivencss
of the hear-treatment, spiking of Factor Vill with antigen was
reuired prior to heating, The present methods used by the NS
and commercial companies may still leave an active antigen,
BPL would therefore be looking for follow-up studios during
1845 with FMaerophilla Centre support.

Or_Lanp advised that HI material in large quantities could
not be available Lefore April as equipment had to be ordeced.
These hal now been placedt fur all the rexuired plant.

mhe Chairman commented that CDC type evidence” Eox BPL HT
batches was important, BEL would nead to obtaln this evidence
in support of their marketing of the proiuct., It was accepted
that with limited trial facilities available, the NS producers
ware in comperitjon with commrcetals for trial studies.

r Lare advised that it wes too soon tw be precise on the
vield losses involved, with heat treatment. Users should not
assume that the higher purity product meant a higher loss
yield. Cbserved losses so far for the standard heat~treated
product were similar to those found by commereials.

Dr_Craske in response to v Lane, advised that it was (oo
soaen to knaw whether the atda implioated batch of NHE Pactorx
Vi1l hed caused saroconversion,

Recovered FOI Document. Notes of the Haemophilia Reference Centre Directors Meeting. 10 December 1984,

Page 8. See paragraph 5: “Dr Lane remarked”.
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MEETTHG OF TUE HADIOPAILIA KEFERENCD CENTEE DIRBCTORS - 10 DICEMEER 1934

4.  Backpround

So far three patiesta with hsesophilia ers knovn to have gentrested AIDS,
two of these Bave disd, About fwenty four other cases Bre knows to have
persiotont génereiised Lysphadenopathy (FAL), Hoe eight hundred
heemophiling patissts heve nov Desn tested Jor EILV ITT antibody. The
incidence of antibody to HYLY 117 in heesophilisc pstisnts overall is of

the order of thirty Tive per nest. iovewsr ssvanty five per cunt of patients
with mevare heesophilis heve the mntibody., Of four thouehnd hsomophiling
g-_ticntu sowé kwo thoussid ¢wp b considered to be esvers the resainder

siog woderaty sud wild cames.

2. As you koov I wea invited to the above arating feld st CBLA headquarters
and srranged to discuss the twplioations of ATDS for hasmophilia patienis.
Ve £an sxpect » lstier from the Directora to the Separiment with & stetament
of their policy decisions. A lstter will alwe be sent to 431 Bapnaphilis
Contre Directora sdvising of the dscinlone talken by the Refererce Contte
Pireotorn. - The following main issues wers discusend: ’

Directora would 3ike to test all heenophilisc patienta in order to
gatatiiah thely astibody statua. i

thought that grovidss they wers wot Gyervheln a3l mpeninens &%
ones they tould test wost of thess patisnte. They would seed edditionsl
reeources to do thls.

Ipcopsistencien in the resulis of the tesis pevenl that s study of the
hoemophiliss populetion would provide the invalusble waterial
inoreass our kpovlsdge of the dineass. G Yoy developed
the sane teat Ko & weing the $alls {soiate obtainsd with his
perbinsion through Profsacer Weise. I telieve » niudy of nagzophiline
patianta could be regorded es 8 resenrsh project wov and Pr Mortlmer
could provids feeilities for doing thess tosts, Bowever I wes told

thay 3ittle support has been xivso to the rslevaat sevtlop of the

Viras Befersson laborstory whily working on & ehos string. It sy be
gppropriste to aex FELE to tresy testing so e priority.

b. Desling vitk hesmoyphilise pabients

It wvea sgreed that 811 hasmophiliss patients ahould be counsslied R0 ues
pareiEr nethods of sontiddeption {6 order to protect their helaeromswual
contast, Petientn who asked for theis aYLY¥ YL antibody test resulin
ghould be inforued of Fhew othefvize 1% Lo up to indlvidual Direstors ts
decide vhather or sot thay wish to toll the patiesta thelr resulln,

Meeting of the Haemopbhilia Reference Centre Directors. 10 December 1984,

See Point 2a, paragraph 2. “Testing haemophiliac patients”
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Chapter III: ~ School Trial - Lord Mayor Treloar

BLOOD PRODUCTS AND PLASMA FRACTIONATION LABORATORIES

A. BLOOD PRODUCTS LABORATORY

Repé‘rt to the Advisory Subcommittee on the Blood Froducts
and Blood Group Reference Laboratory of the Central
Committee of the National Blood Tranasfusion Service = 1976.

Recovered FOI Document. Blood Products and Plasma Fractionation Labs 1976. Collaborative Trials.
Page 1. Letter Heading.

R A

Coagulation Factors. There is sctive golleboration bvetween Elatreeandsa
Oxford During the year improved working procedures for factor VIII amsay
ond statisticel evaluation of assay dataaéa:elbien ie::i:p:ieazzltabornting
; o
VIII house standard introduced. 134 abora
:ti::;y with NIBSC in the preperation and standardisation of the §irut
British working reference preparation of fector VIII {concentratel .

The janhoratory is collaborating in thres clinical invea§£gationa:

Trial of factor VIII concentrates in home treatment (BPL Elstree,
PF Lab oxford; Climical Unit, Haemophilia Centre, oxford; Dept. of
Haemptology, Ste Thomas's Honpitql).

Trial of factor viII concentrate in prophylaxis {BPL Elstrewm,
Lord Mayer Treloar College, Alton) .

! i th the transfusion of
Hepatitis in haemophiliecs emsocioted yi
factor vigx concontrates (BPL Elstrese, PF Lab Oxford, C}inic:; zziz,nﬁ o
Haemophilia Cenlire, Oxford, Hsemophilie Centres, Newcsstle an ¥
Treloar College).

Recovered FOI Document. Blood Products and Plasma Fractionation Labs 1976. Collaborative Trials.
Page 4.
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HAMPSHIRE AREA HEALTH AUTHORITY (TEACH!NG)
NORTH HAMPSHIRE HEALTH DISTRICT
Direcior:
A ARONSTAM, M.B.. M.R.C.Path:

TRELOAR HAEMOPHILIA CENTRE
LORD MAYOR TRELOAR HOSMTAL

Basingsioke 3202 Ext GRO- ALTON
o025k . C Tolephone Na, 82811 Ext, 263 & 211
g 14th May 1979.

i!mc Realth lahoratory.

withington Hospital,
MANCHESTER M20 8LR

We have not had any cases of hepatitis
following N.H.S, Factor VIIIL. As far
as your suggestion about transfusing
mild haemophiliacs with this material
i3 concerned, I totally disagree with
this concept. L do not wish any of wy
mild haemophiliacs to develop hepatitds
in any form and therefore adopt the
policy of either using D.D.&.V.F. OT
Cryoprecipitate.

yours sincerely,

Letter to PHLS from Lord Mayor Treloar Hospital. Dated 14™ May 1979.
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Oxford ‘Chimpanzee’ Letter:
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CRPORDSHIRE HEALTH AUTHORITY

ONFORD HAEMOPHILIA CENTRE

v
~
v

Tn all Haemophilis Ceatre Directors

Daar ColYaagus,

You are no do‘;bt aware bthat ai le . 4 commercial companied are
about to introduce-preparations of factor VITI and possibly factor IX

of the bulk of Fibrinogen but pther methods such os treatment with

used.  Although initial production botches may have been tested for

a1l fulure batohes, 1t is the
in boman beings Lo what extect the infectivily of Lhe varlous concentr
has been reduced.  The mast claar cut way of doing this is by adminis

P lasma F

Trile

ctivity of crates produced by
tory, Uxiord and Slood Product faburatory, E
it is pussibls to demanstrale infectivity using guits
previously untreeted potients, It ds very important also
yle whother the manufaciaeing methods used to 1

findgd cut

conftont of denes

sured protein., re ] i wr VI1il ERT IR
factor VIl i-1Lfe in viva, increassed incldenne of YIET &

af Lmmune conplex diseasss.

Although there is no doubt that the introduction of 'hepalbis
s would sonstitubs o major advance we hope you will agy

. on 8 'ramsd pabisnt’ basis would be wndesirsble and
rinder consrolled studiss fin the future. There are several ©
thinking thig:-

1. Tie

51

ging efficiency
in by properily cond
are Tikely to e B

tass

s ohaerving recovery
ted ciind 510

Imbia, T
will e ansvallaty
otal valus onily.

B Churchill Hospital,

Oxford OX3 70LJ.

1ith Jacuary, 1882

that have been processed in an attempt to reduse the risk of tronsmitiing
hepatitis B and -non~-& non-B. As far as we know the products have been
subjacted to a heal treatment proocess such as pasteurisation after remaval

f-propiolactone and UV light or differontial adsorption-eslution may be

infestivity by injocting them inio chimpanzoes it is utilikely that the
manufecturers will be able to guarantes this form of guality control for
efore very important to find ouf by studies

ng,
thmee concentratas to potients requiring traatment who have not been previously
axposed Lo large pool concentratas. Those patients are few in number Lul a

i is being csrried out at Oxford Lo detarming Lhe
otianating
tutdy
msll numbecs of

sulted in a product with undezsirsble characlaristics such as high
fun e

Heaxdington,

5

oW

Bloom AL, Rizza CR. Letter to all Haemophilia Centre Directors. 11 January 1982.
Page 1. (See lines 8-15 and 18-20.)
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Oxford ‘Chimpanzee’ Letter: (Cont.)

2.

?. For the purposes of & Product Licence the manufacturers are required to
set put Yo the Regulatory Authoriity in the U.K. the evidence of
product efficacy and safety and details of processing. batch tu batch
reproducibility toxieity tests etc., which help Lo ensure quality
contraol. 1In addition there would be o requirement for saagiles of sach
batch or batch protocal to he submitted if reguested to the Regulatory
Authority for assessment ot NIBSC. HRanufecturers sould be laible if
subsequent batches failed to meet the ariginal product protocols and
import of swuch products could be prohibited. Although it will not he
possibla for Lhe Regulatery Authority to check infectivity of batches
as an ongoing cortrol, measurement of total protein, clottable protein,
factor VITI antigens and activity ratio etoc., will help to ensure that
Ehe moterisis have been properly processed, Cven i1 fector Vi1l
cuncentrates are subjected to similar pastsurization praocesses ag those
used to sterilise albumin and pthar simple plasmea protein fractions they
may not withstend dermsturation to the same sxient. Formal trial of
efficacy and on-going monitoring of quality control is thusg important,

3, Use of a product on a ‘named patient” basis is-often justifiehle but
by-passes thesa regulstory conirols whicdh have heen established in the
interests of patients.

We ars therefore writing to let you know that the Hepatitis Vorking
party are discussing plans for Clinieoal Trials of these products as they
become svailable end will if necessary reguest exasiption from o clinival
Lrials certificate in respect of individual products in order to expedite
trials, wWe hope that the companiss concerned will collahorate in th
Lrials and will offer appropriate supplias of their coneentrate as wa
Tinannial support.

e1e]

Unfortunately thers is insufficient Yime gvailatile ta air these
problems ot “the next memting of the Haemophilia Centre Uirectors but 31 you
have eny absprvatians we would be mast prateful to leapn of Lham as 5000 a8
possible.

With @1l bast wishes,

Yours sincersly, S

GRO-C GRO-C

.
A.L. Bloom C.H. Rizza : {

Accusations Dooumant

Bloom AL, Rizza CR. Letter to all Haemophilia Centre Directors. 11 January 1982.
Page 2. (See point 2. Lines 7-11 and lines 16-17)
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Chimpanzees - Few Animals Available:
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Wi

1)

Foeliur (:il‘eh“?;k‘«..gdlméi;i T tiile Lo chirneber e 1he vivisea of Honmd;
nonwd hopat{tds with e view to develspling lsds for diagnaain
Aapgr weeneadng wits

Priorts shald cretinge (o be oate o asdions et nd ey
af  cheand o hopatd s fe g fror faclor VIIL anmd T¥ poplacuent
thorapy,

I N MPPATTELS IS ANClE

ek Shirpe rnd Dockse Ltd, fave approschiv® ¢he Hepnddtls Workims
Prvte il 0 viov Looearbring fut an lamanegralalty el of Umiy
it b B vovclne deoBeidlist Preophilises, Thiv saecine s Biny
ahown tooglee n 90 - BEY protostion againet fwnatitic B io & vdmal
Trtal i bomsniiads - B New York leee Yew Brge Fu Mede, November, 15801,
Digpussions ave procecthig vilh o view da careyisgeul n Linited trinds

Macantly pabliched ovidonso conctrning the fke af sibea viokel Tigt

wad § propla-tactone to. ipactivide hepatitis virsses iy faetor IN
segaared fo0s olnimed LG B0 or mave of infeativity e to nostek,
nonmB v iruees hod besw Femoveds Tt ix likely that comenrcizl focter

U priperetiong {rested Ty this msthod will Bedone available with vlaius
et thoy ses ssesniated with alo vigk af transnikting hopat iths.

Ve only wap it igtoetivity for tonwh, Bonsl Hepntitis ood beisboun
other thnn honan neelation 56 by Decsiation inly chleparees.

Shge’ vory- D oF thise wnisnbs are avaliable, f4is difficuli o sae
feae wvery bateh Arested By this melBod wiil have el idx o cunitrod
spsarence with Peapoct To noned, nopsH vipeses,  This lofoymition

should bie borac in mind Whell consddeving jutehisa B8 thise préparetdabig

s Sranls
Henche Sor ML

24, 08Y,

Dr Craske. UK Haemophilia Centre Directors' Hepatitis Working Party, Minutes. 24"

September 1981.

(See point 2, line 7).
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Chapter IV:

Prifysgel Cymru
Unlversity of Wales

Ysgol Feddygol Cymru
Welsh National School of Medicing

S_.f.". ictly Confidential tial Dapsrimeant of Hasmatology
) Unlversity Hospltal oy Wales
Heath Park, Cardiff CF4 4XN
Perofessor A, L, Bloom Tel. Cordiff, 755944
£xt , 2105

Dr. F.E. Bolton,

Daputy Director,

Regiona] Blood Transfusion Servicos

Royal Infirmary,

Edinburgh EHI 9 HB 23rd Moy, 1903

Dear Frank,

Many. thanks. fur your latter and for your suggestions sbout AIDS. This quastion has
been discussed several times omongst those concerned with haemophilia freutment ond we
the subject of @ speciol meeting of the Hoemophilio Reference Contre Directors recantly,
Maost of the recommendations which you suggest have in fact been Incorporated by the Haemophttiv
Refarance Centre Directors,  We hove not laid down hard and fast reguistiens since the dofu
of treatmant will depand upon Jocal circumistunces, [ do not think that anyone it comploceny
about the situation but | think that we all agree thot 1t would be counter~predustive to bon
the importation of blood producis af this mement. We ure however raking steps to recommend
that imported produets fromithe U.S.A. of leost mest with the noew F.D.A. regulolions. Your
comments about the uso of cryoprecipitete and M, H.$. facior VIl concentrate have besn
Incorporated into our.advice although ot the moment we ars not rigidly differentiating betweasax
cryoprociplate and N.H, S, concentrate as far.as seversly affected potfents ore concernsd e
any rate ., | think thet this 1s implisd in your recommendation number 2. With regard to defaims
of home freatmant for now potients this Is o mofter For further discussion. The MHoemophilio
Soclety have expressed concarn thot we are not expanding the home treatment” = With coffiejent
vigour ond this whole question will ne doubt be on the egande of the next Reference Centre eid
Haemophilia Centre Director’s meating. No doubr you ore already aware of the recemmendeations
made at the recent maeting of the blood Transfusion Centre Directers,

With ol best wishes;

Yours stncerely,

A.L, Bloom

&y ¢, De, CLR, Rizea

Letter, Professor A L Bloom writing to Dr F. E. Bolton. Dated 23" May 1983.
(See lines 6-9.)
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FRPER 11
ACTION KLREADY TAKEH BY RELEVANT AUTHORITIES CUTSIDE THE DESARTEINT

1, hetion by Pesiongl Trengfusion Dicsctors

At thelr meeting on 18 Pay the Reglonal Tranafusisn Directers apresd
to prepare @n inferpation leaflel on KIBE which would be availsblo
Lo donors Lo rend ut  donor segsions and could be sent to donors
phoning in with enguiries. (Dirveciors asked {f the Depsrtment would
pay for the printing of such a leaflet end thys has been agreed with
Ioforzation Divizion. A drafl has been cireulated for comment).

The Directors further propesed bo meke an approasch Lo the dedical Gay
Seciety {an associstion ef homesexusl dectors) to eniist their help
in the disseminotion of informabion on AIDE te homesexwnl groups.

The Soclety's initial reactise has teen favourable.

Directors were susmast that thers would be no direct guestioning of
donors ttout theblr sexual habita nor aboub the presence of symrptomd
such a3 night sweats, weight loss etc,

4 2. PRecommendations of Heenophiliz Reference fentre Directors

&1 their meebing on 13 May 1983, the Haemophilia Reference Contre Direqtors
agreed that on the evidence availasble ard because of the benefits of
treatment, no restriciien should be placed on the uge of {rported

Fsctop Y111 concentrate other than to continoe with ihe present pelicy

of using only WIS materinl for children under ihe sEe of 4 yesrs

pand for mild hagnophiliaca.

3. Ney flegulatidna on Dener Screening by the Foed end prugs Administration
{Fnhkl ip the USA

he from 23 March 19283, FDA regulations neve required thats

1. Educationsl progresmes be Institvted for potentiel donors
rrom defined high risk groups asWing chat tagy pefrain Foow
dorotian. (Hian risk groups arc dellined asi perzoss with
symptoms and signs suggestive of KIDS; sexually active nampseiual
or bisexunl men with multiple pariners; Hattinn immigrants,
intravences drug ebusers and sexual partners ¢f insividuals’
st locressed risk of AIDSI.

BN A1) plasma dunors Lo receive infarzation on AIDS.

L5t vigeme taken from a doner In & nigh=risk group should t# igbelled
ty tndicate that Lt should oaly bg used In the preparaticn of
a.bumin, PPF, globulin or for non-injectobls products.

INB: the use of such pliasma for slbunain, PRF cte produstien

is extrenely dubious. I an infacticus agent 1s involved,
there is na reans of uncwing that the heat Lreatment, (O which
these products are zubjected, will insctivate it - DWd,

v, The danor's nediesl history should Inglude spaelfic quustions
destgned to detect possible ALUS symplems eg psight sWeats,
shexpected welght loss fic.

Recovered FOI Document - AIDS Background Paper I1. Dated 3 1¥ May 1983.
Point 2.
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SOTICN O3 AT0S

Torefer 9 2 Jelier o yoo Orov ECESEEENE of TUST on'Y May (of vaich
1 wan snovn o repy) cosnopanding that dewricen FVITL semconirele ahwuld he
with@rawn from use boasuse of thr risk of tramamitting ATDI,

In zy viev this sugeestion 19 precature in pelation to the puidence and
unbglanoed in that 1% doos nat taks fato aczeunt the riaka to harmophiliacs
of vithéraving & major mouved of thelyr FVIIT aupplien.

Perhnps the aituatien 1s bevi put in perspective by atatoment whish was
drefted to appear in the oinutes of the cesting of the Sirecters of
tarzognilia Seference Cenives which I attended todays

fysey Birectsrs have until nev restristad thelr use af BVITT $n young
rhildron (under the age of ¢ years) and in vild haezrphiliase o~ HER
raterists and ve consider that it would be nirasmapsat %o mrg g inie
with that policy.

myave <6 net safficdens evidenman 4o remirict the aas of teported FVIIL
soneentrater in pihey sRtients in view »Y ghe Denafiza of Ui sw¥aataent
ot the eftosticn will ba hest vemuimiegedy gnicp esviev by oesns af
& superillanse syatem wnick has Twen Instenies and By e tf erpalay
reatings of the Hefaven~2 lantre Lirsdtivs, :

st the et taat tap eptenal Urasafumicn Dirests

re
sagen fe avr il dinedd

(3 3% a7
Zprors wha =ikt be in 2 tatepory shrusnt o T e aymmrpervsiars AIDELT
(K%, Thin sistemynt iz a-t for publizaiien wntil k4 minuten hpue been
Proeaily strealatedy the sevding ray oot oe rrininely that of thé flasl
Frema )

Jith vegard 4 the working Farty en AIED «hivh e 15 ;ranened,
T swspert thet Urof. CETEEEEEEER e ¢ ‘nvited Yo veeragent hsanspnilis
anntes Slrpatars, :

13 Fay 1383

Recovered FOI Document. DHSS Letter. Med SEB. 'Action on Aids'. Dated 13" May 1983.
Paragraphs 1 & 2.
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. Motiers gxd Fing Lo the mipotes

omatpboe BeTE the SEM'e advies o applivetions previvusky Seen T U
BuboDamoitted,

S Aoauived Twgane Dedtedonny Synduiang
o el A

duzmented by the fullowlng expore adulsars:

ordifi gad Chalsmin of the Haeeophidia Genrce M reccora Domud pLex]
SRR . Uontultant Virelopist, FELS;

pdvieny Lo Bleod Traonsfusieny

piiEnemmEmeEy. Couiaitant Virolegist, PHLE. .

"

Phe following vopelupions Vil yearhad:

to, of vresciivition of, hndwn aguntsy fegy GMY, EB¥} may te fovolweds

5.2 Tatd

hasmophilis they are 1ife-savieg.

‘ elhis Ls may feaeible i the UK on geounds of sUPELY ..

WAL CRGT

The Suov-Cammd rrees® oonsideTation o3 ThE qUsELien ot ALDS pud dicomewvd biesd prodects Wiy

i Professor of Wactsteiopy Welsh Hitiona) drhonl of Modieines,
4

M. Directoy uf vhe Dommnizable Dlusase Survedllanss Cont e PHLS;

BiLERLLGT, Reglonul Biesd eppsusl ot LEboTeroTy , Banehestet, BRSE

s AR A e YR AT WS EANED LE. Uha SUTTARE Avduristien sanileble on incidecte Avd
cpldoniolopnl, detdology and pelited Fastérs. Ferrategies fox tiuitiog ov elimineting
rigks Frop hlood prodacts wers sxomincd, together with pagalble practics] monsures.

5.1 e couse of ALDE s unkfiowu, byr s infecrious sontoleyy wecms Hkely,
praviounly woracognlgnd qf DES et MRy e responsitls, but capeated axpagure

Vo ghrsoned suseuptivility sy bo an lmporeant fuciar, e.f fminologioal
dofleteasion fndoned by weisusl smmal prantisss st svgadvte ta blevd gresnebsds
Based en the cliuwiesi oviderce, trapwmissibliliny of ths sippansd agattisd
appears to be low, requiring intimste coatact oF futreduction inte the tiswues.

who fepestedly vecaive bloed clotbigpgfactor consenbrates dpReRr 1o ha
at-vidk, but the evidence so far avnilable aug;z',eets thar Ehio rigk fg snslli.
The rivk appears td be proastest in thi crae of produects deorived £rov the blond
of hymosmsasle noud IV drup #duassrs yesidesic in piead af Righ docidence leg,

¥ew York and Galifetnia)y and in these who repes ;lly peselve congenttatys dn
High desafes  Wilanced sghinst the Tizks of AIDS Land of other infectiong
trangnritved by bleod prodacts) sre the bénefive of thely uwep  in the case of

5.3 The gossibiliny was voasiderad of vitlelrawing clotting faetoer conspntrates foon
the warket and replacing Fhom with cryoeprocipliate, 1t Wa2 eongluded Lhat

5.4 The possikildcy was conzidured of wiu;d:aéﬁzg 08 preporations froe the Y. 1t
leded chat this Ls uot at present feapible on grounds of sidbr
Horeover, the pofcelved lgvel of rick doed npt #t prosent luslify garinug
conssderation of runk & selutien, Piorts are hiowever being wads £o pacerda UK
pndepandcane of Toreign auppliets of xisktiny Toctey concentrates, Teis shoutkd

¥«

&

CSM Sub-Committee on Biological Products, Meeting Minutes. Dated 13th July, 1983.
Page 2. (See Agenda Points 5.3 and 5.4)
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HATIONAL BLOOD TRAKSFUSION SERVICE

HORTH LONDON BLR0D TRANSTUSIGN CENTRE
SEANZBRAEGLE ROAD

v K. CORTBINSS EDGWARE, R““;cg‘gz
g & J
w etsimanni 0-08% £41)

fUth Uetober 1585,

R

separtdent of Health and
Soelal Securaity,
Hannibal Housé,

Elephant snd Laatla,
Lenden SE1 &TE.

Dear ‘

Thank you for your letier of 2851k Oakeber,

Fartupately Tor uvs, we wore able to start apbi-RTLV-ITLT
guresning Unolfielelly fromw the S3rd September 1985, Since we
rarely nave the luwgury of too muchk blood gsthericp dust in Bhe
"frigge ont sinte our aupplles of fresh Trozen plasis get snapped
up very Qquickiy our only stored maberial 18 cryppreoipibate, We
hgwe been BLONINE SEruR ganples from donors for aeveral aomthd now
518 we¢ sre going whrough the reccrds of cur eryapracipitate stocks
to aheok which storvd donory somples sorrsopond %0 the shoeked
saterial, Ip sdaitios we Mili be shle te test Lhose
pryoprecipitate donsrs Whn retern to give Pusther doemstlsfs ae
ghis probles Is In band.

Feturelly we cannel commont en querantiner stouRs ar pooled
plasgs for fractionataon st Elskree byt sisuse thst the heat
insetivation will cover bhat sspest.

Tours gineerely,

7

/ ,,,,,

Avcusations Dosumant

Recovered FOI Document. NBTS Letter to DHSS. Dated 20" October 1985.

(See final paragraph.)
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I COHFLDENRCE

BEAT TREATED FalioR VIIL

coo will wisp to knew that thers Lz seme hearspy ovidence thar hassophilise
patlenty are sgrocoavearting bo beomme antl HTLY LID pomibive despito raing
given bhast treatéd Facfor VLIL.

Tnig could te becEUSE:-

1. They bave asrsgunvertad one months wfter hawing recelved 3 won-teaaned
produst {the sse of beat trested Factar VIII enly becase cowmbe At bhe
gegloning of 19851

3. Ceptain heat treabed products are net belog supiescted o suflicient
inactivstion. Toers i censiderabie’ vardiaticn Bebwesan the nethods uged
by the commercisl firss 2nd in perticelar the Proteln Practlonstlon
Laberstory in Libsrtsn in Seotizod introduced op & Shork Esre basis 8
very aulex method swhich thgi\:howgh: aight ineetivate The viousg, st he
heglaning of this year. I beliave that 1T 1sm this lstbor ohich may be
japitosted in she Information [ hawve received. )

The Blosd Products Laboratory ab Ehstree ware rathapr late startars in
wegt trosting thelr Fector VIIT but are probably pow producing the
zafest produgt 1A the world, Thers ds good evidensd nhat the
proalpnged dnd blgh tempersiure breatment

in fnachtiveabine the pob-4 Aaonef agent. 3t ban Seew
appareant Tor soos Size that commercial heat trepted Fogtor YIIZ dowsz
ot insctivate this sgeat.

Whsther or poL Lhe heab treabed produet i transmitting HTLY TIT w31l buake
some time Lo dizontanzhe, e have serupulouvsiy ohserved in all our
ansures Lo POS bhat heat toesboent ghouald insctivate HTLV I1Z3. This note
is Just to ewphasize the need Isr continuing to do su.

Z8 Bovember 19895

an

Recovered FOI Document. Letter DHSS Ref, Heat-Treated FVIIL Hannibal House. Dated 28" November, 1985,
(See points 1 and 2 and paragraph 2 of point 2)

- Page 60 -

WITN1369060_0061



taintedblood.info

Chapter V:

Aocusations Document

CENTRAL BLOOD LABORATORIES AUTHORITY

CENTRAL COMMITTEE FOR RESEARCH N‘m DEVELOPMENT
) IN BLOOD TRANSYUSION

Minutes of the fourth meeting o?. the
Pevelopuent in

the Crest.

Present:
FIessot

In Attendsnce:

o

¢/B4 Apologles for Absence

An apolegy for absence waos received fron CHNSEUSSEEENRESSEEE .

8.1 Genetic Engineering and Blood Products

The Chairman confirmed that followving
sttendance at the Cormittee’'s last meet
of BPL had recently visited the UsA to
and development collaboration for the
through genetic engineering.
and the

progress in cloning Factor VIII.
interest in the latrer fiwm, but 8
of TR

had been received for any development collaboration
CEERRNEEEERs  have 81 srrangement to prepare
from the cloned material derived from the vork &t
discussions with elmedEll o similer iack o
operative research vas noted.

o firms, nsmely

with

The sttitude of the USA Companies was not
especially as little progress 8o far had
cloned products . SRR commented, however, tha

as possidble in regard to possible licensing.
however, the fundamental veed for e product in the first

1

Centrsl ‘Committee for Research and
Blood Transfusion, held oo 9th Fovember, 1984, in the Board Room,

7/84 Minutes
The minutes of the meeting held on 28th Februsry, 1984, vere approved
as a correct record.

8/84 Matters srising from the winutes

e

ing, he and the Director
discuss possidble regsearch
preparation of Factor Viil

e
, had now made significant
dhummnme® held n countrolling

fter meeting 8 Vice President

, the Chairman said that no encouwragement

& fipal product
f enpthusiasm for co~

ed with disappointment,
peen made in the UK with

t 4f the UK was
to do this work on its owan 3 decision would be required as soon

the CBLA.

and in

emphasised,
instance.

CBLA Minutes for the fourth meeting of the Central Committee for Research and Development in

Blood Transfusion. Dated 9" November, 1984.
(See point 8.1)
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i SEPTEMBER 2004
VEID RPLICATED BATCH NUNBIRS

Table £ Procuctswhese the fikelilzod of 3 recipent suepassing the dueshelc dose Tor pablic haath purposes is HIGH",

THESE BATCHES SHOULD BE TRACED, THE TNDIVIDUAL RECIPIENTS CONSIDERED ‘AT-RISK OF VOID FOR PUBLICHEALTH PURPOSES, AND SPECTAL PUBLIC HEALTH PRECAUTIONS TAKER

padins maniafacted by the Prsic

Factor VI Fatx I Aeitorb
: URE Vaal Gz .
Band reme V::‘lbs\m Bachlumber | Remeadas rend reme v c[i l’}'h 2xcn by | Redzaszdee 3and rame '(ugui 1 pechlale | Relesss Do
& 543 FHEA S B063 hiad 0 FI0» B fetdversr 2 AT3458¢ 20,12.96
¥ 59 FHB4ISY S04 kLY 00 2341388 827,53
&t $62 FrEjME! JiOAS5 44 X FIAB0 8569
£t 563 FHB4347" 213586
M 560 FH3%iaE! 60597 500 My 04034
k3.9 FMBT7 74198
3 i) HIACER 130530 Replaniz 00 Eli$398° 23487
Y i HAZES 18,1290 Repknne 500 TGS §.02.87
3 28 e 190334
HT CEEDX (FRC) 2% 3562-1004C 40887
Repkasn ol MEHI? 210385
50 FHEH36" 840296
563 SHE433S" L7056
1000 TR 90797
Hogh porey FE 5 B0 AV
Haoh sty FL 5% BEME% DTN
6 PR i IO 920387
2B PHC Y QI4705L0 L4A7.87
Tatd i§ Tatet 13 Fotd 1
g htches pavicusl ectfiad 2 sovsignees®)

sciondtion Cene, Scotient cre designated R A% over products wan Fctad by Bo Produrs Luteray

vCID and Plasma Products. Tables of vCID implicated batch numbers. Health Protection Agency, Colindale.

Dated 7" September, 2004.

See text at the top of the table.

See column 4, ‘release date’, row 7 for an example of an early vCJID-implicated batch (23.05.90).
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Chapter VI:

w‘ RT L Er—_

AIDS - DEVELOPMF > OF DIAGNOSTTC TEST FC' S48H-2EVITL

. 1 thought “t m:. .t be helpful if I recorde - the main points made at the meeting
which Miss Ed..-de, Dr Barnes. Dr - zveney, you and I attended on 31 July to
discuss the raper you ci:culse.ad with your minutes of 27 July.

It wag e ~eed that Minlsters should be made aware of the arrangements to screen
all bloc donore st North West Londen RIC to start in October. A note might
elso incliide a reference to the neeu o Jfind funding to scale up preoduction
of the test reagent. We agresd that 4r Parker's suggestion that the Supply RLG
might be the most sppropriste source of funding should be pursued.

The note might also need to deal with the queation of publicising the research’
in such a way as both to take credit for Governnent support for development

of the test and to make it clear that the arrangements at the Nopth West London
RTC were experimental, e to forestall pressure for the immediste availability
_of the tést throughout the blood trensfusion service and more generally through

GPs and STD clinica.

Ve discussed the need for a group to adviss the Department about the developmen€t
of the test and saw parallels in the srrangements which had been set up in
~elation to the development of hepatitie B testing ie that the initial interest
lay with MED SEB but ss the need to develop mervice wide provision grew, tranafer
46 HED IMCD, There were particular problems, however, 4n relation to the )
test to be made dvailable for dlood donors on AIDS becauss, in additien to the
implications for screening widely for AIDS, eg through STD clinics, there was
<he problem of tracing people who had received contaminated transfuaions, It
was egresd that initially esdvice should be made available through a Sub-Group

of the Advisory Committes on the Naticnal Blood Transfusion Service and that it
would be helpful if “he membership of any group included an expert on ST
-warvices, eg CNO'a nau. =ant adviser. - esd to set up a group should be
mentionsd in the no-e to “inisters and T »  interest in the creation of new
advigory groups kept in mind, T erris of refersnce of the. group would need

to cover the following:

The applicction of the tas.
Follow-up ci' cases with canminutad‘ blood tranfusions
Impnoacioné for blood denors

The implications Yor cases ideéntified by the test as ‘poasibly
carrying AIDS . R
The widar use of the test,
It was agreed that HB and CHD together with medical collen.gu'aa would consult on

the drafting of the submission which should originate from the HS/MED  SEB side
of the House, It wes for consideration whether he submission should also deal

preparantion.

CHD would lock at the arrangements for contact tracing for STD patients to eee .
if they could be applied to AIDS patients. .

3¢ July 1984
ce: ’

0o piv govr aavte ¢ TT Jely o+ aus——-—T,

with the blood donor leaflet asd v?f4v glpo to e HEC leaflst on AIDS which i{s i:

Recovered FOI Document. DHSS letter ref, Diagnostic Test. Dated 31* July, 1984,
(See paragraph 3.)
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Coventry and Warwickshire Hospital
Staney Stanton Road-Coventry CV1 464
Telephong G203 4055

Our Ret: MD’»‘?/SD
Your Reft

Ot 2od Jun=s 323

Dear

I am sure you are aware of the racent publicity
about Acruired Immune Deficiency Syndrome (AIDS) and
the possible ryisk of this occurhing in hsemophiliacs
using Factor VIII concentrate,

We would like to monitor all our haemophiliacs
because of this and would *herefore be erateful if yey
conld attend the Blood Bank, Walsgrave Hospital on

T U By i between 9 - 9.30 a m. for
a blood test.

We shall then be able to ses you with the results
of the test in the Haemwatology Out-patient Depattment,
Coventry & ¥arwickshire Hospital on JJLiLY fitw 2. 3Zo pr

If there is any probler with the above dates could
vou contact Ext, 5001 at Coventry and Warwickshire

Hospital.
Tours sincerely,
GRO-C
Dr K.D. Williems.
Registrar in Huematology
Yo reeardar coastar LT

Letter ref, Blood Test. M. D. Williams. Coventry & Warwickshire Hospital. 2™ June, 1983,
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Dr Abrems

AIDS . DEVELOPMENT OF DIAGNOSTIC PEST FOR HILV ITT

Since my minute 0f 6 July there have besn further developments regarding the

radio immunomssay for sntibpdy to ETLV III. Bome 2,000 tests have besn

carried out on AIDS patients, patients with the extended lywphadenopathy

cyndrome, homosexusls sattending STD elinics, haemaphiliacs and others. Ths
findings shortly to be published, confirm the presence of detectable antibody

in 2B out of 29 (96 per cent)AIDS patients 104 out of & 117 (88 per cent)

patients with extended lywphademopathy syndrome 60 out of 288, homomexusl patients
attending STD clinics (20 per cent) who were apparentiy otherwise healthy

barridg their “pormal sexually transmitted disease®,

At the beginning of October it is planned to start screening all dlood donors
&t North West londen RIC. Whilst the latter trial will be & ressarch project
we need to plan ahead for an anticipated extension 0f the screening tenmt to
all blood donors and to others at risk to the diseasa, Attached is A paper
setting out some of the many problass that will nsad solving as a comssquence
of being able to detect the antibody in carrisrs.It is propossd that the
Departoent should invite & group of experts to provide guidance mo that health
authorities can be advised accordingly. :

27 July 1984
WED SEB
Boos_ 10254 Hannibal Bouse
B! GROC|

copies

Recovered FOI Document. DHSS Letter, Hannibal House. Dated 27" July, 1984,
(See paragraph 1, lines 1-4.)
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INFORMED CORSENT {Item 4)

10, The field evelvstion proposed by WiliEmmess «n¢ AENESENENG vould not

require consent of the psriicipants bechuse the sere would not be gble Lo

be 3dentified with the denors.

1y, GliEmessss ond USSEEESSEEBe recomnended thet when tests for blood donations
were introtuced blood donors shoult be informed that their blood would be
tested for 4IPS, This could be by informing them thrz;ugh Jerxflets sent with
their cell up cerds or providing lesflets st the doner sezsion. They thought
thst & ot of doners would rot be prepared to give biood 17 they knew 1t

wes going to be tested for LIDS, Efforts w‘md. heve to be mode to recruit
wore donors. 1t was agreed thet Deparmentﬁl Jege) epinion should be aought

ot the need to inform or for informed consent of bl ood SImoTrS.

e
uinmpEgER expressed hiz die—ebrt ket tfreezer’ ztodies being cerried out

—

LR

on semples collected from individunls sttending STD clinics who would not
necessarily heve given consent for sveh investigetions to be cerpied out, It
wes pointed out thet such stodies provided invelusble information sbout the
epresd of the Qiseese for which there ves no other way of finging out. I%

was sgreed ihet the manner in which thess studies should be conducted should

be given further coheiderstion,

Minutes of the Expert Advisory Group on AIDS. Dated 1% March 1985.
See Point 12,
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7.3.3 The guestion of patient consent o HTLVIII testing was discussed,

4 positive test result could be serious for an individugl patient and the
implicetions of tests taken as an infection control neasure for staff snd
not for the bepelit of the individual's diagnosis and treatment should be
csrefully considered, The BTS would be informing biood donors, who were
volunteers, that the test was being done op their blood donation, However,
{n the context of the disgnosis and treatment of & patient iL was agreed
vnat a gensral ¢linical approzcn should be sdopted, Fatient's permissicn
for hepatitis B testing was not always sought and, with & veriety of tests
veing tsken, it should not be pecessary to inform the pastient in &ll cases
that these included & test for BTLVIII antibedy. 1t wés also agreed that
the result of the HTLVIIX antibody test should nat be zwaited before
undertaking cther tests which might be critical in the treatment of & patient,
e ssid that with nepstitis B il wes now sccepted that
sther }csts should be cone while the result of the hepatitis B test was
aweited. These tests ghould be hendled in & high risk yaboratory and no
sdditienal precautions’ were required. ¥ '

7.3.4 Specific points on the text of the peper would be made direct to

| 1t wds suggested thet the term tgenito/urinary medicine
ciinic' should be used in preference to 1gexually trensmitted disease!’
clinic, end Paregraph 10 concerning the employment of HTLVILI sntibody - -
positive indivicuals needed Lo be strengthened. The Chsirman said that
the covering letter would include a statement that the test would be
zveilable to doctors generally.

7.4 seregning of blood donations for spti HTLVIII in Regional Blood
Transfusion lentres - vepori by Ene Working Party OF Regicnal Transfusicn
BiTeciors - BACGALDI0

bt wnilemmy tzblzd &n smendment te item 3 on pege one of the report.
Tne working party ¢f the Regicnal Trensfusion Directors Committee recognised
the pressure L introcuce routine screening in the ¢T¢ 08 soocn gs possible.
Regicnsal Trensfusicn Directors were tnerefcre being egvised to make
arrzngements with their respective RHas for the smiroducticn of routine
sereening, end femilierising thenselves with the kits recommended by the
FELS study, whilst the NBTS evaluation was procesding. The evsiuation
within the BTS had begun, 6000 specimens Were LEIng tested esch in tvo
centres, at the rate of 600 tests & day. An analysis should be asvaileble
in September which would glve estimates of the specifisty of the kits and
their ¢sse of use. The working party censidersd it possible to commence
screening of blood donations in Octcber 1685 and reccmmended that the
iptroduction of the tests should teke place throughout the UK over the
shortest pericd practicable. On receipt of & confirmed positive result

for RTLVIII antibody, the denor Woult be sgnt g letter by ihe Centre

snd &n sppeintment srranged (or the donor to be interviewed by a dzetor
irained in counselling. The doncr Would be asked for the neme ond address
of nis family goctor 2nd effcrts mede to ensure thak the deonor received
rurther medical advice snd obtaining his consent fer the results of the
test to be reperted Lo nis femily doctor,

7.4.2 CpeERERE ssid that the Department would be writing to fegicnzl
reansfusion Divectors ssking them to make srrangements for screening with
RHAS. The exsct introduction of testing would be & matter of co-operation
between Regional Transfusion Direciors, but some pressure might need .to be
krought to beer where Regions were not making the necessary funds availsble.
Members sgreed thet-the sereening test should be introduced simultanecusly
throughout the BIS and that a dste for the introduction should be set for all
centres to wark to. This would 2lso provide an opportunity for publicity,
which could be linked with sdvice tc blood donors and the genersl putlic.

Minutes of the Fifth Meeting of the Expert Advisory Group on AIDS. Dated 30" July 1985.
See paragraph 1, point 7.3.3 (whele paragraph).
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{Putient

for purposer of cosfidentiality]
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01886

R

GRO-C

8 IER 1999

HCV Test Results Certificate; H11142. No. 01886. Virus Reference Laboratory. Colindale. Dated 1

December, 1989.

See 2" column, ‘Return address’, row 4 for the 1989 date.

See the comment (bottom centre) of the test certificate for early Hepatitis C (HCV) test reference.
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Chapter VIII:

ot Gugkn QH Departmer
" of Health

The F1, HOn T Lond duniin of Resing
House of Lords

Westninistet

Lorusen

SWIA GPW

Our Ralf CEQPOIS301

1 Dasember 2608

LB%,\, /) @A.f; A_,f

Thank you for your letier of 25 Oclotar wauesting a mesting thdiscuss
eqcturt anagernent I 1he Doparment of Health, 1 was plsaned o oo that
you have been abife 0 jdonsly SOme (apars 19 NOYH YOu With your aquines.

Whien we metin Aol explained that senttain sapers dating back (o the 1970's
aid 18ED's hasd betn deslroyod. | appreciale ity you would e (o discuss
this further, however | Fought it woidd bo palpdul to write 1o you abool thig
wsoue instead. Natumily, | am concemed that important files from this pericd
ag domger exist AhouEH esr eyenta 1ok plate a long g #go, my
oficiate have undsrahen to oxions why impodant dotuments wore
toglyord

As praviously mentioned, it % our undaistanding that during the HIV iitigation
i3 the 1900 maty Pagers fram that poticd wota mesliel tor the pumpote o
fivg teigabion, W onderstand fhat pagess vesre not adeguasly atchived and
wisto subnequiritly dosteoyad In urror i 1 aarly Y960,

Ofticals bave alsg estatlistied thal a nupbar of Hes wend marksd e
deatiction in he 1990', Glaarly, thes shouldt ant have hiappenad, Whan the
gispovoly Was made that Hes nad beon'gastroyed, anintemal review was
arittaken by oliviaie, | understansd that g decisa, mibst probably masde by
an inaxperisnoed mamber of siall, was responsibe far the dosfruntion ol @
rrumbief of files, Tho dedsian o rak i liles for destimttion was nol a
dalibaate allempt to destroy dosumentation, i ig very tnfortunata that the
siaff mannibar at (he Grme was ot Jilly avwae of the sgridicance of the filss
antd e possisdity of funae liigaton,

1 am awsne that This sxphanation eay ditsgnont snms hasmaptilin bbby
graups-and | am very sorry that the Dapaniment 0 ienagat Polds many papess
geing back 1o the 1870% and 1880's

A Deparimens) stall ams isfonmed about the prgipies of good recisd
Kengig) o partcatal i policies and rossoures (o ina managemsent,
vawvlews and disposal of Hios and documents are deskyod te miost the
Dapartmont's swr adminictative seeds and e Pubtic Rocoros Aot A by
deveippmant in the Depattment aver the past lew years has bean the
infrodusion of an elostroniy ravords systan 1 hap kwoep tack of gmaitami a
range of Gt alectronic recards.

Yo sincaraly

L// PR
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Sir Nigel Crisp. Letter dated 1¥ December, 2005.  See paragraph 2.
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Apcusstions Documant

SMUEHTARING 1O BE GIVEM BY AN INDIVIDUAL HOT UNQF = TH IGARILITY

I ACCORDANCE WITH CLAUBES 12,16, 17,18, OR 20 OF THE DEEDOF THE
DEED OF TrE MACTARLANE [SPECIAL PAYRENTS] (M), 23 TRUST
This DEED of undertaking is mads day ol

55 by of
1. I expectation of rseelng from e Kaclanans (Sportal Payments) (No.2)
Trust the sumn of £ tundertsko with the Secretary of State for Hialh Wl vl
agl it g 3 Horsaftr bring sny proceecings agalnet the Dapadmest of Haolib,

et AL s

nad s i aothodey or amy

¥ ¢ thes siprsad of fiwe human
enr, ‘ATU" o hamt'm vhiuaes lhmug! Willar B 12 ekt
il pdderdiEslareg hfore cembst

tup Yk si, tho Lisensing Autrority under the M
C{‘MMMB on Safgly of Moﬁvmez, any diste

i ’numde’ i
cryopracipitabs o oo

ket thig tanms of the Trust Dead §shouyd be entitied oo
hiie hulding 1o the abow wedartadlog il s i
#rng the nght ts continue my application for e bakne: of Sa

Sigredt s dedivetnd by

)
H
}
2}

G 2 Dand i the pressnce

of =

Mt s pddriss of winoss:

Example of one type of ‘Waiver’ from the 1991 Haemophilia HIV Litigation.

(See Point 1.)
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