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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
http://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
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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-II (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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1. 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.)
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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 VIII 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.)

ABHBO0000170_0006




10

taintedblood.info Accusations Document

Ib. 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

government 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 -
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Ic. 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. [
thought then, on the best evidence that 1 had, 1 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 4t g uly 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.)
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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 Itinerary 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.
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11. 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.)
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IT b. 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" October, 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 eclimination 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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II c. SPIKING OF FACTOR VIII 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

1s 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.

= .bigtf;\,' ] ] =
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II d. 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 III - now termed HIV) was discussed. Due to inconsistencies in the results of the tests
that had already been conducted, a study of the haecmophiliac 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.
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I11. 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 J. 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).

- "“Ligi\‘ 13 =
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III b. CIRRHOSIS IN CHILDREN

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
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
experiments, or TRIALS of each heat-treated or ultra-violet light-treated product compared

with an untreated product in a group of subjects — human subjects.

As a consequence of trials such as this, we read on Page 2, under
‘Complications’ that "some children with cirrhosis have received concentrate for 6-7 years.”
(Source: A Prospective Study of Hepatitis in Haemophiliacs first treated with Factor VIII or IX Concentrate. Oxford

Haemophilia Centre Prospective Study. Circa November 1982. Dr C.R. Rizza. Dr. J. Craske.)

It is disgraceful that these Physicians seem to find it acceptable that
CHILDREN should have CIRRHOSIS.

In another trial protocol of March 1983, Dr Craske, Dr Rizza and Dr Bloom
state that: "You will see that the class of patients to be given these products are those who

have had no previous treatment with factor VIII concentrate.”

In the same letter, the authors actively invite ‘any approaches from
commercial firms’ to notify Dr J. Craske. We would like to point out that Dr Craske had
knowledge of the threat of AIDS to haemophiliacs from commercial concentrates from as
early as September 1982. (Source: Craske J, Rizza C, Bloom A. Public Health Laboratory Service (PHLS) letter

to Haemophilia Centre Directors. 22 March 1983.)

- ""L"i};‘\\ 14 -
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I1I 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.

111 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 VIII. 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 VIII 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.

- "“Ligi\‘ 17
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IV. IGNORING WARNINGS

As early 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 costly, 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 4t 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: Atticle 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 U.S.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
benefits of treatment), that no restriction should be placed on imported Factor VIII
concentrate. The only exception was to continue with their policy of only using NHS
material for children under the age of 4 and for mild haemophiliacs. (Source: Recovered FOI
Document. AIDS Background Paper II. Dated 31% May 1983.)

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

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
looking into reports of AIDS in 3 haemophiliacs from the USA and he suspected a
link to commercial Factor VIII. (Source: Minutes of the 13th Meeting of HCDO. 13" September 1982.)

* 5 months earlier, (January 1983), there had been an article in the Lancet by Dr Jones
(also HCDO), where AIDS was linked to common cell immunity in haemophiliacs.

= 2 montbhs earlier, (23 March 1983), the FDA requirements on blood donations were
introduced — this was still 2 whole months before this decision.

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

= 4 days earlier, (9‘h May 1983), the CDSC had written a letter recommending that
American FVIII should be withdrawn from use due to the risk of transmitting AIDS.
The DHSS definitely had sight of this CDSC letter by the decision of 13" May 1983.

(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 little 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 FOI 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 FVIIL Hannibal House. Dated 28" November, 1985.)
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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 Creutztfeldt-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 5 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 vCJD-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.)
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To date, (February 2007), we find that the Department of Health and
Consultant Physicians are still not using the safest products available to treat a// 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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VI. PROCRASTINATION OVER WIDER HIV TESTS

In April 1984, the National Institutes of Health (USA) developed and patented
a prototype screening test for HIV antibodies and, by May 1984, had solicited applications
from various US manufacturers interested in the commercial use of the tests. (Source: Recovered
FOI Document. Publication of a Paper in the Lancet on the Use of a Screening Test for AIDS. 20"  August, 1984.)
By July 1984, there was evidence of a diagnostic test in the UK for Antibodies to HTLV-IIL.
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...". 1f some 2,000
patients had already been tested, then the early diagnostic test must have been available prior

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

By September 1984, it was announced in the Lancet that reliable tests for HIV
existed and that they were already aware that 34% of tested English haemophiliacs had HIV.
How did they know this so early on? We know that one of our Mandated Members is in
possession of a letter from Coventry & Warwickshire Hospital in June 1983, where a
Registrar in Haematology wrote to them asking if they and their child could attend the
Walsgrave Blood Bank for a blood test. This letter suggests that a blood test was available
for HIV or HTLV-III as ecarly as June 1983. It is unlikely that this was just a serum-
collecting exercise, as the letter goes on to offer the results by 11" July 1983, which was only
11 days later. (Source: Letter ref. Blood Test. M. D. Williams. Coventry & Warwickshire Hospital. 2™ June, 1983.)

In a meeting of the Haemophilia Reference Centre Directors in December
1984, there is further mention of the EARLY existence and availability of an antibody test to
HTLV-III. However, Dr Craske, of the PHLS, advised that at that time, (December 1984),
the reagents were only available on a “Research Basis”. (Source: Recovered FOI Document. Notes of the

Haemophilia Reference Centre Directors Meeting. 10" December, 1984.)
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In a DHSS letter of 31% July 1984, reference was made to the formation of a
note, the contents of which revealed the intention to 'FORESTALL THE PRESSURE'
for the wider availability of a diagnostic test for HTLV-III due to the experimental nature of
the arrangements for the development of the test at a Regional Transfusion Centre (RTC).
(Paragraph 3) (Source: Recovered FOI Document. DHSS letter ref. Development of Diagnostic Test for HTLV-IL.

Dated 31 July, 1984.)

We believe that the NBTS and the DHSS were unduly
PROCRASTINATING over the scaling-up of wider availability to GPs and STD clinics
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
to HTLV-III had already been used to test some 2,000 AIDS patients. (Source: Recovered FOI

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-III. 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 23™ August 1985).
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Vlc. 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-III-implicated batch were deliberated.
The option of NOT INFORMING patients was considered in depth. Dr Craske knew that
HTLV-III 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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1 We believe that this demonstrates that Physicians were testing haemophilia
2 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
4 Consultants were taking away the person’s right to protect others from infection. (Source: Notes
5 of the Haemophilia Reference Centre Directors Meeting, BPL Elstree. Dated 10™ December, 1984.)

6
In the Notes of the Haemophilia Reference Centre Directors Meeting on 10
S December, 1984, Dr P. Kernoff commented that “as some 70% of haemophiliacs were now
9 positive, it may be considered irrelevant if one tells or doesn't tell the results of testing.”
10 (Page 5). We believe that these Consultant Physicians should have given a strong line of
11 advice to follow; that patients should not only have been informed, but also, that the patients
12 had a distinct right to know. Dr Kernoff might have considered it "irrelevant", but we doubt
13 that the intimates of the haemophiliac patients would have thought so. (Source: Notes of the

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

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

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

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

23 1" March 1985.)
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] Then 4 months later, in July 1985, we are appalled to read in the minutes of
2 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

4 measures’ for the benefit of the staff, whilst clearly stating that it was not for the benefit of
5 the individual’s diagnosis:
6 "A positive result could be serious for an individual patient and the implications of

tests taken as an infection control measure for staff and not for the benefit of the individual's

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

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

12 “Patient’s permission for hepatitis B testing was not always sought and, with a
13 variety of tests being taken, it should not be necessary to inform the patient in all cases that these
14 included a test for HTLV-1II antibody. It was also agreed that the result of the HTLV-III antibody test
15 should not be awaited before undertaking other tests which might be critical in the treatment of the
16 patient. [Deleted Name] said that with hepatitis B it was now acceptable that other tests should be

17 done while the result of the hepatitis B test was awaited.” (See page 4, line 8.) (Source: Minutes of the

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

19

20

21 It is for these reasons that we ACCUSE the PHLS, the Haemophilia Reference
22 Centre Directors (HCDO) and the Department of Health of DELIBERATELY
23 WITHHOLDING TEST STATUS RESULTS and we accuse the Department of
24 Health and NBTS of PROCRASTINATING TO FORESTALL the pressure to more
25 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 1 1™ 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 fo 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 (Ralph Gibson and Bingham L.JJ. and Sir John Megaw). 20" September, 1990).

ABHBO0000170_0034



(%)

taintedblood.info Accusations Document

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
known to both sides the actual grounds for the various decisions which led to 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

got a 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.

daoge
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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 lan 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. I cannot accept that the health community did not know what was going on in the

li ghl Of this.” (Source: Ian 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)

= 1age I3 =
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VIII b. 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 to 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 2003? 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 IP2, Executive

Officer Grade or above. (Source: House of Lords Written Hansard, 15" May 2006, Column WAS, Ref. HL5511).

- Page 36 -
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VIilI ¢. 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)

VIII d. DELIBERATE OBFUSCATION: SELF-SUFFICIENCY

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.
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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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E1/B13/9

SEEAETeY
SR roron cTOTICTS LAROMATORY

V. Thark you for xsnding se 8 copy of ENDEREEERER note about the
vinbizdty study on the SAREEESARSWRE. I periiculerly oots the

cradurlen thet the Netertogat ahoul? oot ap Financisl grounds sche =
soim oar crank to Ve spd that ihe pessiile concequences of NN

¢r-rimz to produce sera asd veccines should be ascepteds

2. A3 you acw, the EeeAnswmRiaRS are responsible for the dny-triaye
zaanzesent of BFL apd we ave surrently ceonpidering sthekhes we showdd ok
the B to sasupe recponsibility fam the dep-to.day mensgument of biv
siher ' pentrrl lbeoratary, the Blood Group Hefercnce Laboratody. Ia
Fart, the Froyosal f= to b ddficumced today with the Thadrwan of the Central
Laby Sub-Commitiectwdam, wo are lezs curt then wers our predecesecrs thet
g MBS autherity would willingly fake over responelbility for those
laberstoriss = fhdewd we rather dpgpt thaet ouch a mows wauld be 1n the
interests of the laborataries in particular end ths HETS in gnerel - and
cuw coGusion afisr carefully studyiog the peaition im that we could ood
do botigr thss inviie SN to tike over day-to-~day reoponsibilisy fer
AGR which the YRC wishes to offlcsd hy ¥ Aprid 1577,

3, It 16 odfficult to oo vk we do L RS vere to coasg te functiom
*eteerls 1 ocannet expest Fou to give undue wed;it Tz Zdoterte rol:z ams
SATHIMTS 9. bwh Celn latreataryog, esraclally sma it moy e andy an
Lol LT ATEETRT Pevertteless we shoule oe o . wi-¥ wepr penl
Piffieulties 1 W wern to £iost gown, The BPL pive i8 lepsed fros
5 ekt vod T wEIL check 3o e-e whet the effeits en this lease
warld be if the Listrr wzre %o b w2ind vpe IS d5 Souktfel thet Bk
would heve the security end stebility of tenure we regquire of the slte
wers 40 he sold. A guigk switeh of BPL to Dew frenisers in cut of the
guestlen: lagk of rgady capital ia onlly ope of the sivabling blocks,
Bl j8 a Plond producis foctery sz well oo bedng a centre far resanroh
nnd deviloprenb, and iF it cemsed Lo funclisa large Jarts of the WHE weaalg
uller alnc&tégg.gﬁgwta}j. Tt ¢onld pot thergfors be 2loged uotil » pew
r_ctern hod bEETAROLIty L 4—5. years, sost TES@) and had been oparating
fefretardly for scome iloe. Anp digruniion in grodustien during this
erir peried,; which sould well ardiow 12 we were forted o otk boe
exly, would probebly ¢anase cilinfcdans %o fall berk oo com-ercial
suprlicre of blood moduts, thus addding to tha tatml ¢nnt of the NHE aa
wrll r3 indueing s set-srk for Minicters® policy of DE ulrnu;;ﬁ'.ﬂenncy
iz Blood preducte prodo-tion.

2 February 1977 AN

Y

Rz 4208 Ext 357%
T Hall
ke

.

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

(See Point 1.)
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@ BLOOD PRODUCTS LABORATORY %

National Blood Transfusion Service

Director: ’ = e Dagger Lane,
R.S. LANE, MO MRCP MRCPath. . Elstree,

. ’ : Borehamwood,
Telephone: 01-953-6151 Herts WD6 3BX.
[ Y 22nd May, 1981.

Department of Health and Social Security,
Hannibal House,

Elephant and Castle,

LONDON, SEl 6TE.

Dearb Diana,'

Proposed Inspections of Regional Transfusion Centres
] by Medicines Inspectors.

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
have asked SENENSSMRNP if he will represent me at this meeting and he has -
agreed. It is appropriate that he should fulfil this role since he bears the
main brunt of raw material input at this laboratory and this will increase
with time. !

I am sure you are aware that the views of this laboratory and those
represented by (B are not in agreement and that the NBTS Regional
Transfusion Directors are anxious to conform with the standards required by

. BPL through the use -of "closed" blood and plasma collection systems. I am
not impressed or confused by arguments suggesting that it is possible to
fractionate contaminated plasma in open systems and .  produce products
which are acceptable for therapeutic use within the normal regulatory
definitions. I don't believe that we should be fractionating bacterial
proteins which we cannot recognise or control and which conceivably can
contaminate the final product without our knowing; 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.

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. Gijg® will pursue this line since this laboratory's
products must have the same assurance as those issued by the Pharmaceutical
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
r.S. iP» informs me that he will be away for approximately two weeks from

7th July and a further two weeks during August, They may assist you in
finding a date for the medting.

Blood Products Laboratory Letter to the DHSS. Dated 22™ May, 1981.
(See paragraph 2, lines 5-7 and 11.)
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SELF-SUTFICTENSY IN BLATD ARD ELOOD FROSUCTS IR THE VK

1. The cese fer self-sofficiency in blood ahd blood protucts which 1s expected to
te stteines when the rewly bullt Blood Froducts Libaratory 1 phocéssing 450 Lonnes
of pimsme bar wot svbstantizlly changed =ince Winisters agreed it in 1587,

Z., In the first pluce Yindsters ere gommitted to bhe WD hesoomendaticn  thalt
‘merbar stater sheuld be sellf-sufficient. It is ethically unsesspueble Ter developed
ecemtries to 1rely on blood products ebbained froe pecple 4in less well developed
coumtries who usy #uffsr from inedequate nutriticn. Both these and donors elsewhers
wre paid for their donstioms ard for thet resson may feil te revesl adverse ciroum-
staness whith would pormelly render bhelr donpiioms clinlcelly unscceptable.

3. The casec of AIDS iz apposite In 11luatrating ihle ¢llsmma, Thers 18 e test at
rresent ho scraen denera for evidence of dnfectiviiy. Groups av high risk of ATDS
in the USh ere lmown t& be drug abussrs who nesd funds ta support their sddietlern.
Trers is evidenge 1o botm the 02 snd thn UY thet Factor VI3 produssd in the D53 kas
trensmitigd 105 Lo hiewophiliaca. It esneat be guorantsed thet ATDE-1infacted
yolunteer donprs in the UK can by cxcluded from giving blood, bhut pest welunteers
fras high-risk groups wguld be llkely to observe the request mot to donete. Oaly
one UR 4omew, whose carlier donatichs were used im blaood pretuckt masufesturs, is now
¥Town te he sufferdng from AIDG,

. It should oz moted that AIDE fa net the only transmdesshle agent; hepatitis is
%£11 Bn dopartest Lnfg:tﬁeua hezerd fer recipients of blood end blood products and
agpir erphazizes the adventeges of p pepulstion of volunteer donors.

4
2

5. Betreen 53=00 per cept of the Fector VIAI required to maisteiz bhe 4,500
neezophiliacs in the OX kas to De imported as BPL are coprently only able oo sanuféciure
suffieient for 40 per cent of them, The cost of coumerciel Fector VIZI 1is beld down

in the UK beceuse of the svallsbility of the YX product. & moch higher price is

cherged by cummerical inleresta it West Cermany foe instance, Howevar iF thece §3 2
z;ove to derket commArciel heeb troeten FEetsr VIII, las there aey be if réexearch
conflrms the Pypothesis that the KIDS egent 13 faen lzbile) then She oosts af imported
Teckor VIIl #3111 probably eacalste 3n the UX,

The eeonchlc srgument for becesing solf-sufficiest {n hlcod prodocts s
ceivincing one In LHAt 8 cosg bepefit enaiydis shoved 4in 1080 that for the expend)sore
o 225 milijem, the sufisy would be yeid back in terms of repiacensnl of Smported
ceamerciel profucts within 3 years of cpening 1he nem unit. The same argument hoids
for an expencisure of £55 milliem, with reduced ~anning oSt - the hrepke-oven period

3

iz agmin 3 years ef comoencing produetion.

7. Hinlstersa w1l1 be mware thet Feeter VITL, the past significent blood product, hasm
beer produced in Ihe lahGratery by pemetic esgircering methods,  As far as any
preciction can of BULhcritative in this highly conplex aps commarcislly secrelive
field, It is considered that it will teke up Lo rive yesrs st least for this product
te be aveilable off & commercial stale. Even then 1ty cost pay be high cozpared to
tnzt chiaioed fron homer plesme. This poseibie devolopment hes beep borme in mind

and the plans for BFL ere sufficiently fiexible Lo allow the refiaies of swch profuics
from gopeiiezlly engineering sourco zmaterdel whew availsble in the Tutare,

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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10T POR PUBLICATION

AL TN CONFIDENCE
COMMITIEE OR SAFETY OF MEDICINES
SU0E-COMHITIEE O STOLOGICAL FRODUSTS

Hinuted of the meeting held om 13 July 1583

B

SENT ALSO PRESENT

(Chairman)

{etrended moyrning ealy)
{attended morning only)

{artended morning only)

(Medical Assessot)
(Pharmacautical Assessgar)
(Secretary)

e

Jattended morning only

ot

0

L, Confidentiality end Announcessnts

The Chalrman selcém=d ; N
the DESS officials, who were attending the goecing for ites 5 o
cthat this fren would be consldored first.

l

mesting.

2,

4n epology for absence was received fron UMD

Minutes of the Maeting held on 1] Mav 1983

Apologies for AbSence

3.

n the =genda only.
Tone Chattman resinded mempers, and goeste, Chat
the material they received vwas confidenctia] and should not be disclosrd outside the

These ware agreed and signed by the Chetlvman sg f corvect yeooid o

kot
-
ksl
o

Q

ot it o i

{avtended moraing only)
(artended marping only)
(attended ancaing ouly)

attended morping only

N kSt vt

| and

He =aid

€ whe proceedings.

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

Page 1.
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4. Mrtters evisiog from the mimtes

The Sub-Tommittes Doted the TEM'p sdvice on applicstiose préviously seen by Une
Sub-Comd ttea,

e _{._‘;:Lui_rcd Tmne Deficicncy Syndrome

The Sut-Commitreés® considerarion ot the gusstion of ALDE &nd Yicensed blood products Was
gugmented by the Following expert advlsers:

Professor of Haenstolegy Welgh National School of Medicines,
Cardiff and Chafrman of the Haewophilia Gemtre Pirecrors Comud rCee;

. Consultant Virologist, PHLS;
G, :rcctor of the Commnieable Disease Surveillaace Centré FHLS;

Pirestor, Regionzl Blosd Transfusive LaboTeLory, Y¥aachester, DESS
Advizer fn Blood Transfusion;

O Cououitant Virologist, PHES. .

“ foveiderstion Was Fived Lo the ourrent infersatios wu-i:lahle o incidence and
epldeniology, detiology snd related Factors. Strategies for limiting or elizinating
visks from blood prodvcts were examined, topether with possible practical meReures.

-
The follmwring conclusions were gfeached:

4,0  The cause of AIDS is unknown, but spt infectious setiolegy seewz 1ikely. A
previously unrecogaised of new agent mey be responsidle, but repeared exposure
to, of Teactivation of, known agente, {eg CHV, EEV) may be Involveds
Eeightened eusceptibilicy may be an important factar, e.fs lmminological
defleiencies fnduced by wmsual semal pracvices of awpasure Lo blevd productss
Bated on the clinical evidence, trapswissibility of the supposed agantis)
appears to ba 19w, requiring istimpte ceatact oF introduction inte the tigguad.

%.2 Patients wha repeatedly réeceive bloed clnttiug%facto:' cofcentrates AppesT to be
at risk, but the evidenas so far available suggests thar this risk is snsll.
The riek appears té be grestest im the case of products derived from the blood
of homosexazls end IV drug abusers residenc in areas of high dactdence (eg,
Kew York and Celifornis); and in thgse, who rapcﬂ%ﬂly receiye concentratge in
high dosage. Balanced sgainst the risks of AIDS (and of other infections
transnitted by blond prodwcts) sre che benefite of their ueei in the case of
basmophilia they are 1ife-zaving,

5.3  The poseibility was considered of vithdrawing clotting facter concentrates from
the mazker and Teplacing thom with gryo-precipltate, Ir wes conpluded that
' this i3 not feasible 4n the UK on grounds of supply.

5.4 The pessibility was considered of withd!atgng 8 preperations from the UK, 1t
wag goncloded chat thie i5 oot at present feasible on grouads of supply.
Horeover, the perceived level of rick does not 2t present justify aericus
conssdoration of such & selution, Ffforts are however holng mada fo secere UK
indapendence of Toreign suppliers of slsttlag factor eonceatrates. Tnis shoeld

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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5.6

5.7

5.8

reduce mathedly, although not eliminace, the risks to reciplents of these
preducta, and the Sub-Comstitrwe strongly supports this aim. The Sub-Committee
wag 2lso infarmed that the UK Haemophilia Centre Directors have mdopted s
policy for use of US Factor VILL 4n order to minimise risks as far as poseible.

It is advisebls that all clotting=factor concentrates derived from US plagmn
spuries a2nd intended for use in the UK be prepared only from material
mansfactured from plaszs collected after new regulstions were introduced by the
FDA on Mavch 23rd 1983, These regelations wers fntroduced specifically to
minimise the likelihosd of collecting blood from affected dosers, This step is
reconnended notwithstanding the poseibilicy that its prectical value may be
relatively small. It cannot, however, be taken until supplies of

post-Harch 23rd material can be gssured. It is recomnended that close contact
is maintasined between the Licensing Authority end Supplies Divieton with che
2im of Lautroducing this etep immedistely it becomes foapible,

The introduction of products treated in waye Iikaly to inscrivete viruses fe &
proeising future development. At present no guch products ere svailable fn Che
UK but it 18 known that maosfsctwrers sre workisg upon thelr develepment. When
licence applications are recefved it is importent co examine not only pocsible
improvesent in the safety margin but also the clinical effectiveness of
material treated by heat er by other mesns. Thus, for examgple, treated
saterial could possibly induce reactfons im reciplente whtch eould resder them
aore susceptible to infectfous agents.

The Sub-Committee learat thar manufacturere were préodocing advertising material
for use in the UK which appeared to make unjustified claims concerning the
safety of heat-treated Factor VIIL. Ir is advised that thie whould be ztopped,
It is feared that wnlicenssd material could be used on a namgd-patient basia,
despite the fact chat ire safety and effectiveness had not heen established or
considered by the Licensing Authority.

Hepatitis B vaccine was considered. Ar pregent theres ig no evidence of amy
risk from the materfsl 1icensed in the UK, and it was concleded that the
licence should réemsin unchanged, {.e. for uwse in high-risk geoups only. Such
Eroups have B clesr risk of hepatitis B, which {s & serious and potencially
faral disease. The position should, however, ba kept under close observation.
It is recommended that the manufacturer be asked to provide ongeing data
relating to the safery of the product im respect of AIDE. It is understond
that ARVL have vecommended that the PHLS undertake surveillance of recipients
of Hepstitis B vaccine, and suck a study has been plamned by the PHLE; the
Sub—Commlttes supports this recommendation. The currently ldicenped wacceina,
manufactured by MSD, has been subjected to thres separate insctivation
procegses, and it i recommended that any new vaccines derived from hasan bieod
showld he licensed only 1f subjected to similat stringent Creatment,

Both iomunoglobuling snd sibumins were considored. At present there is no
evideénce of risk from these produsrs, and no sction was though to be justified ;
however, the position ehould be kept woder close cbhservation.

Many groups, inafde DR3I mnd outeide, ore professionally Invoelved 1a Tthe AIDS
question. The Ssb-Committes recommends thas the DHSS makes sure that adequate
arrangements are maintained to ensure coordination of activities between these
groups. The PHLS, through its Comminicable Digease Surveillance Centre is

CSM Sub-Committee on Biological Products, Meeting Minutes. Dated 13th July, 1983
Page 3. Agenda Point 5.8
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our Ref: WS
7th October 1985
To: Hasmephilia Directors, Brgland ¢ Wales

SRIED FACTOR IX CONCENTRAT® ; EEAT-TREATED
A3 from this month, a rew Pe-tor IH concentrate {type 9A) is now replacing the
wheatad product type IE(1), Ganeral named issue will begin ower the

next week or so, If yoa wish to receive a y of Factor DX conoentrate, it
is essential that a list of named patients to be treated with this profuct be
gent ks Dr T Snape, Head of Quality Ceontrel, BPL, as econ as pessible. In
addit‘cn plesse telephore the Facking and Despatch Sectlon {extensicn 271) with
your product requirements for the first issuve. Purther supplles can be
cbtained on reguest either by talephone or by weing the postcard enclosed with
each delivery, but only to those clinicians who have submitted patient
Listings.

This new profuct, containing A nominal 600 fu per wisl hnbeend_rx_lu%f;
B0°C for 72 hours to inactivate viral agents (including hepatitis an 7]
viruses t 1t cennot yet be assumed £o be free from viral {nfection. {see
mlea enclesed data shest).

The conditions of heating have little effect oo the factor IX, II, snd X
content or salubility of the consentrate. Preliminary studies indicate that
the im=vivo recovery and half-disappsarance time from the circulation of factor
Il sctivity are unaffectec,

A study of factor IX infusicns into dogs lusing this product) in dosss of 100
units per kg indicate that there is no risk of disseminated intravascular
coaglation,

Clinical trials &t specified Hasmophills Cantfes aré now Lln progress to gain
evidence of reducticn or elimination of virel trensmission, particularly RAREH
virts transmission. Further assuarance ig sought over freedom from risk of
wviral tranamission. If *cu have ender your y suitable patieats who would
ba able to participete in a clinical trial, the enclosed protocol should be
uu?ﬂtﬁfmhm (Fleass sea the enclosure far furthar information
on its use).

In accordatce with the requlatory requirements, the product should be issued by
elinicians on a pamed patient basis until a prodect licence has been

it is expectsd that cutput of the 9A coocentrate from the date of first issus
will entirely moet the demand for heated f£a b ed trates [for use in the
treatment of patients with congenital deficiency).

For any further information, please contact:

Product Services Department, BPL,
DL-953-61%1 x 200.

F9//10/85

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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SOOTTIEH NATICNAL BLOOD TRANSFUSION SERVICE
Hesdquarters Unit
Eflen’s Glen Road
Edinburgh EH17 70T
031-864 217

JDC/EDRR 17¢n February 1984

Departpent of fernatolSgy
Uniwas=dty Honpita) of ¥oles

=1 Park
Wy,

neze wiR

A note to coanfirm cur conversation lsst Friday at NIBSC,

We hope t heve sufficient wot heat treated fastor WIIT for
1imited elinical ctudies By Scptombher 1884 e are particularly keen
to =eq part of this product fa puk into “virgin huspophilisce” and
wonld much appreciatc the assistance of the U.K. lsemcphilia Cenkre
Directer's derking Party on Hepatitis.

For your interest I enclose the anslytical profile of the
tust batch of thia product,

Kindest regards.

Yours sipcerely

Letter from Scottish National Blood Transfusion Service to Cardiff Haematology Department. Dated

17" February 1984.
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Notes of the Haemophilia Reference

Centre Directers Meeting, Blood Products
iahoratory, Elstree 10/12/84

{Chairman)
R S Lane (BPL}
T Srape (BPL)
M J Hacvey (BPL)
P Prince (BPL}
Fettet i{BPL)
K Smith  (BPL)
Fernof £

Jones

Ludlam

Preston

Mayne

Sunson

Smithies (DHSS)
Cash

Delamore
Mottimer {PHIS)
Craske

Forbes

Rizza

Savage

Tecder (Middwx Hosp.:
Tempar lay

y
g
-
=
g

Present :

PEEY O Y

&

IO JAN fars

e s

REAREFSRIRINYOYEYEFRTY

“=manNnoum-

Agenda

In addition to khe previously circulated agenda, an aide-menoir was tabled by
the Chairmman. This covered several poines for discussion at the reeting.

Ttem 1  Introduction to the meeting

The Chairmon autlined that the resulting publicity surrounding the
events ix mewcastle and pustralia, and the <ontinuing work on
HTLV 111, bas precipitarted rodays meeting,

Tten 2 (1) HITV 111 antibody screening

Cr Tedder reviewed the current situmation by saying that the
Gallo cell line was available for irvestrigation although
the USA had made the isolates difficult to obtain. The
British isolate reguired an orqanisation to handle Fhe bulk
vimus culture: Porton (PHLS) and Wellcome are the only 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 altarnatives to decy heat, ie heat in solution ar viras
inmactivation by detergemt offered additional prospects for a
safer product.

Pr Smith stated that the griority had been given to Factor
Viil, although Factor IX was capaule of being heat treated.
However the problem of potential thrombogenicity was causefor
consarn and no HI-Factor IX would be issued even for clinical
trial before animal experiments had confirmed safety.

The present stock of Factor V111 is being considecred for heat
treatment. nNot all batches were suitable and these would
remain available as non HT groduct.

Qurrent work is directed to making available limited suppres of
a heat treated product to april 1985, when it is expected that
all batches wiil be heat-treated. A new product of higher
Specific Activity is already being prepared which will with-
stand more severs heat-treatments and other treatments designed
to inactivate hepatitis viruses as well as HPIV III.

Cr ILane remarked that in order to determine the effectiveness
of the hear-treatment, spiking of Factor VL1l with antigen waa
required prior to heating, The present methods used by the WHS
and commercial companies may still lsave an active antigen.
BPL would theraefore be looking for follow up studies during
1985 with faermophilia Centre support.

Or Lane advised that HT material in large quantities could

not be available before April as equipment had to be ordered.
These had pow been placed for all the required plant.

The Chairman commented that "CDC type evidence®™ Eor BPL BT
batches was important. BFL would nead to dbtain this evidence
in sopport of their marketing of the praduct. It was accepted
that with limited trial facilities available, the NHS producers
were in cormpetition with commercials for trial stadies.

Dr Lare advised that it wes too soon to be precise on the
vield losses involved, with heat treatment. ilsers should not
asasume that the higher purity product meant a higher loss
vield. Observed losses so far for the standard heat-treated
product were similar to these found by commercials.

Dr Craske in response ta v iane, advised that it was too
soan to knnw whether the Aids implicated batch of NHS Factorx
V111 had caused serocoaversion.

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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MEETING OF THE SABMOPHILIA REFERENCE CENTRE DIFRECTORS - 10 DECEMEER 1984

1. Background

So far thres patients with heesophilia are known to have contracted AIDE,

two of these hawve died. About twventy four other cases are known to have
persiastent generslised lysphedenopathy (PAL), Bome sight hundred
haemophilisc patieats have pow been tested for EYLV ITX antibody. The
incidence of antibody to HTLY IIT in hasmophilisc patisnts everall is of

the order of thirtr five per cent. Howewver sevanty five per cent of patients
with mevere haemophilis hawe ths antibady. Of four thousand heemcphilise
petients some two thousand can be considered to be severs the resainder
being moderate and mild cames.

2. MAs you kmow I was imvited to the above meetimg held mt CBIA h

and arranged te discuss the implientions of AIDS for basmephilia patients.
We can expect & letter from the Directors to the Department with a statement
of their policy decimions. A letter will also be sent to all Bawemcphilim
Cantre Directors adviming of the decizions taken by the Reference Centre
Dirsctors. The follewing maie issues were diacussed:

8. Testing haemophilinc patiente for WTLY TIT antdl

Dirsctors would like to test all heemophilisc patisnts ip order to
establiah thelr antibody statum.

thought that provided they were not overwhe! all specimens At
onoe they eould test most of thess patienta. They would need additional
resourcea to do this.

Incensistencien in the results of the teots revesl that a study of the
haesophiliae population would prowide the invaluable material to
incresss our knowledge of the disssae. SEEEERIEEGEGEGGG oo developed
the same tent Ao uaing the Galle {molate obtained with his
peraiesion through Professor Weiss. I teliave a study of hagmophilime
patients could be regarded mn & research project mov and Dr Mortimer
could provids faeilities for doing thess tosts. Bowever I was told

that Yittle support has been given to the relevast section of the

¥irus Wefersnoe laboratory while working on & shos string. It say be
appropriate to agk FELS to treat testing am a priority.

b. Desling with hassophilisc patients

It vam sgreed that =11 hessophilisc patients nhauld be coumselled to use
parrier methods ef contraception in order to protect their hatercoexual
contact. Putienta who asked for their EYLV ILI antibody test results
ghould be isformed of thes othervise it is up to individual Directors to
decide whether or sot they wish to tell the patiests their results.

Meeting of the Haemophilia 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 FRACTICONATION LABORATORIES

A .‘ BLOOD PRODUCTS LABORATORY

Report to the Advisory Subcommittee on the Blood Froducts
and Blood Group Reference Laboratory of the Central
Committee of the National Blood Transfusion Service ~ 1976.

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

-l -

Coagulation Factors. There is active collaboration between Elstree and
Oxford. During the year improved working procedures for factor VIII assaY
and statistical evaluation of assay data have been developed and a

factor VIII house standard introduced. Both laboratories are collaborating
closely with NIBSC in the preperation and standardisation of the first
British working reference preparation of factor ViII (concentrate).

The lahcratory is éollaborating in three clinical investigations:

N
Trial oi factor VII1 concentrates in home treatment (BPL Elstree,
PF Lab Oxford; Clinical Unit, Haemophilia Centre, Oxfordj; Dept. of
Haematology, St. Thomas's Hospital) -

Trial of factor ¥1II concentrate in prophylaxis (BPL Elatree,
Lord Mayor Treloar College, Alton) . .

Hepatitis in haemophiliacs essociated with the transfusion of
factor VIIT concentrates (BPL Elstree, PF Lab Oxford, Clinical Unit,
Haemophilia Centre, Oxford, Haemophilia Centres, Newcastle and Lord Mayor
Treloar College).

Recovered FOI Document. Blood Products and Plasma Fractionation Labs 1976. Collaborative Trials.
Page 4.
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HAMPSHIRE AREA HEALTH AUTHORITY (TEACHING)
NORTH HAMPSHIRE HEALTH DISTRICT

Director TRELOAR HAEMOPHILIA CENTRE

A ARONSTAM, M.B.. M.R.C.Path: LORD MAYOR TRELOAR HOSPITAL

Basingstoke 3202 Ext. W8g@ ALTON
{GRO-C|. {GRO-C! Telephone No. 82811 Ext, 253 & 211

[ " l4th May 1979.

!!lic Health Labkoratory.

Wichington Hospital,
MANCHESTER M20 8LR

peer A

We have not had any cases of hepatitis
following N.H.S. Factor VIII. As far
as your suggestion about transfusing
mild haemophiliacs with this material
is concerned, I totally disagree with
this concept. I do not wish any of my
mild haemophiliacs to develop hepatitis
in any form and therefore adopt the
policy of either using D.D.A.V.P. or
Cryoprecipitate.

Yours sincerely,

i
S ——

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

OXNFORDSHIRE HEALTH AUTHORITY
OXxFORD HAEMOPHILIA CENTRE

i & Churchill Hospital,
Headington,
HZ5 Oxford OX3 7LJ.

11th January, 1982

1o all Haemophilia Centre Directors

Dear Colleague,

You are nu doubt aware that at least 4 commercial companies are
about to introduce preparations of factor VIII and possibly factor IX
that have been processed in an attempt to reduce the risk of transmitting
hepatitis B and non-A non-B. As far as we know the products have been
subjected to a heat treatment process such as pasteurisation after removal
of the bulk of fibrinogen but other methods such as treatment with
B-propiolactone and W -light or differential adsorption-elution may be
vsed. Although initial production batches may have been tested for
infectivity by injecting them into chimpanzees it is unlikely that the
manufacturers will be able to guarantee this form of quality control for
all future batches. 1t is therefore very important to find out by studies
in human beings to what extent the infectivity of the various concentrates
has been reduced. The most clear cut way of doing this_is by administering
those concentrates to patients reqguiring treatment who have not been previcusly
exposed to large pool concentrates. Those patients are few in number but a
study alaong those lines is being cerried out at Oxford to determine the
infectivity of facter VIII concentrates produced by the Plasma Fractionation
Laboratory, Oxford and Blood Products lLaboratory, Elstree. This study shows
that it is possible to demonstrate infectivity using guite small numbers of
previnusly untreated patients. It is very important also to find out as soon
as possible whether the manufacturing methods used to reduce the hepatitis
risk has resulted in a product with undesirable charscteristics such as high
content of denatured protein. reduced factor VIIT recovery in vivo, reduced
factor VIII 3-life in viva, increased incidence of factor VIII antibodies or
of immune complex disease.

Although there is no doubt that the introduction of 'hepatit
products would constitute & major advance we hope you will agree with us thst
their use on a 'named patient' basis would be undesireble and might seriously
hinder controlled studies in the future. There are several reasons for
thinking this:-

1. The best way of assessing efficiency and observing recovery of activity,

side effects etec., is by properly conducted clinical studies. Since a

months a
It is

number of products are likely te be Introduced in the next
core of 'at risk' patients will be needed for this essse
for the treatment of such patients that prod
products available. I¥ patients at Tisk are
basis they will be unavailabls far clinical trials and the rs
be of enecdotal valus anly.

patient’

ts will

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

[\
1

- Page 5
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Oxford ‘Chimpanzee’ Letter: (Cont.)

2

2. For the purposes of a Product Licence the manufacturers are reguired to
set out to the Regulatory Authority in the U.K. the evidence of
product efficacy and safety and deteails of processing. batch to batch
reproducibility toxicity tests etc., which help to ensure quality
control. In addition there would be a requirement for samples of each
batch or batch protocol to be submitted if reguested to the Regulatory
Authority for assessment at NIBSC. Manufaecturers could be laible if
subsequent batches failed to meet the original product protocols and
import of such products could be prohibited. Although it will not be
possible for the Regulatory Authority to check infectivity of batches
as an ongoing control, measurement of total protein, clottable protein,
factor VIII antigens and activity ratio ete., will help to ensure that
the materials have been properly processed. Ewven if factor VIIT
concentrates are subjected to similar pasteurization processes as those
used to sterilise albumin and other simple plasma protein fractions they
may not withstand denaturation to the same extent. Formal triel of
efficacy and on-going monitoring of quality control is thus important.

3. Use of a product on a 'named patient’ basis is-often justifiable but
by-passes these regulatory controls which have been established in the
interests of patients.

We are therefore writing to let you know that the Hepatitis Working
Party are discussing plans for Clinical Trials of these products as they
become available and will if necessery reguest exemption from a clinical
trials certificate in respect of individual products in order to expedite
trials. We hope that the companies concerned will collaborate in these
trials and will cffer appropriate supplies of their concentrate as well as
financial support.

Unfortunately there is insufficient time aveilable to air these
problems et-the next meeting of the Haemophilia Centre Directors but if you
have any observations we would be most grateful to learn of tham as soon as
possible.

wWith all best wishes,

Yours sincerely, i

GRO-C GRO-C

A.L. Bleoaom C. K. Rizza ! f

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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)

1)

i)

Forther elTorte whonk? T wide to charscterisr (he vireses of non=A,
oon=l hopotitis with & view to developing tests for diagnnsic,
doper seromming elo.

Frforts =hould crotinue to be made to wssens the types (nd sever ity
of chronic hepatitis eeolting fror factor VIIL snd TX roplacement
therapy.

0 NY WRPATITIS RES.ARCH

Mook, Shoepe and Doelme Lid, hove approached the Hepetitis Workine
Farty with o view Lo carrying oot an Inmenngenicity trlol of ihely
lwipat btis 8 voectoe Iy British Aeemophiliscs, Thiz vaceine has been
shown to give a 9 = 85% protection against hopatités B in & recent
trial in bomesexuals in New York (sse New Enge J. Mod., November, 1880).
Digcussdons are procecding with o view to carrying cal o linited trinle

fecently published evidenco concerning the wee of ultea viokot light
nod § prepig-loctone to inactivate hepatitis virsses in factor IS
wreparel inos clnmed thet 90% or more of infectivity due to nonsd,

nop=B viruses hod been removed. Tt ix likoly that comsercizl Daeter

X praporntions Created by this method will become arnilable with claims
that they are associated with o low risk of tronsnitting hopatitis,

The enly way thot (fectivity for non-A, son-0 hepatitis con be shown
ofbier than human inoculation i= by incculation into chirpansecs.

Stmes vory fow of these aniasls are available, it is difficult to sue
bione overy Latch treated by this method will have quality control
assurcnoe with respect to pon=A, nop=B vireses. This (oformation
should be borne in mind when considering jurchiase of those preparitions.

Je Craske
Menche ter PUL

24.0.:81,

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

September 1981.
(See point 2, line 7).
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Chapter 1V:

Prifysgol Cymire
University of Walas

Ysgol Feddygol Cymru
Welsh National Schoo! of Medicing

Strictly Confidential Department of Haematclogy

y University Hospital or Wales

Heath Parx, CardIff CF4 4XN

Professor A. L. Bloom Tel. Carditf 755944
Ext 21556

Dr. F.E. Bolton,

Daputy D-irecter,

Regional Blood Transfusion Servicos

Royal infirmary,

Edinburgh EH3 9 HB 23rd May, 1983

Dear Frank,

Many thanls for your letter and for your suggestions about AIDS. This question has
been discussed several times amengst those concerned with haemophilia. treatment ane wes
the subject of a special meeting of the Haemophilic Reference Centre Directors recently.
Maest of the rocemmendations which you suggest have in fact been incorporated by the Hoemophtlia
Reference Centre Directors.  We have not loid down hard and fast reguiatiens since the defa
of treatment will depend upon local circumistunices, | do not think that anyene is complocent
about the situation but [ think that we all agree that it would be counter-preductive to ban
the importation of bloed producis at this moment. We ore however 1aKing staps to recommend
that imported products fromthe U.S.A. af least meet with the new F.D.A. regulations. Your
comments about the use of cryoprecipitate and M. H,S. factor VIII concentrate have beean
incorporated into our.advice although ot the moment we are not rigidly differenticting betwear.
cryoprecipitate and N.H,.S, concontrate as far.as severely affected patients are concernsd o
any rate. | think that this is implied in your recommendation number 2. With regerd to deferse
of home freatment for new patients this Is a mafter for further discussion. The Haemophilic
Society have expressed concern thot we are not expanding the home ireatment® FWith soffiejent
vigour and this whole question will no deubk be on the vgenda of the next Reference Centre cad
Haemophilic Centre Director's meeting. No doubt you ore already aware of tha racoemmendakions
made at the recent meeting of the blood Transfusion Centre Directeoss.

With all best wishes,

Yours sincerely,

A.L, Bloom

&.¢, De. C R, Rizza

Letter, Professor A L Bloom writing to Dr F. E. Bolton. Dated 23" May 1983.
(See lines 6-9.)
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PAPZR 11
ACTION ALREADY TAREW BY RELEVANT RUTHORITIES OUTSIDE THE DEPARTHEMT

1. Action by Pegionel Transfusion Directors

At their meeting on 18 May the Regional Transfusicn Directers agreed
to prepare &n information leaflet on AIDS which would be available
to donors to resd at donor sessions and could be sent to donors
phoning in with enquiries. (Directers asked if the Depsrtment would
pay for the printing of such a leaflet and this has been agreed with
Infor=ation Division. A draft has been circulated for comment].

The Directors further proposed to meke an approach to the Medical Gay
Society (an association of homesexual doctors) to enlist their help
in the dissemination of iInformaticn on AIDS to homosexuval groups.

The Soclety's initial reaction has been favourable.

Directors were sdament that there would be no direct gquestioning of
denors about their sexual hablts mor about the presence of symptcms
such as night sweats, weight loss atc.

} 2. Recommendstisns of Heemophllis Reference Centre Directors

At their meeging on 13 May 1983, the Haemophilia Reference Centre Diregtors
agreed thet on the evidence available and beczuse of the benefits of
treatment, ne restriction should be placed on the use of imported

Factor VIII concentrate other than to continue with the present policy

of using only NHS material for chndren under the age of 4 yesrs

and for mild hzemophiliaca.

3. MNew Regulaticns on Donor Screening by the Food and Drugs Administration
{FDA| in the USA

Az from 23 March 1983, FDA regulations have required that:

1. Educaticngl progresmes be instituted for potential donors
fron defined high risk groups asking that taey refrain frem
donation. (High risk groups are defined as: perscns with
sympteoms and signs suggestive of AIDS; sexuslly aetivé homosexusl
or bisexual men with multiple partaers; Haitian immigrants,
intravenous drug abusers and sexual partners of individuals’
at increased risk of RIDS].

S & SO ul plasma denors te receive information on AIDS.

ii1. ¥lasma taken from a donor in a high-risk group should be labelled
ta indicate that it should only be used in the preparaticn of
s.bumin, PPF, globulin or for nen-injectable products.
{NB: the use of such plasma for albumin, PPF etc producticn
i= extrepely dubicus . If an infecticus agent is involved,
there is ng peans of knowing that the heat treatment, to which
these products are subjected, will inactivate it - nm.

iv, The donor's medical history should include specific guestiaons
designed to detect possible AIDS symptcms eg night sweats,
unexpected weight loss etc.

Recovered FOI Document - AIDS Background Paper I1. Dated 31% May 1983.
Point 2.
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"
ACTINTH TF AIDS
T refer 15 a lelter #n yer frw af OLST on'Y Mar {of wnich

1 wag samT 8 Sopy) cesnzmending that smwritan FVITI zemcgassste ahould be
withdrawm freo ute bossuse of the risk of transcitiing ATDS.

In =¥ viev this sugzestion {3 premature in relaticn to the evidence and
unbalandod in that it does nat take into acscunt the risba to harmophiliass
of withéraving & msjor scurce of thelr FVIII aupplien.

Perh~ps the situaticn is best put In perspective by a mtatement which wvas
drefted to appear in the mirutes of the ceetting of the Tirectors of
Eaezophilia Reference Cenirea which I atiended teday:

“any Directars have until new restricted their use of FVIIT in young
rhild=en (unde= tha ame 2f'4 years) and in =ild Raez-philiaze o NEE
raterials and we consider that it wruld be sizsumapent to a~ntinue
with that policy.

Thers ‘s nct sufficient evidemce &5 rentrict the une of lztoried FYIIX
soncentrates in other ratients = wiow »F the pemafizg of 4L treatzent
tut the gitpatien will be kest wom Yy wnd-r enview by means of

n surveillanse sratem whisi haz oo +utes and bty seanr of regalar
meetingg af the Heferen~e Cantre [ ’

Tee Dizcctnra veloome the fast that
would Ba masting to convider aters
Zerors who =ight En in 2 cateporTy
(KZ: this atatezast is m~% far sublisatnien

Fromally sirsulated) thn verdiny may =t e Trigizely o
o

o

an Hegicnal Trangfusicn Diresters

With regand %r the Werkirg Faruys ej ATLE which Y s ;ococned,
1 sespent that P 7. GEEEEEEEE ~'=- -: (nvited 4o Tepragent hsemiphilie
eentre direciors, .

T
=D SEB
Recm 10254 ZANH

=% IGRO-C:

:
Bisin i meis iim: {

13 Kay 1383

cc YD

.
&

Recovered FOI Document. DHSS Letter. Med SEB. 'Action on Aids'. Dated 13™ May 1983.

Paragraphs 1 & 2.

v
~J
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4. Mattere exviging from the mimetas

The Sub—fondittes noted cthe ©EM's advice on appllestione préviously seea by Une
Sub-Comuittaa,

5 Acquired Tmpane Deficiency Syndpome

The Sub-Tommrress® consideration of The guestiop of ALLE snd Yicensed Dleod prodecis way
augmented by the following expert advisars:

Proféssor of Haemscolopy Welsh Matisazl School of Medicines,
Cardiff god Chsirman of the Haesophilia Gentre Direcrors Commf rreej

O Consultant Virologist, PELS;
RN, ircctor of the Cormunicable Disease Surveillance Centi PHLS;

Bitesior, Reglensk Blood Transfusion Luboretory, Wanchester, DESS
Advicer in Blood Transfusion;

. (ooccltant Virelogist, FHLS. .

~ CarElderarion Wad Eived o, the serrent infesmavion sveilsble on imcidence and
epldeniology, dericlogy and related factorss Btrategies for limiting or elizinating
yizks frop bloed products were examined, togethar with possible practical seasures.

The follmring conclusions were. feached:

L | The cause of AIDS is unknown, byt sn infecrious aeciolegy seems 1likely. A
previouely upnrecogaieed of mew agest may be responsidle, but repeaced exposure
to, of Teactivation of, known sgents, {(eg CHV, EEV) may Te iovolved.
Eeightened susceptibility may be an important fector, e.fs immnological
deficiencien fnduced by wmisual sewwsl practicss ot =zpodure te blesd pradunts.
Baged om the ciinieal syidence, trapsmissibility of the supposed agant{s)
gppests to ba 10w, réquiring intimpte coatact oF introductiva inte the tigsuss.

%2  Tatients wha repeatedly receive bloed clottinggfactor codcentrates appesr to he

at risk, but the evidence so far available sugfests thar this risk 19 seall.
The risk appears to be grestest im the case of products derived frem the blood
of homosemizls and IV dreg abusers resident in areas of high incidence (eg,
Wew York and Qelifornia); and in thgee who repeatgdly receiuvg comcentratgs dm
high dosagc. Balanced sgainst the risks of AIDS (and of other fnféctions

transnitted by blood products) sre che benefite of their usei in the case of
kasmophilis they are 1ife-zaving.

5.3  The possibility was considered of withdrawing clotting faetsr concentTates from
the merket and Teplacing thom with gryo-precdplitate. Ir was comegluded that
. this i{s not feasible 4w the UK on grounds of supply.

5.4 The possibilicy was considered of w;thdraufng US preparations from the UK, 1t
was concluded chat this 42 not at presenc feagible on grounds of supply.
Horeover, the perceived lewvel of rigk does not at present justify gerious
conssderation of such & selution, #fforts are however being made fo secure UK
independence of Toreign suppliers of clotting factor concentrares. Tnis showld

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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D‘ NATIONAL BLODD TRANSFUSION SERVICE

WORTH LONDON BLO00 TRANSTUSION CENTRE
DEANSBEOOK ROAD

EDGWARE, MIDDR

HAE 38D

Felepmane, 01-062 B&n1

Or. & CONTRIAAS
Cliva 1000

&9th October 1985,

!:pu.r'..zcant of Health and (.—9"
Soelal Security, ‘
Hennibal House, y
Eléphant and Caatle,

Lenden SE71 &TE.

Dear -

Thank you for your letter of 25th Oatoher.

Fortunately for us; we were able to stert anti1-HTLV-III
sareening unofficlslly from the 23rd September 19685, Since we
rerely have the lusury of too much bleood gatkering dust in Ehe
"fricge and since our supplies of Cresh froZen plasma get anapped
up very quickly ocur only stored material 18 cryoprecipitate., We
have been sLoring serum Zanples from dopors for azéveral months now
and we are goling through the records of cur cryoprecipitate stocks
to gheok whish Stored donorg semples correepond to the stosked
materysal, In sddition we Wwill be able to test those
oryoprecipitate donars who retern to give furthar dopatisns so
this prebles I=x In hand.

Naturally we cannet cemment on gQuaraotinec stocks of pooled
plasma for fractionation st Elstres bDut sssume that the heat
insctivetion will cover that espect.

......... I_aur_s._._-:n.n_u.enzl.g 1

GRO-C

Recovered FOI Document. NBTS Letter to DHSS. Dated 29" October 1985.
(See final paragraph.)

D

N
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1
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IH COMFIDERCE

HERT TREATED FACTOR VIIL

Cr0 wilil wisin to know that tnera 12 some Hearsay evidence thae hasmophilize
patients are seroconvarting bto become anti HTLY IIT pomitive despite being
siven haat treated Factor YIII.

This could be becAusE: -

1. Thay hava ssroconverted some month=s after having recelved a.non—traated
product (the use of beat treated Factor VIII enly Secems commer at Ehe
saglnning of 1585

2. Certain heat treated products are net belng sunjected to sufficient
inactivatlon. Theres 13 considerabie variation betwe=sn the methods us=d
by the commercial firms &nd in particular the Protein Fractlenatbliom
Laboratory im Libsrton i Scotland Antrodeced on @ short bers baals &
very gquick method which thes thought might inactivace the virus,at tha
beginning of this year. I Lisve that Lt is this latter which may be
impliceted in che Information I have received. ;

The S5lood Froducts Laboratory at Elstres ware rather lace starctars in
heat treating thelr Fector VIII but are probably pow producing Eha
safest product in the world. Thers is good evidence thac the
prolonged and high temperature breatment,

is Inactivating the mon-A oon=BE agent. It has beer
apparent for soms time that commercial heat treated Factor VIII doms
Bt insctlvate this sgent.

Whether or pof the heat treated product is transmitting HTLY IIT will take
some Cime to disentanEle., We have scrupulousiy chserved in all our
ansuers to POS that heat treabtnent showld ipactivats HTLY III. This notae
is Just ta emphasiza the nesed lor continuing to do so.

p.

28 Hovexber 1965 e i
!Dﬂl"% .;;_;Hmihaz House
h Ext |GRO-C!

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.)
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CENTRAL ELOCD LABORATORIES AUTHORITY

CENTRAL COMMITTEE .FOR RESEARCE AND DEVELOPMENT
IN BLOOD TRANSFUSION

Minutes of the fourth meeting of the Centrsl ‘Committee for Research and

the Crest.

Present:

1In Attendance:

[y

6/84 Apologies for Absence

An apology for absence was received from GENENEPTREESE -

7/84 H:\nut-es

The minutes of the meeting held on 28th February, 1984, were approved
as a corrgct record.

8/84 Matters arising from the minutes

g.1 Genetic Engineering and Blood Products

The Chairwan confirmed that following x
attendance at the Committee's last meeting, he and the Director
of BPL ‘had recently visited the USA to discuss possible research
and development collaboration for the preparation of Factor viil
through genetic engineering. Two firms, namely

and the Sy

progress in cloning Factor VIII. doummae# held a coutrolling
interest in the latter firm, but after meeting a Vice President

of GrvEEEhnASEEEEENEEEES , the Chairman said that ne encovragement
had been received for any development collaboration with the CBLA.
EaneEUSPUSEUSS: have an arrangement to prepare = final product
from the cloned material derived from the work atqfmmmesk and ico
discussions withuimm@ a similer lack of enthusiasm for co=
operative research was noted. .

The sttitude of the USA Companies was noted with dissppointment,
especially as little progress 8o far had been made in the UK with
cloned products. (uamsllme commented, however, that 1f the UK was
to do this work on its own a decision would de required as soon

however, the fundamental need for e product in the first instance.

-1 =~

Development in Blood Trznsfusion, held oz 9th November, 1984, in the Board Room,

, had now made significant

as possible in regard to possible licensing. Gammlewwe ctphasised,

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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7th SEPTEMEBER 2004
VOID IMPLICATED BATCH NUMBERS

Table L: Procucts where thelikelihood of 3 retipient surpassing the threshelc dose for pablic heath purposss is HIGH™,

THESE BATCHES SHOULD BE TRACED, THE TNDIVIDUAL RECTPIENTS CONSIDERED 'AT-RISK' OF VCID FOR PUBLIC HEALTH PURPOSES, AND SPECTAL PUBLIC HEALTH PRECAUTIONRS TAKEN

Factor VIID Factor I Actithrarbin
: vl Sis il Siz
Brand name V‘rlus)x Batch Nurber Reiezce date Frané reme P ?i J]._;. 3ach humbsr Redeass date rend nane \EE:‘JS;‘E Banch Numzer | Releas Dl
av 500 FHB4L16 260692 94 &0 Fl40052 14,0550 Antthrombn* S0 ATad535" 20.12.56
ay 500 FHB418% 140493 94 &0 F1441398 09.07.93
& 500 FHB4412 310755 34 & Fl4508 180654
il 500 FHB4547* 01,1196
(3 500 FHB4396" 160597 Repznne S0 FMa327 01034
Repenng E.) 37 21195
o 2% HOmE3 230550 Replening® S0 FIM4396* Bs?
3 2% HIBE3 1B1290 Repknng S0 FMses 70757
£l 250 HIAY 09039¢
HT CEFIX (PFC) 276 3502-70210 140987
Repnsts 500 Hz37 210395
Replenanc® 500 FHE4536* 140396
Replenane® 500 FHE548* 17.1096
Repknste 1000 FHES polird:N
High purty FS 500 RHR30 174191
High purty FE 500 FHMA05 160552
28 PEC. 160 010:-3020 020887
8 PFC. 1% 0)04-70510 40787
Totel % Tod ] Totd 1

* &ll preduces imphcatad 10 date: including batches praviously rotfisd 1o consigneas{”)

Al sroducts manufadued ir LK: prod.ics mearefacued by the Posi

ionation Cantrz, Scotland ere designanes 'R Al ocher products manufeciurad by Bo Preducs Laborzzary

vCJD 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 vCJD-implicated batch (23.05.90).
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0 wrew T

AIDS - DEVELOPMF " OF DIAGNOSTIC TEST FC ' 3ASH-2LVIY]

. I thought "t m:._.nt be helpful if I recordc - the main points made at the meeting
which Mies Bd..-~ds, Dr Barnes. Dr - -aveney, you and I attended on 31 July to
diecuss the aper you ci:cule-ed with your minute of 27 July.

It was 2+ ~sed that Ministers should be made aware of the arrangements to screen
all bloc donors at North West Londrn RIC to start in October. A note might
alge inclide a reference to the neeu to .find funding to scale up preduction
of the test reagent. We agreed that ir Parker's suggestion that the Supply RLG
might be the most appropriate source of funding should be pursued.

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

of the test and to make it clear that the arrangements at the North Weat London
RTC were experimental, ie to forestall pressure for the immediate availability
of the test throughout the blcoed trensfusion service and more generally through

GPe and STD clinics.

We discussed the need for a group to advise the Department about the developmen€t
of the test and saw parsllels in the arrangements which had been set up in
relation to the develcpment of hepatitis B testing ie that the initial interest
lay with MED SEB but, as the need to develop service wide provision grew transfer
4o MED IMCD. There were particular problems, however, in relation to the i
test .to be made available for blood d s on AIDS b , in additicn to the
implications for screening widely for AIDS, eg through STD clinics, thare wam
the problem of tracing pecple who had received contaminated transfusicns. It
was sgreed that initially advice should be made available through a Sub-Group

of the Advisory Committee on the National Blood Transfusion Service and that it
would be helpful if “he membership of any group included an expert on STD
services, eg CMO's neu. zant adviser. "~ 1eed to set up a group should be
mentioned in ﬂge ncte t¢ ‘nisters and © 3 interest in the creation of new
advigory groups kept in mind. T- ‘erms of reference of the. group would need

to cover the following:

The applicztion of the tes
Fellow—up cf cases with contaminated blood tranfusions
Implications for bloed deonors

The implications for cases ideéntified by the test as poesidbly
carrying AIDS -

The wider use of the test.
It was agreed that HE and CHD together with medical cc.ueaguh would consult on

the drafting of the submission which should originate from the HS/MED SEB side
of the House. It was for ccnsideration whethe- ‘he submission should also deal

with the blood donor leaflet mad ¥Y*fi~ also to :e HEC leaflet on AIDS which is i:

preparaticn.
CHD would look at the arrangements for contact tracing for STD patients to see
if they could be applied to AIDS patients. ‘
bR
° CHD
Bl2l3 . AFH
31 July 1884 Ext :GRO- i
. e . it |

(=

Oo pow Uivr ajavts 4 27 Joly o e——— 1)

Recovered FOI Document. DHSS letter ref. Diagnostic Test. Dated 31% July, 1984.

(See paragraph 3.)
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Coventry and Warwickshire Hospital
Stoney Stanton Road-Coventry CV1 4FH
Telephone 0203 24055

Qur Ref HD"J/ SD

Your Ref:

o
o
VY]

2nd June 1°

Date

Dear

I am sure you are aware of the recent publicity
sbout Acruired Immune Deficiency Syndrome (ATDS) and
the possible risk of this cccurring in haemophiliacs
using Factor VIIT concentrate.

We would like to monitor all our haemophiliacs
because of this and would ‘herefore be grateful if yeoy
could attend the Blood Bank, Walsgrave Hospiial on

J U 2o between @ - 9.30 a m. for
a blood test,

We shall then be able to ses you with the results
of the test in the Haematology Cut-patient Depatrtment,
Coventry & ¥"arwickshire Hospital on JuLy Jitw 2. 20 £

If there ims any problem with the above dates could
you contact Ext, 5001 at Coventry and Warwickshire

Hospital,
Tours sincerely.
GRO-C
Dr M.D. Williams.
Registrar in Haematology
Ta rs-order cudgt mi1a

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

- Page 64 -
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AIDS - DEVELOPMENT OF DIAGNOSTIC TEST FOR ETLV III
M

Since my minute of 6 July there have been further developments regarding the

radio immunoassay for antibody to ETLV ITI. Some 2,000 tests have been

carried out on AIDS patiente, patients with the extended lywphadencpathy

syndrome, homosexnals atteading STD clinics, hsemaphiliacs and others. The
findings shortly to be published, confirm the presence of detectable antibody

in 28 out of 29 (96 per cent)AIDS patients 104 out of a 117 (88 per cent)

patients with extended lymphadenopathy syndrome 60 out of 288, homosexual patients
attending STD clinics (20 per cent) who were apparentl; otherwise healthy

barring their "normal sexually transmitted disease".

At the beginning of October it is planned to start screening all blood donors
at North West Londcn RIC. Whilst the latter trial will be a research project
we need to plan ahead for an anticipated extension of the screening test to
all blood donors and to others at risk to the disease. Attached is a paper
setting out some of the many problems that will need solving as a consequence
of being able to detect the antibody in carriers.It is proposed that the
Department should invite a group of experts to provide guidance so that health

authorities can be advised accordingly.
S

MED SEB
Boom -
Ext

27 July 1984

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

10. The field eveluation proposed by Wl wnd NN would not
reguire consent of the perticipents beceuse the sere would not be gble to

be identified with the demors.

e :n¢ SRR recommended thet when tests for blood denations
were introduced blood donors should be informed that their blood would be

11.

tosted fer AIDS. This could be by informing thes thrﬁugh lewflets sent with
their cell up cerds or providing lezflets Bt the cdoner =mezszien. They thought
that & lot of denors would not be prepared to give blood 1f they knew it

wes going to be tested for AIDS, Efforts vould heve to be made to recruit
more donors. It wes mgreed that Departmente]l legal epinion =hould be sought

on the need to infore or for informed consent of blood donors.

iz, oyl expressed his m et 'freezer' ztudies being cerried oot

on sexples collected from individuels mttending STD elinies who would not
necessarily heve given consent for such investigetions to be carried owt. It
wes pointed out that such studies provided invelueble information sbout the
spread of the gisezse for which there wes no other wey of finging cut. It

was sgreed thet the manner in which thess studies should be conducted =hould

be piven further considerstion.

Minutes of the Expert Advisory Group on AIDS. Dated 1* March 1985.
See Point 12.
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7.3.3 The question of patient consent to KTLVIII testing was discussed.

A positive test result could be serious for an individual patient and the
implicstions of tests taken as an infection control measure for staff and
not for the benefit of the individual's diagnosis end treatment should be
carefully considered, The BTS would' be informing blood donors, who were
volunteers, that the test was being doneé on their blood donation. However,
in the context of the diagncsis and treatment of & patient it was agreed
that z general cliniceal epprozch should be adopted. Patient's permission
for hepatitis B testing wzs not always sought and, with & variety of tests
teing teken, 1t should not be necessary to inform the patient in 2ll cases
that these included & test for HTLVIII antibody. 1t was also agreed that
the result of the HTLVIII antibody test should not be awaited before ;
undertaking other tests which might be critical in the treatment of z patient.
Esmvesssenlmsssamn’ s=id that with hepsatitis B it was now accepted that
other tests shculd be dcne while the result of the hepatitis B test was
awzited. These tests should be hendled in a high risk laboratory and no
additicnal preczutions’were required. L

7.3.4 Specific peints on the text of the paper wculd be mede direct to
Sessmmemdmn. 1t wds suggested that the term rgenito/urinary medicine
clinic' should be used in’preference to 1sexually trensmitted disease’
clinic, znd Persgreph 10 concerning the employment of HTLVIII entibody - -
positive individuals needed to be strengthened. The Chairman said thst
the covering letter would include a statement that the test would be
ayailable to doctors generally.

1.4 Screening of blood donations for znti HTLVIII in Regicnal Blocd

Trensfusicn Centres - report by The Working Perty of Regional Transfusion
Directors - EACA(S)E

7.6.17 wmiiesemmy tzblsd zn emencment to item 3 cn pzge one of the report.
The wcrking party of the Regicnal Transfusion Directors Committee recognised
the pressure LC introcuce routine screening in the BTS 2= s=ocn 28 sossible.
Regicnal Transfusicn Directors were therefcre being edvised tc make
arrangements with their respective RHAs for the intrcducticn of routine
screening, end femilierising themselves with the Kits reccmmended by the
FELS study, whilst the NBTS evazluation was proceeding. The evalustion
within the BTS had begun, 6000 specimens were being tested ezch in two
centres, at the rate ef 600 tests a day. An analysis should be available
in September which would give estimates of the specificty of the kits and
their easse of use. The working party considered it possible to commence
screening of bleod donations in October 1985 and recommended that the
introduction of the tests should take place throughout the UK over the
pericd practicable. On receipt of a confirmed positive result

IiI entibody, tne denor would be sent & letter by the Centre

i

and zn sppeintment arranged for the decnor to be interviewed by a doctor
treined in counselling. The doncr would be zsked for the name &and address
of his family docter 2nd effcrts msde to ensure that the denor received
further medical advice end cbtaining his consent for the results of the
test to be repcrted to his family doctor.

7.4.7 GENSSEEEE; szid that the Department would be writing to Regionel
Trensfusion Directors asking them to make srrangements for screening with
RHAs. The exact introduction of testing would be & matter of co-cperaiion
between Regional Transfusion Directors, but some pressure might need.to be
breught to bear where Regions were not making the necessary funds availsble.
Members agreed thet the screening test should be intreoduced simultaneously
throughout the BTS and tnat a date for the introduction should be set for all
centres to work te. This would 21so provide an opportunity for publicity,
which could be linked with advice to blood donors and the general public.

Minutes of the Fifth Meeting of the Expert Advisory Group on AIDS. Dated 30™ July 1985.
See paragraph 1, point 7.3.3 (whole paragraph).
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CIMCAL INFOFIMMION e

_4 ;‘L.l,w plAs i

£ e

R e e

17 [pare

—

€1 Colindale Avenug,

London NWS SHT

Comment :

Plecs

Je

Ab by ELSA

Ab by ELISA

8 i
o LARNTY "‘]/-") o
" W] M

Liep €X°

Ab by £U3A
.
Abby BIA

Virus Reference Laboratory,
Central Public Health Laboratory,

Bepatitis C Virus (IKXV)

anti HOV RpAEBA,/NOT DETECIED (ELA)

bat rean et -

oot = 3/11.

LT o s 5.
F o " RETURN ADDRESS £
i + [HOSPTAL FSURGERY. Ti% [FORLABUSE OMIY
§ [Patient Details Deleted 2 Hi1t &% €
for purposes of confidentiality]
A == R
| |DATE RECENVED
"
i T rlmT B - S| - Plenas read ;,555;_@,_5_4;_@3,_4; ido] Public Health Labararory
M O Signature: Woll LU LB 18t Flger (C Block)
3 ZEX 4 e " o 4 e : PGRQ_E,___,! & ? Ueivesnity Hospaal of Wakes
| Previous Test DS 15 LRGENT RESULT REGLTZS YES/NG Hasth Patke, Cardlt CFS A%\
4 | ES/ND Lab mamber: T, M. FOR RESULT. Tai: (O222) 756044 Ext: 2235-9
3
RS Tests reouesten: JERIREEIES Ery Ercuites 1o CAL 152253 £xt 1 8 8 8
U b b Hepattis A (- ) - Hepams L Ag.l W Hepatitis 8 A { Ly HEPATITIS 8,
B £FCENKOLOGICAY INFORMATION: z Surfezo Ag by FPHA:  L.oiiien e
LR | ME
1 Recelved Transfusion ~* () Oceupational sk [ Wy BA 'J“GAT'VQ .
Theeapeutic imjoctions = () Dialysts patient (7 BRI orcisvasanausiinai ,3 J AN 109
| Drug Abuse { ) Transplant patisnt B P — POSI TIVE
Tanooed 4 Surgery {inc. Dentgteyt *{ )
3 b ! vsry L = BOELBAS: | oy vivaivensmons
| [ | Contact with Hopatitis = () Trave!/Rosdence abread*{ )
U] pASthin tast § months for items marked *) HBy  Agly BUBAL  oiyiunrvisan ey

8 FER 1890

GRO-C

P |1’L

HCV Test Results Certificate: H11142. No. 01886. Virus Reference Laboratory. Colindale. Dated 11"

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 (HCYV) test reference.

- Page 68 -

ABHBO0000170_0069



taintedblood.info

Chapter VIII:

Fam e Officr of Sy Nige! Crisp KCH DH Departmer
Chiet Exportive CDopartmant of Seaior dnd Jaes
k of Health

Bt e

73 wivtetall

Lionfon
The AL Maa. The Lord Jonkin of Reding EWPA 2R
Houss of Lords Tal 020 72
Wesiminister Fax Q)0 7210 5309
London iged (.'.vgucE- 3

SWIA OPW

3}‘,\, )41‘;;/\_/

Thark you for your letter of 25 October requesting a mesting to discuss
record management in the Deparment of Health, | was pleased 1o hoar thal
you have been atle 0 denify some papers 10 Nelp you with your enguines.

Our Ref: CEOPO48381
1 Decomber 2D05

When we mat in April | expliainad that certain papare dating back 1o the 1970's
and 1880's had been destroyed. | appreciate that you wouid (ke to discuss
this further, however | thought it would be helpful 1o write 10 you about this
issue instead. Naturally, | am concemed that important files from this pericd
no longer exist.  Although thess events 1ok place a long thne ago, my
officials have undenaken to expiore why important documents were
destoyed

As praviously mentioned, it is our understanding that during tha HIV litigation
inthe 1990's many papers from that penod were recalled for the pumposs of
the liigetion. We understand that papers were not adeguaiely archived and
were subsequently destroyed in error in the early 1990's,

Officals have also established that a number of fes were markead for
destruction in the 1990's. Clearly, this should not have happened. Whan the
discovery was made that fies nad bean destiroyed, an intemal review was
undertaken by officials. | understand that a decision, most prabably made by
an inaxpenenced member of s1aff, was responsibie for the destruction of 3
number of files. The decision io mark the files for destruction was not a
delibarate attemp! {o destroy documentation. It is very unfortunate that the
stalf member at the time was not lully aware of the significance of the files
and the possibility of futura iitigation.

| am aware that this axplanation may disappoint soma haamophiiia lobty
groups and | am very sorry that the Department no longar holds many papers
going back to the 1970's and 18980's,

Al Departmental staff are informed about the principies of good recard
keeping. In particular the polices and procadures for Ihe management,
review and disposal of fies and documents are designed 1o meast the
Dapartmant's own adgministrative noods and the Public Records Act. A kay
deveiopmant in the Department over the past few years has been the
infroduction of an electronic records system 10 help keep tack of e-mail and a
range of other alectronic records.

Yours sincerely

{4&_/ A,
GRO-C

NIGEL CRISP

i hal Mo Ane btgad
At oy T EGRo-c

Sir Nigel Crisp. Letter dated 1" December, 2005. See paragraph 2.
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kem Department
- " of Health
UNDERTAKING TO BE GIVEN BY AN INDIVIDUAL NOT UNDER THE DISABILITY

IN ACCORDANCE WITH CLALSES 12, 15, 17, 18, OR 20 OF THE DEED OF THE
DEED OF THE MACFARLANE (SPECIAL PAYMENTS) (NO. 2) TRUST

This DEED of underiaking s mada day ol
1681 by of

1 In expectation of receiving from the Macfarane (Special Paymentz) (No.2)
Trust the sum of £ | undertake with the Secretary of State far Health that | will
ol at any time hareafier bring any proceedings against the Departrment af Health.,
the Welsh Office, the Licensing Authority under the Medicines Act1963, the
Committes on Safety of Medicines, any distnet ar regional health authority or any
other Government bady Invalving any allegaticns concerming the spread of the human
immuno-deficiancy virus or hepatiis viruses thraugh Factor VI or Facter |X (whether
crypprecipitate or concentrate) administered before 137 December 1990

2 | beligve that under the terms of the Trust Deed | should be entitied 1o a kigher
level of payment and therefore while hokding 1o the above undertaking it is made

subjec! 1o my rataining the rght to continue my application for the balance of the
higher payment.

Signed and delivered by )
)
}
Az a Dwad in the pressnce )
of-

Narme @nd address of winess:

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

(See Point 1.)
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