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In the late 1970s and early 1980s, 4,800 British haemophiliacs and many more 
others were infected with l lepatitis 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: 

Taintedslood PO Box 13421 Moseley Birmingham 813 3EF 

0121 288 2361 

comoaionf itaintedbiood.into 

hlio//www.tainled1Iood.intOI 
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We Accuse... 

Accusations from the taintedblood.lnfo 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-III (HIV) test within the UK, leading to the avoidable cross-infection with H1V of the 

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

murder, caused the deaths of infants and family members. 

Page 26 

We accuse the Government and the Department of Health of THE IMMORAL AND 

UNLAWFUL EXCLUSION OF LIABILITY for future blood-borne pathogens, whilst 

KNOWINGLY WITHHOLDING HEPATITIS C TEST STATUS RESULTS and for 

MISLEADING the haemophilia community regarding the availability of the technology for 

the testing of patients and the screening of blood for hepatitis C, and whilst in full knowledge 

of this, bringing pressure to bear to prematurely `settle' a prima facie Legal Action with a 

compromised and unsound legal process. 
Page 32 

We accuse the Government and the Department of Health of a COVER-UP regarding the 

contaminated blood catastrophe -, in ATTEMPTING TO VANISH crucial evidence, and 

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

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

In 1974, Dr David Owen, then Health Minister, decided that if enough money 

were to be invested, the United Kingdom could become self-sufficient in blood products and 

they would only need to be sourced from Britain and would thus be much more likely to be 

1 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 

6 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 

It) May, 1975, the WHO had issued a resolution stating that each member country should be 

1 1 able to supply sufficient quantities of its own blood and blood products to meet clinical 

12 needs. Sadly, David Owen's initiative did not follow through, as there was considerable 

13 resistance from within the Department of Health against putting up the required money and 

14 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 

16 in August 2001.) 

1 Dr David Owen, in a Written Answer of March 1975, stated his intention that 

! !S a pledged sum of money, some £500,000, (about half of which would be recurring) was to be 

10 allocated for increasing production at Blood Products Laboratory (BPL). These funds, 

21 however, ended up being used to increase donations in Regional Transfusion Centres 

22 (RTCs), leaving BPL Rlstree short-changed. This misappropriation of funds demonstrates 

2" GOVERNMENT MALADMINISTRATION as the DHSS should have insisted on the extra 

24 money being allocated to its intended purpose — to increase production of Factor VIII with 

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

.. Paptr 4 - 
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In 1976, Dr Helen Dodsworth sat on a committee which was convened to 

advise the DHSS as to how much Factor VIII concentrate was needed to treat UK 

haemophilia patients. Dr Dodsworth stated that they found themselves buying large 

quantities of concentrate from America and that they had consequently infected many of their 

patients with HIV. She went on to say that this had happened despite the fact that their 

spokesman, Dr Tovey, had persuaded them that to treat their patients adequately it would be 

necessary to fractionate at least 80% of the blood that was donated. She explained that the 

Government had, at that point, decided that money was neither available for extending the 

fractionation unit at Elstree, nor for equipping the transfusion centres to separate yet more 

plasma from donor units. 

Dr Helen Dodsworth's exact words were: "So this is really why we .found 

ourselves buying large quantities of factor 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 F. M Tansey.) 

WITN1369060_0006 
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I b. UNDERFUNDING OF THE LISTER INSTITUTE 

In the early 1970's, it became more and more clear that the world-renowned 

Lister Institute of Preventative Medicine was experiencing considerable financial difficulty. 

The Institute's list of achievements was unprecedented in the field of medical science and we 

believe they were well-poised to go on to develop heat-treatment and a screening test for 

non-A non-B hepatitis by as early as 1978. However, by 1975, the Institute's Chelsea 

Laboratories were forced to close after repeated annual deficits and failure to secure adequate 

government funding. (Source: Lister Institute of Preventative Medicine. Scientific Heritaue.) 

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? *J 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"d February, 1977.) * Note: In the original source letter, 

(see Appendix, Chapter 1), 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 Ileritaae.) 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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I c. NEGLECT OF BPL ELSTREE 

In 1980, Dr David Owen, then Minister for Flealth, in an interview for ITV's 

"World in Action" said in relation to the condition and lack of funding at BPL Elstree, that 

no government had put enough money into BPL: "Well, I don't think we've invested enough. 1 

t thought then, on the best evidence that I had, I think it was £500,000 that we found, was 

going to he sufficient. But what has happened is that although we have increased, as I gather 

t; at production, demand increased as well." (page 2, paragraph 4). Dr Peter Jones stated: 

7 "What should have been put in is something more in the region of £25 million..." (page 4, 

8 paragraph 2). (Source: Transcript of 'World in Action'. ITV. Dated 22nd December, 1980.) 

t) The interviewing reporter, in their closing comment, made the following 

1() rather salient point: "The Department says there's no money available. That means hospitals 

Ii will spend millions more on imports, patients will risk the consequences of skid row blood 

12 and Britain will become increasingly dependent on the world blood market." (Page 16.) 

13 (Source: Transcript of'World in Action'. ITV. Dated 22nd December, 1980.) 

I4 

1 S In a letter from Blood Products Laboratory, Elstree, dated 41h July 1980, there 

(> was mention of the poor conditions and low staff morale at BPL Elstree. Consideration was 

1 given to the alternative of importing blood product requirements, but grave doubts were 

I .s expressed over the quality of overseas production facilities. Some of BPL's staff had visited 

1 <i a fractionation plant in the USA, in which they found manufacturing conditions to be even 

2p worse than those at BPL. (Page 2, paragraph 1.) (source: Recovered FOI Document. Letter, Blood Products 

2 1 Laboratory, Elstree. Dated 4th July, 1980.) 

22 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 

24 contamination is present in the laboratory environment, in process equipment and raw 

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

- .Page 7 - 
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In November 1984, the Director of BPL visited the USA to discuss possible 

collaborative work on research and development into the preparation of genetically 

engineered Factor VIII. (Source: Recovered FOI Document. CBLA Minutes for the Fourth Meeting of the Central 

Committee for Research and Development in Blood Transfusion. Dated 9th 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 FOt Document itinerary supplied by 

the DOH suggested the date of 17 h̀ 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 3rd-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. 

Pagr ii 
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II. CONDUCTING UNETHICAL RESEARCH 

In the early 1970's, Directors of UK Haemophilia Centres signed-up with 

2 commercial manufacturers of Factor VIII to receive imported products for use in trials. 

3 (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 I I 1h January, 1982.) 

In the minutes of the 13th meeting of the UKHCD, we then read that there 

1 was to be a vaccine for hepatitis B available in the UK by September 1982. The licence was 

I u granted in May '82 and a trial was to be conducted at Oxford involving haemophilia A 

I I 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). 

13 We believe that this trial of the hepatitis B vaccine was UNETHICAL. A 

14 direct test for the presence of Hepatitis B Surface Antigen (HB,Ag) had been in existence 

I5 since 1968. (Source: Krever Commission Report (1997), Vol 3, Part IV, Chap. 27, page 753). The Medical 

16 Profession already knew that haemophilia A patients would have mostly possessed 

17 antibodies to hepatitis B, yet, we find Physicians conducting research on haemophilia A 

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

19 

20 The safety of the hepatitis B vaccine was later called into question in the July 

21 1983 meeting of the Biologicals Sub-Committee of the Committee on Safety of Medicines 

22 (CSM). It was noted that although there was no evidence at that time of any risk from AIDS 

23 in the licensed vaccine material, the Sub-Committee recommended that the manufacturers 

24 provide ongoing data relating to the "safety of the product in relation to AIDSS". (Source: CSM 

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

WITN1369060_0010 
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II b. CONDUCTING UNETHICAL INFECTIVITY TRIALS 

In a letter from BPI., 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 7th October, 1985. Page I, 

paragraph 2.) 

The letter further states that clinical trials at specified Haemophilia Centres 

were in progress in order to gain evidence of the reduction or elimination of viral 

transmission, in particular Non-A Non-B hepatitis. Doctors, with `suitable patients' under 

their care, were encouraged to involve them in these clinical trials. It would be more 

reassuring to read of trials involving life-saving medicines, but instead we always seem to 

see an emphasis placed upon `infectivity'. 

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

in the wake of AIDS, constituted UNETHICAL research. 

In a letter of 17th 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 Vlll 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 17t ' February 1984). 

1>a c l() .. 
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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 tiaemophilia Reference Centre Directors Meeting, Blood 

Products Laboratory, Elstree. Dated 10i ' December, 1984 

It is disgusting to read in these Minutes that the Factor VIII concentrates 

which were `spiked' with live antigen material, despite heating attempts, somehow found 

their way through to human patients. The need for follow-up studies in Haemophilia Centres 

is indicative of this. 

We allege that there was CONSPIRACY between Doctors at BPL and 

Haemophilia Reference Centre Directors to conduct NON-CONSENSUAL RESEARCH into 

the consequences of deliberately spiking Factor VIII with potentially life-threatening viruses. 

At that time, there was no effective way to know for sure if the heat-treatment process had 

adequately killed-off the antigen used to spike the Factor VIII. We know that the available 

techniques for testing the final concentrate — to demonstrate its safety from viral infection - 

were not adequately sensitive to identify infectivity, as it was known then that concentrates 

which had tested negative on virological investigation could still transmit viral infection in a 

patient. 

WITN1369060_0012 
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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-Lytnphotropic 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 haemophiliac population was proposed. It 

was stated that it "would provide invaluable material to increase our knowledge of the 

disease." We are concerned to read that the Physicians were placing an obvious emphasis on 

research and not, however, on the welfare of their patients. The minutes go on to state "I 

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 I laemophilia 

Reference Centre Directors of CONDUCTING UNETIIICAL RESEARCH and for 

allowing it to dictate clinical need. We accuse BPL and the UKHCD of CONSPIRACY to 

CONDUCT NON-CONSENSUAL RESEARCH. 

Pitrc 12 ... 
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III. 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 I Iospital 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 'I reloar Hospital. Letter to PILLS. 14`" May 1979). 

- Page 13 - 
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III b. CIRRHOSIS IN CHILDREN 

In November 1982, a prospective study of hepatitis in haemophiliacs who 

2 were first-treated with Factor VIII or IX concentrate was planned. It was stated in a draft of 

3 the trial protocol that the only sure way of assessing the risk of transfusion hepatitis 

4 associated with new brands of concentrate, was by use of chimpanzee inoculation 

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

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

7 

8 As a consequence of trials such as this, we read on Page 2, under 

9 `Complications' that "some children with cirrhosis have received concentrate for 6-7 years." 

I () (Source: A Prospective Study of Hepatitis in Haemophiliacs first treated with Factor Vlll or IX Concentrate. Oxford 

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

.12 

13 It is disgraceful that these Physicians seem to find it acceptable that 

14 CIIILDREN should have CIRRHOSIS. 

15 

16 

I? In another trial protocol of March 1983, Dr Craske, Dr Rizza and Dr Bloom 

18 state that: "You will see that the class of patients to be given these products are those who 

19 have had no previous treatment with factor VIII concentrate." 

20 

2I In the same letter, the authors actively invite 'any approaches from 

22 commercial firms' to notify Dr J. Craske. We would like to point out that Dr Craske had 

23 knowledge of the threat of AIDS to haemophiliacs from commercial concentrates from as 

24 early as September 1982. (Source: Craske J, Rizza C, Bloom A. Public Health Laboratory Service (PHLS) letter 

25 to Haemophilia Centre Directors. 22 March 1983.) 

- Page 14 - 
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III 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 

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

When a doctor treats a patient, without consultation, on the basis that they 

meet the criteria for research; such as qualifying as Previously Untreated Patients (PUPs), 

we believe that the physician compromises, or even contradicts their Hippocratic Oath by 

allowing research to dictate clinical need. 

III d. HAEMOPHILIACS USED INSTEAD OF CHIMPANZEES 

It was known in 1981 that there were very few chimpanzees available for 

research. The animal could only really be exposed once for an infectivity trial, and at a cost 

of £10,000 each, they could be considered `expensive' in terms of research budgets. In the 

Minutes of the UK Haemophilia Centre Directors' Hepatitis Working Party, 24 September, 

1981, it was stated that the only way that infectivity for Non-A Non-B hepatitis could be 

shown (other than by human inoculation) was by inoculation in chimpanzees. The minutes 

continue: "Since there are very few of these animals available, it is difficult to see how every 

batch treated by this method will have quality control assurance with respect to non-A, non-

B viruses." (Page 4, point 2, line 7) (Source: Dr Craske. UK Haemophilia Centre Directors' Hepatitis Working 

Party, Minutes. 24 September 1981.) 

-Il'age15-
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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-R 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 I lepatitis 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. 

-Page.l7-

WITN1369060_0018 



taintedblood,info Arr:usations Document 

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). 

9 

►i} 

I Then in 1974, the World Health Organisation warned Britain not to import 

12 blood from areas with a high prevalence of hepatitis - areas such as the United States. (Source: 

.13 WHO Warning. Sunday Times Scotland. Dated 20'h August, 2000.). Dr David Owen, Secretary of State for 

14 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 

16 through, since there was considerable resistance in the Department of Health against putting 

17 in the money. It is at this point that we feel we could reasonably expect preventative 

1 x measures to have been put in place. 

1 9 

20 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 I). 

Page I8 
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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 Fot 

Document. Minutes of the Expert Group on the Treatment of Haemophilia. Dated 4s' May 1976.) 

We believe that greater adherence to the push for self-sufficiency would have 

served to protect the blood supply from hepatitis and if some of these WARNINGS HAD 

NOT BEEN IGNORED, then the haemophiliac community, IN BEING SHIELDED 

FROM HEPATITIS and COMMERCIAL concentrates, would not have been left wide open 

to infection with HIV and AIDS in the early 1980's. 

Between 1982 and 1984, Dr John Seale had been trying to alert Public Health 

Officials to the implications of the threat of AIDS. Dr Seale had written both to Mrs 

Thatcher and the PHLS to suggest blood transfusion policy changes. (paragraph 4) We 

believe this article demonstrates that both Margaret Thatcher and the PHLS were notified 

circa November 1982 about the threat of AIDS to the Blood Transfusion Service, yet THIS 

WARNING WAS IGNORED. (Source: Article in The Standard, by Alan Massam. 20th November 1984.) 

In May 1983, Professor A. L. Bloom, in a letter to Dr Bolton regarding 

commercial Factor VI11 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 AL Bloom writing to Dr F. E. Bolton. Dated 23rd May 1983). 

.Page .19 
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On 13th 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 H. 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 FICDO. 13i ' 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 months earlier, (23rd March 1983), the FDA requirements on blood donations were 

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

• 1 week earlier, (6th 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 h̀ 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). 

.. Pare20-
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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 141b 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 [lie 

Joint Parliamentary tinder Secretary of State. Dated circa August 1983). 

-. .I'age 2.1 
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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. 13th 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 2911' 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-I1I positive after receiving Factor 

VIII which had allegedly being heat-treated. (Source: Recovered FOI Document. Letter DHSS Ref. Heat-

Treated FVI1I. Hannibal House. Dated 28th November, 1985.) 

- .Page 22 
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V. FAILING TO LEARN LESSONS 

I In November 1984, it was noted in the minutes of the fourth meeting of the 

2 Central Blood Laboratories Authority (CBLA), that there had been significant progress in the 

3 cloning of Factor VIII. (Source: CBLA Minutes for the fourth meeting of the Central Committee for Research and 

4 Development in Blood Transfusion. Dated 9'h November, 1984). 

c 

6 By 1985, Ministers were not only aware that genetically engineered Factor 

7 VIII had been produced in a laboratory, but that prior to the completion of the redevelopment 

8 project at BPL Elstree the genetic engineering methods for producing Factor VIII had been 

t) borne in mind when ensuring that the plans of the new BPL were sufficiently flexible to 

I 0 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 17ib January, 1985.) 

12 

13 Product Liability legislation was due to take effect in March 1988 and by 

14 May, it was noted by Mr Keyes, of the Blood Transfusion Services Board (BTSB), that to 

15 continue with factor VIII concentrates might present Product Liability problems. At that 

16 time, the option, inter alia, of changing to monoclonal-derived Factor VIII was only 

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

.Ilc 

19 Consequently, it was not until 1994 that the first recombinant licence for 

20 Factor VIII was issued in the UK and only in 1998 did the Government announce the roll-out 

21 of recombinant for all children under 16 and Previously Untreated Patients. 

22 (Source: Haemophilia Society, Fact Sheet. Dated April, 2004. Dated April, 2004.) 

24 

25 
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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 

3 become aware of Variant Creutzfeldt-Jakob Disease (vCJD). (Source: Lancet 1996: 347: 921- 25. "A 

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

6 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 

9 failing to initiate and scale-up the production of genetically engineered Factor VIII from 

I!1 circa 1986, or certainly, within 5 years of this date to allow for research and development, we 

1 I allege that not enough was done to protect the haemophiliac community from the threat of 

I :' further blood-borne pathogens — in particular, the failure to introduce non-human-derived 

13 Factor VIII with haste. 

14 

15 In a Sunday Times article in September 2001, Alan Milburn said that "where 

1 6 the system fails the lessons need to be learned." (Source: The Sunday Times, 30 September 2001.) 

17 In failing to learn these lessons, we find that batches of 8Y Factor VIII, [FHCO289] 

I manufactured from vCJD-implicated donations dating back to May 1990, (some 4 years after 

I t) BPL had made plans to allow for monoclonal), are being traced in an Patient Notification 

't) Exercise initiated by The Health Protection Agency, Colindade as of September 2004. We 

21 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-

23 derived Factor VIII had been developed at BPL from 1985 onwards. (Source: vCJD and Plasma 

2 i Products. Tables of vCJD implicated batch numbers. Health Protection Agency, Colindale. Dated 71h September, 2004.) 

Pa gc 24 - 

WITN1369060_0025 



.1 

t, 

y 

1O 

2 

I+ 

14 

I: 

ih 

I4 

I tl 

20 

21 

22 

I' 

taintedblood.info Accusations Docuni^nt 

To date, (February 2007), we find that the Department of Health and 

Consultant Physicians are still not using the safest products available to treat all adult 

haemophiliacs in the whole of the United Kingdom. Some older haemophiliacs are still 

having to use earlier forms of recombinant containing various blood-derivatives such as 

albumin, since third-generation, entirely synthetically-derived (non human) recombinant is 

not available to every haemophiliac in the UK. 

The various systems that have been put in place for the treatment of 

haemophilia have had an extraordinary history of fallibility, perhaps mostly due to issues of 

cost. 

Due to the failure to rapidly introduce monoclonal-derived Factor VIII at BPL 

Elstree, when it was considered and allowed-for in 1985/6 and due to the fact that even to 

date, the safest recombinant Factor VIII products are not being made available to all adult 

haemophiliacs in the UK, we ACCUSE the Government and the Department of Health of 

FAILING TO LEARN LESSONS and placing cost concerns over and above patient safety. 

WITN1369060_0026 



8 

9 

10 

I I 

2. 

13 

I.1 

15 

16 

17 

18 

I9 

70 

24 

25 

taintedblood.info Accusations Document 

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. 20ih August, 1984.) 

By July 1984, there was evidence of a diagnostic test in the UK for Antibodies to HTLV-III. 

In a letter from the DHSS dated 27th July 1984, it was stated: "Since my minute of 6 July 

there have been further developments regarding the radio immunoassay for antibody to 

HTLV-III. Some 2,000 tests have been carried out on AIDS patients...". If 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 3 1" 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 early as June 1983. It is unlikely that this was just a serum-

collecting exercise, as the letter goes on to offer the results by I l ih July 1983, which was only 

11 days later. (Source: Letter ref. Blood Test. M. D. Williams. Coventry & Warwickshire Hospital. 2nd 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-111. 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.) 

I>a„t. 2(, 
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In a DIISS letter of 31st 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-111. 

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-111 antibody test, since in a DHSS letter dated only 4 days earlier (27t" 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 FOl 

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-ill. 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 Fni Document. Proposed 

Working Group of the Advisory Committee on the National Blood Transfusion Services. Ref. consequences to the NBTS of 

Screening for HTLV-ill. Dated 13'h August, 1984.) 

In a draft question and answer briefing for officials later in August 1984, it 

was clear that a 'sensitive and specific' HTLV-111 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'h August, 1984.) 

We, therefore, ask the question as to how long the wider availability of the 

HTLV-ill 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 I-lealth and Social Security Press Release (Ref. 

John Patten Announcement) 85/277. Dated 23rd August 1985). 
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VI c. DELIBERATELY WITHHOLDING TEST RESULTS 

According to The Journal, Newcastle, t.JK 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 IITLV-III-implicated batch were deliberated. 

The option of NOT INFORMING patients was considered in depth. Dr Craske knew that 

HTLV-111 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 23i° 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 l0'h December, 1984.) 
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We believe that this demonstrates that Physicians were testing haemophilia 

patients' blood for HTLV-III without consultation, a practice which denied the patient's rights 

concerning pre- and post-test counselling, and also in failing to inform the patients, the 

Consultants were taking away the person's right to protect others from infection. (Source: Notes 

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

In the Notes of the Haemophilia Reference Centre Directors Meeting on 10 

December, 1984, Dr P. Kernoff commented that "as some 70% of haemophiliacs were now 

positive, it may be considered irrelevant if one tells or doesn't tell the results of testing." 

(Page 5). We believe that these Consultant Physicians should have given a strong line of 

advice to follow; that patients should not only have been informed, but also, that the patients 

had a distinct right to know. Dr Kernoff might have considered it "irrelevant", but we doubt 

that the intimates of the haemophiliac patients would have thought so. (Source: Notes of the 

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

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

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

"[Deleted Name) expressed his unease at f' reezer' studies being carried out on samples collected 

from individuals attending STD clinics who would not necessarily have given consent .for such 

investigations to be carried out. " (Page 4, point 12) (Source: Minutes of the Expert Advisory Group on AIDS. 

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

the Expert Advisory Group on AIDS, (page 4) that in the case of an HTLV-III (HIV) positive 

test result, that the emphasis of the Advisory Group was placed upon 'infection control 

measures' for the benefit of the staff, whilst clearly stating that it was not for the benefit of 

the individual's diagnosis: 

"A positive result could be serious for an individual patient and the implications of 

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

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

We also read that the Expert Advisory Group on AIDS felt that it was 

acceptable to conduct Hepatitis B testing without always gaining the patient's consent: 

"Patient's permission for hepatitis B testing was not always sought and, with a 

variety of tests being taken, it should not be necessary to inform the patient In all cases that these 

included a test for HTLV-111 antibody. It was also agreed that the result of the HTLV-III antibody test 

should not be awaited before undertaking other tests which might be critical in the treatment of the 

patient. [Deleted Name] said that with hepatitis B it was now acceptable that other tests should be 

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

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

It is for these reasons that we ACCUSE the PHLS, the Haemophilia Reference 

Centre Directors (HCDO) and the Department of Health of DELIBERATELY 

WITHHOLDING TEST STATUS RESULTS and we accuse the Department of 

Health and NBTS of PROCRASTINATING TO FORESTALL the pressure to more 

widely release the early HTLV-III (HIV) test within the UK. 
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VII. KNOWINGLY WITHHOLDING HCV TEST RESULTS 

We can demonstrate that one of our Mandated Members was tested by the 

PHLS for Hepatitis C as early as 1989. This test was carried out prior to September 1991 

when donated blood started to be screened. (Source: 'Testing for Hepatitis C Virus' E A Fagan. BMJ. 1991 

September 7; 303(6802): 535-536.) This Mandated Member was SECRETIVELY TESTED 3 times 

PRIOR to the `compromised settlement' of the UK HIV Haemophilia Litigation. This testing 

was carried-out WITHOUT DISCLOSING the results to the patient. (Source: HCV Test Results 

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

We feel that this is enough proof that haemophiliac patients were being 

surreptitiously tested without their knowledge and without their informed, written consent, 

prior to the culmination of the HIV Litigation, where the Government's liability for any 

future blood-borne pathogens was propitiously excluded in the terms of the `compromised 

settlement'. This was secured whilst in full knowledge that hepatitis C was likely to be a 

considerable problem in the future. 

It is for these reasons that we ACCUSE Government and the Department of 

Health of THE IMMORAL AND UNLAWFUL EXCLUSION OF LIABILITY for future 

pathogens whilst KNOWINGLY WITHHOLDING hepatitis test results. 

- Page 32 
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VII b. A `PRIMA FACIE' CASE 

1 The Latin legal expression prima facie translates as "on its first appearance" 

2 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 

4 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 

6 case. (Source: Wikipcdia.org). 

fi In the July 1990 Public Interest Immunity Hearing, Mr Justice Rougier, as part 

9 of his judgment said: "As to the facts, whilst stressing that I desire to express no opinion 

10 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 

12 if they can surmount the initial hurdle of.showing that they are in the position to sue". (source: 

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

14 

15 In the IIIV Haemophiliac Litigation Immunity Appeal document of 20d' 

16 September 1990, it was stated: "It is not in dispute that some at least of the plaints have 

17 been infected by HIV by Factor VIII concentrate obtained by the NHS from the USA and 

1 x supplied to those plaintiffs. The plaintiffs have set out, in my judgment, a prima facie case to 

19 the effect that the Department knew or should have known of the risk to the plaintiffs from the 

2() use of concentrate obtained from suppliers in the United States; that practicable steps could 

' 1 have been taken by the Department to eliminate or to reduce that risk; and that if those steps 

22. 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, 

21 which, if proved, could justify those conclusions." (Source: HIV Haemophiliac Litigation. Immunity 

2 ) Appeal Document. Court of Appeal (Ralph Gibson and Bingham L.JJ. and Sir John Megaw). 20' September, 1990). 

r.. 
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In September 1990, Lord Justice Gibson held that the haemophiliacs' right to 

proper presentation of their case overrode the right to Public Interest Immunity, and that the 

plaintiffs had "a good arguable claim in law based upon common law negligence." Lord 

Justice Gibson said that it was very likely that the documents in question would contain 

material that would lend substantial weight to their claim: "The plaintiffs need the documents 

for the proper presentation of their case in order for them to obtain the necessary expert 

evidence directed to the explanations for that failure which the documents will reveal. It 

seems to me to be necessary for the fair and proper disposal of the case that there should be 

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. 

- l-age 3.1 
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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 Ian Johnston in the Scotland on Sunday, (about the NHS knowing about lethal 

blood for 9 years), Brian Adam, SNP MSP said: "There is certainly prima facie evidence of a 

cover-up. 1 cannot accept that the health community did not know what was going on in the 

light of this." (Source: 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 I" 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) 

- .Page 35 - 
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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 15i1' 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, Re(. H1.551 I). 

Page 36 - 
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VIII c. 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 

5 the following is stated: "My Lords, the files that have turned up came from the archives of 

=I more than one firm of English solicitors. Given the substantial volume of documents passed 

to the department's solicitors -1 am told that there are no fewer than 12 big lever-arch files 

6 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) 

Ci 

I0 
1 I VIII d. DELIBERATE OBFUSCATION: SELF-SUFFICIENCY 

I  In February 2006, the Department of Health released a report into Self-

14 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 

I (, have been avoided had the United Kingdom achieved self-sufficiency in blood products; a 

I .1 policy Government initiated in 1975. The destruction in the late 1980s and early 1990s of 

I x many documents relating to this issue (that were being held by the Department of Health) 

1.9 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 

1 correspondence between Government bodies in the timcframe 1973-79 and instead 

22 concentrates more on efforts to address the failings highlighted in the Medicines Inspectorate 

? 3 report of BPL Elstree, which, had it been a normal company, would certainly have been 

4 closed down. Due to Crown Immunity, however, the Government avoided the closure of 

25 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'h 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. 

-Page 38 - 
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APPENDIX 

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

(See Point 1.) 
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BLOOD PRODUCTS 
National Blood Transfusion Service 

R. S. LANE. MO MRCP MRC►nt. 

T ae: 01.953.01 a1 

tmgn~t th and Social Security, 

Hannibal House, . 
Elephant and Castle, 

LONDON, SE]. 6TE. 

Dear Diana, 

Accusations Document 

LABORATORY _ N: 

Dagger Lane. 
Eistree, 

8orehs,nwood, 
Hers WD6 3BX 

22nd May, 1981. 

Proposed Inspections of Regional Transfusion 
Centres 

by Medicines Inspectors. . -

Thank you for your letter of the 19th May, 1981. 1 
assume from the 

wording that my presence at th is 
if he 

willting is 
 epresenti 

re  
me at

ired 
ttiisi

n particular end I 

have asked represent  and he has 

agreed. It is appropriate that he should 
fulfil this role since he boars the 

main brunt of raw material input at this 
laboratory and thi6 will increase 

with time.

I am sure you m e aware in  aggreee views of 
m agreement and that

is  
the 

NETSiory and 
R Regions]. 

Transfusion by 
Transfusion Directors are anxious to conform with 

the standards required by 

EPL through the use of "closed" blood and 
plasma collection systems. I m 

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 
environmont,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 ben 

vigorous in the industrial sector and 
should not relent with the inclusion 

of Crown services. - will pursue this lino since thi■ 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, 

_p S 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"d May, 1981. 

(See paragraph 2, lines 5-7 and 11.) 
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1; The cane tar aolt-sufticiceey in blend 044 blood products Mitch is expected to 

oe ittiirlsd ubeh the cevly built blood yr.^Gucts 1.ibprat0ry is prece.aina 45D tonnes 
of pisses his Cwt oubstsnttely ehMgod aihce Nir.!atera agreed it in

•!. In the first taaee YLntntera are committed tc the A'80 rccoamondAticn %hat 
iesbbr stater should be seir.snttCiont. It is-ethice)ty unaccepteble rot developed 

ecuntriss to rely on blew predicts obtained Erne people in le" well developed 

ccmtrio* ltbo UL.Y bufreT rf0n ittdegbeLs nntri Son. 'Matt ttc5e tn4 do.'ora ot, a-i:ra 
irr paid to, their donations and far that mason way fail to reveal adverse clrctm. 

stances wbiab would norolly render their donations clinically unaeoapteble. 

I. 'ire case of AIM is apppsits in iiluatreting ttls di;eaten. There is ne teat *t 
pressnt to tenon dmora for avldenee of Lrreetivlty. Groups at nigh risk of AIDS 

in the asA are k,dun to be dr'ua abusers who need fund.. to Support their cd0ittltr.. 
ThatY is ivtdvoee In both the US and the US that teccar 'ill; produ•ed in the USA has 
tranapittEd LIDS to h6owt7hilisco. St e^lutot to gvtrertoed that AIDS Inrectad 
tolantecr duaora in the.0t can bo udad from gtvtng bLvpu, but nest volunteer,. 

from higi..r_ak Krvupo molt be likely to vl•Ferve the request not to donate. Only 
one UK doter, vaunt' cerlier donations were used in blood pr>:vtl ms-Niytttrc, i, nor 
known to Lc ajrforing from AIDS. 

4. It should Sc hated that AIDS ie hot the only tranaorienable Agent; htyotitta Is 
r.:.i11 ae'inpertant infectioan heard for recipients o: blood and blood pmdacts enS 
tStil atp:astess the advenesgee ur a pcput.tion of volunteer donors. 

5. between 50-60 per Cent of the t'ecUor VIII required to aaintain the 4.5O 
sumormlliacs ir. the OX hen to be 10p3rtdd am bri. are currently only able to ashurtcturt 
eurrielent for a0 per cent or them. She cost of commercial rector ill_I is held Ahern 
in the ;1K 05tau3e of the evailsbillty of the UK product, S. neleh high*T price is 
charred by ecenerlcal interests in Mast Germany for instance. However if there is a 
nave to sarxet conacercial nest :.rcated Flator VIII, tam there say be if research 
cnnfirpm the typothmels tine the AIDS agent Si Met lebilo) than ire costs of hnported 
Factor VIII will probably escalate in the t1K. 

Tile eeofcmic argtrienl for be0 0irg self-stlffiCieht in n'aoc proeotts.is e 
convincing one in that a come benefit anepyads binned in 1980 that for the sic p,-n#SCuxe 
or 5e5 s:illon, the cocley would be paid each . to tx%nl•cC roplaeta,eut or sa~ported 
eomarciat products within S.. yaw's or opening the new unit. The ;A'C ergumont holds 
for so txpt;441Wte of 135 'Million, with reduced running Coate - the brook.-even period 
is n6aia 3 years of cecetenttna production. 

7. H41I.Lera will be atisra than rba hr VIII, the nos% significant blood product. has 
been produced in the .obhrstory by genetic estgtrorrring methods, As ror as any 
prediction can oe authoriteUve is. Lhia hirhly complex end ccnnarcieily ascre"vo 
field. tt is considered that it w.tli take up to five years It least for Chi. product 
to be evei!abLe ad .1 c sereial aoile. Even than its cost nay is hign eosp*red to 
that cbteine4 trop lNltan PIANO. This possible dcvclopnent has bean bertha in fund 
end Ica plans for EPl are rurricibntly flexible t* shirr the refi3tng of such products 
from F,enetiettly eng!naerlhg source neterSal when eveilabie in the 1ht,4rd. 

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 17t4 January 1985. 

See Point 7. 
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toT i'qk PUxt•y; ,rtnH 

<:txlj:ti8f'SAL 1;: CDHCiDER'CH 

coMHrrr£E Olt OhFRXY or tizDlcrag5 

buy-cD*IllI1 mt OR plO1.DGW .L 'Peant CT.' 

t(t.nuc~d ai the aattc~ held an )J :,r y 1581 

SliNT 

— (chalrtvn) 
f ~ 

(attgabad tWrntig only) —) 
(at•t¢rrded corning only) >siTyR+l 

(aetendad iorntn8 only) ) 

1 
(Hedi441 An.aeseoc) 
OWL 0acavtical Xv9eeear) (at,l:aured nnrptag ouly) 

(eerAtorY) (,t.t•c+tded tinrring uuly) 
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jattcr:dcd bernir'S only 
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) 

)prtend0d marnLng only 

) 
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I. fbgrL'daatlaLltY aad Mnnuocc+bencp 

Tba Chniraun velevm:d -_1• attd 
the DHSS ortect'aL#, he vats actonding the aaveeipa (or icn on tha oganda only, 110 aa5d 
flat tbia Lt,rogi.vo>a24 ¼a otretl4axe4 s tat, The CL,alrean nbeii U .1,022, and g,iente, that 
the material Obey reeclved trae contideatiel sad *bouLd not be diucloend oit5ido tho 
Hoot I nr. 

2. Apolv~zios ~Fp[ Alwanx 

An epa:ogr for. absence van teeeived front` 

3. t4tnvtas of tfa ltaetine held o  nL L MsK 1ot3 

Taco veto a0t:o4 and atgned by nb.a r.%%* eoayxa. . aoeta.t trcOT d 'O tlw pt++cuaes+},. 

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

Page 1. 
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'rne Subi:uantttett noted the 0lt'4ts e.evice on opplLcati.uao p='uvloualy torn lay t'Or 
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,5. , t,frod 7tnsaue 1::lictmlcy gynd*ee 

The Ku •toetaitteL•t° CotleIacratton of T.he quashes tt ALMS ntld l,sen:'t`.i blood pitri<at:ta vtth 

ougttr:ntcd h7 the foll0ving es.}.rrt adulsera: 

frof6aaor of Ilaeostc10 Welsh Katiaaai School of Mrdiciree, 

ordif pal G1:sitvtin of the i1aeta1ph1li1 Contre dirt era Cammirteci 

—, coneultailt Virologist, P111.3; 

—, ilirr.ctor of the rolnsanieabLe Dicaafe 5utveitt1ncu tent:t t%I.S; 

l:iYhltrTI 'begiuett1 11 boa itsTnftltioil IAunxttiiy, lssachec, ^t, UY.85 

Advicnr to 51oo4 Tranttfusioai 

—. Cuatiultant virologtiet, MILS. 

t4t ntSo. ten$ given co: Clw ;M'rTCnt t%fottiatisr aYrd lesble e- . =di a ae.t 

apidevtaingy.,.detICIOE and reldtad taus-c. 5tratp11Lec for titdtiog at eltsdaatin$ 

Yial:s' fYaa blood gfti.diictC Vera vxanined, together. Witl, povalblo PTCCLICSI a,JIWUres. 

t 

*tho fol1.ovin$.. ouclu&ions vera. taarhod: 

71w cause of ALAS Is vaknOWA', butt at iltfectiou6 aetiol y an  likely. A 

previously enreco„aieed ut net egeAt st•y be responsible, but repenttxl e.Xpaeuro 

to, or itaetivntion of, kfoca a6gntai (e8 Ca EBI') airy be Lovolved• 

Nnightcool eusccpttbility toy be an iaportant factor. e.g. iattetnolagteal 

datLaieectcn i.ertu.:ed by auitmal sr-fatal praette44 aC aasasure to blood pto•3uct. . 

Itcctd on the el1uieo1 evidence, trnntiodssibility of the euPPOPnd eLtget(a) 
eppoors to be low, requiring iatiwtcr contset or introduction Into the tisau*i. 

5.t Patients whu rurvatealy racoivo bLoqd clottin riactor rnttcretrat.r,,r apiesr to he 

at risk, but the evidcner. so far available gugioots that thto risk is ,hall. 

Tile etck appoora to ho greatest in t.ho case of peodunro derived Prue the blood 

of hu la Dad IV 
drug 

Abuatcrs resident In areas of high ioetdonco (cg, 

We,, York and 4a1itortiia)i and In the'Ql,vho rapca qtly receivt conceateptr .in 

high dosayte. balanced against the. tiaka-of A'IDC (and of other'.tnfdctia m 
trananitted by blood prodaato) are tba bsotfito of their us[:; in the taco of 

ha.aco;h'llia they are life-euving. 

5.1 The poaaibllity vas eoaehdrrad Of Withdrawing tlotting (Actor ceneentretes ftoa 

the tatt'ket end rcpluciog Fho.K With of preelpitatt. It Wa4 coarluded that 

tithe to not feaai.ble In tise UK on SCOUG4e of £opp1Y. 

5.c. Ule poeoibility vac considered of vtthdrat tg UU preparations from beet' Wit. It 

wee• rnncluded crust this is not at pr.`aent feuti4ble on grounds of s+tpply. 

Horenvel, the potceivtd fowl of risk dash not at prooeft ,luttify parious 

coassdt;tation of such a salittlat, r..fforts.are.hOrosvoa heist cede to eeeuret Ur 

indop oaaort of foreign utq.Pliera aE clotting, factor concen_ratea. this Sboola 

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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reduce martedly, nlrhntuSh not e11nineee, the r1.nho'to recipients of chase 
products, sad the Sub-Cosntttuo ctrooy.1y supports this aim. Van hubaonitt.ee 
was also Lufarned that the UK Haemophilia i;cntte Dlrecturu have adopted
polity for use of US lantor 9T1:1 Ia nrdnr to nf.ntmtte risks an far so potsiWe. 

5.5 I.t is advLsabin that all ng-factor coneontrates derived from US plaana 
spiTten clod datended for use in the (It he prepared only from naterlal 
manufactured from plea** ee11eetod after no',, togulatiena'wore introduced by the 
Fill` on Hitch 23rd 1903. Three regulatiouu worn introduced specifically to 
SiaimLsn the likelihood of collecting blood from affected donors. 71da step is 
recosaanded notwithstanding tike possibility that its practical vdluo trap be 
relotivoly *mall. It aansop, however, be tnknn until supplies of 
.pout-larch 23rd mat.arial non be asourad. it is rscoeaonded that close contact 
to ra.intained betuccn the Ltc*na ag Authority and Supplies Division with the 
cite of Lutroduaing thin stay Immediately it bacouea f*safbia. 

5.6 The introduction of products created in ways likely to ircet►v:.te vtrusas is a 
promising tutura davolopoont. At present no such products are available t,, cite 
UK but it ►e knrnen that sanufaeturers are working upon t'acir dev.2vµncut. Mien 
licence eyplieaLioas ere received It is- important to exau.ine not onLy pos;fbl.c 
:improveseet in the safety tmrgtn but else tits allnteai.effoct.tvenasn of 
uatect:al treated by hoar or by other means. 7hu4, for etumpple. treated 
material. could possibly induce eactions in recipionts which could reder then 
nor* sueceptibla to Infectious *Haute. 

5.7 The Sub-Comsdtcen losrrt that manufactvrsre were producing advertising matcrist 
fat moo In the W'.. which appeared to eater. unjuor.ffied "claims concerning the 
osiety of heat -treated 04oti.r VIll. it is odvieod that this should be stopped. 
It. to feared that unlicensed tutterial could be used on a aamud-pst.tent battle, 
despite the fart that 'its.safety and e1factivcnoas had not been established or 
eotsidered by the Licensing Authority, 

S.a Hepatitis I vaculue was conaidored. Ac present there is no evidence of any 
risk frnm the material ]ieenaed in the Uri. and .it was concluded that the 
licence should rdmain unchanged, .i.e. for use in high-risk groups only. Such 
groups have a clear rick of hepatitis 1, vhl.eil is a serious end potentially 
fetal disease. The pnaiti.on should, however, be kept udder close obdarvation. 
It Is reconaondod that the manufacturer be asked to provide ongoing data 
relettng•to the safety of the product in respect of AIDS. It Is understood 
that ARV1 kayo recommended that the NILS undertake surveillance of recipients 
of Hepatitis H vaccine, and suck a study lose been planned by the PILLS; the 
Suh-Comntttoo supports this racusme,tdativa. The citrreetly tieeaoed vecelno, 
menefaetured by H50, has been subjected to three separate Anactivatiou 
pruceonea, and It is recoeaended that sap new vaneinaa derived Iron humtu blond 
stesr:ld be licensed only if subdeated to aid Let atringeat,treatmaut. 

5.9 Rath tmeunaglobui]fas and albumins were connidored. At present there is no 
evidence of risk flue, these products, and no action wee though to be ,justified, 
however, the position ohaoid to kept under albeit abservetion. 

l,ltt ti,oy arrcups, i+,ntdv DIM end auenlue, ere. protceslonally tsvolvad In the AIDS 
question. The Sut(uaeittioo recotrsands that the DHSS tstkea sure that adequate 
ort4ngamenta are mtluboLnod to ensure coordination of activities betveon these 
troupe. The PALS, through its Couaantcsblu Dteeeoo Survalllnnee Caetre Is 

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

Page 3. Agenda Point 5.8 
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or Raft tv'V4.ti 

?t. Zetsbar 1905 

Tot isaamphiiia Directors, Erylard i Haled 

Accusations Document 

p]p¢UglT1pN 5atT:f r t)CR1~R ig05 

'iMiT TM•1`Ft IX c22i9d7lRhQ' 1__t~AT 7RPdtTP1) 

As ,rem this month, a now Ta'tot IX eon ttrate ttY a t?) is no.' replacing the 

trvtrated product type t (11. Genaral.namod p heat isaua will begin war the 

merit weak or so. if you wish to receive a s ly of Fhctar Ix ccr7=4trats,'tt 

la easentLel that a list of coned patients to be treated with thin 
psobuat be 

sank to Dr S snipe, Head of Quality Control, SPL, Sc coot) a poaelble. it. 

addition please telephaw the Packing and tespatch Section (extension 7111 
with 

your product rcT.tii.Fent$ for the first issue. further supplies can be 

drtairwd co regueet etcher by telapbo'se or by awing the poatrnr9 eerciceerl 
with 

each delivery, but only to those clinieiaa. who have submitted pstitnt 

listings. 

This now product, containing a nominal 600 iu per vial has been ddcc~,rr~~
 at 

•0'C for 72 hours to inactivate viral agents lineluding hepatitis an A 0S 

V ruses ut t cannot yet be assumed to to free free viral intectioo. (ass 

aiao enaleaed data sheet). 

The conditlone of nesting have little eifect on the factor IX, Ii, and X 
ooetent er ealubility of the concentrate. Preliainary studies indicate that 

the in-vivo recovery and ht.f-dicesp oarance time from tba ctrcu tiaa of factor 

Dt activity are unaffectaE, 

ubi a d per 
factor IX

there ii nno
nto 

arisknof disseminated
ucti llntravescu100 

5r 

nxgulatton. 

Clinical trials at epecifiod Baenophilia Contras are now in Progress 
to 9510 

evifanco of reduction or eliminatloo of viral trenamiaetoa, particularly 
5e®1l 

virus trenamisaion. Further aaaurance it sought over 1tead~~ ri
who 

sk

viral transmi sion. If you have enter your care, suitable pa 

be able t for rthis 
pate Ina 

lease one 
Oci trial,

encioy reofor 
protocol
rourth r infortaation 

rrsad y purpose. 
0o its uwl. 

in aceordai%on with the re.7ulatory rag,iresnanta, the product should be iseud I. 

clinicians co a gamed patient bests until a prodnet licence has been grante5. 

ft is expected that output of the 9A tbnoentrate from the data 
of first issue 

will entirely snot ?he domnri for heated factor VC ocnoentratos 
loot use in the 

treataent of patients with aar4 titai defieien yl. 

For any further information, pleara contacts 

Product SeVice's t remnant, SPL. 
01-951-6191 s 200. 

!9//10/!5 

Letter from BPL Product Services Department to Haclnophilia Centre Directors. 

Dated 7 October 1985. 
See paragraph 2, beginning 'This new product' and see Paragraph 5, beginning 

"Clinical trials". 
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Letter Ref. "Virgin Haemophiliacs": 

,;t:4J1`il H r~"{OMM. Rt.000 Tp,A{JFUSION SERVICE 
~'r  Headquarters Unit 

Ellen's Glen Road 
Edlrbtir©h EH17 7QT 

Q3.6442%? 

Jt)C/EP/NI: 17th February 1984 

Ditkrtr.trr at at it lcgy 
uni vara c 11cr,pi fa) of Wa1' 

P 

Ds r 

1. note to confirm our convoreotion lost Friday at NiMM.C. 

We Rope to have sufficibnt wet heat trsatad fletor VIII for 

ttmited d etect otudioi by 5cptacIer 39i. tie gee psrtieularty kuon 

to tee part of this pruduci to Put iota "virgin lwaoophilluao" and 

would ouch sppeeciete Me wssistaruo of the U.K. tlpoaophi:to Ceatrc 

Dlreatur'r, Working Party ors Hepatitis. 

rat your tntcreat t enclose the analytical proftlt of the 

Jost batch of thin praduet. 

Kindest 1't&ard6-

Inc 

Yourn n. eerely 

Accusations Document 

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

17th February 1984. 
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Nct[es of tt:~ ) tuophilin I ce 
Canoe Di recp rs mi nt I , Blood Proclunts

Lahorntory, ElaLree 10/12/84 

Accusations Docu n in t 

Ne.44MS Prof. It RioYxn ( I i *n 
Or R S Lane (BPL) 
Or r 9napa (BOLL 
1W H J (iacvey COPE, 
Hz P Min— t Drt. ) 
t4i 

. Qh
T( Pett.at. lust.) +;;..  . •- . ... °4(i 

Dr J K WnitJ, (aPt) 9 5 J:i'1 I`: 'i 
Or. P Asrts.,fr
DC P 
Dr C Ludlam ------------ - 
Dr r Preston 
or k Wayne 
tic B attrsx,n 
Dr A 9aithies (CHSSI

Dr I Delmore ccc?::,a. '30 JAN fQ c 
or P lbrtimar IP(irf,)  
Dr J Craakn•. fl'. tic: 

Dr C ALzra 
.... 

e`nPERRY ✓';~~..a?s...f 

r,ur I 
e rLay lkix FrwD. , r ``

In addition to thu luevin,sly circvleteb agwada,an aide-wecoic was tablrrl by 
the Olalntan. This covered several points or discussion at the enacting. 

ii" ..& rntteve..ctiO.n to thev.aet

The Chairman outlined that the resulting publicity surrwrcling the: 
eweutu lotlar.rcastle and australin, and the continuinq work on. 
,rriw 111, lien precipituted tooday% meeting. 

Item Z CA) ffrw 111 antibody screening 

Or Teddar reviewd the current situation by saying that the 
Ga1Lo cnl.l Sine wee available for investigattort although 
the USA had made ttte Isolates difficult to obtain. Thu 
British isolate required an organisation to handle the bulk 
virus culturae Porten (PN[G) and WeLLcoote 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 alternatives to dry heat, is heat in solution or virus 
inactivation by detergent offursd edditLonal proopuate Cos a 

safer product. 

Dc Smith stated that the priority had been given to Factor 

Viii, although Factor IX was capable or being hear tioaccd. 

However the problem of potenrial throraogenlolty was causefor 

concern and no KL"•Factor ]X would be Jasued even for rlhnicai 

trial before eninal eaprrimants had onnficned uafoty. 

The Present stock of Factor VLl1 is being consicered for hear. 

treatment. Not all batches were suitable  and thr.-n would 

remain available as non Ml' prad,x:t. 

Current work 1.a directed to muting available limitod guppies of 
a heat tcoated product. to April 1985, when ir. i.s eige'ted that 

all batches will be heat-treated. a new product oL higher 

Specific Activity is already being prepared which will with-

stand wire severe heat-treatments and other treatmenrrr designer] 

to inectivata hepatitis vicunas as well as itPiM .11i. 

Dr Lane remarked that in order to determine the effectiveness 
of the Mar-treatment, spiking of FLotor V11I. with antigen was 
required prior to heating, The prevent methodn u9od by the cis 

end comeKrcial companies may still leave an active antigen. 

BPL would thurofore be looking for follow-up studios during 
1985 w5rh Resncphilie centre support. 

rlr )dine advised tnat n'P material in large quantiticu could 

not be available before April as equipment had to he ordered. 

tirade had now boon placed lur all :he required plant. 

The Chairman commient.ed that "CDC type evidence^ for BPL wr 

batches was inportnnt, hFL wwL3 need to obtain this evidence. 

in support of their marketing of the product. It was accepted 

that with limited trial facititiea available, the M19 producers 

worn in oongetiti.on with canrxrcta]a for trial studies. 

or Lane advised that it was too noon to be prociuo on the 

yield losses involved, with heat treatamnt. t snrsl should not 

assume that the higher purity product meant a higher loss 

yield. (*nerved lasses so far for the standard heat-treater] 

product were ,similar to those found by eurnmarclals. 

nr craske in response to or lane, advised that it was too 
sans in know whor her the Aide implicated batoh of NHS Factor 

VU 1 had caused saroco.rvereioo. 

Accusations Document 

Recovered FOI Document. Notes of the Haemophilia Reference Centre Directors Meeting. l0 December 1984. 

Page 8. See paragraph 5: "Dr Lane remarked". 
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NEEI'rN0 or THE AALY PI ULIA A2T7R1%0E clxreL flT ?ORS - 70 DDCMI4lDR 1984 

t, !s nun 

Sc far three patients with heesophill* ere known to haw. Contracted AIDE. 
two of those hove died. About twenty four other Cute are known to have 

pervietoot generellsvd lysphad.mopsthy (EtIL). Soma eight hundred 

hseeopbillao patients have now been tested for B?LV III antibody. The 

iUCtdeeoe of antibody to WYLV III In haeemphlli.e petieato overall is of 

the order of thirty five Per cent. However seventy five per vent of patienta 

with covers haetophilie have the sntthedg. Of four thousand bsempMilteo 

pps.tisote .mve two ihousecd eon be conetdored to be 
sever. the remainder 

bel.og moderate and wild Cased. 

2. be you know I eta invited to the above .sett.g hold at 
CDLA heedqu.rter► 

tel arranged to diooueo the iglieatiots of AIDE for 
hsttophilia patients. 

We, can •rpeot a letter from the Directors to the D.partaeat with a 
stateeeat 

of their policy decision.. A letter will oleo be Pact to .11 He.nephilia 

centre Directors sdviwing of the decisions t.bee by the 
Reference Centre 

Atreetoru. Th• following sale issue. wets discueaedt 

.. Touting h•s°oehiliso .patients for'il y 1I1 ast ody 

Directors would uks to test all heewophiliao patint. i erd 

•ets.bliah their .atihody status. Ii 1  
thought that provided they were so ovsrvhe 

SS would pp need edditlonsl
eetmes. at 

once they could toot most of the.. patients. 

reeoureeo to do thin. 

Itco°alutenoieo 1n the resvlte of the testa reveal that a elu•.i7 of tho 

hneoo ptilliac population .cold provide the isialeabie aaterieis t c.el 
o
d o 

increase our knowledge of the dlae.ee. 
pod 

the amiss tent to vaing the (1a110 1.alate obtained with 1.14 

peraisalom through Prsfeesor bole.. I believe • ctu l of h■teophlltao 

patients could be regarded as A research project 
now mind or Mortimer 

Could provide feeilitieu for doing 
these tests. however I we. told 

that little support has been given to 
the r.leyaat section of the 

Virus Ref.renoe laboratory wildwtekiag so 
a shoe string. It mi•y ha 

apprspriete to mink PILS to treat testing as a priority. 

b. Doellox tk haemopnilS ae petiente 

It was agreed that ail heemophill.e 
patiesta should be counav11e1 to uPa 

barrier methods of aontreeeptiet in 
order to protect their heterooea•.1 

wncaet. patients who asked for their afLV III antibody test 
re■.ite 

d 
euld be 
id• whether ord 

of tied 
mt they wish 

m1 it I.
l 11 the p~ etc 

theirlresulsntore 
tu. 

to 

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 

UL06D PRODUCTS AND PLASMA FRACTIONATION 
LABORATORIES 

A. f3L003) PRODUCTS LABORATORY 

Report to the Advisory Subcommittee on the 
Blood Products 

and Blood Group Reference Laboratory of 
the Central 

Coettaittee of the National Blood Transfusion Ser`►iae - 1976. 

Recovered FO! Document. Blood Products and Plasma Fractionation Labs 1976. Collaborative Trials. 

Page 1. Letter Heading. 

4.. 

ree nd 

Coagulation Fnetore. There l  
working paocedure■ for factort

VIIIaassay

Oxford. During the year improved 
9 

and atatiatieal 
evaluation of assay date have 

been developed and a 

factor 
VwithhNIBSCainnthedpreparation~andBath are 

ouco atandardisation 

ofthelfirsteting 

closely 
British working reference 

preparation of factor VIII 
(concentrate 

The laboratory is 
collaborating in three clinical 

investigations: 

Trial 
orClinical 

VIII 
Haemophilia 

Centre,treatment tree. 
Dept. of 

PP tab Oxford: 
Unit, 

Haematology. St. Thomas's 
Hospital). 

Trial of factor VIII 
concentrate in proPhylaxis (SPL 

Elstree. 

Lord Mayor Treloar 
College+ Alton). 

Hepatitis in haemophiliacs 
saaeciated with the transfusion 

of 

factor VIII concentrates 
(DPI- 

Elatrea, PP 
philia Centres 

b 
Newcastleiand Lord

l 
+Mayor 

Haemophilia Centre. Oxford; 
fteewo

Treloar College). 

Recovered FO1 Document. Blood Products and Plasma Fractionation Labs 1976. Collaborative Trials. 

Page 4. 

- Page 5()-
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HAMPSHIRE AREA HEALTH AUTHORITY (TEACHING) 

NORTH HAMPSHIRE HEALTH DISTRICT 

OGsc:or: TRELOAR NAEMOPHIUA CENTRE 

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

8sdn¢slake3202 EA' GRO 
ALTON 

Telephone Na. 82811 Ext. 253 & 211 

14th May 1979. 

,c Health Laboratory. 
Withington Hospital, 
MA~IC.HSTER M24 8LR 

Dear so

We have not had any cases of hepatitis 

following N.B.S. Factor VIII. As far 

as your suggestion about 
transfusing 

mild haemophiliacs with this material 

is concerned, I totally disagree 
with 

this concept. x 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 

Cyoprecipitate. 

Yours sincerely, 

Letter to PHLS from Lord Mayor Treloar Hospital. Dated 14'h May 1979. 

Pa c 5I - 
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Oxford `Chimpanzee' Letter: 

(:' IOItISHTIttt IEAL'IH All-11101(FlY 

i)\ 1 ()I:1) IIA E;11()11 1-11 LiA CENTR I 

• Churchill Hoyeilal, 
IICJditI We. 

575 Clxfo,d 0.X3 71J. 

11th January. 1582 

To a]) Haramnphili.a f entre Diem;tors 

Osut f ul l'nn}un, 

You are no doubt aware t:hat at least 4 rnnrnercial crmrpaniey are 

ahout to inLroduc:e preparotinne or rector VII] and possibly factor IX 

that have been pr0000sed in an attempt to reduce the rich of tronamiLting 

hepatitis [1 cud rears-A non-B. As far an we know the products have betare 

suh,jectad to a heat treatment protean such as pastour•isatifxe after removal 

of the bulk cif fibrinogen but other method:; ouch as tt•oatrsent with 

19-prupiolactone and tN light or differential adsorption-crlutiurl may he 

used. Although initial production batches may have been tented for 

infectivity by injecting them into chimpanzuee it Is unlikely that Llla 

seanufacturers will be able to guarantee this form of quality control for 

all future rwstc:hes. It in there fore very important to rind out by studies 

In htanon Itoings to what extent the 1.1rfeetivi Ly of the vartour, concentrates 

has bees, reduced. The uetlnt clear cut way of doing this. is by administering 

those concentrates to patients requiring treatment who have not 05en prevluuttly 

oxpoaud to largo pool concentrates. Those patients are fow in nunbur buL a 

study aInni; those. 11nes is boi!tg carried out at Oxford to determine Lim 

infectivity or factor VITJ concentrat.es productod by the plaarnee Fract.ionar.inre 

Laboratory, tlxfora and Iii nod Products Lribura Cory. El is true. this study atenwe; 

chat it is pussiblte to damunstrate infectivity using gulls small numbers u-f 

previously untreated patients. Lt i.e. very imt:eortart also to find out as soon 

or. pnaaihln whotlict• the manufacturing methods used to reduce the -lepnl:•itln 

Trish Semis resulted in a product with undesirable eharat.Leristics such as hig:e 

contont of clencstureel protein. reduced factor VIII •recovery are vivo. rruucwrl 

factor viii. 3-:L -ifs' In viva. .intro.+::end incidence at fi+r.tor VTIT rrLthndieK nr-

or iumune aornpiax disease. 

Although there is no theubi that the introduction of '1e0pat1r1.5-r.a(P' 

;,rude -to would constitute a major advance we hupu you w1 ii agree with us that 

their use on a 'named patient basis would be undesirnble and might anrLcssJ5lV 

hinder control Intl studies in the future. There nmr. several roususrs fill' 

thinking this: -

I, lilt) hnLnt. way of assessing nfficttnr.y and nhne.rving recovery r,f ^rtivl Ly. 

Sisk effects al.c. . is by i:r•bperly raueuucted r.l Jn iral :: tech el';. Pinr:a a 

nunbur of Products art' 1 Ito I  to hr. Jt,t i sri ll..r:ttl Its Use her.I 'Fo., !'-ant:htr a 

Coro of 'rtt rit;h' uaLionts e.3.11. be nnrdnd far thin eYUnetsrntr. , It

for thee treatment nr sued, patier'L5 tl:ot f!roduce;r:' wi.i' roars 4t):.: 

prnduet.n nvailnnle. TI patients at risx-are treated ten a 'nr••c 1, , Liu r' I .

biers; they will tic unavolladle for` r.I.inice] Li t ale rtnr tits Iz •,-•Lr• t•-i1) 

tutu oi' sirsecdotal value only. 

Bloom AL, Rizzo CR. Letter to all Haemophilia Centre Directors. ii January 1982. 

Page 1. (See lines 8-15 and 18-20.) 
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Oxford `Chimpanzee' Letter: (Cont.) 

7. 
2. For the purposes of a Product Licence the manufacturers are required to 

not out to the Regulatory Authority in the U.K. the evidence of 

product efficacy and safety and details of processing, batch to batch 

reproducibility toxicity tests etc., which help to ensure quality 

control. In addition them. would be a requirement for smtrles of each 

batch or batch protocol to be submitted if requested to the Regulatory 

Authority for assessment at NIII:iC. Manufoctur•ers could be l.aible 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. ra ntt.dlrle protein. 

factor VIII antigens and activity ratio etc., will help to 
ensure that 

the matoriale have been properly prucvssed. Even if factor Vil.l 

concentrates are subjected to similar pasteurization processes as those 

used to sterilise albumin and other simple plasma protein fractions 
they 

,nay not withstand denaturation to the same extent. Formal trial of 

efficacy and on-going monitoring of quality control 1s thus 
important. 

1. Use of a product an a 'named patient' basis is-often 
justifiable but 

by-passes these regulatory controls which have been established in 
the 

interests; of patients. 

We ore 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 necessary request exo,irption from a 
clinical 

trials certificate in respect of individual products in order to 
expedite 

trials, We hope that the companies concerned will ccl lobe rate in those 

trial-. Had will offer appropriate supp.lies of their- concentrate as. well is 

iinnnr.inl support. 

Unfortunately there is insufficient time available to air • these 

problems st -the next meeting of the Heemophilie Centre Directors but if yell 

have any observations we would be mosi: grateful to learn of them as moon as 

possible. 

With all best wishes. 

Yours si.ncerel y _—_.!f u-•-•-•--•-•-•-•--
i—

--•-•-•-•--•-•--•---•-- r 

GRO-C m GRO-C 

A.L. Fl.iaren C. i za 

Bloom AL, Rizza CR. Letter to all Haemophilia Centre Directors. II January 1982. 

Page 2. (See point 2. Lines 7-11 and lines 16-17) 
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Chimpanzees - Few Animals Available: 

4—-

'l \ntYiir olrolit :i,hr!b' 1a u,•.dr In t:haracLr..•iar It,,' -'IrWaea Of na..A, 
a n4 bopatttlw Kith a vi91f to developtn tm t8 for a.arnnato, 
doamr ar•rtomtn,i C:0. 

I! ?from.,. UWUd t`tntIIUL to be nade to aanoro i;lw typt,t and wovCttty 
or ohrnl lI . . hrpntItIs, re-ill iat r+vw fnrinr 1TII and TX roylAa•,oent 
thorapl. 

.Iltt VT )IW.'T1.'VI5 P$..ilrll 

t1 *ti•i$. $linrlal.}and (loclam Ltd, Imve npprnohri' tho IlopMtitto Voe1iiti, 
r'nrt.a with .t:t•ivv to earrrinc out :a, I.rn nn rolnitp trinl.or_ tlwtr . 
Iwrlq.tltll. Ii vdratna ta-llrlc.idi Fhrcnnplilllecs. This •are. i.ne Mn boon 
hove to give n 90 - 95%. protoCttan a611taat.tlV ilitittr. Is Its a reemi. 

trial in IKx.n..n\irh1A is long rork (little tkw Frig► Js .)W., Sinitm ti 1990). 
Dioeuc.tons .,ro proceodiug With a ricer tin carryiaR out it llattlat (rift. 

) ttoeon(lr rnrbli.hr.t ovldeavo r'ntaern1i be U, at eltra i•/rdnt t1plft 
•,lb I proi:io-lnctond to imtottvdtd: ltepd,titis wiraoaa in factor IN 
'a'anu•i•t !acne rin)ned (lit II(9 no' more. at Intoot 4, 407 ,b14 to non,-A. 
non-U viruaca bad bren roeovod. It IF 1lkaly.the.t csmNvroiot A?.ntln-
it )ai,l, rrt 1ouA, trenled by 11,Ia aa,thood will becoaa arntlablo With c)Aitr$ 
ilwa tboy ,re 0 faiAl 0d will, n tar rink. of troonseltiimu ho rtltlo. 
'ha only wna• -thr.t lereat(vlty for fl)'-A, AVA4 hrpatttls eco be above 
other tbit iuna9 inoculation iE by irocntM.toa into -ol llmpulnoca. 
shoe very• fm" o.t tbebe Arllahlrl ore evnllnble, it -.la diftdcuLt to auc 
lvef ,,tulip b,ltah (rentl„1 by thim. method will have gbnlit. cutitrot 
vrurr,:eu with r,opuct to non-•t, men-8 viraaeo. Tlt/'s lnfnhnntton 

should be born in aim) when cow.idoring pw'opimsli sit Ihint. nra,ri ,tlonv. 

J. trabka 
)1,'nhr tar rtlL 

24. Lilt. 

AcetisMinns Document 

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

September 1981. 

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

Strict) Conf Wendel 

Professor A. L. Bloom 

Dr. F.E. Bolton, 
Deputy D•irectar, 
Rouionot Stood Transfusion Service. 

Royol Infirmary, 
Edinburgh EH3 9 ltB 

Dear Frank, 

Accusations Document 

Plifvsccl Cvmrrr 
University of Wales 

Ysgal Feddygol Cymru 

Welsh National School of Medicin 

Department of. Heemotcloty 
University Hospital of Wales 
Heath Peru, Csrdlft CF4 4XN 

Tel. Cardiff. 7511944 
Ex t .Z1 GG 

23rd May, 1903 

Many thanks for your letter and for your suggestions *bout AiDS. This question has 
been discussed several times amongst those concerned with haoutophi Ila treatment and war 

the subject of a special meeting of the Hoemophlilo Reference Centre Directors recently. 
Most of the recommendations which you suggest, have in fact been incorporoled by the Heemoph!).i.; 

Reference Centre Directors. We hove not )aid down hard and fast regulations since the data 

of treatment will depend upun local aircutnifancor, I do not think that anyone is complacent 

cbout the situation but I think that we oil agree Ihot It would be counter-productive to hen 

the importation of blood products at this moment. We are however railing steps to recommend 

that imported froduets from the U.S.A. or least meet with the now E.D.A. regululions. Your 

comments abott the use or cryoprecipitoto and N.H.S. Factor VIII concentrate have been 
incorporated into our advice although at the moment we ore not rigidly dlfferentlotlno between 
cryoproeipitato and N. H.S. concontroto.as for.os severely offccicd patients are concerned a 

any rote. I think that this is Implied in your rocommondatlon number 2. With regard to detorrre 

of home treatment for now patients this is a rnattor for further discussion. The aemo hi►to 
Society have expressed concern that we are not expanding the home treatment'  aerffioi*ttt 
vigour and this whole question will no doubt. be on the agondu of the next Reference Centre cixl 
iioeutophtitia Centre Director's meeting. No doubt ynu ore already aware of the recommendatlau 
marls: at the recent meeting of the blood Transfusion Contra Directors. 

With ell best wishes, 

Yours sincerely, 

A.L. Bloom 

c,c, Dr. C,R. Rizzo 

Letter, Professor A L Bloom writing to Dr F. E. Bolton, Dated 23rd May 1983. 

(See lines 6-9.) 
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i'f1'z;R 11 

nCTIDR XLBEtDY :AltI DY RE.LF•VAN-, AUTkofiITIES CJTSIDI YHR Dr,PARi+'L~tt 

1. action by Acs:or.el Transfusion Directoc,z 

At their rA eting on 1B )say the Regional Tranafu&tdn Directors agreed 

to prepare an information leaflet on AIDS khict would be avnilsblo 

to donors to reel at donor sessions and could be sent to donors 

phoning in with enquiries. (Dtrectora asked it the Department would 

pay for the printing or such a leaflet and this has been 
agreed with 

lororr_atlon Division. A draft has been circulated for Comment). 

The Directors further proposed to make an approach to the 
Medical Gay 

Society (an association of homosexual doctors) to enlist their help 

in the dissemination of information on AIDS to homosexual 
Ereups. 

The Society's initial reaction has been favourable. 

Directors were aJamant that there would be no direct 
questioning of 

donors about their sexual habits nor about the presence or 
symptoms 

such ao night sweats, weight loss etc. 

2•. Recommendatiora or Heeno hills Reference Centre Directors 

At their meeting on 13 stay 1983, the Fiaenbpltilta Reference 
Centre Directors 

agreed that an the evidence available and because of the 
benefits Of 

treatment, no restriction should be placed on the use of 
imported 

factor VII1 concentrate other than to continue with the 
present policy 

of using only 0113 material for children under the age of 
4 years 

end for slid h$ sophiliaea. 

3. Hew Re latidns on Door Screening by the Food and Drums 
Administration 

)FDA in the USA 

As from 23 March 198), FDA regulations have required that: 

1. Educational progresses be instituted for potential 
donors 

from defined high risk groups asking that lacy 
refrain from 

dcrotior.. liiigh risk groups are defined oso persons with 

symptoms and signs suggestive of AIDS; %Qxual3y active 
homosexual 

or bisexual men with multiple partners) Itattion 
immigrants, 

introvenirua drug abusers and sexual partrcrs of 
individuals 

at increased rick of AIDS). 

•11._ , All plasma donors to receive inforaation on AIDS. 

iii. slasma taken from a donor in a high-risk group should to 
labelled 

ti indicate that It should only bq used in the 
preparation of 

albumin,' PPF, globulin or for non-iniectablo product!. 

1119c the use of such plasma for albumin, PPP etc production 

is extrecoly dubious •. If an 
infoctloua agent is involved. 

there is no Ceara of knowing that the heat treatment, 
to which 

these products arc subjected, will inactivate it - DNi, 

Iv. The donor's nedlcal history should include 
specific questlOrs 

designed to detect possible A10S symptoms eg 
night sweats, 

unexpected weight loss etc. 

Recovered FOI Document - AIDS Background Paper If. Dated 31£  May 1983. 

Point 2. 
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~r 
sCTIGr .rN 

refac 1 . a 7•;tn= L5'. on'y /la" (of watch 
I lao :no a :spy) :o•%n:irOnding that At5 rican FrIII roncen:rate oh,uld he 

withdravn iron use b*oauaa of thr rink of trantritttng AIDS. 

In ty view this cc action is pretututa in relation t' the evideros and 

ttahatannod in that it doea not tat& into aetount the risks to harro;hiliao 

of vitltdtavinB a major .sums of their S1•:II aup;llea. 

perh-pe the situation 1s beet put in perspect.lvc by • atstanent vhieh ►•as 
drafted to appear in the oinateo •+f the oeettng of the ".'_r•ictars cf 
sae:o;hflia Seference s_°, which I attended tea's 

'y.«y pireetere have until new restrl:tad tloir use of FrTII in yo•rt 

r:yillron (under the a;e of'd years) and in rltd haez;rhtitaee t:. !•1t5 

r.stestsla and we eensider that it would be c±; pant to a'rt:nw. 

with that Polley. 

'"tor* 'a art sufficson,. ev1'_r..nse t, r••ntrirt the •rar or iayorte,l yr:II 
r.^rcertraber In other ratlen•t ir. v/,•••' 'f t!e cf tlif :ro'a:tee ;t 
but the situation will 1.n het ^r_r•i^f:sty vc1'r •"•rtev ty ner_a of 

a aurve111anee system vhtth an tact: inat`tateo nti by e. nn tf reruns 

roati:sga of the Hefercn^e Lehtre it s. 

Tt! piroetnrs valeone the fast that •ar hcgs•nat :r&aeftislr troetcrt 

wruld M seeSing to ecnsiter ats?s trr.t^h coul`• nk^n : ` ar' S!
lrrers to :1pht ha in a 's!^Cery th^vtnr nasal • "n :   ,= r .% l'." 

(RI. rms ataterant tr tar ;uF1 '••n vitlt 't:4 :i-o1•nho t^en 
sr n11y eSrevisu•r; .he •e itIc r.n .. ae .rt.:1 ' that of tbo final 

12th r!fard :r the i:-;'info rar' r' AILM: vhf 1; Chas ;rn onaa, 

I xucf•at that — afar =` :arl:°d :o re;:*sent hs•:i ilia 

.entr! C!reotora. 

RoasyGRO. W41 
13 Nay 13e3 Pat i f3RO-C~

Ce

$ 

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

Paragraphs I & 2. 
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4, ipL era alit=in9. Ergo thr, mtttea 

Tie ,o-ta,nalttoo netts chr. CSMta ai, tce on applicath,uae praviata•LY Sian'Jt i'nr 

Sub.-Comai.tt.te. 

Accusations r)ocumorit 

5. 6gu1rod .T.mtuana 1Hficion.- Syndrome 

The 5u'-tnruScto4t` cnasideratlol at tba question ct 
,'tlri$ and lironor.i blro4 ptokettb raa 

auxtL;ntcd by the tollovl.ng dtspert let rat 

trofeaaor of Haanatelei) Walrb Rational school 
of Modieines, 

Cardiff pull (Ata.ewen of the K ee pltilia ceetre WtrecLora Comotetoe; 

—, (:oneu.ltaat Viro1op.Ls1. PtttS; 

Director of the t:o,emnicable Dtteale 
Sut•Vetlla„oa Oantee MMLS; 

Ui rtAtOY, RoYl.7n1 Blood TYanafuwi*rt• l  e/tLtuY . ttl el net, UCSS 

Advtacr to ainod S'ransfueionl 

(Aaaultalt virologist, pttL.S.. 

t'NH$.isiarnt'sPA.tilt% y1VRn C6. thas;vnvuunt t.M.Lsnttnr. RVat.I6btd O'A +tuLd@ntt AUA 

eplde,einlogy. setioiep and reldtod feetora'. 
Strattftee for liu'tiog or oltainnting 

rioke'frota blood prodsicts very a%antncd, together 
vLt6 posai.bld ProCcteal Anasuree, 

w 

the foLLovlug. :opcLuaione veto rearhod; 

4..L The cause of AIDS is wnkuawf; but alt 
infeccioue eotiolu{y aeons i1tnty. ?. 

provlounly anrecogaiscd OS nn4 aguat may be r0AT"ovol le, but 
repented expeaurC 

to or reactivhtion of,-kiioen it..unts, (CS CKV, tiBV) any be iovolvc6. 

ltnightaaat auacaptiDility tai to rto important factor, a.g. 
i.ttue„iological 

dof'ieleneLuo S.nduc9.1 bj Umisnet 9entaL pr aet.LrJsa or ea deuce to blood predar_td. 

P.asvd oo the cliuiep& opidehce, tradetataetbility 
of tba apppunad Agant(9) 

appears to to lo+, roqutrtnt intlmnto contact or 
Sutsoducti.on into the tieoues. 

§'.2 patients 11136 rop0atsd1y raogivo blotrd clnttita iitCtor ref i,LreLev Appear to ho 

et trill, but the evidence no far available eo5 es ta that this ri sk is anal.l. 

Tito Fick appears t6 be greatest in the cane of pr'eduete 
derlvtd fron the blood 

of iivaonexualo nut IV droll abuarcre Yeaidant in 
acaaa of high ioctdence (cg, 

trail Sure: and (1:t'lifotrtta)t sad in thl+pe,who rvpaalIgi,dly cedeivg coneeoLteta4 is 

lieu deaoic. ttlanced agPinat the fiske of AlbS•'(-and of other 
Lrf0ct3ono 

tr,ncnitced by, blood pvodt,e.ts) are tha bOoettto of their goat 
in the case of 

ba,asophilia they ate life^aavfag. 

g.3 The voaeibiltty vas tonsldniod of vithdravtuU clotting 
(;aster tenarntraten Level 

the oarlcat nod repi.neing them with 
oryo•~precipitatc. It Yne eaneluded that 

the La net feasible in the UK en graunde of apply. 

0.4 The possibility vas considered of trititdroJtttg tlS preparations fron the Up.. It 

srac-Coarladed that this is out at preasht fdr3aiblo on grounds of 
csppty. 

t'.oreocer, the pr_rceivad revel of rick d o not et proaeat luatify dotine 

considhtation of cosh a aaltitlon. Yffott6 Are,lhorbvet bointt "ads ro secure UI 

iadepaudanru of iordgn Suppliers of ClOttittit factor 
eonosntratea. Snit Stituld 

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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Fl.+l7l0N.xt; SLOCtf) TRAN&FUSIO.N SERVICE 

M-PRTH ( I IO-ON BLOOD tt A f USiQr CIENTP 
4!ANSFROOK WAD 

W-taJlfRtnki 
eorw All . MIDDX 

Di. Nke e0D 
1a 1dwtdEdr1 i Dl•1!2 Hill 

29th uctober 1985, 

eportaletit of Htalt:h and C. .._ 
social Security, 
KennSbal House, 
lltphant and Caatle j
London X11 SSE. 

Dear 

Thank you for your letter of 25t11 October. 

Fort-onstely far us / we were able to start ant3.HTLV-31I 
soreentr.,g unorri-e3aily frunc that U3rd Septlrieber 198S. Sines me 
rarely have the 1vitwry of too mutli blood Battering dust in the 
1 rridSe and slnea our supplies of frebh frozen plasl~e get hnappad 

up very qu5cksy our only stored rto3 iti crybprectpitste. We 

have been is4or.4ng .serum saiipleb troth donors for aeveral months now 
and wa sire going theough the records o.f cur oryoprecipitate atc►cis 

to cheek which stored donors oamplea correspond to'Lna stOeked 
srbt,erial. In additia:i. We Will Be able to test throso 
oryopree:ipitbte donors uho rot%+rn to give further donations sa 

kbL_S problem is In hand. 

Waturally we cannot comment co quarant5.nen stooks of pooled 
plas11e for irscUonatioa: at Elatree trut ssssu:ie that the heat 
inactivation will. cover that sapeat. 

Yours ssnoerely l

r 

Recovered FOI Document. NBTS Letter to DHSS. Dated 291h October 1985. 

(See final paragraph.) 
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IN CptalcW ENC 

F : TH$A7l.b t AGD/I1 VIII 

Accusations Document 

Ct-v ui.11 wtskt to 4rbow that S or4 is some hearsay evidence ti haonophillat 

p~cienta are sat-ocbatverting to twcc me AngS HTLV II, posit)va rtoptto aeing 

Eiven heat t'-rented Factor YLYX_ 

,this could be t.eca.LLse:-

Tney hAva oars onvc:te1 sot,' aonths. ..fter KaW511(, receivers a exsn—teoate.J 

praduet (the t15R of heat treated Factor 'TIIZ only hecene cetran r- at the 

ovgLnning of 'E)851 

2̀. certain heat treate:i products arc not betng 'u ectt4 Co ZUTr3.itkgt 
Inactivation. Thane is ccns1dara.*7s'0&ri5t:cn beL'.+een tae netnodo utiad 

ty the Cmmercial tire's tnd in particular the Protein frSctlofl»ticm 
Laboratory in l.ibsrton in Scotlezmd Intrcduao-d on a snore terry bash+ a 

very rauick method whtell th, thought • nigh r. iiiNttivAt.9 t:ta viruai, xa ;he 

bL~gtnn1r4 of thin year, S batleve that It In this .stter vhich may be 

mpllceted in the :nformetion I have receives. 

The Glo-d ?rcducte Laboratory et. Fl.stree vote rather Iace startai`y in 

bgtAt treating their Factor VIII but are probably Hoer pE- .Judas the 

aafeet product .111 the .rcrld. There is good evidenea that the 
prolonged ant high temperature trcatucnt, 

is :noctivatinE. the r.on-1, nor.-U agent- It •has bean 

apparent for acne time that roeu3rreLal heat treated rafter VIII cons 

IT:•t Ine;tivdte this 'gent. 

wietner or not tte heat treatel pr'.Niuet t i transmitting HTLV III vtr 1 Ujkt! 

e.ano t]ma to d i e. We have acrv;.ulo-egly observed In all our 

ncr.nr5 to PC*, that beat treatnenc gn 9l.d inactivate ar v I3I. This nsto 

,s yv:.t to ampheaise trio Head for cantinuir,F, to do so. 

Z6 November 19813 

#_ lannxbm: toaae: 

Ext LGRO_CJ 

Recovered FOI Document. Letter DHSS Ref. Heat-Treated FVIII. Hannibal House. Dated 28" November, 1985. 

(See points I and 2 and paragraph 2 of point 2.) 
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Chapter V: 

CENTRAL BLOOD LABORATORIES AUTHORITY 

Accusations Document 

CENTRAL. CO?4i1?TEE FOR RESEARCH AND DEVELOPMENT 

IN BLOOD TRANSFUSION 

1lioutos of the fourth meeting of the Canti91 
Committee for Research and 

Development in Blood'Trsnefueion, held oO 9th .8ovember, 1984, in the Board Room, 

the Crest. 

Yrceentm

elBlt~ 

LJ 

rmmee~ .

ttra~EW 

In Attendance: 

6184 A1ole e; for Absence 

An apology for obaenee was received from 
. 

7184 Minutes 

The minutes of the meeting held on 28th 
February, 1984, were approved 

as a correct record. 

8184 latter$ arising from the minutes 

$.I Cenvtic Engineering and Blood Products

The Chairman confirmed that followiug 

attendance at the Committee's lest meeting, 
he and the Director 

of BPL had recently visited the USA 
to discuss possible research 

and development collaboration for the 
preparation of Factor VIII 

through genetic engineering. Two firma, namely 

and the 
had now made significant 

progress in cloning Factor VIII. -_- 
held a controlling 

interest in the latter firs, but after 
meeting a Vice President 

of , the Chairman said that no 
encouragement 

had been received for any, development 
collaboration with the CBI.A. 

have an arrangement to prepare a 
(tool product 

from the cloned material derived from the 
work acij__ and in 

discussions a similar lack of 
enthusiasm for Co-

operative research was noted. 

The attitude of the USA Companies was 
noted with disappointment. 

especially as little progress so far had 
been made in the UK with 

cloned products. tL_ commented, however, that if the UK vas 

to do this work on its own a decision 
would be required 

as soonised, 
as possible in regard to possible licensing.
however, the fundamental need for a product 

in the first instance. 

- 1 - 

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

Blood Transfusion. Dated 9 h̀ November, 1984. 

(See point 8.1) 
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7th 5EPIFHEER;004 
V,: JO IFPI ICA- ED BATCH NUNS _RS 

Tine L:Prort SNhNE the III.eGIUDJ 9f 7 red pent SUpBRiag the "JHdINkoboetDrp lint pupesc 6105X'"` 

THESE BATCHES SHOULD BE TRACE D. IHE 14DEYIDUAL FCCIPnNTS COrtS(OERF)'Al•RISK 51F YOB FOR PUII C H_8L1H PURDORS• AND SPEOK PUBLIC FEAI.T H PRECAUfOHS TAIVN 

Fi4b•4lI FsoD is kllkorlo•. 

3•:n1~~4 
YAf3Dt 
M 

 
I iWrt rd br. Ri~it414'M 'r.

MA WSix 
lul ddc+ho~IMr Rdwad.A dinliur» YJSb 

iva WM%kabu RdueEEn 

US SSJ FIWSt X069: SA 90D F7a0D92 24.0590 A but,.' 950 ATAi1Sp *2.50 

IT 500 pp4000 fOD 7443!3 59079) 

Us' s>) FHi4439i
•9) 

3.03% 
• 9A 

5A  EOD FJA3)CO :85691 

f ' 

' SO) FBIUI%' 16DS9' Re hnne S00 F.ea3D AI094 

N Yeen. 500 F1 HOA 2)•1193 

3Y 250 ScU)eU E30S91 44U i' ISO FR•54i%' )3.Ots,

3Y 250 in_ :&1391 ex 560 F+1i625 WPM 

ST 2S0 .414737 H 9' 
Fr5E3D5 276 ISot•`O:IC :4 

R ) 

R rd` 500 FS[-635' KA9% 

FN_ 7.1096 

~e fawn 1000 1G2 SON' 

„FtSS .rNFf 500 Rdi'S90 9: 

s'GK• :Fn 0))4.•,0)'0 02008' 

26 •GK 5S', 0904.0510 :4AEfi7 

Tali E TAtd 

'61Fcdar sJc.w aLa'e0 sgbulHsp-.S,th dtal:D:nd)Md') 
' At as~.4a :,iaWAenac'v U5: DrodEB pY,,FaR;yl a M 1x21• F.rdoeAb'+ !Axe, znan: uedefOnFr3'><+C.0.S oidr p•rdiets nA•~.'a✓u' cs BoviA,^s I..sr a5• 

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

Dated 71h 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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Chapter VI: 

Wr Lv !E 

AIDS - DEVELOPNr - OF DIAGNOSTIC TEST VC ':.-1 Ltltfi1 

Accusations Document 

I thought ,~t n ,:,t be helpful if r records the min points made at the meeting 

which Hioo EG. .. ':do, Dr B'.rneo Dr . : avaney, you and I attended on 31 July to 

discuss the per you ci. cule . ed with your minute of 27 July. 

St wan a^-eed tot Ministers should be made aware of the arrangements 
to screen 

all bloc donors et North Wet Londnn RTC to start in October. A note might 

also incltdo a reference to the neeu to -.find funding to scale up production 

of the test reagent. We agreed that tr Parker's suggestion that the Supply RLO 

might be the most appropriate source of funding should be pursued. 

The note might also need to deal with the queat:on of publicising the 
research' 

in ouch 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 
Vast London 

RTC were experimental. is to forestall pressure for the ieaadieto 
availability 

of the test throughout the blood transfusion service and more 
generally through 

GPe and 510 clinics. 

we discussed the need for a group to advise the Department about the 
development; 

of the test and maw parallels in the arrangements which had been not 
up in 

relation to the development of hepatitis B testing is that the initial 
interest 

lay with MID SEB but, as the need to develop service wide provision 
grew,tranafer 

to NED INCD. There were particular problem-, however, in relation to the 

test to be made available for blood donors on AIDS because, in 
addition to the 

implications for screening widely for AIDS, eg through STD clinics. there war 

the problem of tracing people who had received contaminated transfusions. It 

was agreed 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.-ant adviser. iced to at up a group should be 

mentioned in the no*_e to 'misters -,nd interest in the ersbtion of new 

advisory groups kept in mind. T`. erns of refs-once of the group would need 

to cover the following: 

The applic:.cion of the tee. 

Follow-Up of cease with contaminated blood tranfueionn 

Implications for blood donors 

The implications for coves identified by the test as poeeibly 

earrying AIDS 

The wider use of the test. 

It was agreed that HE and CHD together with medical colleagues would consult on 

the drafting'of the submission which should originate from the HS/M) SEB aide 

of the House. It wan far consideration whetbe fie submission should also deal 

with the blood donor laaflet e•eJ •v t" also to :e NEC leaflet on AIDS which is 

preparation. 

CHD would look at the arrangements for contact treeing for STD patients to 
see. 

if they could be applied to AIDS patients. 

•CHD 
elz

71 July 1994  GRO-C 

o. pw rev. •.wte t 21 Jwfy. *

Recovered FUI Document. DHSS letter ref. Diagnostic Test. Dated 31" July, 1984. 

(See paragraph 3.) 
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Coventry and Warwickshire Hospital 1 
Sttnwm, StantCM1 R:k (I C.I %•t•ntry CV'I 41.1-!

TviepI)nnp O_kI 24(I i 

Our Reef: MDW/SD 

Vow ReI 

Dare 
2nd June 1 3 

Dear 

I an sure you are aware, of the recent publicity 
about Acnuired Immune Deficiency Syndrome (AIDS) end 
the possible risk  of this occurrSng In haemophiliacs 
using Fnctoz M I  concentrate. 

We would like to monitor all our haemophiliacs 
because of this and would therefore be srsteful if yaµ 
could attend the Blood Bank, Walsgravo Hospital on 

;T U N iS 3G' ,  between 9 — 9.30 a m. for 
a blood test. 

We shall then be able to see you with the results 
of the teat in the Haematology out-patient Department, 
Coventry & Warwickshire Hospital on , j t,1 L.7 l' tt, 2. 3o p.ti 

If there i.9 any problem with the above dates could 
you contact Eat. 5001 at Coventry and Warwickshire 
Hospital. 

Tours sincerely. 

GRO-C 

Dr X.D. Williams. 
Registrar in Haematology 

Ta r.,.or$3 .. f+e 1.: 1 ? 

Letter ref. Blood Test. M. D. Williams. Coventry & Warwickshire Hospital. 2"d June, 1983. 
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Dr Abr as 

AIDS - DraWPK W 04 DIAflNOSTIC TMT FOR NS'LV III 

Accusations Document 

Since ap minute of 6 July there have been further developments regarding the 
radio inounoasany for antibpdy to R2LV III. Some 2,000 tests have been 
carried out on AIDS patients, patients with the extended 1ympladenopathy 
syndrome, homosexuals attending 359 elinice, haenephiliace and others. The 
findings ahortly to be published. confirm the presence of detectable antibody 
in 28 out of 29 '(96 per cant)AIIIS patients 104 out of a 117 (88 per cent) 
patients with extended l.sphadenbpathy syndrome 60 out of 288, homosexual patients 
attending STD.clinioe (20 per cent) who were apparent] otherwise healthy 
barring their "nor 1 asxua111 tranwitted disease". 

At the beginning of October it is planned to start screening all blood donors 
at North West leaden RTC. 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 ma problems that will need solving as a consequence 
of being able to detect the antibody in carriere.It is proposed that the 
Department should invite a group of experts to provide guidance so that health 
authorities can be advised acwrdingly. 

2? July 198 
M SIA 
Soon 1O 2A Hannibtl House 
l 1 GRO-C 

00000 

Recovered FOI Document. DHSS Letter, Hannibal House. Dated 27'h July, 1984. 

(See paragraph 1, lines 1-4.) 
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1Nf0RP CONSENT (Ilea AI 

Accusations Document 

10. The field evaluation proposed by endue would not 

require consent Of the participants because the sera va,Wd amt be able 'to 

be identified with the donors. 

11. $ tsn and S recommended that when tests for blood donations 

were introduced blood donors should be informed that their blood would be 

tested for AIDS. This could be by informing them through lea:fiets sent with 

their Call up cards or providing leaflets at the donor session. They thought 

that s lot of donors would not be prepared to give blood If they knew it 

was going to be tested for f.3DS. Efforts would have to be made to recruit 

more donors. It was agreed that Aepertmentsl legal opinion should be sought 

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

, expressed his d;t—eeee at 'freezer' studies being carried out 

on aemples collected from individuals attending SID clinics who would not 

necessarily hove given consent for such investigations to be tarried out. It 

was pointed out that such studlet provided invaluable information about the 

spread of the disease for which there was no other Way of finding out. It 

was agreed that the manner in which these studies should be conducted sho-,a d 

be given further consideration. 

4 

Minutes of the Expert Advisory Group on AIDS. Dated I' March 1985. 

See Point 12. 
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7,3,? The question of patient consent to IiTLVIII testing was discussed. 

p positive test 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 diagnosis end treatment should be 

carefully considered. The I3TS would'Ue informing blood donors, who were 

volunteers, that the test was being done on their blood donation, however, 

in the context of thenit liapp
ashould

d treatment 
0d pted. 

patient 
Fatient''a 

was 
permission 

that a generaltiis  c t es_ inlg approach

for g 
taken,
o en, it show)dgnotsbeot always 

necessarystoginform thetpatient l in all cases 
of teats 

being taken, 
that these included a test for HTLVIII antibody. It was also agreed that 

the result of the HTLVIII antibody test should not be awaited Deters 

undertaking other tests which might be critical in the treatment of a patient. 

said that with hepatitis D it wea.now accepted that 

other testa should be done while the result of the hepatitis B test was 

awaited. These tests should be handled in a high risk laboratory and no 

additional precaution$'were required. 

7,3.4a Specific points on the text of the paper would be, made direct to 

ittL It wds suggested that the term 'genito/urinary medicine 

clinic' should be used in'preferer.:e to 'sexually transmitted disease' 

clinic, end Paragraph 10 concerning the employment of HTLVI1 antibody 

positive individuals needed to be strengthened. The Chairman said that 

the covering letter would include a statement that the test would be 

available to doctors generally. 

7.4 Screenin of blood donations for anti HTLVIII in Re tonal Blood 

Transfusion Centres - re on b the ork n Party of eeionai Transfusion 

rectors . AGA 

7 1 r/ase♦ tabled an amendment to item 3 cn page one of the report. 

The working party of the Regional Transfusion Directors Committee recognised 

the pressure to introduce routine screening in the STS es soon as passible. 

Regional 'rarafusicn Directors were therefore being advised to make 

arrangements with their respertive RHA* for the lntreducciCn of routine 

screening, and familierising theeselves with the kits recommended by the 

FHLS study, whilst the HBTS evaluation was proceeding. The ovaivatien 

within the B'S wad begun, 6000 specimens were being tested each in two 

ci etres, St
nn SeptembertwhiCht would 6give estimates of

00 testS a day. 
A the 

n 
rapecifilty of
alysis 

dtte kits 
 be 

 
available 

he and 

their ease of use. The working party considered it possible to commence 

screening of blood dor.at ions in October 1985 and reccrosended that the 

lntroductien of the testa should take place throughout the UK over the 

shortest period practicable. On receipt of a confirmed positive result 

for >i'ti.Vill antibody, the dcrcr would be sent a letter by the Centre 

and an appointment arranged for the donor to be interviewed by a doctor 

trained in counselline. The donor would be asked for the name and address 

of his family doctor and efforts made to ensure that the donor received 

further medical advice 
e and 

 

f
obtaining 

ngc , 
his 

s 
consent for the results of the 

test to be reported 

fib said that the Department would be writing to 
Regional 

Transfusion Directors asking them to make arrangements for screening
th 

RHAs. The exact introduction of testing would be a matter of co-Operation 

between Regional Transfusion Directors, but some pressure 
ressurermightds

ht 
need. 0 

be 
abee. 

brought to bear where Regions were not making 
the 

Members agreed that - the screening test should be Introduced simultaneously 

throughout the BTS and that a date for the introduction nnshould 
bevsetcfor' 

set for all 

centres to work to. This would also provide an opportunity for 

which could be linked with advice to blood donors and the general putlic. 

Minutes of the Fifth Meeting of the Expert Advisory Group oil AIDS. Dated 30'h July 1985. 

See paragraph 1, point 7.3.3 (whole paragraph). 
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Chapter VII: 

Accusations Document 

L~~~hc~t•a ~. _.__... .. 
' :RETURN ADDRESS;``;' Haa Ha 

••• N0S%.At(L •Na Y,;. :' .. ..... . _T 'iiwtt.Ul.ON ITHIY 

1Pau..+ n+at. a•Ia.a 3:~.r..F. ((f{'1 ' Hl .h ;42 1 '. 
S ar ►ar►ooaa et ceatt4a, 11tY1   

Vd1hU LF~WPAHP 11N1_    •" 

i •; 

. .,, .. ..._ _ .. •t1V li . . .. .. --VIe•a•1ertl no/_yth!eii(w'~daW 
AI Q st*emir? GRO C i 11 2 S 
t5 cW Ef+T ItE6u.T A ;/ACS' YEAlt 

.fhrYi0IliM.h laDNalaY 
HI P>xr ct 

mx+rn 
I4•M h Pik 0..611 C14 411 

_ 
005 P, ,.oa Tbtt a~ ' •'" 

:YES/NV lab. ml,.. ,c 6i. Na 10A I*CUIT tl: 1022A 7 55►.t+ Enc 2L3e•0 

, 

r' TA1—".SCAI7Eb09E•IEV~OOV Ù H%7ouuf A I' I Hhpa!'tt 8 11 I L.'(" H41>el l . b Ab- I W' 
_~—'~--•----' Sulam ►0 by IfitA: .................. 

l tIEGATIVO 
l4IIIt1 1 ' 1 4LQ.1%ai':YletaW t i W 

IPp•aFlo* inla.on . 1 i 1 dayrt pa1rn01 I i br bus*- .......1 
 47 ~t~l~ srl 

0II Ah .. I 1 Tran1,;lLuw10nt . ! rhr. a ►nn1a: .PQSII;IV , , . 
TEtw;xd . 1 'Jen7117 (rw. D (del y! • { i b, W9a: 

•t I Col * v.;th HOPxnls • i 1 T1ave+/11a+i14Ma abort ( . I 
t+C• ♦o k fURM .............. ... 

' PM11n Lat A,OW.ht tar lbmc IVOUJr d'1 

•••• 

Ab IN EUSA: . 

~ ::••• ,• C{1111 . 1.. 
L£.'— P1r ...._ i -• .. 

AhWfI:SA: .! 1(IVG . 
!Crhliifc9 

i t  t3 .ha EUsa• ... .. ........... 

Virus 12f:fermnre Lalurabox„ 
t:nrtta:ai Public 1le4aiul takxlrato'y, 
61 i'l?tir:lialo Avolule, 
1A.11Klun •Y.v9 SIff 

t:u:7:14At t 

1 a t-LILIA.0 V.Lrw- fiLV).

a nil HCV Et%IX'W'w0//Pry,...'' DE$ttC1'4) (P:LA i 

,FEB 1990 

GRO-C I fa

HCV Test Results Certificate: H 11142. No. 01886. Virus Reference Laboratory. Colindale. Dated II" 

December, 1989. 

See 2od column, `Return address', row 4 for the 1989 date. 
See the comment (bottom centre) of the test certificate for early Hepatitis C (HCV) test reference. 
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Chapter VIII: 

.,,,:p:.ran. „r..rryf.,rar•r~,(ib OD1,1H4DepartR7e 
of Health 

,YNh•!yN 

The Fit. Hoit. Ttv. lord Junttn of Rrtwr0 ..~ *•1 +t:1 
Hausa+ of I.nrdt  r; to .n,! 
WesanIldstef r1), o:u lilt •MJ9 
London ,eqn• r. uAll. V., II 
SW 1A I:PW 

Our Rn' GCFOPO48301 

I D+y urnber 2005 

7hartk you lot ytal:r lOtlOt or 2S QCtueer ioclues11110 a ttteatirg Urthscuss 
leaflet InM4,rrement In inn Oapartlnent at Ikt,atth I Wen 17!r 50'1 It, trait that 
you have been atie to ,ilonaly some papols to Tnctto y0U Wirt y.1ur Onqutnes 

Whhn we met :n April I aoptsinod that cenan nape's dathto lit tck Io the 1 A70'o 

RIKI 19Ob'a had boon donlroyOOJ. I npu,ecialo [first you woad W.0 to ihs(wss 
thu turthor. hoxevet I Il'aughtit woukl to Pnlptul to wr4ft to you about Ihia 
issue instead. Naturally. I am twnceinod that important tiles trim INS period 
nu lintel oxtut Atihuu1JI 11,v151 rrw,ta tt3QA PMce it Iu,*',1111)10 nyu, my 
ottiet310 hove underlahon to explore why lmpottenl decumenta wet* 
drwlrnyod 

As pteviaully mouuunud. it is out undorstand,rg that during 11,0 HIV htty:ulort 
1)t the 1990•a mnriy papers from shut Itniial were mc5110.1 tot the pugtoso W 
thu Ixyaliun. We unde,alnd Ihel prete were net ru totuetely aichivvct ,us 
Web O L4beetipsrstlj .loctvayad h, .'no' to Inn natty 1000L. 

gfllcala ba/O also utitaUhahed that a ntcnbor of ifos wefo matkod tot 
destruction In the 1990.s, Ctoarty, that ttttotthl not hnve hnppnnlid. When the 
discovery was made that fifes ned been oosuoyea, en iMeelal 1ev15'A Was 
ura.twtul,wt by olla uta I underetan,t Oul a Ifv. fttz n. uw,n p1 Wmhty mode by 
an irvxpertenced nwmber of stair, was lospontiho for the do truotlon of a 

nultttiUt of tiles. tiro da,:inien to math Ihn fins bar do-:uuotion was nr.•I a 
deliberate attempt to destroy documentation. 11 is very unfortunate that the 
Stall nwnitaol at 11,0 Into was mot fully awars of the egmticance of the Ste' 
nrd Itio paxatttllly of hitvra 1e10mmn. 

I ant nWea, lilt 11110 000 npatirn rnny disapne.nl oorile hurmoph.luti Inbnj 

yrarps and I am very Fnrry teat the Depafimsnt no {moat rg10S mart/ 050041 

Bring (stick 10 thu 1970b and 19130•s 

At DepanrneWal stall ale r-folontxt tttloui thu pail iplttn Of JOD:1 reca,d 
ktn.tpn ill III ItWtIV,nnt 1115 P1141 '0544111 lrtrcoxturo% In' IM mgnn9e1P.en1_ 

lQvlaw and d,bpuIaI or roan and dacumcnto ate doOts)r1Od 10 0,o0l the 

6apn,tmmi'l's Own nnminir,enbon nwea,: end 1)0i Pubic Rrvoruu Act. A toy 
devebontenl in Use Depatunonl over the past low years has been the 
limodtn:uun of an otpctrunic records sya!on+ to hap Mood pack of o•nudi and a 
r6•lpe of eaiet electronic records. 

Yours stnoerety 

t — GRO-C 
NIGEL CR113rr--•-•--•---- 

i GRO-C 

Sir Nigel Crisp. Letter dated 1 t̀ December, 2005. See paragraph 2. 
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DH Department 
of Hccr!th 

UNI)t:NC1 AKJNC6 10 Ht9 GIVEN BY AN INDIVIDUAL NOT UNDER PIE DISABA.ITY 
IN ACCORDANCE WITH CLAUSES 12. 16. 17, 18. OR 27 OF THE DEED OF THE 
DEED OF THE rJACFARLANE (SPECIAL PAYMENTS) (NO. 2) THUS I 

This DEED of underlalang is made day tit 
191 by (:d 

1. In a:tprlclatk n of h:calrirfg fuim the Meofarlent :Special Payments) (No.2) 
trust  tw slim) (tl F I trdodsko with the Secreta:l of $tax (a Ht:alIh hut I vier 
not aN ra•,y grio horoef;er brim any arx:oo c ers ngetnst me Depanmoat n(IIeallh 
the Wolt'i Office, tic Lrsrs1n3 Authont{ undor the htedwiaeb ACt19ii8, 11* 
Committee on Safety of ModrJnes. anydiaViel of rodlonat hoath:1111hrxi y oraryr 
other Gc&ornnlont body Inrel-og any atingaforia owv:rariarj lit, 'ip emd of the human 
im~nuno4ef'.dency hiru6 or hapatlrs viocsas Iluat(Ill dc. V111 or Foctor IX )whether 
cryoprecip4ata or co ccMgeIa) adrnhaislffad ikir<fo 15' Da weber ID . 

2. I aerlle m that undo the terms of the Trust Deed 1 ahos ld be entttatf In a N 10, 
knell :1 I.-n-p font and therefore Whlirr hoklisg to In abo ro arxle,rtsUng ll Is intuit, 
sbty idf if,, fry rolm in•nq III; fight to continuo my applictallon for he sunny of the 
lilt phur peynxz+t. 

sip..ed Intl dMNorrrd try
} 
} 

As a (lend it life t:reseiice 

of:. 

Narita 61WI EXAMS Gi W4008r: 

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

(See Point 1.) 
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