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TaintedBlood.lnfo 

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

People are still dying 

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

We will not stop until justice is done 

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

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

'We Accuse' will find the truth 

This document is produced by: 

TaintedBlood PO Box 13421 Moseley Birmingham B13 3EF 

0121 2882361 

ca m oa i c n (~Dta i me d b l oo d .info 

htto://www.ta intedblood.i nfo/ 

- Page I - 

ABHB0000170_0002 



tainted blood. info Accusations Document 

We Accuse... 

Accusations from the taintedblood.info Group 

We accuse the Government of GROSS MALADMINISTRATION for the systematic 

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

January 1986. 

Page 4 

We accuse the Medical Profession and Haemophilia Reference Centre Directors of 

CONDUCTING UNETHICAL RESEARCH and allowing it to dictate clinical need 

and we accuse BPL and the UKHCD of CONSPIRACY to CONDUCT NON-

CONSENSUAL RESEARCH. 

Page 9 

We accuse Consultant Physicians, the HCDO and the PHLS of DELIBERATELY 

AIMING INFECTIVITY TRIALS at children and infrequently treated patients instead of 

always using expensive chimpanzees, thus nullifying the Physicians' protection under the rules 

of "Life-support therapy" since the majority of the patients involved in such trials were often 

NOT severe haemophiliacs with a life-threatening diagnosis. 

Page 13 

We accuse the Government and the Department of Health of IGNORING WARNINGS 

and of FAILING TO TAKE ADEQUATE MEASURES against hepatitis viruses and 

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

AIDS. 

Page 18 
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We accuse the Government and the Department of Health of FAILING TO LEARN 

LESSONS in not rapidly introducing monoclonal-derived Factor VIII at BPL Elstree when it 

was considered and allowed-for in the plans for BPL in 1985/6 and that even now, the safest 

recombinant Factor VIII products are not being made available to all adult haemophiliacs 

within the UK, and that the same mistakes are being repeated: in placing cost concerns over 

and above patient safety. 

Page 23 

We accuse the PHLS, the Haemophilia Reference Centre Directors (HCDO) and the 

Department of Health of DELIBERATELY WITHHOLDING TEST STATUS 

RESULTS and we accuse the Department of Health and the NBTS of 

PROCRASTINATING TO FORESTALL the pressure to more widely release the early 

HTLV-III (HIV) test within the UK, leading to the avoidable cross-infection with HIV of the 

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

murder, caused the deaths of infants and family members. 

Page 26 

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

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

KNOWINGLY WITHHOLDING HEPATITIS C TEST STATUS RESULTS and for 

MISLEADING the haemophilia community regarding the availability of the technology for 

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

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

compromised and unsound legal process. 

Page 32 

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

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

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

biased and incomplete account of the self-sufficiency fiasco. 

- Page 3 - 
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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 

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

4 free from contamination. Dr Owen announced in the House of Commons that several 

5 million pounds had been allocated. (Source: BBC News. `Haemophiliac HIV tragedy needless'. Friday, 3 

6 August, 2001). 

7 

8 The World Health Organisation (WHO) had warned Britain NOT to import 

9 blood from areas with a high prevalence of Hepatitis - areas such as the United States. By 

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

11 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 

the funding that had been apportioned-off for the protection of haemophiliacs was `diverted 

to other purposes'. (Source: Former Health Minister, Lord Owen speaking on the BBC's "Face the Facts" programme 

in August 2001.) 

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

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

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

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

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

GOVERNMENT MALADMINISTRATION as the DHSS should have insisted on the extra 

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

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

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

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

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

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

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

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

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

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

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

plasma from donor units. 

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

ourselves buying large quantities of factor VIII concentrate from America, and why we 

infected so many of our patients with HIV." (Source: Transcript of a Witness Seminar held at the Wellcome 

Institute for the History of Medicine, London, 10 February, 1998, (see pages 29-30): "HAEMOPHILIA: RECENT 

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

- Page 5 - 
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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 Heritage.) 

In 1977, a DHSS Viability Study discussed the fate of the floundering 

research facility. In a DHSS letter, it was stated that "The Department should not on 

financial grounds make a loan or grant to [Lister?*] and that the possible consequences of 

[Lister?] ceasing to produce sera and vaccines should be accepted." (Paragraph 1, lines 3-5.) 

(Source: Recovered FOI Document. DHSS Letter. Dated 2 February, 1977.) * Note: In the original source letter, 

(see Appendix, Chapter I), despite Civil Servants deleting the names within this released document, they have 

overlooked several instances of the name `Lister' and we therefore know that this letter concerned the fate of 

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

By 1978, the Lister Institute's Elstree Laboratory had to close due to repeated 

annual deficits and lack of government funding. (Source: Lister Institute of Preventative Medicine. 

Scientific Heritage.) We believe that the Government's INADEQUATE FUNDING of the 

Lister Institute, prevented the facility from going on to develop heat-treatment and a 

screening test for Non-A Non-B hepatitis - possibly by 1978. This could have helped stem 

the damage done by HIV and AIDS as we know that HIV is heat-labile and that heat-

treatment processes would have covered against HIV, even if HCV (NANBH) and other 

hepatitis viruses had slipped through. 

-Page 6-
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I c. NEGLECT OF BPL ELSTREE 

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

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

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

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

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

6 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 22"`~ December, 1980.) 

9 The interviewing reporter, in their closing comment, made the following 

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

11 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 22"d December, 1980.) 

In a letter from Blood Products Laboratory, Elstree, dated 4t1i 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 

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

19 a fractionation plant in the USA, in which they found manufacturing conditions to be even 

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

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

In a BPL letter to the DHS S 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 

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

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

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

collaborative work on research and development into the preparation of genetically 

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

4 Committee for Research and Development in Blood Transfusion. Dated 9,h November, 1984.) 

5 By 1985, we read that the advance in technology of being able to produce 

6 Factor VIII in a laboratory through genetic engineering has been borne in mind whilst 

7 conceiving the redevelopment plans for the new BPL Elstree - due to be completed circa 

8 1986. Ministers were aware of the intention that the plans for the redevelopment project at 

9 BPL were to be sufficiently flexible with regards to the new technology so as to allow for 

10 genetically engineered Factor VIII in the near future. (Source: Recovered FOI Document. Paper on Self-

11 Sufficiency in Blood and Blood Products in the UK. Date unconfirmed. However, the FOI Document Itinerary supplied by 

12 the DOH suggested the date of 17 h̀ January 1985.) 

13 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 

1 be granted to commercial companies and until 1998 for those patients under 16 years of age 

1 i to be issued with recombinant — which should be weighed against Hyland (Baxter) 

19 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 

2 systematic failure in attempting to achieve self-sufficiency, for the under-funding of the 

Lister Institute, for neglect at BPL Elstree and for placing `cost' above patient safety. 

- Page 8 - 
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II. CONDUCTING UNETHICAL RESEARCH 

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

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

(Source: Haemophilia Centre Directors' Organisation (HCDO) Meeting Minutes 1974.) In 1982, in a letter to all 

Haemophilia Centre Directors, plans for future trials of clotting factor products were 

discussed and it was suggested that requesting exemption from clinical trials certificates in 

relation to individual products would expedite trials. (Source: Bloom Al, Rizza CR. Letter to All 

Haemophilia Centre Directors. Dated 11" January, 1982.) 

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

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

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

patients. (Source: Minutes of the 13th Meeting of UKHCD, University Hall of Residence, Owens Park, Manchester. 

Dated Monday, 13 September, 1982, Page 10, paragraph 2). 

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

direct test for the presence of Hepatitis B Surface Antigen (HB5Ag) had been in existence 

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

Profession already knew that haemophilia A patients would have mostly possessed 

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

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

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

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

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

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

provide ongoing data relating to the "safety of the product in relation to AID&,. (Source: CSM 

Sub-Committee on Biological Products, Meeting Minutes, agenda point 5.8. Dated 13t1 July, 1983.) 

- Page 9 - 
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II b. CONDUCTING UNETHICAL INFECTIVITY TRIALS 

In a letter from BPL to Haemophilia Centre Directors in October 1985, it is 

obvious that infectivity tests were being planned that year. It should be noted that this was 

approximately 3 years after the advent of AIDS. The letter describes a new Factor IX 

product which had been dry-heated in order to inactivate viral agents including hepatitis and 

AIDS but that the new product could not yet be assumed to be safe from viral infection. 

(Source: Letter from BPL Product Services Department to Haemophilia Centre Directors. Dated 7th October, 1985. Page 1. 

paragraph 2.) 

The letter further states that clinical trials at specified Haemophilia Centres 

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

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

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

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

see an emphasis placed upon `infectivity'. 

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

in the wake of AIDS, constituted UNETHICAL research. 

In a letter of 17 h̀ February 1984, from the Scottish National Blood 

Transfusion Service to the Department of Haematology in Cardiff, we learn of plans for 

clinical studies of wet heat-treated Factor VIII in haemophiliacs to be held in September 

1984 — which was several years into the AIDS crisis: 

"We are particularly keen to see part of this product is put into "virgin 

haemophiliacs" and would much appreciate the assistance of the U.K. Haemophilia Centre 

Director's Working Party on Hepatitis." (Source: Recovered FOI Document. Letter from Scottish National. 

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

- Page 10 - 
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II c. SPIKING OF FACTOR VIII WITH PATHOGENS 

In a meeting of the Haemophilia Reference Centre Directors in December 

1984, Dr Lane discussed the spiking of Factor VIII with pathogens in order to determine the 

effectiveness of heat-treatment methods. Antigen (of which viruses are a source), was added 

to the Factor VIII prior to the heating process. Dr Lane went on to say that the present 

methods used by the NHS and commercial companies might still leave ACTIVE ANTIGEN 

and that BPL would therefore be looking for follow-up studies during 1985 with 

Haemophilia Centre support. (Source: Notes of the Haemophilia Reference Centre Directors Meeting, Blood 

Products Laboratory, Elstree. Dated 10 h̀ December, 1984.) 

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

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

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

is indicative of this. 

We allege that there was CONSPIRACY between Doctors at BPL and 

Haemophilia Reference Centre Directors to conduct NON-CONSENSUAL RESEARCH into 

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

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

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

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

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

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

patient. 

- Page 11 - 
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II d. RESEARCH DICTATING CLINICAL NEED 

In a meeting of the Haemophilia Reference Centre Directors in December 

1984, the testing of haemophiliac patients for HTLV-III (Human T-Lymphotropic Virus 

type III - now termed HIV) was discussed. Due to inconsistencies in the results of the tests 

that had already been conducted, a study of the 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 Haemophilia 

Reference Centre Directors of CONDUCTING UNETHICAL RESEARCH and for 

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

CONDUCT NON-CONSENSUAL RESEARCH. 

- Page 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 F0I Document. Blood Products and Plasma Fractionation Labs 

1976. Collaborative Trials.) It should be pointed out that the Lord Mayor Treloar College is in fact 

a SCHOOL, according to the Oxford Dictionary definition, despite the use of the word 

`College' in its name. In a paper by Dr A. Aronstam, et al, it states that the adolescent boys 

with severe haemophilia A, cited in his study, were in the age range 12-17. (Source: Patterns of 

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

In the Witness Testimony of one of our Mandated Members, who attended 

the Lord Mayor Treloar College in the late 1970's, they categorically stated that neither 

themselves nor their parents were informed of the trials, or of the risks involved in receiving 

Factor VIII concentrates. They also said that neither themselves nor their parents had heard 

of Factor VIII until they were 12 or 13; when they first attended the Treloar College. They 

recalled telling their mother over the phone, on their second day there, about being taught to 

administer the concentrates to themselves by intravenous injections. That phone call was 

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

In a letter from the Lord Mayor Treloar Hospital to the Public Health 

Laboratory Service (PHLS) in 1979, it was made clear that there was an intention from the 

PHLS of transfusing mild haemophiliacs with a questionable 'material' which would have 

caused the mild haemophiliac patients to develop hepatitis. The author of the letter strongly 

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

- Page 13 - 
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III b. CIRRHOSIS IN CHILDREN 

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

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

i 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." 

10 (Source: A Prospective Study of Hepatitis in Haemophiliacs first treated with Factor VIII or IX Concentrate. Oxford 

11 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 CHILDREN should have CIRRHOSIS. 

15 

16 

17 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 

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

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

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

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.) 
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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 

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

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

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

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

allowing research to dictate clinical need. 

III d. HAEMOPHILIACS USED INSTEAD OF CHIMPANZEES 

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

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

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

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

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

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

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

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

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

Party, Minutes. 24 September 1981.) 
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CHILDREN USED INSTEAD OF CHIMPANZEES (CONT. 

In January 1982, four commercial companies were poised to release heat-

treated Factor VIII. The infectivity of initial batches had been tested by injecting the 

product into chimpanzees but it was stated in a letter from Dr C. R. Rizza and Dr A. L. 

Bloom, that it was unlikely that commercial manufacturers would be able to ensure this form 

of quality control in all future batches and that it was therefore very important to find out in 

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

The Oxford letter went on to recommend that the most `clear cut' way of 

doing this was by administering those concentrates to patients requiring treatment who had 

NOT been previously exposed to large-pool concentrates. (Source: Bloom AL, Rizza CR. Letter to all 

Haemophilia Centre Directors. 11 January 1982.) 

We know that this reference to Previously Untreated Patients (PUPs) or 

`virgin' patients, usually meant either CHILDREN or infrequently-treated mild to 

moderate haemophiliacs; simply by definition of NOT having been previously exposed to 

concentrates. 

By July 1985, we find that an INFECTIVITY TRIAL IN HUMAN 

BEINGS is being contrasted against an animal model involving chimpanzees. 11 out of 13 

Previously Untreated Patients (PUPs) go on to develop non-A non-B hepatitis after being 

given commercial heat-treated Hemofil-T made from around 5,000 North American pooled 

plasma donations, collected in 1982, 1983, and 1984. (source: Colombo M., Mannucci P.M. et al (1985) 

Transmission of Non-A Non-B Hepatitis by Heat-Treat Factor VIII Concentrate. The Lancet. Saturday 6 July 1985. 

2(8445):1-4. ) 

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

Of the 13 patients, 9 of them were in the age range of between a 3 month old 

baby and 15 years of age. Five of these subjects were each only 1 year old babies. In fact, 

there were only 2 patients who were over the age of 18. On page 2, under the heading 

"Patients", it states that those who met the trial criteria "gave their written informed 

consent". (Source: Colombo M., Mannucci P.M. et al (1985) Transmission of Non-A Non-B Hepatitis by Heat-Treat 

Factor VIII Concentrate. The Lancet. Saturday 6 July 1985. 2(8445):1-4.) It should be remembered that 11 

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

We believe that this trial was UNETHICAL in that 8 of these patients were 

in the age-range of 3 months to 3 years old and would not even have been able to write. In 

the case of the 9 patients who were under the age of 18, their parents would have been 

required to give their informed written consent. Whilst the written informed consent of 

parents may have been obtained, we have to wonder if ANY parent would knowingly 

consent to hepatitis infectivity trials like this, especially if they were genuinely informed and 

cognizant of exactly what was involved. 

It is for these reasons that we ACCUSE Consultant Physicians, the HCDO 

and the PHLS of DELIBERATELY AIMING INFECTIVITY TRIALS at 

CHILDREN and infrequently treated patients, instead of always using expensive 

chimpanzees. 
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IV. IGNORING WARNINGS 
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As early as 1970, Dr J. Garrott Allen from Stanford University, California, 

wrote to the head of the Transfusion Service in the United Kingdom, warning them of the 

dangers of using pooled plasma from high risk paid donors in the United States. 

(Source: 1975, World in Action Documentary: Blood Money, Granada TV (1975). 

Nevertheless, by 1972, commercial factor VIII started to be imported into 

Britain from the USA. Dr Maycock, in the same year, stated that commercial blood had been 

shown to be 10 times more likely of transmitting hepatitis than blood collected from unpaid 

sources. (Source: Maycock 1972). 

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

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

WHO Warning. Sunday Times Scotland. Dated 201h August, 2000.). Dr David Owen, Secretary of State for 

Health, announced to the House of Commons that several million pounds had been allocated 

towards making the UK self-sufficient in blood products, but the initiative did not follow 

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

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

measures to have been put in place. 

In a DHSS memorandum of 20th February, 1976, the Minister of State is 

referred to as only recently having reaffirmed his aim of NHS self-sufficiency in Factor VIII, 

and it is pointed out that the alternative of buying commercial products is not only likely to 

be more costly, but that it also carried a higher risk of hepatitis. (source: Recovered FO1 Document. 

DHSS Memorandum, 20 February 1976, paragraph 1). 
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In the minutes of a meeting at the DHSS of the Expert Group on the 

Treatment of Haemophilia and Allied Conditions on 4th May, 1976, it was suggested that the 

money being spent on commercial concentrate might be better spent if it were used to further 

increase the output of NHS concentrate. (page 3, paragraph 2, lines 1-6) (Source: Recovered FOI 

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

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

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

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

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

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

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

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

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

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

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

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

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

commercial Factor VIII from the USA, stated that: "We are however taking steps to 

recommend that imported products from the 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 23 s̀ May 1983). 
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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 HCDO. 13th 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 6th May 1983). 

■ 4 days earlier, (9d' May 1983), the CDSC had written a letter recommending that 

American FVIH 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 13th May 1983. 

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

In a letter to the DHSS from the National Blood Transfusion Service (NBTS), 

in 1977, it is clear that cryoprecipitate is no longer the product of choice for Haemophilia 

Centres. Instead, they favoured concentrates, with them being easier to administer. It is 

stated that the only solution that they had in sight to adequately treat the UK haemophilia 

population was to push wholeheartedly towards the phasing out of cryoprecipitate. (source: 

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

In the height of the AIDS crisis, the Biologicals Sub-Committee of the 

Committee on Safety of Medicines (CSM) recommended that very little was done about the 

threat of AIDS to haemophiliacs. The possibility of withdrawing factor VIII concentrates 

from the market and replacing them with cryoprecipitate was considered, but it was 

concluded that this wasn't feasible in the UK on grounds of supply. (Agenda Point 5.3) 

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

The Committee also considered withdrawing US concentrates from the UK, 

but again, it was concluded that this was not feasible (in July 1983) on grounds of supply and 

they did not perceive the level of risk to justify consideration of such a serious solution. 

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

In August 1983, a DHSS letter from Lord Glenarthur stated that there was still 

a quantity of Factor VIII stock made from high-risk, 'pre-March' 1983 plasma in the USA, 

and that some of it was already in the UK and more was in America awaiting shipment here. 

Lord Glenarthur went on to say that: "We have to balance the risk of AIDS against the 

severe risks to haemophiliacs of withdrawing a major source of supply of Factor VIII which 

cannot be made good from elsewhere in sufficient volume." (Source: DHSS letter from the Office of the 

Joint Parliamentary Under Secretary of State. Dated circa August 1983). 
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We believe this to be a prime example of FAILING TO TAKE 

ADEQUATE MEASURES to protect haemophiliacs. The FDA had introduced new 

regulations for the collection of plasma that excluded donors from high-risk groups — this 

was done for a reason. Any plasma intended for Factor VIII products was likely to have been 

collected up to 2 years previously and even as the FDA restriction came in (circa March 

1983) the products available at that time could have been manufactured from high-risk, 

AIDS-implicated 1981-2 plasma. It should have been possible for cryoprecipitate to have 

been used instead of high-risk Factor VIII - at least until alternative arrangements could have 

been made, except the production facilities for cryoprecipitate in the UK were no longer 

adequate. (Agenda Point 5.3) (Source: CSM Minutes - Committee on Safety of Medicines. 13 x̀' 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 29th 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-111 positive after receiving Factor 

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

Treated FVIII. Hannibal House. Dated 28th November, 1985.) 
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V. FAILING TO LEARN LESSONS 
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In November 1984, it was noted in the minutes of the fourth meeting of the 

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

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

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

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

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

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

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

allow for this in the future. (Source: Recovered FOI Document. BPL Paper on Self-Sufficiency in Blood and 

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

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

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

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

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

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

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

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

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

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

The publication of a key article in the Lancet in 1996 marked the threshold 

whereby senior Physicians and Ministers could reasonably have been expected to start to 

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

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

We believe that the technology for monoclonal-derived Factor VIII existed 

from as early as 1984. We ACCUSE the Department of Health and BPL of failing to learn 

any lessons from the years of hepatitis in the 1970's and from AIDS in the early 1980's. In 

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

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

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

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

Factor VIII with haste. 

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

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

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

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

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

Exercise initiated by The Health Protection Agency, Colindade as of September 2004. We 

believe that the possible exposure of haemophiliacs to this `theoretical' risk could most 

certainly have been AVOIDED if the Department of Health had ensured that monoclonal-

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

Products. Tables of vCJD implicated batch numbers. Health Protection Agency, Colindale. Dated 7" September, 2004.) 
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To date, (February 2007), we find that the Department of Health and 

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

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

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

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

not available to every haemophiliac in the UK. 

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

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

cost. 

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

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

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

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

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

In April 1984, the National Institutes of Health (USA) developed and patented 

a prototype screening test for HIV antibodies and, by May 1984, had solicited applications 

from various US manufacturers interested in the commercial use of the tests. (Source: Recovered 

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

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

In a letter from the DHSS dated 27 h̀ 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 31" July, 1984.) 

By September 1984, it was announced in the Lancet that reliable tests for HIV 

existed and that they were already aware that 34% of tested English haemophiliacs had HIV. 

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

possession of a letter from Coventry & Warwickshire Hospital in June 1983, where a 

Registrar in Haematology wrote to them asking if they and their child could attend the 

Walsgrave Blood Bank for a blood test. This letter suggests that a blood test was available 

for HIV or HTLV-III as 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 11`" July 1983, which was only 

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

In a meeting of the Haemophilia Reference Centre Directors in December 

1984, there is further mention of the EARLY existence and availability of an antibody test to 

HTLV-III. However, Dr Craske, of the PHLS, advised that at that time, (December 1984), 

the reagents were only available on a "Research Basis". (Source: Recovered FOI Document. Notes of the 

Haemophilia Reference Centre Directors Meeting. 10 h̀ December, 1984.) 
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In a DHSS 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-III. 

Dated 31 July, 1984.) 

We believe that the NBTS and the DHSS were unduly 

PROCRASTINATING over the scaling-up of wider availability to GPs and STD clinics 

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

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

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

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

In an NBTS Advisory Committee paper of 13 August, 1984, a discussion took 

place regarding whether to pursue developing the UK's own isolates for a test for antibodies 

to HTLV-III. It was stated on page 1, point 2, lines 7-11, that a UK isolate had yet to be 

achieved, whilst 5 US pharmaceuticals were poised to start marketing HTLV-III (HIV) tests 

(late 1984). There seemed to be some reluctance in the NBTS to buy in the isolates of Dr 

Gallo for the test from abroad; perhaps due to cost implications or the availability of the 

isolates? Nevertheless, there appeared to be a chaotic scientific ownership 'race' for Britain 

to find it's own test, and meanwhile, the wider release to GPs and STD clinics of the urgently 

required tests were apparently FORESTALLED. (source: Recovered Fo1 Document. Proposed 

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

Screening for HTLV-III. Dated 13th August, 1984.) 

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

was clear that a `sensitive and specific' HTLV-III antibody test was available from abroad. 

The test, based on isolates of HTLV-III probably obtained from Dr Gallo in Bethesda, USA, 

had been made available to research workers in the UK on the basis of exchange. (Source: 

Publication of a Paper in the Lancet on the Use of a Screening Test for AIDS. Dated 20 h̀ 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 Health 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, UK haemophiliac patients, on reading 

their medical records had learned that they were surreptitiously tested for hepatitis C between 

1990 and 1992, WITHOUT BEING INFORMED of the results. Haemophiliac patients 

have claimed that NHS Trusts had NOT SOUGHT PERMISSION for the tests to be carried 

out and as a consequence, cross-infection with Hepatitis C could have occurred, putting the 

lives of spouses in danger. (source: "GMC U-turn in Blood Tests Row". Unnamed Author, The Journal, 

Newcastle, 14 April 2003.) 

In a PHLS letter of October 1984, two alternative strategies for the follow-up 

of haemophiliac patients who had received an HTLV-III-implicated batch were deliberated. 

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

HTLV-III infection could be transmitted by sexual contact, yet there was clear evidence that 

he was still deliberating the option NOT TO INFORM PATIENTS. In an Appendix on 

page 5, Dr Craske does eventually state that the option of informing the patient was "the only 

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

However, this conclusion should not even have required such discussion, 

never mind arriving at it almost as an afterthought. This PHLS letter may well have had a 

detrimental knock-on effect, since, in the minutes of the Haemophilia Reference Centre 

Directors meeting in December 1984, it was stated that any haemophiliac patients who 

enquired as to their HTLV-ITT 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 10th 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 

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

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

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

6 

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

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

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

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

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

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

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

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

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

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

19 

"[Deleted Name] expressed his unease at freezer' studies being carried out on samples collected 

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

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

1e March 1985.) 

2 

2 
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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-III antibody. It was also agreed that the result of the HTL V-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-HI (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 11th December, 1989.) 

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

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

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

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

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

considerable problem in the future. 

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

Health of THE IMMORAL AND UNLAWFUL EXCLUSION OF LIABILITY for future 

pathogens whilst KNOWINGLY WITHHOLDING hepatitis test results. 
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VII b. A PRIMA FACIE' CASE 

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

or "by first instance" and is a legal presumption used to denote evidence that is sufficient, if 

3 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 

5 of proof, which requires that party to present prima facie evidence of all facts essential to its 

6 case. (Source: Wilcipedia.org). 

7 

8 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 

11 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: 

3 Mr Justice Rougier. Public Interest Immunity Hearing. Judgment 22a. Immunity Appeal Document, Page 36, paragraph 2.1 

In the HIV Haemophiliac Litigation Immunity Appeal document of 20"' 

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

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

1 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 

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

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

had been taken the injury suffered by all or some of the plaintiffs would not have been caused 

to them. By 'prima facie case" I mean no more than that the plaintiffs have alleged facts, 

2 which, if proved, could juste 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). 
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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 

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

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

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

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

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

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

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

10 use of imported and other blood products capable of infecting a patient with HIV". (Source: 

11 Court Of Appeal Judgement Re: IRV IIaemophiliacs Litigation, Court of Appeal (Civil Division), 20 h̀ September, 1990.) 

12 

13 

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). 

15 

19 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 

2 whilst in full knowledge of this, bringing pressure to bear to prematurely `settle' a prima 

2 facie Legal Action with a compromised and unsound legal process. 
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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. I 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. 7th September, 2003.) 

Then, a letter dated 1 December, 2005, Sir Nigel Crisp, replying to Lord 

Jenkin's enquiry as to why documents recently requested under the Freedom of Information 

Act (FOI) pertaining to contaminated blood were allegedly shredded in the early 1990s, 

stated that it was believed that an inexperienced member of staff may have mistakenly 

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

In February 2006, Lord Warner, (Minister of State, Department of Health), in 

reference to the 600 HIV Litigation Papers stated that: "Officials at the Department of Health 

have established that these documents related to the minutes and papers of the Advisory 

Committee on the Virological Safety of Blood between 1989 and 1992. These papers were 

destroyed between July 1994 and March 1998. A decision, most probably made by an 

inexperienced member of staff was responsible for the destruction of these files. " (Source: House 

of Lords Written Hansard, 27 February, 2006: Column WA26) 
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VIII b. MISSING OR DESTROYED SIGNED `WAIVERS' 

More recently, we have reason to believe that there has been a shredding 

exercise as late as 2003. We have been privy to e-mails that indicate that MSPT2 

(Macfarlane Special Payments Trust No. 2) files for many of our Mandated Members (which 

were meant to contain, amongst other documents, the signed waivers from May 1991) were 

still being stored within the archives of the Department of Health in 2003 when Mr Charles 

Lister left. 

According to our sources, it is known that Mr Lister did not think that the files 

had been consigned to a warehouse and he seemed quite sure that the documents would still 

be within the DoH, as he had stated that these files were regarded as patients' records and had 

to be kept safely. 

When several of our Mandated Members wrote to the DoH in September 

2006, requesting copies of their waivers, the following reply from Mr Edward Goff was 

issued: `Nevertheless, we have expended a great deal of time in an attempt to trace the 

applications and waivers, and although we were able to find some, it would seem that many 

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

We, therefore, QUESTION whether there is a small chance that Mr Lister's 

successor, Mr Richard Gutowski, had ACCIDENTALLY MARKED THE FILES FOR 

DESTRUCTION, sometime after 2003? We know from a House of Lords Written Hansard 

of 15 h̀ 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, 15th May 2006, column WA5, Ref. HL5511) 
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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 

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

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

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

and the fact that what they have is a small fraction of the material that has been held in 

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

VIII d. DELIBERATE OBFUSCATION: SELF-SUFFICIENCY 

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

Sufficiency in Blood Products in England and Wales, A Chronology from 1973 to 1991. The 

report came out of the opinion held by Ministers that the infection of haemophiliacs could 

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

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

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

could have aided the accuracy and impartiality of the 2006 report into Self-Sufficiency in 

Blood Products. We would also assert that the review conveniently omits important 

correspondence between Government bodies in the timeframe 1973-79 and instead 

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

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

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

BPL and they continued to process blood products in a condemned facility. 
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In an accompanying Press Statement we find that conclusions are frequently 

presented as facts, rather than opinions; whereas the Department of Health report itself 

concludes that "The information gathered during this review has been at times contradictory 

and incomplete, but the following conclusions can be `inferred'." (Source: Department of Health 

Press Statement. `Review Published on Infected Blood Products'. Dated 27 h̀ 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 28th February, 2006.) 

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

of Health of a COVER-UP and ATTEMPTING TO VANISH crucial evidence, 

leading to deliberate obfuscation by publishing a biased and incomplete Self-Sufficiency 

report. 
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APPENDIX 

SELECTED SUPPORTING EVIDENCE 

Chapter I: 
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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 LABORATORY. 
National Blood Transfusion Service 

Drrecer. 
Dagger Lane, 

R.S. LANE, M0 MRCP MRCPeh. - Elstree, 
Borehamwood, 

Telephawr 01.953.8191 Herts WD6 3BX 

______ 22nd May, 1981. 

Department of Health and Social Security, 

Hannibal House, 
Elephant and Castle, 

LONDON, SE1 6TE. 

Dear Diana, 

Proposed Inspections of Regional Transfusion Centres 

by Medicines Inspectors. - 

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

wording that my presence at this meeting is not required in particular and I 

have asked if he will represent me at this meeting and he has -

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

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

with tine. 

I am sure you are aware that the views of th is laboratory and those 

represented by are not in agreement and that the NETS Regional 

Transfusion Directors are anxious to conform with th e standards required by 

HPL through the use -of "closed" blood and plasma collection systems. I am 

not impressed or confused by arguments sugcesting th at it is possible to 

fractionate contaminated plasma in open systems and produce products 

which axe 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 th e end product if high bacterial contamination 

is present in the laboratory environment,ir, process equipment and raw materials. 

Medicines Division will have to make a choice, but I see little room 

for compromise since their attitude towards the aseptic practice has been 

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

of Crown services. _ will pursue this line since this laboratory's 

products must have the same assurance as those issued by the Pharmaceutical 

industries in th is country and the United States. 

I doubt that any of th is 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 meeting. 

Blood Products Laboratory Letter to the DHSS. Dated 22" May, 1981. 

(See paragraph 2, lines 5-7 and 11.) 
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rP-S]?FY"_tEP:Y n ri .:' 1 AR. 7.Lom rfiL`nrvat TT, 7:uT- r, 

T, The use for self.suffici obey Sn blwd and blood y;rbtucts which is orpccted to 
be attain chef the really bcblr. E1oo uctt L onto y ws 7rbcesa!tt6 a5J tones 
of p.SSms ua . net nubatsntia3ly Chdngcd wince 11 totem agreed is Lj 1981. 

In t1-e first laee tininters are ecmuitted tc tAC :ate ecC~cndxt,tOa Lht 
aneuber stater SThCuuLd be seLf-euFr_Cient_ It is ethically unaeeapteble f&r telap*d 
eocmtries Ip raly ci b]ooi products oOkahnec fro c ,hoopla in less well sed 
err atrie± uhO :lay surf=r r"m inedegoate nu;r1tju3. Both tSlese end donors t cub re 
g;,e pr4d For their eooattons and for thtt reason may fail to reveri adverse ciret'm-
stances ub b would r0mally render their donations clinically unacceptable. 

3. The casc of AI'S is ap sltr in illustrating te4.e CSlvwa. Them 15 00 teat at 
;resent to vcreen donors for a ldehec of irrcctivity. Groups at high risk or A= 
in the 1151, are kmow° t4 be drug abusers echo ne5,f floods- to 5,41parb their addiet1Cr.. 
nx-e is evtdeaee in hots the [II the this L?C that rector t'II; produced to the 115.5 hoe 
T.!--nsettteo &I115 to MUMO-,Al:ace, It cannot be Ruaraa;,sed That KIDS-infected 
volunteer uOra in the. '* ezq hq included frcw gL'r1ng Mooch, but most vviaonteers 
fry high-risk grnUpn yea_?' ha likely to ohnerve the rsqusst not to donate. lI ly 
was LIE 4'0re5., whnacr earlier d raE_cns ears used in 0-toed pr>dutt ms-Ni eci:re, is now 
known to ton 5111rering from LIM$. 

4. it should to n3hrd that AILS is not the only transmlasable agent; heyatltis is 
-.`.11 an'drrpartsnt inrr=liaus hc;ard for -&cipient& o. blood and blood pred.ucte arid 
r...spir. sap sites the antsfen mf o ptpelation cf volunsepr denOY.. 

5. Between 50-50 per cent of the Factor VIII required to sairrtet- the A.$%,
hsemphiliaca It. the OX hens to be ianartod as 15PL are C_rrently only an'e no 'SahUf2.^Z,irr 
offieient for L.0 pr' cent Of then, The cast or c®arercial Factor ','i;I In held down 
Ln the iJK teceuse of the cca;lebility Of the tiff{ prOdact. A. mach hlghc. price is 
charged by currretical interests i'twest Geriany Cot inetanco, ttouevar it there Se a 
move to market coon T isl  heat -,;eaten Paccar trISI, Iry there ney be if resecrvh 

fires tea ;"Jppothezii that trrt 1'Ip3 r.genv 15 trot let=lel than the costs ni fn;.or.gd 
'factor V111 will probayl' eatalzte in the ux. 

the etdndieiC arflnent for be ins clf-sufTicie,t to nl sod prooutte in a 
cnnr'incing one .n tire: a cost benefit ene7y+lse Shored to 1e130 tbit :or the ewpsndicoss 
,. ;a5 m~1:.Son, the is~tc-iay would be i rld baci€ 1n Lermis of rcplacaoacL of imported 
toe -ctel prc'.ucts within 3 years of opening inc neo unit. the same argunert hOidS 
for an exranditure of I3t niliice, with reduced r'.7an4ng tests - the brtek-cvon period 

3 years of tccrentirg prCduttion. 

7. 5ESn:.sters ki11 be sti;are that reetor VIII, the net nSgnificent blood product, has 
beer_ produccd in :ht Lohtretorg to, genetic e_sirnrring metrnda. As far a5 any 
n-edicti0n tan De eatncritatIde in this highly corrpits :rid commercially eect,i-etire 
field, It is cersidered that It u:11 take up to Clue years at least for :his product 
to be eve;labLe a1 a otcimiercial scale. ^even then its cost gay be high coapartd to 
that cbtaieed frail bOIean $5-biOs. This p03o :ibis dc'+ciowant ten been bdrite in .ihC 
sod the plant for SPL are aurfitibntly flexible Lo allow the refs:tr>g of ouch ;?rc:utcs 
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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 17th January 1985. 

See Point 7. 
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Chapter II: 

?OT FOR PDIRLIC,;TIiN 

C C2tPJ RCJI.AL 1114 COh'ZID! CE 

CG_+niirl€E UN SAFETY OF MEDLCtP S 

SU3-CO[L T EE ON $IDLCGICAL PRODUCT$ 

W nute9 of the Beefing held an 13 .iuly 1983 

P £5'CY1" V,S0 PRES$h3( 

} 
4tteided morning only) ) 
{attended txarnfng oily) ) 3IS5C 

(attrndad maten g only) ) 

(tfa d roa J t i  cal A) 
((')srFmcautical Aaraeasor} (attended nnrning duly,' 
(Secretary) (attended morning only) 

(a trended noraiasg only 

attended mornigg only 

) 

ettemded motping only 

} 
) 

1, c identisllty-and Annnunee,eete. 

The Chairman trelcvond  i and 
the DESS uftScialf, vho nets atteediny tht u.;etirg for it on the agenda only. Ae sXid 
SRAt. tbL5 1ti . 4Cf+Ld tM ccsrs43ttxed host. Tne t ra;_r en row ndeo n burs, and g^, ete, that 
the material they received vas cenl{deatisI and eheuld not be dissclosed outside the 
n eetirg. 

2. Apologies fr,Y l.bcene--e 

An apology fax eb=since we received ftcm 

3. 24inutes of the Neetinw held va 11 Mag 19t3 

These vote agreed and eigued by the rXatcmaa zr _ 1. cattect secv, of t1ft rr. scegdisn•~. 

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

Page 1. 
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4. Matters arising tro th mitn3tb5 

'The Sub uua tted none the V514'a eavlGa 0Th app -icatioae pre.•ioesly rcez h? cur 

Sub-Co cacti tt ee. 

~uirnd_Imtastt' De1iGSeacy Syndrome 

The Sub-t ees` coosideration at the Suastfoo of Afe and Been e+ biood piudccts way 

augmeutcd by the following expert advisers: 

profelaor cf Baeaato1ogy t)ei. h r4ittochal School of Medicines, 

Cardiff •nd Q aircian of the Eiaeffalihilia Ccutre Pireciars ComadtteeS 

-. tousultaat Virologist, Pte; 

Director of Le Cosmnieabia 4isea a Surveillsoce C:entrt t't1L5; 

birert,ay ' Reg1oro5l 51oa3 Trans fsv!t Lst'otatoci, lthatt aster, 7555 

Advieer Lo Alood transfusion; 

Consultant Virologist, P"ttS.. 

rsar.2ldergt.ies. -4as givCts te. tbt corle1'L t lets tt . srFiiahle ©7 i idecce ami 

cpidamtoiogy, aetiology and related fsetore. Strategies for limiting or elfetneting 

risks from bleed pridocts were exaeined, togetber with p+oscibl4 practtcel aoaeures. 

ti
'17ie following. CUACt5LGLODD Were renrhod. 

,.L The cause of AIDS is uuknovn, but sit infectious setiaLoSY aona? Ji1cely. A 

previously unreeogai5ed er nEw egegt may be responsilele, but repeated es,osure 

to, or reactivbtioa of, knows agents, (eg CtV, El3V) uay be i~wolvcd. 
kaighteoed sueceptibility may be an important factor, e.y. imminalogieal 
fie_tteieoeiea t oed &j ui rxsl gnwal praccicee nt exposure to blood prohicti. 

Based on tie, elinleal evi4once, transmissibility of tha supposed agents) 

appears to be law, rMwirLng imtimat_e contact or introduction into the tissues= 

J'atients w1,o repeatedly rocaive blood clot tiug factor ton—ntratrs 'Fpeer to tt, 

of risk, but the eviden so far ara41sble suggests that this risk is stall. 

The ri'k appears to be greatest to th.e case of produrtx derived from the blood 

of bomnaexasls au4 lY drug abusers resident in aree of high iatidenct tell, 
Sew York and California); and in tbgpe.who repeat dly redeivg coocontratV, in 

high dosage. balanced against the risks of AiDC nd of other ?n£cctioas 
transaitted by blond prndacts) are the benefits of their use; io the case of 

a ,uplidlie they art life-saving.. 

15.3 Tr.e possibility was considered of vlthdrawing clotting factor coxsoentratea from 

the market av4 replacing chow with fr.Yo-precipitate. It was concluded that 

this is not feasible in the UK on groundo of supply. 

5.4 ZbG pIo5Oibility vas considered of withdrawing U5 preparations from the Ut. It 

was Concluded that this is not at present feasible on grounds of s,ipply-
Moreover, the perceived level of risk does not at present 4uetify perious 

coectdorat ion of ouch a solution. F.Cforts.are hcietvee being made to secure ill` 

independence of foreign suppliers of carting !actor concentrates. 'his Stain& 

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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markedly,, although not eliainare, the risks to recipients of these 
products, and the Sub- Comntttae strongiy supports this aim. Th e Sub -Committee 
vas also iuforeaod that rho Ut Haemophilia Centre directors have adopted a 
policy for use of US Factor VIII in odor to airimiee ricks as far as possible. 

S.i It is advisable that ail clotting-factor eoacentratee derived from US pJass^_ 
eonrcem and intended tot use in the Ult be prepared only from material 
mancfactured from plse a collected after new reaulatfono were introduced by the 
FDS on Match 23rd 1983. memo regulatiucs wore introduced specifically to 
minimise the 1ikelike d of collecting blood from affected doocrs. 1tis step fi e 
recommended notwithstanding the possibility that its practical value say be 
relatively email. It. Cannot, however, be taken c:111 supplies of 
post- f4src9e 23rd material ten be aaau od, It is recommended that close contsc_ 
is naintaioed betwaco the Li ring Authority and Supplies Division with the 
aim of intredosing this step immediately it becomes faasihis. 

.t The introduction of products treated in ways 3ikaly to inactivat5 viruses is 
proaising future developeont. At present no such products are available in the 
UK but it is known that nu.nufaerurers are eorkiag upon their development. When 
1£cence ayplicatioa.s are teoceived it is important to examine not only possible 
improvement in the safety margin but also the clinical effectiveness of 
material treated by heat or by other means. 'That, roc euiwpla. treated 
material could possibly induce r*aactiona in recipients which could render they 
note susceptible to infectious agents. 

The Sub-Committee learnt that manufacturers were producing advertising material 
roc use in the UK which appeared to sake .aejostiFied claims cancer-slag rho 
safety of heat-treated Factor VIII. It is advised that this should he stopped. 
It fe seared that cmliccnsed material could be tsed on a named-patjeht basic, 
despite the fact chat ice safety and eEtect.veness had not been established or 
considered by the iicenetvg Authority. — 

5.9 hepatitis I vaccine was considered. At present thara ig no evidence of any 
risk from the material licensed in the liii and It was concluded that the 
licence should remain unchanged, i.e. for use in high-risk groups only. Such 
groups have a clear risk of hepatitis B, which Is a serious and potentiaLly 
fatal disease. The position, should, however, be kept under close observation, 
It is recommended that the adnufecturer be asked to provide ongoing data 
relating to the safety of the product in respect of AIDS. It is understood 
that ARVI have recommended that the pll].S undertake, CurvRillance of retipitat_ 
of Hepatitis a vaccine, and such a study has been planned by the PHLf; the 
Sub- Comalttae supports this recaeunendatlaa. The currently liesneed vecclna, 
manufacturer! by 1t5C, has been subjected to three separate Inactivation 
processes, and it is tecoamended that any new raccinms derived from buss blood 
should be licensed only if subjected to similst stringent treatment. 

5.9 both imminoglole:line and slb..mins were considered. At present thasa is no 
evidence of risk from these produ:Lee, and no action 'was though to be justiflei: 
bowever, the position should be kept under close abaervatin. 

•ta Hinny aroupe, inet.is  nCS9 and outside, ere professionally invgiveci In the hiLii 
question. The flab-Committee recommends that the DHSS rskts sure that adequate 
arraagementa are maintained to ensure coordination of activities between these 
groups. The PHLS, through its Coma cieA bla Disease Surveillance Centre is 

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

Page 3. Agenda Point 5.8 
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ac )Act : NI- 15 

Ta: Hacm ilia Directors, Errlshc 6 *Lies 

rwsrsrw c ewr - a~ZLl~lt t9 

WED TX 

As 2oi this moth, a new Ps te pt wnorsetrate !type 9M is low r L*eing the 
unheated product type >glll, Ceness1 emceed tier,t issue will bcgi Wtr the 
nett vsck of ors., If yea wish to reaeiyp a s, y 01 Fgct€r Ix coo-rttrhtt. ' it 
Ss esentLal that s List of named patleats to be treated wLth this yraluet be 
Sant to Dr T SnapF, Bead of Quality Control, BPL, as so06 u ppaoihla_ In 
oddly oo please telsphorw kiss Packing and r7,epatch Section textaratim 3711 with 
your product requuirecents for the first issue. Turther supplies can be 
Lota4rcd rat co eat tither by ealeph00e or by taaireg the poet rd aswlaeed with 
earl delivery, but only to those clinicians vro have submitted patient 
11stings. 

This new proeuat, o tainirq a nominal b00 iu per vie.], has be
®0"C f r 72 hours to inactivate viral agents /including hepatitis 1IfIDt 
V ruses t t Cannot yet be assumed to be fees from viral .0ractioa. tics" 
ei ao encr e,.1  data shwtl. 

The conditions of bsiatiag bave little effect on tMs fantcr IY. II, and X 
content or solubility of the con4antrats. Pr.Lteinsry .tutee inaieate that 
the in-v.uo rs ery sM half-disappnaranee time from the c;1Nlation of factor 
D4 eetSvity are unafimct .

A study of factor IC infusitaaa into dogs tusing this product) in doss a 100 
unite per Itg indicate that there is no risk of disseminated intrava$eti1ar 
uN agu;iaticn. 

CLinieal trials at speeifl.sd Batt tphilie Centres are nett in prcgrerss to gain 
evidaiN a of reduction a: eLlminet cn of viral tranamisei®, pertscslarly tbttkB9 
when xransarission. ther assurance is sought over treedoa ?rum rist of 
viral tramsmiseion. If you have Under ygor care, su4tebic patients who xoild 
be able to participate in a ciinieal trial, the eaeloyed protocol should be 
used far this purp ee. (Pleasz see the Melva far further infarmsrian 
on its mica). 

in aeoordair_e with the requiatory requiramenta the pra4uct sts;Wd be issued by 
clinicians on a nasuai patient kesia until a product licerros has been granted. 
It is expected that output of the 97, ocav ntrate from the date, of first issue 
will er.tbIy meet tt* dancer.'_ for !mated factor 1?S ccnoaxit atss )far nee is the 
treeteoent of gallants with oor4caital deficiency. 

For army further in!ormatioo, Please ars:aet; 

Prmduct SenJix* Pepstrtardnt. d'L. 
Dl-953-6151 r 200. 

Letter from BPL Product Services Department to Haemophilia Centre Directors. 
Dated 7 October 1985. 
See paragraph 2, beginning 'This new product' and see Paragraph 5, beginning 
"Clinical trials". 

- Page 45 - 

ABHB0000170_0046 



taintedblood.info Accusations Document 

Letter Ref. "Virgin Haemophiliacs": 

TM at.OT 1  SH rd,%TloMp:L B:.Oo 1 F-.A,q.``.FJS1QN S EP,, VICE 
Hem-dquartars Unit 
E"'i ns Glen Road 

ry Edinburgh EH17 701
3i61~4 2377 

17tr February L9e4 

o te#cgy 
Vcti-ens' tp hbnpi W .J-

1, rot t to ee..#ira, ovr a vsrs. tion last Friday et

We hope to ha a sufficient sat heat treated factor VIII Car 
limned elsnical et,dioa by Septeroher 19~1n. We are psrticu3arty Ikea 
to eea part a8 this pruducw to pat into 'virgin and 
.rotild mach appreciEte 'she aca'iatanto of the U.K. Ilaeanphilia Contra 
Direater'n dorkinp Party eh Hepatitis. 

Far your lo%crOat I ancl.asr the aualyttcl DroflIv of the 
tw4t bet of chic Prvduat. 

Klndca2 tcaards. 

8nt 

Letter from Scottish National Blood Transfusion Service to Cardiff Haematology Department. Dated 
17 h̀ February 1984. 
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NRt of the FlSpppphilia l~ference 
tientre  Directors Meting, blood products 

Lahore, tOry. Elattee 10/I2/84 

Present:  Prof. A Rhos tchairma,~1 
Dr R 5 Lane CBPL1 
Or T 5nape (err
Dr M J lia cve , (BPL ) 
Hr P r'c roe E[.I 
Mr N F1_ttet IBPLI 7 ?-'~ - - - --- --
Dr  J K aUILiL iBPL 'j J Or P Aa,.znoff
Dr P Jones "~~~.• ... ... _ _. ._. 
or C faidlan~ ----------------..-. .~~ 
Dr Y' Preston 
Dr E b yne 
Dr B Gwwon 
Dr A S+nithles (a ul
Or J Gish 
it 11)e1~rore 4C" : , J `7 OJANtaps 
Dr P Mortimer I Pf1181 ---^---«--_- 
Dr J Craske i../'.0 : ~•o - 
Ur C Forbes
Dr C Ricza
Dr G Sava
Dr R Tedder CMlcldx HasD..J GRO-C ~~ 
Dr t Ter4e - i y "~—`. ~ - 

In addition to the previaus1y circulatal &e  , an aide-ra asdir vas tabled by 
the Cheirnan. This cnvered several paints for discussion at the rreeti . 

Item I tntrodt+ccion tv the,a,actir~

The chairnI5n autlift0d that the resulting publicity surrourr1Lng the 
eve~rrs i wuastle and Australia, and the continuing work or 
urriy Iii, tray precip1tated todays ma+ti-ng, 

2t 2 f 1) H1LV 111 5rtibodv creeji1 

i]X Tedder reviewed the cvrzent situation by saying that the 
Gallo cell line -as available for investigation although 
the USA had made the isolates difficult to obtain. The 
British isolate reguiz,d an organisation to handle the bulk 
vixue culture Porton CPfiL) and wellair, are rJe only oeea 

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 
i rtgct;vtian by detergent ured additiorwil prospects for a 
aaEer produtt-

Dr Smith stated that the criority had been given to Factor 
Y111, although Teeter IX was capable of being heat treatadd. 
However the problem of potential thrombogenieity was sefor 
C6AC^rn and no ItT-Factor IX wcul be issued even fur clinical 
trial before animal ax)ericr nts had confirmed esfety. 

The present stock of Factor Viii is being considered for heat 
treatment, Not all batches were ssitahle anti these would 
remain available an non HT Product. 

Currant work is directed to making available limited guppies of 
a heat treated prcxZuct to 2prii i9 S5, when it is expected that 
all batches will be heat-treated. A new product ci higher 
Specific Activity is already Bing prepared which will with-
StaiYl more severe heat-treatments and other treatment4 ftecigned 
to inactivate hepatitis viruses es well as IflLV III_ 

Dr lane remarked that in order to determine the e£Eactivaness 
of the heat-treatment,spikira of Factor Viii with antigen was 
required prior to heating. The prevent methods used by this. NHS 
and commercial companies may still leave an active antigen. 
BPL would therefore be looking for follow-up studies during 
19ES with Reeauphilia centre support_ 

Or Lane advised that HT materiel in large quantities could 
not he available before April as equipment had to be ordered_ 
Thew had now been placed for all the required plant. 

The Chairman commented that "CDC type evidence" Eor SPi. i3T 
batches was it anent. AFL would neai to obtain this evidence 
in support of their marketing of the product. It was eccspted 
that with limited trial facilities available, the lads producers 
were in conpetition with acmsre~rciale for trial studies. 

Dr lane advised that it was too soon to be precise on the 
yield losses involved, with beat treatment, users ahculd not 
assume that the higher purity product meant a higher loss 
yield_ observed losses , far for the standard heat-treated 
product were similar to those Pound by commercials. 

Dr Craske in response to or Lane, advised that it was too 
roan to know whether the Aids implicated batch of NITS Pact,os 
viii had caused seroconversion. 

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

Page 8. See paragraph 5: "Dr Lane remarked". 
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NMIM OF 3rr PABpPPILIA J!CE 0 iDBE UI L'POD 10 DECE"ER 1g.?.4 

i,  >leckep'ourtd 

Ss far thirst patitnte wit phills we koowu to have 000tructud AIDS.. 
two of those have died', About twenty four other seats are krmwo to he►e 
pereteteet genermll..d lywph►d.mopathy C L), lu.0 eight heuwired 
hi.soploAliac pmtients hove now been t.mted for rrLP 117 aat1body. test 
Ineldeece of intibod*' to S71T III In tlFeaoph[line petis.ta overall is of 
the order of thirty five pus' cant. lbwevtr s.venty It,. per cant of patirota 
with nature haeaophiiis Nave the antibody. Of four thousand haeemphillac 
pottent. soave two tbe.ased Cam be coa.idured to 1. Severe to. remainder 
holed .odsratu mod sill came.. 

Z, As you know I lrei lavtted to the straw sestieg held at C&d. haedgvsrtera 
and arranged to 1lm0111 the isplleattuuu of ArMM for hasaophilie patieet1. 

we sae .:peat a totter tram the Dir.atorr to the T4partaeat with a atataaant 

of their polity dectalon.. A latter .43 +loo- be east to .1l wsemphiii■ 
Cemtre Direpton .arising of to. d.oimiont taken by the Itufar.eoe Ceotra 
lKtectore. The following wain towns e.+ di'mrasoad. 

a. -fewtie haoeo j1ip pstLebte for lfl9 'III lctibclty 

Dirsctare .0114 lik* to test all breaaphiIter pati■atA in ard.r to 
establish their antibody status. 
thought tole 9rovi5.d they were not oiUtj all apecineee at 
chew they could test meet of tb►sa patients. l5u1 would need additional 
te.00reep to do this. 

leassatptsncief is to. remalta of the teat. raraal that a st%dy Of ohs 
hasaophililo papulatioo .soli provide the 14valeable material to 
tecrsade our keuwl a of the di aaaAa. 16es developed 
the pal'. test s. uetgg the 6alle Isolate obtained with hie 
perarispion thrvegh Professor aaipa. I baliev► ■ stadl of haemaphilluo 

p.tiszts u011 be rsgurded as a unearth projrct pw and Dr NortiSwr 

CCLLld provide ravilitia■ fay doing theta toot.. Dow.vsr I *Ko told 

Chet little support ham been given to the relevant eecttam of the 

virus Ilefereaae t.boratdry rl`eiff - emrtdopt da a shoe string. It may 15 

ppprapriate to ■sic WV  to treat testing as a priority. 

b. Paelinn with lueaOIt7tltrc p.tieete 

It was .Reed that m11 beveophiliac patients ahsuld be eoueasllsd to qea 

barrier setbodo If eontr caption is order to protect th.lr heteroseacal 

Gontaet,  Pitipato 'oho asked for their @1I.r III antibody test r.aulta 

sh.ald be informed of tb.p othsryts. it is op to iadlvidval Diractora to 

decide .hdther or net they wiab to tell the }shouts their r.sulto. 

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

See Point 2a, paragraph 2. "Testing haemophiliac patients" 
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Chapter IIL• School Trial - Lord Mayor Treloar 

BLOOD PRODUCTS AND PLAS)IA FRACT70NATION LABORATORIES 

A . BLOOD PRODUCTS LABORATORY 

Report to the Advisory Subcommittee on the Blood Products 

and Blood Group Reference Laboratory of the Central 

Committee of the National Blood Transfusion Ser"+ice - 1976. 

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

Page 1. Letter Heading. 

- 4 - 

Coanulation Factors. There is active collaboration between 
Eletree and 

oxford. During the year improved working 
procedures for factor VIII assay 

and statistical evaluation of 
assay data have been developed and a 

factor VIII house standard 
introduced. Both laboratories are collab0rotin8 

closely with NIBSC in the 
preparation and standardisation of the 

first 

British working reference 
preparation of factor VIII (concentrate). 

The laboratory is 
collaborating in three clinical 

investigations: 

Trial or factor VIII 
concentrates in homy treatment (BL Eletree, 

PF Lab Oxfords Clinical Unit, 
Haemophilia Centre, Oxford; Dept. of 

Haematology, St. Thomas's Hospital). 

Trial of factor VIII concentrate 
in prephylaxie (BPL Eletree, 

Lord Mayor Treloar College, 
Alton). 

Hepatitis in haemophiliacs associated 
with the transfusion of 

factor VIII concentrates (I3PL 
Eletree, PF Lab Oxford, Clinical Unit, 

Haemophilia Centre, Oxford, 
haemophilia Centres, Newcastle and Lord Mayor 

Treloar College). 

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

Page 4. 
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HAMPSHIRE AREA HEALTH AUTHORITY (TEACHING) 

NORTH HAMPSHIRE HEALTH DISTRICT 

Oit04:Ot . TRELOAR RACM43PHIUA CENTRE 

A. ARONSTAM. MB M.&C,P,th= LORD MAYOR TRfLOAR HOSPITAL 

Rxdn4staka 3ZO2 Ext ALTON 

GRO-C . ! GRO-C ! TSIepl►rane Ho. 82811 Fact. 2S3 & 211 
L._._._. . . . . . . . . 14th May 1979. 
VUNcR e ftthLL a
Withington Hospital, 
MA CITSTER N20 BLR 

Dear 

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

yours sincerely, 

Letter to PHLS from Lord Mayor Treloar Hospital. Dated 14 h̀ May 1979. 
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Oxford `Chimpanzee' Letter: 

(txrilklls111RL HEALTH AUTHOKITY 

O f0RIJ UAUMOPI-#ILIA CENTRE 

575 

To all Haemophilia Centre Directors 

Dear Colleague, 

Churchill Hospital, 
Headingtoo, 

Oxford OX3 71J 

11th January, 1882 

You are no doubt aware that at least 4 commercial companies are 

about to introduce preparations of factor VIII and possibly factor IX 
that have been processed in an attompt to reduce the risk of transmitting 
hepatitis 13 and non-A non-B. As far as we know the products have been 
subjected to a heat treatment process such as pasteurisation after removal 
of the bulk of fibrinogen but Other methods such as treatment with 
D-propiolactone end liv-light or differential adsorption-elution may be 

used. Although initial production batches may have been tested for 
infectivity by injecting them into chimpanzees it is unlikely that the 
manufacturers will be able to guarantee this foam of quality control for 
all future batches. It is therefore very important to find out by studies: 
in human beings to what extent the infectivity of the various concentrates 
has been reduced. The most clear cut way of doing this is by administering 
those concentrates to patients requiring treatment who have not been previously 
exposed to large pool concentrates. Those patients are few in number but a 
study along thoss lines is being carried out at Oxford to determine the 
infectivity of factor VIII concentrates produced by the Plasma Fractionation 
Laboratory. Oxford and Blood Products Laboratory. Elstruo. This study shows 
that it is possible to demonstrate infectivity using quite small numbers of 
previously untreated patients. It is very important also to find out as Noon 
as Possible whether the manufacturing methods used to reduce the hepatitis 
risk has resulted in a product with undesirable characteristics such as high 
content of denatured protein, reduced factor VIII recovery in vivo. reduced 
factor VIII i-life in vivo. increased incidence of factor VIII antibodies or 
of immune complex disease. 

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

1. The best way of assessing efficiency and observing recovery c= activity, 
side effects etc., is by properly conducted clinical studies. Since C 
number of products are likely to be introduced in thro next -e:. runtheu 
cure of 'at risk' patients will be needed for this ccsss1rw,r. It is 

for the treatment of such patients that producers will make
products available. If patients at risk are treated on o 'us- 4ee; paLient' 

basis they will he unavailahla for clinical trials and the r~eults will 
bra of anecdotal value only. 

Bloom AL, Rizza CR. Letter to all Haemophilia Centre Directors. 11 January 1982. 

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

2. 

2. For the purposes of a Product Licence the manufacturers are required to 
set 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 there would be a requirement for samples of each 

batch or batch protocol to be submitted if requested to the Regulatory 
Authority for assessment at NIHSC. Manufacturers could be laible if 

subsequent batches failed to meet the original product protocols and 

import of such products could be prohibited. Although it will not be 

possible for the Regulatory Authority to check infectivity of batches 

as an ongoing control, measurement of total protein, clottable protein, 

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

the materials have been properly processed. Even if factor VIII 

concentrates are subjected to similar pasteurization processes as those 

used to sterilise albumin and other simple plasma protein fractions they 

may not withstand denaturation to the same extent. Formal trial of 

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

3. Use of a product on a 'named patient' basis is often justifiable but 

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

interests of patients. 

We are therefore writing to let you know that the Hepatitis Working 
Party are discussing plans for Clinical Trials of these products as they 

become available and will if necessary request exemption from a clinical 

trials certificate in respect of individual products in order to expedite 
trials. We hope that the companies concerned will collaborate in these 
trials and will offer appropriate supplies of their concentrate as well as 
financial support. 

Unfortunately there is insufficient time available to air these 
problems at-the next meeting of the haemophilia Centre Directors hut ii yni: 

have any observations we would be most grateful to learn of them as soon as 
possible. 

With all best wishes. 

Yours si.ncere.Z.y__._._.1_. ._._._._._._._._._._._._._._._, 

G RO-C GRO-C 

A.L. 131cum ( _'1;"i
__._._.'._._._._._._._._.E 

Bloom AL, Rizza CR. Letter to all Haemophilia Centre Directors. 11 January 1982. 

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

--4-

11 IN-vilw• el rnrt.r . iji1,' 11 ear to to rhar~tcterizr t.hr trrwwR. of non-%-
n n-6 hppatiti5 with e view to develops-mg t td for die aoair, 
donor acre,, ra to, o:.,. 

1 tnrt.. -bxwld -stlnue to be andc to aanara the tyWa aa4 bPvvr.ty 
of (.krolsr:. 91epetitic, rat - ii lase: f oo factor VTTU Pod LX r~plaf oent 
tlwrapf. 

'i ID1' TIT15 J itcJi 

iJ Pore. Sh.rlm and Blooper Ltd, have, aliarnaCh,i' the I1npeYtit a 1orrin.
Fnrtr witlt , view 'a eo -rTinc not o. In airtironir.it•y I.riot of their 

11 v,i.CihsT In fBr1HO, NnrnophLliars. '1Lia sac, ine Itya twten 
4acwe to give n 90 - 95% protection agetaet lropat.I.LL ,B to recent 
trial lit hoih+enxnnle in Mew York tree ?ley Bog. J. llxt., :t-i'tLL+er. 19110). 
Discua&toec are proceeding with o uiew to 0—minw on' n united trial. 

1) 'recently pubtuhocl evidtoace rraeerning that uwc of ultras vinint lit ir 
and g prvpin-lactose to inaat:tlrete hepetit ea tirttsae in factor 11 
o.a'ea,arrtinaaa cinioed ii,- t tlih, or wore of infvri. Isity thew to nun-1, 
non-1 vLrua!o bad been toed. It if Likely that co a'cial .rsetn,' 
Q ywapwrnl-lasso treated by t1,1, u,othol will hen ewe arallable with clots 
?lo--,t they ore ABACc1Ated with n low ri.xk of tr. nr itt inv ho titian. 
Tho oalp war thrt lnfeattvity for eon-A, Arvt-E hepetitiH ma be shoal 
afher than hngatl inotujatiam in to uwculetlen lot. thirynneean. 
75aste wory tow of theee eninhl8 al'e evtLlahle. it in diiticujt to roe 
hint rver Laatrh trrntra' ii' t hit. nwtitud wl! 1 halve mwl it? control 
an-urt o rich rnrinnct co nnn-.t,  n -El rl on„ chin th fnrOasrttam 
aliould be, borne in rind when c.enridcring pw-CL,aco of tlirwe firtaliernt Lone. 

.1. GaAehe 
FIrnCtir• t ,'r Pitt. 

Dr Craske. UK Haemophilia Centre Directors' Hepatitis Working Party, Minutes. 24Th
September 1981. 

(See point 2, line 7). 

` I iL;',U J`t " 
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Chapter IV: 

Strictly Confidentiol 

Professor A. L. Bloom 

Dr. F.E. Bolton, 
Deputy D:iraetar, 
Regionul Brood Transfusion Serv.ico, 
Royal Infirmary, 
Edinburgh EH3 9 Ha 

Dear Frank, 

Ptifysgal CYmrw 
University of Wales 

Ysgol Feddygol Cymru 
Welsh National School of Medicf tc 

Oeoartment of l-iaematology 
University Hospital of Wales 
Heath Penr, CardlftCF44XN 

Tat. Cardiff 755944 
Ext ,2t 58 

23rd May, 1983 

Many Fhanic for your letter and For your suggestions about AIDS. This gjustlan has 
been discussed several times amongst those concerned with haemophilia. treatment ants war 
the subject of a special meeting of the Haemophilic Reference Centre Directors recertly. 
Most of the recommendations which yov suggest have in fact been Incorporated by tite Hoemoph`1,c, 
Reference Centre Directors. We have not laid down hard end fast regulations sJnae the defy 
of treatment wi I depend upon local vircum'sfar s. I do not think thaf anyone is ao:nwlocent 
about the situation but I think that we all agree that It would be counter-productive to }ran 
the importation of blood products at this moment. We are however raking. shops to recommend 
that Imported fxoducts from'the U.S.A. at least meet with the now F.D.A. regulations, Your 
comments aba.t the use of cryoprecipitate and N.H.S. factor V11 

I
concentrate have bean 

incarporoi-ed into our.advice although of the momenr we are not rigidly ditferenttoting batwean 
cryaproclpltate and N.H.S. concentrateas fangs severely affected patients era concerr„eda 
any rate. I think that this is Implied in your recommendation number 2. With regard to defeima.z 
of home treatmenr for now patients this Is a ,natter For further discussion. The J aemo hilie 
Society have expressed concern that we are not expanding the home treatment'] with svffioIettl 
vigour and this whole question .4 11 no doubt, be on the agenda of the next Reference Centre ctid 
Hacrnophilia Centre Director's meeting. No doubt you ere already aware of the reea.nmersdaHens 
marle of the recent meeting of the blood Transfusion Centre Directors. 

With all bast wishes, 

Yours sincerely, 

A.L. Bloom 

.o. Dr. C,R. Rlze.a 

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

(See lines 6-9.) 
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YAP:R 11 

#CTlO ALREADY TFt1 BY RtiLEVA4 A ?hOf(ITIFS fldTSit' THf. DEPARTr.tT 

1. Action by Regional lransrusian Directors 

At their meeting on 1B t4ay the Regional Transfusion VIreetors agreed 
to prepare an information lcafiet on AIDS which would be avallable 
to donors to recd at donor sessions and Gould be sent to donors 
phoning In with enguiriea. [Directors asked if the Department would 
pay for the printing of such a leaflet and this has been agreed with 
Information Divielon. A draft has been circulated for comment). 

The -Directors further proposed to make an approach to the Medical any 
Society Ian association of homosexual doctors) to enlist their belt 
in the diascmination of 1nfornetion en AIDS to homosexual groups. 
The Society's initial reaction has been favourable. 

Directors were adamant that there would be no 41reet questioning of 
donors about their sexual habits nor about the presence of symptoms 
such as night sweats! weight loss etc. 

2. Reeoomendatisra or Haeno)salsa Reference Centre birQctors 

At their meeting on 13 ':ay 983, the Hiesxsphiiia Reference Centre Directors 
agreed that on the evidence available and because of the benefits of 
treatment, no rettriction should be placed on the use of imported 
Factor VIII concentrate other than to continue with the presetst policy 
of using only NH3 material for children under the age of 4 years 
and for mild hacsophiliaca. 

3. Row Re I tidna on Donor Screenin by the Food and trues Administratior 
1 A  in the 17SA 

As from 3 March 1923. FDA regulations have required that

1. Educational progremes be instituted for potential donors 
from defined high risk groups asking that tae; refrain frog 
dor.etlon. (High risk groups are defi054 oar persona with 
symptoms and signs suggestive Of AID5; sexually active homosexual 
or bisexual men with multiple partners; Itaitian immigrants, 
intravenous drug abusers and sexual partners of individuals 
at increased risk of AIDSI. 

t . - il l plasma donors to receive information on AIDS. 

W. Plasma taken from a donor in a high-risk group should be labelle7 
to indicate that it should only be used in the preparation of 
a:bumin. PPF, globulin or for non-injectable products. 
in: the use df such plasma for albumin, PPF etc production 

is extremely dubious It an infectious agent is involved. 
there is no eeatss of ksewing that the heat treatment, to which 

these products are subaectedr will inactivate it - DWI. 

iv. The donor's medical history should include specific questions 

designed to detect possible AIDS symptoms eg night sweats, 
unexpected weight loss etc. 

Recovered FOI Document - AIDS Background Paper II. Dated 31' May 1983. 

Point 2. 
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I n y,',i 
- nt t'S on 9 n' (rr -hi@h 

I vatl sa_•:r a -CF7) rit-,.;.;.¢eidirg that A riraa F4III :atuCaa.:s:c nhauld be 
withdrx.n f-en use bAmsuse of thr rigid of transritti'i A11S. 

In cy view this eurgeat:cz to precsture In relatica tti the evidt a sn 
tr,tal's~ncd in t4ct it does tat take Into ieeotrnt the dabs to hsrra,hiliats 
,: withdrawing a major ectores of their W:.TT3'e~grliea. 

Pet-h^:Fe the situsticn in beet pat in Fe poct.l ,rr hr a rtatoaent which was 
drafted to in the miratw■ the e-eetirr. of the ::_rectors cf 
Eaea9;hilia Reference ^ontrva which I at:euded tc=ay: 

'Y..^v Directare have :umtil new reitrIsted their i.e. of F III ir yv1ru[ 
e`hileren (seeder the ate of , t years) and In sift re r :rltil'a^_r t' 'I1i 
a.ateria/e and we etnaidsr that It v;als be r'._as,apc^t to ,ei~sa 
with that policy. 

.sere 'e rr : sufficicn: avi.er;aa ter ^ cti t the ant o:` tmrerd Se'::: 
r;rc¢r.Ssatee fi7 elhaT ra::tc~s !- c;,. • •, the ec.-seta of thr et 
but the .:'-utter, brill bw kO;t s`_r•:•:,•etr :r.J - r view 'y.
a su7-'r•IIllence eyetctn t+hi-h i.aa :4ec Sra;'-ta.ee'-a: by rti~ _f :eralar 
7.eetins of the Referea-e We^.trs Elre;t:rs. 

Th? 7ircc%.rr n iei^oo a ti<e fart e feel.•na: ':r&&s^pair:+ w ;eat -re 
would to ceettng `.o crrrider et''e °:^.`. c^ui' 'nk-*1 t: ft --I ?] .eda:. 
olcrtse t e +fit hr in a 'a'aCe~ :h^as? * ^X-aP-'• - -a:«_- '-St-i A Y. 
(1: t is stets=t-• a• :7~ ter?:~t'.r^~ `.1R +.! :},' ~1'L^tc9 has•: t^ra 

eirc+s:ger.dy .re~s.r.-'r.- Lag -- . ip --+^lr~, :p :hr t!AM 
r~ 1 

Ji:h •spn •d :r, -he cir-r rjr c +"7 FaaS vhr'?i ha;
I sut,r-n% that t ' .  ba :rev'-:Pd :o -e;rsapnt hc•t:7,3S1:I 

t:"! c,`,: tetora. 

!ED SFD 
9c+:a 1r.+15A ?.A:ir 

t GRoq' 

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

Paragraphs 1 & 2. 
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4_ Mrttcrs erisin¢ frog the misatces 

The Sub-lion tteo noted cha w.SW a eavice en application previausly secs by ear 
Sub-Comci. ttae. 

5. ired Imuune Deficiency Syndhothe 

The Sue--Lnmaltt€e:' consideration ai t}aa queetio0 of A1L3 and licensed bXp0t1 pir+iatts vas 

iug cited err the Eollawiog expert advisers: 

frofeasar of Haevatolo Weis tSnttal School of FSsdicihes., 

Cardiff @nd QzaLrma-a of the Haearrp .L1ta Centre Directors Committee 

, ConaulraAL Virolag1et, P ; 

Dirrretor Pf the Co®tnieahle btsea9e Survel11.ace Canoe PHL$; 

bir c:.t OY, Re giCsnal Blood TtxnStvsicds Labo-rsturf. 4ta et, OS555 

gdvteer Lo Aloud IranSfusion, 

Canswltant viroLoglst, PKLS.

4M.-Ld4t5ti4R '.inn given t1W, t n curt%ot ITA- satire n•+Filable oa :s :deuce a i 

cpideminlop. aetiology and related factor. Stratcgiee for li.tcting at altaiauting 

fron blood products were exauainci, together with poscibla ptactical aeasores, 

17ie followiug. cootLuoasaaw were rearbcd; 

5.1 The cause of ALBS is unkaarr., but sA tnfectioaa aeLlolo }r eewu8 likely. A 

previously onrerogaided or new ageslc may be respneslble, but repeated expasur€ 

eo, or reactivetioa of, kctoea a rts r Ceg CHV, I8V may be involvci. 
Soighteoed susceptibility amy be an important factor. e.g. imsrnological 
d'.stifiieeiea 1odued. hj u.euSul as vlial pra ti4SS Or emtoaure to blotr3 gtn•3r- -_ • 
Based on tho ciiuteal evidence., trensuissibility of the CUPposnd aga+st(s) 
appears to be 1 , re4u1rin5 litimats contact or 112trod4lctia4 into the tissue?. 

5.2 patients who rsepaatedly rscaive blood clottisr factor eol+centratea appeer to t-
at rids., but the evidence so far av4l,able suggests that this risk is snaLl. 

The rick appears to be grasteet in the case of prodwr.t„ derived from the bleol 
of ho ascrraals and IV drug abusers resident in areas of high. iacfd.nc4 (opt. 

flew York end ca.ltfo i ia)1 sad in tboue' Who seer-+ dly rseeivv enncenttate, in 

high doaagc. balanced agAinat the risks of AIiD6 and of other in£tctions 
traasaitted by blood products) are the benefit.e of their use; to the ease of 
bemaclhilie they a.c-r lifs-naviag. 

!i .3 Tae poesi'61llty Was eUnsidered of withdrawing clotting factor Coneentratea from 

the asrket =nd replacing the with crpa-pTcedpitate. It Was concluded that 

this is nor feasible in the ilK on grounds of supply. 

5.4 The poesibilicy vas considered of withdra g US preparations f rom the M. 1' 

was ceocluded that this is net at pe ar feasible en grounds of supply. 
lioreLiver, the pctceived lesel of ri6k dues not at preeent jastify Oetious 

co,,idratLos of trcch a solution. lZfopts are becsev.ta being made to secure UL-
indepeaQeote of foreig suppliers of clotting teeter concentrates. Tae75 should 

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

Page 2. (See Agenda Points 5.3 and 5.4) 

- Page 58 - 

ABHB00001 70_0059 



tainted blood,  info Accusations Document 

NATIONAL BLOO i'RANSPU$IQN SERVICE 
NORTH L01413ON eltdOr0 ANMu5jQrti CErrTR# 

p~!A10S!R K ROAD 

af- e+._ Gffl l~9iRai EQGWIARE. MIDDX 

c MA6 9eD 
rw, olw! 4F1.162 eeI i 

Z9tb tlet obe r 19 i . 

epertmcn t rf Heal t;h and 
Social Security, 
Senn&teal FFavee, 
flephaft 3pd CI ti
L~amde~r~ 5t1 47E.. 

GEar 

Then3t you for your letter of 25th Ottcber. 

Fartunit~ely for Lisp we ware able to start spat]-HTLV-H! 
soreehaag unof11ca.aLly Croy the S3rd 3.pte-mbt.r 1935. !incc ve 
rarely hairs the 1'J Lry of too much blood gathering dust In the 
'fr Cgr arad sin-c our supplies of frcah frozen plane get anappeh 
up Merry quie1cLy our only stored diatc-rSa3 lA cryOprecipltatct We 
bake bee Storing a$rud 8-&nples :ram dano.- a for aevarai mQn.h4 nu,, 
End we are going through the record -5 or 4'.r Cryopreelpitate atckekF 
too aheak which stored egnarç aemp3 aorreapcnd to 9nc stocked 
.Material. In addition we will lot able to test thane 
aryapr.aipitate daanars '#h r.ta:rn to guns ~urthor eonol'ti:iane s4 
th1, prr~blem is ih hand. 

Hatur.]1y we aanpat corsment a uaraotine1 atoaIea of pooled 
p'laaraa for trictionatiaa at Elatree but aasur~e that the heat 
inactivatrioo will carer that $.peat;. 

GRO-C 

Recovered POI Document. NBTS Letter to DHSS. Dated 29th October 1985. 

(See final paragraph.) 
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Ili CtINFLDEt CE 

H?.AT rMEA hCI` It VIII 

C[-iCf will W12 to kDC u tritt "Mrs Is 81 heeraay cvidenve t'sat hear,Qplhilisc 
par-le'n to are serocD rv!rting to becc4no anei. RTLY II = ;posit- vr. e t r:e
1Siv*r heat tr'—tad ,Factor Yrrz_ 

1 is could be laecsusel. 

1. Theyr have servconvertmd seers meethA after haying received a.ra1—treat-ad 
product (the use of beat treated Factcr fl1 arty became commas at the 
eentenlrrg of 15a5I 

2- rtain beat: treated praducta arc nut being subjected to suItizient 
inactitratiort. There is ecsrsidarable' sarlatiem between t zie oetirnds a e•d 
Ofd tree Go®arcla1 firms and In carticular the Protein Fracticnatiam 
Labarntar'y in Libsrtnn In Soo61and int<roduccd on e ehortt teams Oasis a 
very graicic meths) i4it i tiej thou .ht. might i:naeti,aua the virus,. St the 
beginning of this ymsr. * here that ti is trite latter whieb e. j be 
inp2lt .tad .Its she larar=tivp t have r^eeeiveo. 

The Blood Products .Laboratory it Etat-ree were rattler late starter -e '_r 
neat: beating their FaCtor ?II T but are Probably now pradreiig the 
se.feot r ducz in, the ,rand. The; 1a good avid4r:ce .hat: .Its 
prclvnged and high ttmpersture treeatramr~t, 

Ls 5nalctivsttlm9 the exKo-.t ucn-n atger.t- it )ties Smer. 
■ppsrent for 5o0.s tips that comoerava1 heat tr tad !actor YIII. 40ca 
rat .nsctivate this  ofnn..

Whether or ncrt t2t4 neat Creace1 prt+dLct Is transmitting 8TLV III +rill t*1R* 
sort time to d:serrtan3=e. VO brut atravolon- lY s erwod in all our 
answers to P5 that beat trestnerat aho&1ry inactivate JHTLV M. This note 
15 J'FSt t6 eAPn site trbe need fOr continulrt6 to do no. 

2d lb*eber

GRO-C 

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

(See points 1 and 2 and paragraph 2 of point 2.) 
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Chapter V: 

CET'TRf.L BL00D LABORATORIES AUT1tORITY 

CENTRAL COWiITTEE.FOR RESEARCH AND DEVELOPMENT 

IN BLOOD TRANSFUSION 

Minutes of the fourth meeting of the Centrel'Comnittee for 
Research and 

Development in Blood Transfusion, held on 9th November, 1984, 
in the Board Room, 

the Crest. 

Present:

ig>!
-

In Attendance 

6184 Apolo ie~ence 

An apology for absence was received from 

7/84 Minutes 

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

as a correct record. 

8/84 Hatters arising from the minutes 

8.1 Genetic Engineering and Blood Products 

The Chairman confirmed that following 

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

of BPL •had recently visited the USA to discuss possible 
research 

and development collaboration for the preparation of Factor 
VI11 

through genetic engineering. Two firms, namely 

and the fl , had now made significant 

progress in cloning Factor VIII. i held a controlling 

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

of , the Chairman said that no encouragement 

had been received fot any development collaboration 
with the CBLA. 

have an arrangement to prepare a final 
product 

from the cloned material derived from the work ate 
and in 

discussions with I a similar lack of enthusiasm for co-

operative research was Doted. 

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. commented, however, that if the UR was 

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

as possible in regard to possible licensing. 
emphasised, 

however, the fundamental need for a product in the flirt 
instance. 

- I - 

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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7da 5BDTEHBER 2004 
VCJD INPLICA- ED BATCH NUMB _PS 

Table L;Proeuctsnh~etheHelih3 dof3redp,entsupassiigthej11e31701tdaceforpitlicIleatI purposesisHIGlP 
THESE BAILEES SHOULD BE TRACED THE 14DIVIDUAL FfCIPitr rc CD1yt0EFF7 AT-PING OF V(30 F)P. PO BL_IC HEALTH PURSOSES, AND SPECIAL PUBLIC FEALTH P50(511110115 151405 

FacD- 10I F0a IT A-4rhn-rb-. 

-V me 
Yal See 

Iacch F~nbe, Reeaedate 3ra r 
Ya1 Six 3,. Nu•,be Rdeese d,•e 3•.nd nary 

 
Bad: Hatber FlLel s Dae 

IY StO 0150115 260693. 9A 600 F3400S22 24.0690 4rt0,,e n' t O .1TA4535 20.12.16 

IT 600 015450) '404.93 9A 600 J44239B 09.07.93 

00' 500 1154441" 1t0795 9A 600 F1443454 90094 

£Y' SID FF84S4'' 011196 

E'Y' 500 1.84596' 06059' Repeee 500 044327 2.1094 

Re enne 500 FI94437 11.1135 

250 9(35293 230590 Re 500 131440'6' 23.0549.' 

3Y 25) FFU.05g _01290 Bpnni S00 F93)625 W.07.2' 

3T 290 9101037 090395 

4fCEF1x 276 3562-23211 -4.030' 

Date SID 9454437 210995 

Rep54rt? 550 1}14536' 040596 

500 0ff4544' _71096 

Rplenete 1550 *4625 25078' 

If prtyFl 550 FE4L 3.19: 

11rteFS 500 15F74014 06055' 

[8'PFC 160 LBIt-5320 02099; 

26'PFC, 190 0504-35010 _4078' 

TYLI 16 TOW E Tut 1 

Al ptd m late: -dudiy 6c6es r, ec sIj otP,ed a:a•~3^
'Al god cc -rnuladurec it LIC: Ped ns m ar_Fc+red b, Ste P r F=ctinAir, Cettn, 5ne 0 ,d a,ad.aIna50'CPC. At en ar P'od.r t axd by Ba R.educv lamiany 

vCJD and Plasma Products. Tables of vCJD implicated batch numbers. Health Protection Agency, Colindale. 
Dated 7th 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: 

14-C t_u 1~ 

AIDS - DEVE.LOPMr OF DIAGMMOSTIC TEST FC' taLYST1 

I thought it m_..nt be helpful if I records the main points made at the meeting 

which Miss Ed. ..-do, Dr Sernee. Dr - •aveney, you and I attended on 31 July to 

discuss the :apes' you ei::vla -ad with your minute of 27 July. 

It was a^-eed that Ministers should be made aware of the arrangements to screen 

al] bloc donors at North West London FMC to start in October. A. note might 

also incitde a reference to the neeu to _find funding to scale up production 

of the test reagent. We agreed that it Parker's suggestion that the Supply Ri_G 

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

The note might also need to deal with the question of publicising the research 

in Such a way as both to take credit for Government support for development 
of the teat and to make it clear that the arrangements at the North West London 

.FTC were experimental, le to forestall pressure for the immediate availability 

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

GPe and STD choice. 

We discussed the need for a group to advise the Department about the devclopmend 

of the teat and saw parallels in the arrangements which had been set up in 
relation to the development of hepatitis B testing ie that the initial interest 

lay with MED SEE but, as the need to develop service wide provision gran transfer 

to MED IMCD. There were particular problems, however, in relation to the 

teet.to be made available for blood donors on AIDS because, in addition to the 
implications for screening widely for AIDS, eg through 5TD clinics, there was 
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 Tranafusi on Service and that it 
would be helpful if he membership of my group included en expert on STD 
services, eg CMD•e -nau. ant adviser. :eed to net up a group should be 
mentioned in the nose to -::aiatere and - interest in the creation of new 
advisory groups kept in mind. T. :erns of reference of the. group Would need 
to cover the following: 

The applicccion of the tee' 

Follow-nip cf cases with contaminated blood tranfueions 

Implications for blood donors 

The implications for cases identified by-the test as possibly 
carrying AIDS 

The wider use of the teat. 

It was agreed that HE and CHD together with medical colleagues would consult on 
the drafting of the submission which should oriFinste from the HS/MED SEB side 
of the House. It was for consideration whethe- -he submission should also deal 
with the blood donor leaflet e•S '' '' also to -e HEC leaflet on AIDS which is is 
preparation. 

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

.c1
31213_,

7 1 July 1984 Xxt 'GRO-C 
cc: 

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

(See paragraph 3.) 
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Coventry and Warwickshire Hospital LLJ Stt i c v Stanton Rn,id-C(1vt ntr4' CV1 4FF! 
Tihrphrmi , (i t1.i 24( hi 

Our Ref: MDW/SD 

lc:ur Ref: 

Date: 2nd June 1 93 

Dear 

I am sure you are aware of the recent publicity 
about Acruired Immune Deficiency Syndrome (AIDS) and 
the possible risk  of this occurring in haemophiliacs 
using Fec tor  VIII concentrate. 

We would like to monitor all our haemophiliacs 
because of this and would therefore be trnteful if yt+ 
cold attend the Blood Bank, Walagrave Hospital on 

T U N C 3 c, Tv., between 9— 9.30 a m. for 
a blood test. 

We shall then be able to see you with the results 
of the test in the Haematology Cut—patient Depat-tment, 
Coventry & Warwickshire Hospital on J ( ( P i i tt, 2. 3o Q.1 

If there is any problem with the above dates could 
you contact Ext. 5001 at Coventry and Warwickshire 
Hospital. 

Yours sincerely. 
r---•-----•--------*-•----•---- ---'---•-•---•-------' 

G RO-C 

Dr M.D. Williams. 
Registrar in Haematology 

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

AI TS r UVEZ4P)O OF DIAGNOSTIC TEST POP ETLv III 

Since op minute of 6 July there have been farther developments regarding the 
radio immunoassay for antibody to E12V III. Some 2,000 tests have been 
carried out on AIIS patients', patients with the extended lymphadeaopathy 
syndrome, homosexuals attending STD clinics, haemaphiliaca and others. The 
findings shortly to be published, confirm the presence of detectable antibody 
i.e 28 out of 29 (96 per cent)AIi patients 904 out of a 117 (88 per cant) 
patients with extended lymphadenopatby syndrome 60 cut of 288, homceemml patients 
attending STD clinics (2D per cent) who were apparent;,, otherwise healthy 
barring their "normal sexually transmitted diasaeee. 

At the beginning of October it is planned to start screening all blood donors 
at North Vest Ioadca RTC. 'lnilat the latter trial will be a research project 
we need to plan ahead for an anticipated extension of the screening teat to 
all blood donors and to others at risk to the disease. Attached is a paper 
setting out home of the maw problems that will need solving as a censequeaoe 
of being able to detect the antibody in carriers-It is proposed that the 
Department should invite a group of experts to provide guidance so that health 
authorities can be advised accordingly. 

27 July 1984 , 

to Sib 
lbm 102 AHaanihml Bones 
a~ IGRO-C 

copies 

Recovered FOI Document. DHSS Letter, Hannibal House. Dated 27th July, 1984. 
(See paragraph 1, lines 1-4.) 

- Page 65 - 

ABHB0000170_0066 



tainted blood. info Accusations Document 

INS CO1lSFFT [It i 

io. The field evaluaties proposed by L and would not 

require Consent of the participants because the sere would not be able to 

be identified ►rith the donors. 

11. and — recommended that vben tests for blood doeattcna 

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

tested for RIDS. This could be by informing them through 3eirlets sent with 

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

that a lot of donert would not be prepared to give blood if they know it 

we: going to be tested for AIDS. Efforts would have to be made to rvem it 

more donors. It was agreed that Departmental Iega2 opinion should be sought 

on the need to laforp, Cr for infbrmed cement of blood donors. 

&...*-ie . 
40 expressed his dt - -ten at •freezer` studies being carried out 

on senples collected from individuals ittendit STD clinics Who would not 

necessarily hove given consent for such investigatio1s to be Cerrried out. It 

was pointed out that such studios provided Invaluable information about the 

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

was iyereed that the manner in which these studies should be conducted should 

be given further C neideration. 

a 

Minutes of the Expert Advisory Group on AIDS. Dated 1" March 1985. 

See Point 12. 

ABHB0000170_0067 



taintedblood.info Accusations Document 

7.3.3 The question of patient consent to 
HTLV111 testing was discussed. 

A positive test result could be serious for an individual patient and the 

implications of tests taken as en infection contr 
lnmeasure for 

d remfor s
taff 
aff0

and
nd 

not for the benefit of the individual's 
diagno 

carefully considered. The BTS wbuld'be informing blood donors, who were 

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

in the context of the diagnosis and treatment of a 
patient it was agreed 

that 2 general clinical approach should 
be adopted. 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 HTLVIII 
antibody. it was also agreed that 

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

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

said that with hepatitis B it was now accepted 
that 

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

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

additional precaation'were required. 

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

- ' . It w9's suggested that the term 'genito/urinary 
medicine 

clinic' should be used in'preferen=e to 
'sexually transmi-tted diseese' 

clinic, and Paragraph 10 concerning the 
employment of HTLVIII 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 Screening of blood donations for 

1- tabled an amendment to item 3 on page one of 
the report. 

The working party of the Regional 
Transfusion Directors Committee recognised 

the pressure tc intrccuce routine 
screening in the l7 as soon as Possible. 

Regional Transfusion Directors were therefore 
being advised to make 

arrangements with their respective RHAs for the 
introduction of routine 

screening, end familiarising thexsel'ves 
with the kits recommended by the 

FHLS study, whilst the H8TS evaluation was 
proceeding. The evaluation 

within the BTS had begun, 6000 specimens were 
being tested each in two 

centres, at the rate of 600 tests a day. An analysis should be available 

in September whtcn would give estimates 
of the specLidty of the kits and 

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

screening of blood donations in October 1985 
and recommended that the 

introduction of the tests should take place 
throughout the UK over the 

shortest period practicable. on receipt or a confirmed positive 
result 

fcr HTLVIII antibody, toe donor would be 
Sent a letter by the Centre 

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

trained in counselling. 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 and obtaining his 
consent for the results of the 

test to be reported to his family doctor. 

7,4.2 - said that the Department would be writing to 
Regional 

Transfusion Directors asking them to make 
arrangements for screening with 

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

between Regional Transfusion Directors, 
but some pressure might need to be 

brought to bear where Regions were not making 
the necessary funds available. 

Members agreed that the screening test 
should be introduced simultaneously 

throughout the STS and that a date for the 
introduction should be set for al_ 

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

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

Minutes of the Fifth Meeting of the Expert Advisory Group on AIDS. Dated 30 h̀ July 1985. 

See paragraph 1, point 7.3.3 (whole paragraph). 
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Chapter VII: 
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Virus IZcferenc Laboratory, 
Central Public I[i alth laboratory, 
E1 Colindale AVea1119, 

Landon N'39 51rs 

t a3titis C Virus it[V} 

anti HCV i W/N(Yr BE'i'ECMD

Con rent:  

 

< K?n Cant 

~i c r~ auf • Jt2 . 
1990 

GRO-C 

HCV Test Results Certificate: HI 1142. No. 01886. Virus Reference Laboratory. Colindale. Dated 1 I s̀
December, 1989. 

See 2i d 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 VIH: 

Im Ifni O7k:nr Se rvw+ r.H.04CS 
Cuter Lu re weed' torreewrrriera 

4t. HMI. The Lord Jankrn of Rotting 
-b„riFn of birds 
''I eT1minrster 
Lorttxm 
stv1A OPW 

p) Uepartm 
of Health 

adr 4.hruec 
25 wiuweil 
,,munr 
swM ?M 
rrr ax 
FaO t' 
milx+c:~. i GRO C 

Our Rof.- CECPO483R - 

I December 20r 

Thank you for your letter of 25 October requesting a meeting to discuss 
recofd ntariagement In the Department U Heallh. I was pleased to hoar that 
you nave been auto to identify some papers to ntep you whin your orqutnes. 

When we met ,n April I expfained that cenan (tapers dating back to Pte 1970s 
and 1 BOOB had been destroyed I appreciate her you wotyd lire to discuss 
this further, however I ti-oughl it would be helpful to wide Co you about this 
issue instead. Naturally. I am eencemed that important files trom this period. 
rip longer exl'st. Anhou{yt These events I00* place a Ore. Dow terjo, my 
ofticrata have underlaken IC explore why important documents were 
deistrnyed 

As previously aleetloned, it is our understanding plat during el® HIV lrngation 
in the 1990s marry- papers frtun Mal penod were recalled for Ota puvpgarf cd 
Ilia litigation. We understand that papers were net adequately archived and 
wore subcequonUy deut*oyod In error is the early 1900'v. 

Otfieala have also estabbshed that a ntrnbol of files were marked lot 
destruction in the 1990s. Clearly this should not have happened. When the 
drstavery was matte ti-rat files nab been oestrcyoa, an Internal review was 
urxloruakan by ulrrtde I umtwnt ind Chit a decision moat prrubwtuly mode by 
an irraxpenencad member of stab. was rosporeibe for the deetnrction of a 
number of tiles The decision to mark the floe for destruction was not a 
deliberatcn athrript to destroy documentation. It is very unfortunate that the 
staff member at Co time was not fully aware of the sgnllicance of The files 
and pie pcnelbally at fuStre Inlgaton. 

I rim swore thur Ile oxPansrlrtn may disappoint eeirne haemophilia Tabby 
groups and I am very sorry that the Oepardmerit no longer holds natty papers 
going back to (tie 197U's and 1980s. 

Al Departmental staff are informed about the pin ciples of good record 
xeep!rtu. In parlicuke nisi pulivas alit procedures for It1e management. 
review and d,eglatat of fins and documents are deigned to meal the 
Dapartmoni's own adm.inlalntwa 'roods and the Public Roeofae Ad A key 
dQV®IOpmerlt in the Department Over the past few theirs has been tile 
mlroductmn of an electronic records system Io hop beep track of e-mail and a 
range of other electronic records. 

Yours sincerely 

tt A-w 
E GRO-C 

NIGEL CRISP 

~*btf but gas iLV Ili lAS

GRO-C 

Sir Nigel Crisp. Letter dated l t December, 2005. See paragraph 2. 
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Q Departmen i' 
of Health 

UNDERTAKING TO BE GIVEN BY AN INDIVIDUAL NOT UNDER THE DISABILITY 
IN ACCORDANCE WITH CLAUSES 12 15, 17, 18. OR 217 OF THE DEED OF THE 
DEED OF THE MACFARLANE (SPECIAL PAYMENTS) (NO. 2)TRUST 

Thia DEED of undenalang is made day of 
1991 by of 

1. In exp* tatknn of racef0in9 from the Macfarlane (Special Payments) (No.21 
Trust the Sum cf £ I undertake with the Secretary of State for Health that I will 
riot al a<ry time hereafter bring any proceedings against the Department of Health , 
the Welsh Offico, the lioeaeing Authority under the Medicines AGt1968, tht 
Committee on Safety of Medofsee, any dlshget rx regionrd heath authority or any 
otherGovenunent body Involving any allegations ex ieern:ig the spread of the human 
rtmuntrde1ciency+rirue orhepabtls viruses through Fac VII I or Fatter IX {whether 
ayopreclpeate or conoaMrale) administered before 13' Deoernber 1891). 

2. I believe That under the terms of the Trust Deed I should be entitled to a higher 
level of payment and therefore while holding 10 the above undenaidrrg It Is made 
uutiacl In my retaining the right to continue my appliratlon brine balance of lhf 
higher peyrnerK. 

Signed and deltvcrad by ► 

) 

Asa Deed lithe presence) 

of:-

Name tied dress of witness: 

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

(See Point 1.) 
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