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

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

We will not stop until justice is done
We are fighting for closure, not only for the survivors but for those people
who have been left behind. We all deserve answers as to why this has happened and
we need to be able to live, not just exist. The people we entrusted our lives to have
wronged us, but they have also grossly underestimated the will and strength of the
survivors of this tragedy. Now we bring the fight to them.
To this day, the British Government has steadfastly refused to hold a public
inquiry into this tragedy. Against overwhelming evidence, no fault has ever been
admitted by either Government or the pharmaceutical companies who supplied the
contaminated blood products. We start the process towards the end here.

‘We Accuse’ will find the truth

This document is produced by:
TaintedBlood PO Box 13421 Moseley Birmingham B13 3EF
0121 288 2361
campaign@taintedblood.info
http://www.taintedblood.info/
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We Accuse…
Accusations from the taintedblood.info Group

We accuse the Government of GROSS MALADMINISTRATION for the systematic
failure in attempting to achieve UK self-sufficiency in blood products between May 1975 and
January 1986.
Page 4

We accuse the Medical Profession and Haemophilia Reference Centre Directors of

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

CONSENSUAL RESEARCH.
Page 9

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

AIMING INFECTIVITY TRIALS at children and infrequently treated patients instead of
always using expensive chimpanzees, thus nullifying the Physicians’ protection under the rules
of "Life-support therapy" since the majority of the patients involved in such trials were often
NOT severe haemophiliacs with a life-threatening diagnosis.
Page 13

We accuse the Government and the Department of Health of IGNORING WARNINGS
and of FAILING TO TAKE ADEQUATE MEASURES against hepatitis viruses and
in failing to do so, leaving the haemophiliac community wide open to infection at the advent of
AIDS.
Page 18
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We accuse the Government and the Department of Health of FAILING TO LEARN

LESSONS in not rapidly introducing monoclonal-derived Factor VIII at BPL Elstree when it
was considered and allowed-for in the plans for BPL in 1985/6 and that even now, the safest
recombinant Factor VIII products are not being made available to all adult haemophiliacs
within the UK, and that the same mistakes are being repeated: in placing cost concerns over
and above patient safety.
Page 23

We accuse the PHLS, the Haemophilia Reference Centre Directors (HCDO) and the
Department of Health of DELIBERATELY WITHHOLDING TEST STATUS

RESULTS and we accuse the Department of Health and the NBTS of
PROCRASTINATING TO FORESTALL the pressure to more widely release the early
HTLV-III (HIV) test within the UK, leading to the avoidable cross-infection with HIV of the
spouses and unborn children of persons with haemophilia.

This inaction, tantamount to

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

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

UNLAWFUL EXCLUSION OF LIABILITY for future blood-borne pathogens, whilst
KNOWINGLY WITHHOLDING HEPATITIS C TEST STATUS RESULTS and for
MISLEADING the haemophilia community regarding the availability of the technology for
the testing of patients and the screening of blood for hepatitis C, and whilst in full knowledge
of this, bringing pressure to bear to prematurely ‘settle’ a prima facie Legal Action with a
compromised and unsound legal process.
Page 32

We accuse the Government and the Department of Health of a COVER-UP regarding the
contaminated blood catastrophe – in ATTEMPTING TO VANISH crucial evidence, and
in allowing the shredding of documents leading to deliberate obfuscation by publishing a
biased and incomplete account of the self-sufficiency fiasco.
Page 35
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GROSS MALADMINISTRATION

1

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

2

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.

5

million pounds had been allocated.

6

August, 2001).

Dr Owen announced in the House of Commons that several
(Source: BBC News. ‘Haemophiliac HIV tragedy needless’. Friday, 3

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

14

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

15

to other purposes’.

16

in August 2001.)

(Source: Former Health Minister, Lord Owen speaking on the BBC’s “Face the Facts” programme

17
18

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

20

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

21

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

22

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

23

GOVERNMENT MALADMINISTRATION as the DHSS should have insisted on the extra

24

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

25

the aim of the NHS being self-sufficient. (Source: Written Answer Dr David Owen. Vol 887.
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1

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

2

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

3

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

4

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

5

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

6

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

7

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

8

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

9

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

10

plasma from donor units.

11
12
13

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

14

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

15

infected so many of our patients with HIV."

16

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

17

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

(Source: Transcript of a Witness Seminar held at the Wellcome

18
19
20
21
22
23
24
25
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UNDERFUNDING OF THE LISTER INSTITUTE

1

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

2

Lister Institute of Preventative Medicine was experiencing considerable financial difficulty.

3

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

4

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

5

non-A non-B hepatitis by as early as 1978.

6

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

7

government funding.

However, by 1975, the Institute’s Chelsea

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

8
9

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

10

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

11

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

12

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

13

(Source: Recovered FOI Document. DHSS Letter. Dated 2nd February, 1977.)

14

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

15

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

16

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

* Note: In the original source letter,

17
18

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

19

annual deficits and lack of government funding.

20

Scientific Heritage.)

21

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

22

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

23

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

24

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

25

hepatitis viruses had slipped through.

(Source: Lister Institute of Preventative Medicine.

We believe that the Government’s INADEQUATE FUNDING of the
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NEGLECT OF BPL ELSTREE

1

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

2

“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).

7

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

8

paragraph 2).

Dr Peter Jones stated:

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

14
15

In a letter from Blood Products Laboratory, Elstree, dated 4th July 1980, there

16

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

17

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

18

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

20

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

21

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

22

In a BPL letter to the DHSS in May 1981, we read further details of the appalling conditions:

23

“..likewise, there is inevitably an increased risk to the end product if high bacterial

24

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

25

materials." (Paragraph 2, line 11) (Source: Blood Products Laboratory Letter to the DHSS. Dated 22nd May, 1981.)
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1

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

2

collaborative work on research and development into the preparation of genetically

3

engineered Factor VIII.

4

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

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

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.

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 17th January 1985.)

(Source: Recovered FOI Document. Paper on Self-

13

We, therefore, pose the question: “What happened?” The redevelopment

14

project at BPL Elstree was due to be completed in 1986. Even if we allow another 5 years

15

for research and development, we should have seen the arrival of BPL monoclonal-derived

16

Factor VIII by 1991. Instead, haemophiliacs have to wait until 1994 for the first licence to

17

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

18

to be issued with recombinant

19

commencing human trials with recombinant Factor VIII as early as 1987. (Source: Baxter Vaccines:

20

Milestones 1941-2004.).

21

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

–

which should be weighed against Hyland (Baxter)

Even today, we find that some adult haemophiliacs in the UK are still not

22
23

We accuse the Government of GROSS MALADMINISTRATION for

24

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

25

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

1

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

2

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

3

(Source: Haemophilia Centre Directors' Organisation (HCDO) Meeting Minutes 1974.)

4

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

5

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

6

relation to individual products would expedite trials.

7

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

In 1982, in a letter to all

(Source: Bloom Al, Rizza CR. Letter to All

8

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

9

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

10

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

11

patients.

12

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

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

13

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

14

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

15

since 1968.

16

Profession already knew that haemophilia A patients would have mostly possessed

17

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

18

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

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

The Medical

19
20

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

21

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

22

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

23

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

24

provide ongoing data relating to the “safety of the product in relation to AIDS”.

25

Sub-Committee on Biological Products, Meeting Minutes, agenda point 5.8. Dated 13th July, 1983.)
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CONDUCTING UNETHICAL INFECTIVITY TRIALS

1

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

2

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

3

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

4

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

5

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

6

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

7

paragraph 2.)

8
9

The letter further states that clinical trials at specified Haemophilia Centres

10

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

11

transmission, in particular Non-A Non-B hepatitis. Doctors, with ‘suitable patients’ under

12

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

13

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

14

see an emphasis placed upon ‘infectivity’.

15
16

We, therefore, consider that this infectivity trial, being conducted in late 1985,
in the wake of AIDS, constituted UNETHICAL research.

17
18

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

19

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

20

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

21

1984 – which was several years into the AIDS crisis:

22

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

23

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

24

Director's Working Party on Hepatitis."

25

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

(Source: Recovered FOI Document. Letter from Scottish National
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SPIKING OF FACTOR VIII WITH PATHOGENS

1

In a meeting of the Haemophilia Reference Centre Directors in December

2

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

3

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

4

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

5

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

6

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

7

Haemophilia Centre support.

8

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

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

9

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

10

which were ‘spiked’ with live antigen material, despite heating attempts, somehow found

11

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

12

is indicative of this.

13
14
15

We allege that there was CONSPIRACY between Doctors at BPL and

16

Haemophilia Reference Centre Directors to conduct NON-CONSENSUAL RESEARCH into

17

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

18

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

19

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

20

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

21

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

22

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

23

patient.

24
25
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RESEARCH DICTATING CLINICAL NEED

1

In a meeting of the Haemophilia Reference Centre Directors in December

2

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

3

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

4

that had already been conducted, a study of the haemophiliac population was proposed. It

5

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

6

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

7

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

8

believe a study of haemophiliac patients could be regarded as a research project now and Dr

9

Mortimer could provide facilities for doing these tests." (Source: Meeting of the Haemophilia Reference

10

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

11
12

We believe that this is an appalling statement. People were dying from

13

infection with deadly viruses, whilst here, we see the Consultants of the Haemophilia

14

Reference Centre Directors Organisation engaged in CONSPIRACY to study haemophiliacs

15

as a ‘research project’. This is a clear example of research dictating and superseding clinical

16

need.

17
18
19

It is for these reasons that we accuse the Medical Profession and Haemophilia

20

Reference Centre Directors of CONDUCTING UNETHICAL RESEARCH and for

21

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

22

CONDUCT NON-CONSENSUAL RESEARCH.

23
24
25
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AIMING INFECTIVITY TRIALS AT CHILDREN

1

In July 1976, a collaborative trial took place between BPL Elstree and the

2

Lord Mayor Treloar College, Hampshire. Factor VIII concentrates were supplied by BPL to

3

be used in a prophylaxis trial. In the same month, an inspection of the production facilities

4

at BPL Elstree revealed short-comings and in certain respects were found inadequate in

5

terms of the Medicines Act.

6

1976. Collaborative Trials.)

7

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

8

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

9

with severe haemophilia A, cited in his study, were in the age range 12-17.

10

(Source: Recovered FOI Document. Blood Products and Plasma Fractionation Labs

It should be pointed out that the Lord Mayor Treloar College is in fact

(Source: Patterns of

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

11
12

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

13

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

14

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

15

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

16

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

17

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

18

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

19

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

20
21

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

22

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

23

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

24

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

25

disagreed with the PHLS suggestion. (Source: Lord Mayor Treloar Hospital. Letter to PHLS.
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CIRRHOSIS IN CHILDREN

1

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

2

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

3

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

4

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

5

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

6

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

7
8

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

9

‘Complications’ that "some children with cirrhosis have received concentrate for 6-7 years.”

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
14

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

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.

25

to Haemophilia Centre Directors. 22 March 1983.)

(Source: Craske J, Rizza C, Bloom A. Public Health Laboratory Service (PHLS) letter
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RULES OF ‘LIFE - SUPPORT THERAPY’

1

In trials involving infrequently treated patients, we believe that doctors

2

surrender their protection under the rules of "Life-Support Therapy" if the majority of the

3

haemophiliac subjects included in the trial are NOT severe haemophiliacs.

4

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

(Source: Recovered

5
6

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

7

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

8

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

9

allowing research to dictate clinical need.

10
11
12
13
14

III d.

HAEMOPHILIACS USED INSTEAD OF CHIMPANZEES

15
16

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

17

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

18

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

19

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

20

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

21

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

22

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

23

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

24

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

25

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

1

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

2

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

3

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

4

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

5

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

6

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

7
8

The Oxford letter went on to recommend that the most ‘clear cut’ way of

9

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

10

NOT been previously exposed to large-pool concentrates.

11

Haemophilia Centre Directors. 11 January 1982.)

(Source: Bloom AL, Rizza CR. Letter to all

12
13
14

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

15

‘virgin’ patients, usually meant either CHILDREN or infrequently-treated mild to

16

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

17

concentrates.

18
19

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

20

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

21

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

22

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

23

plasma donations, collected in 1982, 1983, and 1984.

24

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

25

2(8445):1-4. )
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CHILDREN USED INSTEAD OF CHIMPANZEES (CONT.)

1

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

2

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

3

there were only 2 patients who were over the age of 18.

4

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

5

consent".

6

Factor VIII Concentrate. The Lancet. Saturday 6 July 1985. 2(8445):1-4.

7

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

On page 2, under the heading

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

) It should be remembered that 11

8
9
10

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

11

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

12

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

13

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

14

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

15

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

16

cognizant of exactly what was involved.

17
18
19

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

20

and the PHLS of DELIBERATELY AIMING INFECTIVITY TRIALS at

21

CHILDREN and infrequently treated patients, instead of always using expensive

22

chimpanzees.

23
24
25
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IGNORING WARNINGS

1

As early as 1970, Dr J. Garrott Allen from Stanford University, California,

2

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

3

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

4

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

5

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

6

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

7

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

8

sources. (Source: Maycock 1972).

9
10
11

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

12

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

13

WHO Warning. Sunday Times Scotland. Dated 20th August, 2000.).

14

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

15

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

16

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

17

in the money.

18

measures to have been put in place.

(Source:

Dr David Owen, Secretary of State for

It is at this point that we feel we could reasonably expect preventative

19
20

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

21

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

22

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

23

be more costly, but that it also carried a higher risk of hepatitis.

24

DHSS Memorandum, 20 February 1976, paragraph 1).

25
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1

In the minutes of a meeting at the DHSS of the Expert Group on the

2

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

3

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

4

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

5

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

(Source: Recovered FOI

6
7

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

8

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

9

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

10

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

11

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

12
13

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

14

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

15

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

16

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

17

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

18

WARNING WAS IGNORED.

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

19

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

20

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

21

recommend that imported products from the U.S.A. at least meet with the new F.D.A.

22

regulations." (Line 8). This WARNING, that blood products from the US should meet the

23

new post-March 1983 Food and Drug Administration (FDA) Regulations, was IGNORED.

24

Physicians, instead, decided to carry on using the pre-March 1983 ‘high-risk’ concentrates.

25

(Source: Letter, Professor A L Bloom writing to Dr F. E. Bolton. Dated 23rd May 1983).
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1

On 13th May 1983, in a meeting of the Haemophilia Reference Centre

2

Directors, a decision was made that, on the evidence available, (and because of the so-called

3

benefits of treatment), that no restriction should be placed on imported Factor VIII

4

concentrate. The only exception was to continue with their policy of only using NHS

5

material for children under the age of 4 and for mild haemophiliacs.

6

Document. AIDS Background Paper II. Dated 31st May 1983.)

7

(Source: Recovered FOI

We challenge this decision and ask why the Directors of Haemophilia

8

Reference Centres didn’t try and do more to restrict or even ban imported Factor VIII?

9

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

10
11



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

12

looking into reports of AIDS in 3 haemophiliacs from the USA and he suspected a

13

link to commercial Factor VIII. (Source: Minutes of the 13th Meeting of HCDO. 13th September 1982.)

14



(also HCDO), where AIDS was linked to common cell immunity in haemophiliacs.

15
16



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

17
18

5 months earlier, (January 1983), there had been an article in the Lancet by Dr Jones



1 week earlier, (6th May), the CDSC telephoned the DHSS to inform them that a 23-

19

year-old haemophiliac patient in Cardiff was now showing symptoms of an AIDS

20

diagnosis after having been infused with US Factor VIII.

21

DHSS Letter. American Factor VIII. Cardiff Haemophiliac. Dated 6th May 1983).

22



(Source: Recovered FOI Document.

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

23

American FVIII should be withdrawn from use due to the risk of transmitting AIDS.

24

The DHSS definitely had sight of this CDSC letter by the decision of 13th May 1983.

25

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

1

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

2

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

3

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

4

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

5

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

6

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

(Source:

7
8

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

9

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

10

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

11

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

12

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

13

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

14

The Committee also considered withdrawing US concentrates from the UK,

15

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

16

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

17

(Minutes Agenda Point 5.4)

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

18
19

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

20

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

21

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

22

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

23

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

24

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

25

Joint Parliamentary Under Secretary of State. Dated circa August 1983).
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1

We believe this to be a prime example of FAILING TO TAKE

2

ADEQUATE MEASURES to protect haemophiliacs. The FDA had introduced new

3

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

4

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

5

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

6

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

7

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

8

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

9

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

10

adequate. (Agenda Point 5.3) (Source: CSM Minutes - Committee on Safety of Medicines.

13th July, 1983.)

11
12
13

In a letter from the NBTS to the DHSS in October 1985, quarantined stocks of

14

pooled plasma for fractionation at Elstree were mentioned, and it was assumed that the heat-

15

inactivation process would make safe the quarantined plasma.

16

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

(Source: Recovered FOI Document.

17
18
19

We ACCUSE the NBTS of ASSUMING that BPL’s heat-treatment process

20

would safely inactivate any possible viruses in QUARANTINED pooled plasma. The NBTS

21

FAILED TO TAKE ADEQUATE MEASURES to discard quarantined untested or

22

virus-implicated plasma pools. The heat-inactivation process was hardly infallible as only 2

23

months later, several haemophiliac patients became HTLV-III positive after receiving Factor

24

VIII which had allegedly being heat-treated.

25

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

(Source: Recovered FOI Document. Letter DHSS Ref. Heat-
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FAILING TO LEARN LESSONS

1

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

2

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

3

cloning of Factor VIII.

4

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

(Source: CBLA Minutes for the fourth meeting of the Central Committee for Research and

5
6

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

7

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

8

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

9

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

10

allow for this in the future.

11

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

(Source: Recovered FOI Document. BPL Paper on Self-Sufficiency in Blood and

12
13

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

14

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

15

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

16

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

17

considered.

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

18
19

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

20

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

21

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

22

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

23
24
25
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VARIANT CREUTZFELDT-JAKOB DISEASE: LANCET 1996

1

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

2

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

3

become aware of Variant Creutzfeldt-Jakob Disease (vCJD).

4

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

(Source: Lancet 1996: 347: 921- 25. “A

5
6

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

7

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

8

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

9

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

10

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

11

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

12

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

13

Factor VIII with haste.

14
15

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

16

the system fails the lessons need to be learned.”

17

In failing to learn these lessons, we find that batches of 8Y Factor VIII, [FHC0289]

18

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

19

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

20

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

21

believe that the possible exposure of haemophiliacs to this ‘theoretical’ risk could most

22

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

23

derived Factor VIII had been developed at BPL from 1985 onwards.

24

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

25
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1

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

2

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

3

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

4

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

5

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

6

not available to every haemophiliac in the UK.

7
8

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

9

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

10

cost.

11
12
13

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

14

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

15

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

16

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

17

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

18
19
20
21
22
23
24
25
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PROCRASTINATION OVER WIDER HIV TESTS

1

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

2

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

3

from various US manufacturers interested in the commercial use of the tests.

4

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

5

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

6

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

7

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

8

HTLV-III. Some 2,000 tests have been carried out on AIDS patients...". If some 2,000

9

patients had already been tested, then the early diagnostic test must have been available prior

10

to July 1984.

(Source: Recovered

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

11
12

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

13

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

14

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

15

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

16

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

17

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

18

for HIV or HTLV-III as early as June 1983. It is unlikely that this was just a serum-

19

collecting exercise, as the letter goes on to offer the results by 11th July 1983, which was only

20

11 days later.

(Source: Letter ref. Blood Test. M. D. Williams. Coventry & Warwickshire Hospital. 2nd June, 1983.)

21

In a meeting of the Haemophilia Reference Centre Directors in December

22

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

23

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

24

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

25

Haemophilia Reference Centre Directors Meeting. 10th December, 1984.)
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1

In a DHSS letter of 31st July 1984, reference was made to the formation of a

2

note, the contents of which revealed the intention to 'FORESTALL THE PRESSURE'

3

for the wider availability of a diagnostic test for HTLV-III due to the experimental nature of

4

the arrangements for the development of the test at a Regional Transfusion Centre (RTC).

5

(Paragraph 3)

6

Dated 31 July, 1984.)

(Source: Recovered FOI Document. DHSS letter ref. Development of Diagnostic Test for HTLV-III.

7
8

We

believe

that

the

NBTS

and

the

DHSS

were

unduly

9

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

10

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

11

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

12

to HTLV-III had already been used to test some 2,000 AIDS patients.

13

Document. DHSS Letter, Hannibal House. Dated 27th July, 1984.)

14
15
16
17
18
19
20
21
22
23
24
25
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PROCRASTINATION OVER INTELLECTUAL PROPERTY

1

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

2

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

3

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

4

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

5

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

6

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

7

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

8

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

9

required tests were apparently FORESTALLED.

(Source: Recovered FOI Document. Proposed

10

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

11

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

12
13

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

14

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

15

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

16

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

17

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

(Source:

18
19

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

20

HTLV-III test may have been forestalled? We know from a DHSS Press Release that it was

21

not until mid-October 1985 that routine screening of all blood donations for antibodies to the

22

AIDS virus was in fact fully introduced, which was a whole 14 months after the above-

23

mentioned August 1984 NBTS letter.

24

John Patten Announcement) 85/277. Dated 23rd August 1985).

(Source: Department of Health and Social Security Press Release (Ref.

25
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DELIBERATELY WITHHOLDING TEST RESULTS

1

According to The Journal, Newcastle, UK haemophiliac patients, on reading

2

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

3

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

4

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

5

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

6

lives of spouses in danger.

7

Newcastle, 14 April 2003.)

(Source: “GMC U-turn in Blood Tests Row”. Unnamed Author, The Journal,

8
9
10

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

11

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

12

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

13

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

14

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

15

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

16

one tenable on moral and ethical grounds."

(Source: Dr Craske. PHLS Letter. Dated 23rd October 1984.)

17
18
19

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

20

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

21

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

22

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

23

enquired as to their HTLV-III antibody test status should be informed, otherwise it is up to

24

the individual Centre Directors to decide whether or not to inform patients. (Page 1).

25

Notes of the Haemophilia Reference Centre Directors Meeting, BPL Elstree. Dated 10th December, 1984.)
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1

We believe that this demonstrates that Physicians were testing haemophilia

2

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

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.

5

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

(Source: Notes

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).

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.

14

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

We believe that these Consultant Physicians should have given a strong line of

(Source: Notes of the

15
16
17
18

In March 1985, the Expert Advisory Group on AIDS gave consideration to the
idea of conducting studies on samples collected from patients without consent:

19
20

“[Deleted Name] expressed his unease at ‘freezer’ studies being carried out on samples collected

21

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

22

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

23

1st March 1985.)

24
25
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1

Then 4 months later, in July 1985, we are appalled to read in the minutes of

2

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

3

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

4

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

5

the individual’s diagnosis:

6

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

7

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

8

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

9
10
11

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:

12

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

13

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

14

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

15

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

16

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

17

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

18

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

19
20
21

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

22

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

23

WITHHOLDING TEST STATUS RESULTS and we accuse the Department of

24

Health and NBTS of PROCRASTINATING TO FORESTALL the pressure to more

25

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

1

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

2

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

3

when donated blood started to be screened.

4

September 7; 303(6802): 535–536.)

5

PRIOR to the ‘compromised settlement’ of the UK HIV Haemophilia Litigation. This testing

6

was carried-out WITHOUT DISCLOSING the results to the patient.

7

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

(Source: 'Testing for Hepatitis C Virus' E A Fagan. BMJ. 1991

This Mandated Member was SECRETIVELY TESTED 3 times

(Source: HCV Test Results

8
9
10

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

11

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

12

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

13

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

14

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

15

considerable problem in the future.

16
17
18

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

19

Health of THE IMMORAL AND UNLAWFUL EXCLUSION OF LIABILITY for future

20

pathogens whilst KNOWINGLY WITHHOLDING hepatitis test results.

21
22
23
24
25
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A ‘PRIMA FACIE’ CASE

1

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

2

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

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: Wikipedia.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".

13

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

(Source:

14
15

In the HIV Haemophiliac Litigation Immunity Appeal document of 20th

16

September 1990, it was stated: “It is not in dispute that some at least of the plaintiffs have

17

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

18

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

20

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

21

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

22

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

23

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

24

which, if proved, could justify those conclusions.”

25

Appeal Document. Court of Appeal (Ralph Gibson and Bingham L.JJ. and Sir John Megaw). 20th September, 1990).
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1

In September 1990, Lord Justice Gibson held that the haemophiliacs’ right to

2

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

for 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”.

11

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

(Source:

12
13
14

It should also be remembered that Lord Owen, in 2002, stated the following

15

in relation to the haemophiliacs’ situation: "I have no wish to go to court, but I have no

16

doubt whatsoever that if someone starts to take serious legal action, the Government hasn't

17

got a leg to stand on."

(Source: James Meikle, Health Correspondent, The Guardian. Monday, August 19, 2002).

18
19

We accuse the Government and the Department of Health of THE

20

IMMORAL AND UNLAWFUL EXCLUSION OF LIABILITY for future blood-borne

21

pathogens, whilst KNOWINGLY WITHHOLDING HEPATITIS C TEST STATUS

22

RESULTS and for MISLEADING the haemophilia community regarding the availability of

23

the technology for the testing of patients and the screening of blood for hepatitis C, and

24

whilst in full knowledge of this, bringing pressure to bear to prematurely ‘settle’ a prima

25

facie Legal Action with a compromised and unsound legal process.
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ATTEMPTING TO VANISH CRUCIAL EVIDENCE

1

Lord Owen said that in 1988, he had been unable to give evidence of his

2

personal view that the source of donors was unreliable because his private office papers had

3

"for some inexplicable reason been pulped”.

4

Monday, August 19, 2002.)

5

article by Ian Johnston in the Scotland on Sunday, (about the NHS knowing about lethal

6

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

7

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

8

light of this."

(Source: James Meikle, Health Correspondent, Guardian,

We claim that there has been a cover-up, as in September 2003, in an

(Source: Ian Johnston on Hepatitis. Scotland on Sunday. 7th September, 2003.)

9
10
11

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

12

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

13

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

14

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

15

marked the files for destruction.

(Source: Sir Nigel Crisp. Letter dated 1st December, 2005.)

16
17
18

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

19

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

20

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

21

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

22

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

23

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

24

of Lords Written Hansard, 27 February, 2006: Column WA26)

25
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MISSING OR DESTROYED SIGNED ‘WAIVERS’
More recently, we have reason to believe that there has been a shredding

2

exercise as late as 2003.

3

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

4

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

5

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

6

Lister left.

We have been privy to e-mails that indicate that MSPT2

7
8

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

9

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

10

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

11

to be kept safely.

12
13

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

14

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

15

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

16

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

17

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

18
19
20

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

21

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

22

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

23

of 15th May 2006, that the grade of official who can make an order for the shredding of

24

documents within the Department of Health is required to be in Payband IP2, Executive

25

Officer Grade or above.

(Source: House of Lords Written Hansard, 15th May 2006, Column WA5, Ref. HL5511).
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RECOVERY OF MISSING 600 DOCUMENTS

1

It is of no surprise that 3 months after the release of the DOH Self-Sufficiency

2

Report that we read that 12 big lever-arch files have turned up. In a House of Lords Hansard

3

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

4

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

5

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

6

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

7

solicitors' archives..."

(Source: House of Lords Hansard, 24 May 2006: Column 826)

8
9
10
11

VIII d.

DELIBERATE OBFUSCATION: SELF-SUFFICIENCY

12
13

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

14

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

15

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

16

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

17

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

18

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

19

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

20

Blood Products.

21

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

22

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

23

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

24

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

25

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

We would also assert that the review conveniently omits important
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1

In an accompanying Press Statement we find that conclusions are frequently

2

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

3

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

4

and incomplete, but the following conclusions can be ‘inferred’.”

5

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

(Source: Department of Health

6
7
8

Moreover, the report was a review focusing upon "surviving" documents

9

from 1973; when a decision was made to pursue self-sufficiency for England and Wales

10

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

11
12
13

We should add further, that the Haemophilia Society condemned the DOH Self-

14

Sufficiency Report as “an attempt to gloss over the details of a medical disaster that left a

15

generation of people with haemophilia infected with life-threatening viruses”.

16

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

(Source: The

17
18
19

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

20

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

21

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

22

report.

23
24
25
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APPENDIX
SELECTED SUPPORTING EVIDENCE

Chapter I:

Recovered FOI Document. DHSS Letter Ref. Lister Institute. Dated 2nd February, 1977.
(See Point 1.)
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Blood Products Laboratory Letter to the DHSS. Dated 22nd May, 1981.
(See paragraph 2, lines 5-7 and 11.)

- Page 40 -

taintedblood.info

Accusations Document

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:

CSM Sub-Committee on Biological Products, Meeting Minutes. Dated 13th July, 1983.
Page 1.
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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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CSM Sub-Committee on Biological Products, Meeting Minutes. Dated 13th July, 1983
Page 3. Agenda Point 5.8
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Letter from BPL Product Services Department to Haemophilia Centre Directors.
Dated 7 October 1985.
See paragraph 2, beginning ‘This new product’ and see Paragraph 5, beginning
“Clinical trials”.
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Letter Ref. “Virgin Haemophiliacs”:

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

Recovered FOI Document. Notes of the Haemophilia Reference Centre Directors Meeting. 10 December 1984.
Page 8. See paragraph 5: “Dr Lane remarked”.
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Meeting of the Haemophilia Reference Centre Directors. 10 December 1984.
See Point 2a, paragraph 2. “Testing haemophiliac patients”
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School Trial - Lord Mayor Treloar

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

Recovered FOI Document. Blood Products and Plasma Fractionation Labs 1976. Collaborative Trials.
Page 4.
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Letter to PHLS from Lord Mayor Treloar Hospital. Dated 14th May 1979.
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Oxford ‘Chimpanzee’ Letter:

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.)

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:

Dr Craske. UK Haemophilia Centre Directors' Hepatitis Working Party, Minutes. 24th
September 1981.
(See point 2, line 7).
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Chapter IV:

Letter, Professor A L Bloom writing to Dr F. E. Bolton. Dated 23rd May 1983.
(See lines 6-9.)
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Recovered FOI Document - AIDS Background Paper II. Dated 31st May 1983.
Point 2.
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Recovered FOI Document. DHSS Letter. Med SEB. 'Action on Aids'. Dated 13th May 1983.
Paragraphs 1 & 2.
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CSM Sub-Committee on Biological Products, Meeting Minutes. Dated 13th July, 1983.
Page 2. (See Agenda Points 5.3 and 5.4)
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Recovered FOI Document. NBTS Letter to DHSS. Dated 29th October 1985.
(See final paragraph.)
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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:

CBLA Minutes for the fourth meeting of the Central Committee for Research and Development in
Blood Transfusion. Dated 9th November, 1984.
(See point 8.1)
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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:

Recovered FOI Document. DHSS letter ref. Diagnostic Test. Dated 31st July, 1984.
(See paragraph 3.)
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Letter ref. Blood Test. M. D. Williams. Coventry & Warwickshire Hospital. 2nd June, 1983.
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Recovered FOI Document. DHSS Letter, Hannibal House. Dated 27th July, 1984.
(See paragraph 1, lines 1-4.)
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Minutes of the Expert Advisory Group on AIDS. Dated 1st March 1985.
See Point 12.
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Minutes of the Fifth Meeting of the Expert Advisory Group on AIDS. Dated 30th July 1985.
See paragraph 1, point 7.3.3 (whole paragraph).
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Chapter VII:

HCV Test Results Certificate: H11142. No. 01886. Virus Reference Laboratory. Colindale. Dated 11th
December, 1989.
See 2nd column, ‘Return address’, row 4 for the 1989 date.
See the comment (bottom centre) of the test certificate for early Hepatitis C (HCV) test reference.
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Chapter VIII:

Sir Nigel Crisp. Letter dated 1st December, 2005.
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Example of one type of ‘Waiver’ from the 1991 Haemophilia HIV Litigation.
(See Point 1.)
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