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I provide this statement in response to a request under Rule 9 of the Inquiry Rules 

2006 dated 16 April 2021. 
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0.2 Compiling this statement has caused me to reflect on my 8 years associated 

with the Transfusion Service working with colleagues in the DHSS and NBTS 

over 30 years ago. It was a time of intense pressure with new advances in 

medical science and treatment, an increase in biotechnology and screening 

capability combined with a new disease in HIV and the isolation and 

identification of Hepatitis C. I believe that every person I worked with, from 

officials in DHSS to the doctors and scientists of the NBTS, was focussed on 

ensuring that the blood supply was safe and that blood products could be safely 
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0.3 My answers to questions relating to events over 30 years ago have been 

largely informed by the contemporaneous papers that I have been provided 

with by the Inquiry. The papers have provoked a recall of events that I have 

been able to share. However, in many instances further facts will be available in 

papers to which I have not been given access and with access some of my 

replies might have been better informed. 

tii 

QI. My name is Roger Moore. My address isi GRO-C 

GRO-C West Yorkshire. My Date of Birth is GRo_c1946. 

My academic qualifications are: Bachelor of Metallurgy, Master of Science, 

Doctor of Philosophy. 
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1972 to 1976 Research Fellow University of Zambia; Lusaka 

1976 to 1980 Lecturer in Engineering Materials, City University, London; 

1981 to 1985 DHSS, Supplies Division, Scientific and Technical Branch, 

I was a Principal (now Grade 7) with responsibilities relating to the quality 

assurance of Orthopaedic implants, dental materials and surgical instruments. 
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2.1 From Oct 1985 to Dec 1988, I was in DHSS Policy Division, Section HS1A as 

a Principal responsible for a team covering the Blood Transfusion Service, 

Central blood Laboratories Authority, Haemophilia care and Hospital Pharmacy. 

Within the above areas my role was to assist in the creation and drafting of 

policy, brief Ministers, deal with Parliamentary business, brief Press Office. 

With Medical colleagues liaise with NHS units and clinicians. 

2.2 From Jan. 1989 to Dec. 1992 I worked in the National Directorate of the NBTS, 

as Deputy National Director.(Equivalent to Grade 5) The over-arching 

responsibility of the Directorate was to coordinate the activities of Regional 

transfusion centres and manage change. My personal remit was to establish a 

uniform costing system for RTCs; to establish a system to coordinate the blood 

supply nationally; to establish an executive information system to collect and 

process data; to establish a national donor recruitment strategy; to develop 

national media contacts and PR policy; to implement a quality assurance 

strategy; to liaise with clinicians and staff within the NBTS and Blood Products 

Laboratory (BPL); to coordinate the plasma supply. 

2.3 1993 to 1994 Department of Health, NHS Management Executive, Head of 

Waiting Times Unit with responsibility for Waiting Time policy. 

1994 to 1998 DoH, NHS Management Executive, Assistant Secretary (Grade 

5) with leadership of the Corporate Affairs Intelligence Unit. 

1998 to 1999 DoH, NHS Executive, Head of Non- Executive appointments 

team (Grade 5) 

2000 to 2007 Chief Executive of the NHS Appointments Commission, a 

Special Health Authority. 

2007 to date voluntary activity, including Member of the Ethics and 

Governance Council of UK Biobank, 2007 to 2013 and currently chair of two 

local charities 

Q3. I have been a member of a number of internal management or advisory 

committees, relevant to the Inquiry's terms of reference and set out below. 

From 1986 to Dec 1988:- Expert Advisory Group on AIDS (as required); 

Regional Transfusion Directors Meeting (as DHSS observer with medical 
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Q4. I am not medically qualified so have not kept abreast of any particular medical 

field and my varied career has required the acquisition of many different 

knowledge sets. In general I have built up knowledge of a new field by reading, 

conferences, training events and mentoring with acknowledged experts. It 

follows that when I have moved to a new area of expertise I have not, in 

general, needed to keep up to date with developments in my previous areas in 

any professional way although I have retained a lay interest. 

Q5. I have not been involved in giving evidence to any other Inquiry on the subject 

matter of this Inquiry. 

Section 2: Your role at the National Directorate of the NBTS and in the DoH 

Q6.0 To understand my evidence it should be noted that my role within the matters 

relating to the Inquiry is in two parts. First between 1985 and 1988 I was in a 

policy division of the DHSS with Departmental duties and a Departmental chain 

of command. Then between 1989 and 1992 I was seconded to the newly 

formed National Directorate of the NBTS as Deputy National Director and 

reported to the National Director, Dr Gunson. 
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6.2 My team provided liaison between the COI (Central Office of Information) and 

the NBTS for publicity to help the recruitment of blood donors. On several 

occasions we acted as a focal point for the movement of blood from one region 

to another in cases of emergency shortages. We addressed concerns that the 

Regionally funded structure of Regional Transfusion Centres (RTCs), might not 

be the best way to manage the service by commissioning a study by the NHS 

Management Services Agency to examine various options for change. One of 

the options was the establishment of a National Directorate for the NBTS as a 

coordinating body, this would not solve the funding issues and would not 

provide central management control but it was relatively simple and quick to set 

up and could be expected to provide some positive outcomes in a short space 

of time. 

6.3 Between 1989 and 1992 I was Deputy National Director of the National 

Directorate of the NBTS. The concept of the National Directorate when it was 

established in 1989 was to provide coordination and direction to the RTCs. Dr 

Harold Gunson as National Director was to deal with clinical matters and I, as 

Deputy National Director, was to support him by covering non-clinical and 

administrative functions. 
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6.4 My first priority was to stabilise the blood supply which had suffered periods of 

shortage. We set up a system whereby each RTC notified us daily of their 

blood stocks by blood group and we provided a service so that blood could be 

transferred from RTCs who had spare to those who were in deficit in a 

particular blood group. The Scottish RTCs were included in this system. Prior to 

this system, transfers between RTCs had been more ad-hoc and time 

consuming to organise. 

6.6 The third priority was to help the Directorate and RTCs to understand our work 

by developing a Management Information System with details of all the 

Business parameters affecting RTCs. In practice despite our support it was 

difficult for all RTCs to collect the data and the system was not a complete 

success. 

6.7 My fourth priority arose from the fundamental change instituted by DoH in the 

way in which funding was to be distributed around the NHS. The so called 

purchaser- provider split in the NHS and Community Care Act 1990 led to the 

formation of NHS Trusts as providers and DHAs and later GP fund-holders as 

purchasers. The model suggested that RTCs would need to create their income 

by `selling' blood and services to hospital `customers'. This meant RTCs 

needed to establish their cost bases before working out appropriate product 

values and prices. There was obvious advantage in working through this 

nationally and my role at the National directorate was to facilitate the work. 
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6.10 To carry out my functions I needed to liaise with staff and clinicians at many 

levels within RTCs and also within the BPL. I was regularly in touch with 

colleagues in DoH and provided an administrative interface between the 

Transfusion Service and DoH. 

Q7.0 I have been asked to explain the structure of the NBTS and how it changed 

during the time from 1985 to 1992 that I was associated with it. Despite its 

name, the National Blood Transfusion Service was never a corporately 

managed entity until 1993 when it became part of the National Blood Authority. 

The NBTS banner covered 14 RTCs in England and Wales each one under the 

direction of a Regional Transfusion Director (RTD) who was a medically 

qualified consultant and who reported through the clinical management chain of 

their own RHA. 

7.1 Since 1974 each RTC was funded from the resources of its parent Regional 

Health Authority. In practice this meant that each RTC had different success in 

bidding for funding allocations from its RHA and that some ended up better 

resourced than others. Over time each RTC would develop their own priorities 

according to local preferences or requirements and constrained by the level of 

local investment. 
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Plasma collection) but in practice DoH was reluctant to be too prescriptive on 

local issues. 

7.3 As a substitute for central management, the DHSS had established the 

Advisory Committee on the NBTS. Its remit was to advise DHSS and Welsh 

Office on the coordination and development of Regional Transfusion Services 

and Central Blood Laboratories (later CBLA). I believe the committee started in 

1980 and continued until the establishment of the National Directorate in 1988. 

The Committee was able to discuss all matters pertaining to RTCs and was 

influential in establishing plasma supply targets that would meet the 

requirements of BPL Because its membership included a Regional 

Administrator and a Treasurer to represent RHAs it was also able to influence 

the funding provided by RHAs to their RTCs. However whilst it might influence 

it could not direct RTC activity neither could it compel RHAs to provide funding. 

7.4 In practice the RTCs worked very well together and had many points of contact. 

RTDs met regularly to ensure a commonality of approach to managerial and 

clinical issues and realised that presenting a united approach to their respective 

RHAs was helpful in meeting funding needs. Such cooperation was vital for 

major issues such as the medical selection of donors and the development of 

the plasma supply. DHSS representatives were invited to these meetings. 

Regional donor organisers responsible for the recruitment of blood donors met 

regularly and laboratory scientists also met regularly and established common 

approaches to their work. The concept of a national Service and the branding 

as NBTS was helpful and fully embraced despite the lack of a central funding 

mechanism or central management. 
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7.6 The Report presented 4 options for improvement. In order of complexity; a) 

establish a Management Information System (MIS) and let improvement evolve 

as knowledge developed; b) establish an MIS, better liaison between CBLA and 

RTCs, and enhance the coordinating power of the RTDs meeting but retain 

RHA management and financial authority; c) create a Special Health Authority 

for the NBTS bringing RTCs together and merging executive and financial 

authority. A fourth composite option d) was as b) to establish an MIS and 

CBLA/RTC liaison but with a National Director to coordinate and with the plan 

to review the options in the light of experience. With some prescience the 

review team had warned that under all options except c) the question of RHA 

funding was likely to be a potential and continuing problem. Nevertheless, the 

DHSS chose a version of the composite option d) and established the National 

Directorate of the NBTS in July 1988. This option whilst not addressing the 

funding issue was relatively quick and easy to set up and could be expected to 

produce significant improvements quickly. i.e. stabilise the blood and plasma 

supplies and establish an MIS from which data could be utilised to inform future 

progress toward efficiency and uniformity of RTCs. 

7.7 The National Directorate of the NBTS was formally established on 1St October 

1988. and announced by Mrs Currie, Parliamentary Under Secretary for Health 

in a written answer on 28 July 1988 [RLIT0000794] Dr Harold Gunson was to 

become the National Director and I was his Deputy. Dr Gunson continued to be 

funded by North West Region RHA and I was seconded from DoH and 

continued to be funded by them. We had 3 offices provided at the RHA HQ in 

Manchester and a small budget for 2 secretarial staff and two support staff. I 

reported to Dr Gunson. Formally the National Directorate reported to the 

Director of Operations of the NHS Management Board. 
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7.8 The establishment of the National Directorate did not change the formal 

management structure or funding mechanisms of the RTCs. We had no direct 

authority over RTDs or their staff. Nevertheless the Directorate was welcomed 

by RTDs from the outset and given full cooperation. As time progressed the 

value of our achievements was recognised and gave strength to our position. At 

all stages we could only progress by consensus building but my recollection is 

of very supportive RTCs who were ready to see the advantages of the 

coordination that the Directorate provided. Under our direction RTCs were able 

to work together more than in the past and were therefore better prepared for 

the unified management structure that was to come later with the establishment 

of the NBA. Dr Gunson has reviewed the work of the National Directorate in 50 

Years of Transfusion Medicine Chapter 11 [NHBT0000028] 

7.9 Contact between RTCs and BPL was at several levels. Before 1988 Dr Richard 

Lane of BPL attended RTD meetings and Dr Gunson was a board member of 

CBLA. BPL had worked closely with RTCs over the years on numerous projects 

to promote and facilitate plasma collection such as the establishment of the 

best design for blood bags incorporating plasma collection. Each RTC had its 

own relationship with BPL for plasma supply and its own system for transferring 

locally collected Fresh Frozen Plasma (FFP) to BPL for processing. After the 

establishment of the National Directorate we took the lead in negotiating targets 

with BPL but each RTC still maintained its own operational links with BPL. 

There was a common purpose in ensuring a secure supply of plasma to the 

right specification with the right traceability etc. 

7.10 As I recall the number of donations annually was just over 2 million but an 

accurate figure will be on file. 
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8.1 Since 1987 the RTCs had worked with the National Institute of Biological 

Standards and Control (NIBSC) to establish common standards which also 

covered the laboratory preparation and testing regimes. Uniform collection and 

processing enabled each RTC to have confidence in using products from one 

another when their own supplies were depleted. In consultation with RTCs the 

National Directorate had a role in the drafting, printing and supply of the leaflets 

supplied to donors such as those intended to deter potential donors who might 

have HIV infection. Dr Gunson, the National Director, worked closely with RTDs 

over the development and introduction of the Hepatitis C test.. The Quality 

Assurance Management scheme introduced by the National Directorate and 

embraced by all RTCs incorporated audits to ensure compliance with the 

agreed standards. 

Q9.0 I have been asked about the publicity measures that were taken by the National 

Directorate to increase blood donation. Before the establishment of the National 

Directorate in 1988, Regional Donor Organisers (RDOs) had met together with 

officials of DHSS and the Central Office of Information (COI) to develop 

national advertising materials and strategies paid for from central government 

funds. These had had limited success and at the time of the establishment of 

the Directorate increase of the blood supply was a priority as there had been 

local shortages. 
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together with a DoH official on behalf of COI and a medical consultant from 

each division who met regularly under my leadership. We changed our 

advertising agency and produced new recruitment material for local use as well 

as posters for buses and the Underground. We also had advertisements on 

local radio. Some RDOs already had good relationships with local media and 

the new material fed into that. We were able to get spots on national radio and 

TV for commercial 'fillers' and in national magazines. Later we employed an 

agency to help us understand what motivates donors to give blood and as a 

result of that we were able to refine the message in our publicity. I would 

introduce a paper I wrote which explained our research [RLIT0000793] We 

also adopted a national phone number for potential donors to call to make an 

appointment. 

9.2 Generally we ran three major campaigns a year to coincide with particular 

frailties of the blood supply at Christmas, Easter and the Summer holidays. 

Overall our efforts were very successful, each RDO was responsible for 

deploying the material on their own patch but the Directorate provided the 

national framework and led on the national publicity. Materials and research 

were paid for by COI to the value of several million pounds over the lifetime of 

POD. 

Q10. I have been asked about my knowledge of blood collection from prisons but I 

have no knowledge of this in my time associated with the transfusion service 

(1985-1992). I believe it had happened to a small extent in the past but was 

discontinued around 1982. I have no further details. 

Q1 1.0 I have been asked about the RTCs approach to blood collection The overall 

approach to blood donor sessions was to make the experience a good one for 

the donor whilst preserving all the requirements to protect the health of the 

donor and the safety of the blood supply. The detail was an RTC responsibility 

and I cannot now recall the detail of the procedures. However, to the best of my 

recall, a typical donor session would have someone to welcome donors. They 

would then go to a private interview table where another member of staff would 

ask them about their previous donation history, if any, and any medical factors 
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11.1 When I was first associated with the Transfusion Service each donor session 

invariably had a doctor in attendance, often a locum GP. After pioneering work 

by North East Thames RTC, some RTCs changed to trained nurse practitioners 

who it was felt provided an equally competent but perhaps more welcoming 

approach. 

11.2 The sessions took place wherever there was a suitable venue e.g. Church hall, 

village hall, town hall, office, works canteen, library or permanent clinic. The 

main criteria were size, hygiene and locality and transport links or parking. The 

South West RTC was experimenting with a mobile Transfusion Centre at one 

time. 

11.3 In general at that time blood donors were called every 6 months but some 

RTCs felt that this was too conservative and that male donors could give every 

12 weeks without detriment. At the National Management Committee of 16th 

April 1991 a decision on this was referred to the Standing Committee on the 

medical selection of donors [NHBT0000191 144]. I do not recall the outcome 

but as I recall it was mostly still 6 monthly when I left in December 1992. 

Plasma donors who gave plasma by plasmapheresis could give more 

frequently without ill-effect and a minimum standard of every two weeks was 

set with most donors recalled every 8 weeks [NHBT0003804]. 
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11.4 Blood donors were recruited through national and local publicity see detail 

above in my answer to 09. Particularly if the session was to be held in a local 

hall a poster would be put up before and during the event to encourage walk-in 

donors. Previous donors would be invited by post to the same venue as their 

previous donation. 

Q12.0 I have been asked about targets for blood collection. Each RTC had 

established targets for blood collection that they had agreed locally to meet the 

needs of their local hospitals and clinics and that would also provide the 

necessary plasma for fractionation. They would know how much whole blood, 

red cells platelets etc. to prepare to meet local clinical demand. The National 

Directorate did not have a role to play in setting those targets. Only the local 

clinicians would know what the local needs were e.g. if there were specialist 

transplant units or burns units that might use large quantities of blood or might 

prefer platelets. The blood supply was much more stable during my tenure, in 

part this was due to the national coordination of blood stocks referred to earlier 

but also because of the better and increased publicity supporting the local 

efforts of RDOs. 

12.1 The Directorate was responsible for encouraging RTCs to look beyond the 

Recruitment of donors but also how we might Retain them for more donations 

and ensure that they Responded each time they were called to donate. We 

called these the three Rs and found through surveys that, not unsurprisingly, 

donors who had reported a good experience at a donor session were more 

likely to re-attend. More efforts were then put into welcoming and greeting 

donors at sessions. More detail is given in [RLIT0000794] Overall we were able 

to maintain sufficient blood stocks and avoid any shortages. 

Section 4: Plasma procurement and production of fresh frozen plasma at RTCs 

Q13.0 I have been asked about my knowledge of the production of FFP by RTCs for 

fractionation at BPL At the National Directorate we had a complete knowledge 

of the process that was undertaken by RTCs to produce FFP from whole blood 

donations. Dr Gunson was himself an RTC director and I myself had visited and 
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13.1 In outline summary to my recollection, the process followed was to collect the 

whole blood in a blood bag (the collection bag) to which was attached two 

subsidiary bags, one for red cells and one for FFP. In the RTC the bags were 

put into a centrifuge in a particular configuration so that when spun the red cells 

would separate from the plasma and form a sediment at the bottom of the 

collection bag. The bag would then be squeezed so that the plasma would flow 

into the subsidiary FFP bag and the red cells into the red cell bag. The plasma 

bag would then be separated from the collection bag and frozen as FFP. It 

would be stored locally and a Batch collected by BPL in special freezer trailers. 

Sometimes a third subsidiary bag would be incorporated to collect platelets. 

The plasma bag was a special wedge shape so that the end could be sliced off 

easily and the FFP contents ejected at the start of processing by BPL. 
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Q14. I have been asked how plasma procurement was funded during the 1980's. 

RHAs were responsible for funding RTCs from 1974 until 1993. The National 

Directorate had no role in funding them. From 1989 when cross charging was 

introduced, BPL paid RTCs for the plasma they supplied. This payment offset 

the costs incurred by RTCs in plasma procurement. Up until the introduction of 

cross charging RHAs had been allocated BPL Factor VI I I in proportion to the 

amount of plasma they supplied. 

Q15.0 I have been asked about my responsibility for coordinating the plasma supply 

during my tenure at the National Directorate. I have read the minutes of the 

NBTS/CBLA Liaison committee of 16th September 1992 [NHBT0017224] and 

the minutes of the National Management Committee of 30th October 1991 

[NHBT0046751]. 

15.1 I can confirm that coordinating the plasma supply was one of my duties at the 

National Directorate from 1989 until the end of 1992 when the National Blood 

Authority was established. Agreeing targets was part of the coordinating 

process because the National Directorate had no power to impose targets on 

RTCs. 

15.2 My task was to liaise with BPL to understand their requirement and with RTCs 

to understand what they could produce. It was important to ensure BPL was 

fully provided for and equally that RTCs did not over produce. Individual RTCs 

would generally have allocations which loosely reflected the population of their 

Region. [NHBT0046751] at para 8.3 shows that RTCs planned to produce 534 

tonnes of plasma in 1992/3 which as I recall was close if not slightly exceeding 

the capacity of BPL at that time. At this time BPL paid RTCs for the plasma 

they produced so it was important for both sides to agree targets for budgetary 

as well as production purposes. 
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15.3 As well as regular plasma for fractionation, the RTCs produced a variety of 

`specific plasmas' which contained specific antibodies which could be 

fractionated by BPL to produce special products such as intramuscular 

immunoglobulin referred to in para 8.2 of [NHBT0046751]. These specific 

plasmas were rarer and more difficult to produce and commanded a premium 

from BPL. Some RTCs produced a variety of them whilst others did not. The 

minute refers to the fact that I would ask RTCs to bid to supply the specific 

plasmas needed by BPL. The word 'bid' should not be taken to imply an auction 

arrangement, I was simply asking them what they could supply and in what 

quantities so that from their initial indication we could match RTC supply with 

BPL's requirement. 

Q17. There was no overall benefit to RTCs if they collectively produced more plasma 

than BPL was willing to purchase. In practice if one RTC exceeded their target 

slightly then it could make up for a slight deficit elsewhere and they would 

benefit. [NHBT0017224] para 4.2 illustrates this point where BPL were 

prepared to accept an over-production from one RTC. 
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Q18. 1 have been asked about the effect of cross-charging on increasing plasma 

collection. The proposal for cross-charging in the Working Group paper of 1989 

[NHBT0057426_002] was as much to remove the disincentives to plasma 

collection by RTCs as to provide an incentive. All RTDs had long been 

committed to the concept of self-sufficiency and realised that the plasma supply 

needed to be increased. The difficulty many of them had before 1989 was in 

persuading their parent RHA to fund plasma collection especially in those 

regions where there was not a large demand for blood products. The cross-

charging proposals broke the link between plasma supply costs and blood 

product costs at an RHA level. The introduction of cross-charging made a 

substantial difference by giving RTCs an income that did not come from their 

RHA and thereby enabling them to build up their plasma collection from their 

own resources. It was a very effective tool in enabling the growth of the plasma 

supply. 

Q19.0 I have been asked about the introduction of plasmapheresis. Most of the 

debate about the benefits of plasmapheresis had taken place well before the 

National Directorate was established in 1988. Minutes of the 2 meeting of the 

Advisory Committee of the NBTS [CBLA0001287] at para 17 in 1981 tasked Dr 

Gunson to establish a Working Party to explore Plasma collection. His 

comprehensive report to the 3rd meeting of the Committee June 1981 

[CBLA0001377] includes an outline of the merits of machine or manual 

plasmapheresis and detailed costings of the relative costs of plasma from 

whole blood and manual or machine apheresis. 

19.1 By 1989 machine plasmapheresis rather than manual was the preferred 

method because it was much quicker and therefore more acceptable to donors 

and was regarded as easier and safer. 

19.2 Dr Gunson's report in 1981 suggests that machine plasmapheresis would be 

20% dearer but by 1989 I believe that scaled up machine plasmapheresis 

centres would have been very cost effective and cheaper than manual methods 

could have been. I do not have access to costing figures for the time of the 

National Directorate but I am sure they will be on National Directorate files. 
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19.4 The plasmapheresis programme self- evidently increased the supply of plasma. 

The growth of plasmapheresis during the 80's helped some RTCs keep up with 

the requirement for plasma as BPL built up its production capacity. BPL always 

had sufficient plasma to fractionate and was not limited by any inadequacy of 

supply from RTCs. By 1989 plasmapheresis accounted for 13% of the plasma 

that was fractionated at BPL. 

Q20.0 I have been asked about the plasmapheresis programme. RTCs needed to 

respond to the preference of some of their local clinicians for whole blood as 

opposed to red cells. This limited the amount of blood they could separate and 

the amount of FFP they could produce. It was considered undesirable to collect 

whole blood purely for the plasma and discard the red cells if they were not 

wanted. (it was both expensive and did not make the best use of the donor's 

gift). This left RTCs with the need to make up their plasma procurement by 

plasmapheresis. Initially this need for plasma was driven by the regional need 

for fractionated blood products which were supplied back to RTCs in proportion 

to the plasma they had supplied. After 1989, cross-charging broke this link. It 

follows that the different local requirements led to different plasmapheresis 

programmes in different RTCs. 
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Q21. 1 have been asked whether the National Directorate had a role in persuading 

clinicians to reduce whole blood use and to use red cells instead. We were 

aware that such a strategy would increase plasma for fractionation. It was also 

a desirable objective to reduce unnecessary blood usage in surgery and to 

improve stock control in hospital blood-banks so that there were less returns of 

time expired products. These were all matters on which RTC consultants 

engaged with hospital haematologists on a local basis. Hospital haematologists 

would in turn engage with surgical teams. I do not recall any formal programme 

by the Directorate since it was self- evidently a local issue to change hearts and 

minds. I understand that the growth of key-hole surgery has seen a steady 

reduction in blood usage in recent decades. 
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Q23. I have been asked for my view on factors affecting the choice between NHS 

and imported blood products. I am not a clinician and have never needed to 

make this judgement in my areas of responsibility. If I were to speculate I would 

expect that efficacy and safety would be the prime determinants followed by 

cost and availability. 
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24.1 In general the downside of any clinical freedom is that a clinician might be in 

error. However the alternative that some outside body should dictate the clinical 

treatment of a particular patient seems a worse option. There have been many 

attempts to bridge the gap between the two options and the role of clinical audit 

and the date collection initiatives by some of the specialty groups of the Royal 

Colleges and the role of NICE have enabled a form of peer review so that 

outliers can be identified and best practice can be identified and shared. 
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Q26.0 I have been asked a number of questions in Q26 to 028 about the manufacture 

and supply of cryoprecipitate by RTCs. I have little recollection about the 

process used to make Cryoprecipitate other than that it involved thawing frozen 

plasma and harvesting the precipitated material. It was generally batched to 

provide a 'dose'. 

26.2 The National Directorate from 1988 did not expect RTCs to make particular 

amounts of cryoprecipitate and I do not recall that this was monitored although 

data were probably collected and will be on file. The National Directorate had 

no power to dictate to RTCs the amount of Cryoprecipitate that they should 

collect. 
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26.3 The National Directorate was not concerned with the actual proportion of whole 

blood collected that was processed for plasma and sent to BPL by each RIG. 

We were concerned that RTCs were able to send BPL the amount of plasma 

that had been agreed whether from whole blood or plasmapheresis. At the 

same time we expected RTCs to be able to supply red cells or whole blood as 

needed by their local clinicians. RTCs informed the Directorate of their blood 

supply stocks on a daily basis and the plasma supply was monitored at monthly 

or quarterly intervals. 

arrangements as it would have been a very small proportion of the operating 

costs, but I might be wrong. The National Directorate was not responsible for 

the funding of RTCs. 
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been requested by Haemophilia Centre Directors. 
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29.1 In 1985 when I took up my duties, self—sufficiency in blood and blood products 

was understood to be an accepted government objective underpinned by a 

WHO resolution of 1975 (WHO 28.72) and a Council of Europe 

recommendation of 1980 (R(80)5) on blood products for haemophiliacs which 

recommended that governments should `pursue the implementation of the 

recommendations. with a view to reaching as far as possible self-sufficiency of 

member states and their medical professions in respect of anti-haemophilia 

products and blood plasma required for their preparation.' [DHSC0000705] The 

UK was already self- sufficient in whole blood so self -sufficiency really became 

self-sufficiency in Factor VII I for practical purposes. RTCs were already 

committed to the principle of self-sufficiency. 
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29.3 In 1989 in the framework of the single market the Council of the European 

Communities adopted Directive89/381/EEC which at Article 3 Para 4 required 

States to take the necessary measures to promote Community self-sufficiency 

in human blood and human plasma and encourage the necessary measures to 

develop the production of products from unpaid donors. The UK Government 

was required to respond to this Directive and in `Supply of Blood Products, The 

UK view, DH, 1990' the CMO replied: 

"Since 1976, it has been government policy that the UK with its long tradition of 

voluntary blood donation should be self-sufficient in blood products. This 

position is entirely consistent with the more recent decision of the EC to 

promote a policy of Community self -sufficiency based on voluntary blood 

donation. At the same time Ministers accord great importance to the principle of 

clinical freedom. When therefore a doctor decides in the light of available 

clinical information, that a particular product is indicated for a particular patient, 

we believe that the decision should be respected even if that product has to be 

imported from outside the EC. The principle of self-sufficiency therefore means 

that the supplies of domestically sourced products should be sufficient both in 

range and quantity to meet the needs of all patients whose clinicians prefer 

these to other available products." 

This statement accords with the concept of self-sufficiency formulated by BPL 

in April 1988. 
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Q33.0 I have been asked about the steps that were taken to ensure self-sufficiency. In 

my tenure at the National Directorate from 1988 to 1993 the achievement of 

self-sufficiency in Factor VIII was determined by four things,1/ Plasma supply, 

2/ Capacity of BPL production lines, 3/ Yield of Factor VIII during fractionation 

at BPL and 4/ the usage of BPL Factor VI I I by Haemophilia doctors. At the 

National Directorate from 1988 to 1993 we coordinated plasma supplies so that 

sufficient plasma was always available to meet BPL's capacity. BPL were 

working actively to increase both capacity and yields. In fact the yields 

increased substantially over time. I have no knowledge of the steps that 

Haemophilia doctors were taking to develop or conserve usage. 

33.1 The build-up of the plasma supply had been a DHSS priority since the late 70's. 

It had been addressed by the Advisory Committee on the NBTS from 1980 to 

1988. The RTCS managed to meet the processing capacity of BPL throughout 

its expansion. For example in 1984 RTCs were producing 150 tonnes of 

plasma which was BPL capacity at that time. The supply had doubled to 300 

tonnes by 1987 not all of which could be fractionated but the surplus was 

stockpiled. In the event BPL did not open until 1987 and was not able to 

fractionate at an effective capacity until 1988. In the year ending March 1989 

BPL was able to fractionate 470 tonnes of plasma using new and stockpiled 

plasma. See Plasma Supply Graph at Q35.4 below. 

33.2 I believe that self- sufficiency could only have been achieved earlier if the BPL 

had been built earlier. The difficulties of scaling up the process and increasing 

yields were always going to take time to overcome but were dependent on the 

new building. At the outset the new building had been fast-tracked with a 

`design and build contract' but it still took longer than anticipated. The building 

of a large and complex processing facility for new product and with new 

production lines to pharmaceutical industry standards was a major undertaking 

and with hindsight it is evident that early timelines were very optimistic. I am 

sure that the plasma supply could have grown to match production capacity at 
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an earlier date had it been needed. The building itself was, in my view, the time 

determinant for self-sufficiency. 

Q34. As far as I am aware my views on self-sufficiency accorded with those of my 

peers at the time. 

sul..' r • .  
 IY IiL1tkYLIi i il . L1 [sIi i ii. 

35.1 The statement by the Director of BPL in the CBLA minutes of March 1986 

[BPLL0011012] that four RTCs were unlikely to increase their plasma supplies 

within a 4 to 5 year period was his own view and was as events proved unduly 

pessimistic. All regions were on an upward trajectory and by 1992 plasma 

supply was expected to be 524 tonnes. 

35.2 My suggested reply to the oral Parliamentary Question [DHSC0001080] was in 

March 1987 (not March 1986) and would therefore have taken full account of 

the additional information available in the year since the CBLA meeting of 

March 1986. It would have taken account of the further delay in completion of 

the new BPL. 

35.3 The calculations in regard to self-sufficiency would have taken account of the 

current plasma supply and the projections for growth agreed by RTCs. At that 

time we were anticipating that around 450 tonnes could be fractionated with a 

yield of 220i.u/kg. This would have yielded the 100mi.0 estimated as being 

needed for self-sufficiency in Factor VIII. It may be noted that In the event BPL 

were able to fractionate 470 tonnes of plasma in the year ended 1989. However 

because the yield was lower than had been anticipated in 1987 it did not 

produce as much Factor VIII as was predicted. 
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meantime those RTCs below target would have used those years to increase 

their supply. In the event this is what happened, only over a longer timescale 

than had been anticipated in March 1987. The Plasma Supply Graph at fig. 8.5, 

page 54 of 50 Years of Blood Transfusion reproduced below [Plasma Supply 

graph] [NHBT0000028], shows the steady build -up of the plasma supply from 

120 tonnes in 1982 to over 500 tonnes in 1992. In my view this is an 

outstanding achievement of the NBTS and a tribute to the generosity of our 

blood donors. 
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Fig. 85 The plasma supply, 1979-1992 —+— fresh frozen, 
time expired). 

35.5 The background note 5 on page 3 of [DHSC0001080] refers to the estimate 

that an 18 month period is likely to be needed for the new plant to reach full 

production. Since the note is included it would have been taken into account in 

the answer. It should be noted that the answer says that self-sufficiency 'will 

follow' commissioning and is careful not to give a date.. The Supplementary 
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35.7 The Central Blood Laboratories Authority (CBLA) was a Special Health 

Authority responsible for the contract to rebuild BPL. It was their responsibility 

to keep the project on track in terms of time and budget. As an SHA they would 

have had access to specialist expertise within DHHS such as Estates and 

Finance. They used Matthew Hall as contractors in a `Design and Build' 

contract which was intended to enable a fast-track construction. The building 

was a one-off with novel requirements so this type of contract was expected to 

be the most appropriate. 

35.8 It is hard to say how much the delay in completion delayed production. It is too 

simplistic to suggest it was year for year. The turmoil of HIV in 1983-85 would 

have slowed production considerably and undoubtedly product would have 

been lost if we envisage large production capacity dependent on what could 

have been untested plasma. As it worked out some stockpiled plasma was lost 

but the delay was not altogether disadvantageous. 
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36.1 Predictions on the date on which self-sufficiency might be achieved had been 

based on particular production levels and Factor VIII yields. See 035 above. 

The production levels were dependent on plasma supply input and the use of 

the stockpile. If there was less plasma in the stockpile then production levels 

would be lower. Lower yields would also mean that even at higher production 

levels not enough Factor VIII would be produced to meet the target of 

100m.i.u.. The new information in [NHBT0015546] of September 1988 that the 

stockpile had been miscalculated and that yields were lower meant that RTCs 

needed to accelerate their plasma collection programme and BPL needed to 

work to improve yields. Neither of these objectives could be achieved overnight 

and inevitably the date of self-sufficiency would move further into the future. 

36.2 My understanding is that the plasma stockpile had been quoted in terms of the 

gross weight for many years but CBLA will have details. I had no responsibility 

for process matters at BPL so I do not know how or whether the miscalculation 

could have been determined earlier. 

ECI* •• i f • • •• • • • • • 

•': 

iiige •• • o i .•. i i` • • i • 

30 

WITN6919001_0030 



•r r •• • • r rrr r• 

•r •• rr i r •r- r rr r • ood 

• d rte.. i '•'. i .. i i • •. 'i • 

36.4 My note was also unduly pessimistic about the effect on self- sufficiency. In the 
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Q37.0 I have been asked about the NHS Management Services study of the NBTS. I 

have been able to review the Report at [CBLA0002392] presented in October 

1987 rather than rely on the minutes of the Steering Group 

[DHSC0002442_035] which give a precis as work- in- progress. The main 

findings of the Report were a) that there was no reliable source of management 

information in the NBTS b) that some regions, particularly London were unable 

to meet their blood requirements c) that there was an absence of coordination 

between RTCs and between RTCs and CBLA and d) that there were 

inefficiencies. The statement in the minutes in December 1986 regarding 'little 

communication between RTCs and CBLA' was somewhat paraphrased. The 

full report says that 'there was a lack of formal management arrangements and 

links between RTCs and CBLA'. The report explains that the arrangements 

were not sufficient to reflect the changing reliance of the two bodies upon each 

other and the scale of that reliance. BPL in particular was totally dependent on 
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37.2 Although the minutes of the Steering Group record the observation that there 

had been a lack of central planning in relation to increasing the plasma supply, 

this does not appear in the final Report, presumably because it was later found 

to be inaccurate. In fact the plasma supply had been a major preoccupation of 

the Advisory Committee on the NBTS since its inception in 1980 through until 

1988. The committee was chaired by Dr Harris as Deputy Chief Medical Officer 

and brought together the interests of RHAs, RTCs and the Blood Laboratories. 

There was a common understanding of what needed to be achieved and RTCs 

were informed through the RTDs meetings what their regional targets should 

be. The plans were frequently modified over the years to take account of:- the 

various changes to the fractionation capacity at BPL as the new building came 
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on line; changing estimates of Factor VI I I yield as different production 

techniques, such as Heat Treatment were developed; and changing 

requirements by Haemophilia doctors. 

37.3 In 1980 it had been anticipated that a plasma supply of 450 tonnes would be 

sufficient for self-sufficiency in Factor VIII but later estimates were in the order 

of 520 tonnes. Plans also needed to be modified to take account of the 

introduction of HIV testing and the consequences for stockpiling. It would 

however be fair to say that there was a lack of central authority to ensure that 

the plans were met. Although DHSS provided central funding to RHAs it was for 

each RHA to determine how its allocation was spent and although RHAs were 

expected to provide the funding for plasma procurement it was up to each RTC 

to seek its own allocation from them. 

Q38.0 I have been asked a series of questions about the setting of plasma targets. 

The statement about the setting and funding of plasma targets in the Steering 

Group minute at [DHSC0002442035] was not correct. The final Report 

[CBLA0002392] is more accurate and explains that the targets were basically 

set on a per capita basis i.e. kgs. per million population. This seems fair as 

there was no reason to suppose that donors in one part of the country would be 

any more reluctant than any other to give blood if the infrastructure was in 

place. All RTCs had accepted this at the start of the programme in the early 80s 

when all RTCs had been given a trajectory. Some regions chose not to invest in 

the early stages so were therefore left with a steeper trajectory in later years. 

The DHSS view was that all RHAs had been give their share of funding over 

the years and if they chose to fund increasing plasma collection in a particular 

way then it was their choice. It would not have been fair at a later stage to take 

money from RHAs who had invested in plasma procurement earlier in order to 

subsidise those who had chosen not to do so. 

33 

WITN6919001_0033 



were aware of the commitment to self-sufficiency and the expectation that they 

would fund their RTCs appropriately. 

38.2 RHAs were funded on a per capita basis (with I believe, some allowances for 

demographics, health need and deprivation etc) RTC plasma targets were set 

on a per capita basis, so there was a correlation between funding and plasma 

targets.at a RHA level. Difficulties arose for RTCs when RHAs prioritised other 

local needs rather than funding plasma collection. 
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Q48. I have been asked about the decision making remit of the RTD meetings. In 

general they reached any decisions through consensus. No-one was 

empowered to force decisions on others. However RTDs were medical 

consultants and best practice was a matter of good medicine which all would 

wish to adopt so in practice matters relating to transfusion medicine, blood 

safety, donor care etc. would be agreed and applied throughout. Many 

operational matters such as blood bags, bar coding and laboratory testing 

needed a common approach to ensure blood could be used safely throughout 

the NHS. RTDs would agree and implement any developments in these areas. 

However RTDs were less prescriptive with more managerial matters such as 

staffing of donor sessions, transport and other matters which were not safety 

critical. The method used by RTDs to reach a collective decision on best 

practice was often to set up a Working Group which would draw from the 

collective expertise of the transfusion service and make recommendations to 

the RTDs meeting which could then be accepted. Decisions would be 

disseminated through RTCs by the RTDs. 

Q49. I have been asked about the relationship of the National Directorate of the 

NBTS. to RTDs meetings. In fact the RTDs meetings in their previous form 

were discontinued from January 1989 with the establishment of the National 

Directorate. 
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Q55. I have been asked about the meeting structure of the National Directorate The 

National Directorate established a number of Committees to deal with specific 

issues:-

The lead Committee was the National Management Committee (NMC) on 

which sat the National Director, the Deputy National Director, and the 

consultant chairs of each of the three Divisions. plus 1 senior RID from each 

Division. 

Reporting to the NMC was;-

The Provision of Donors Committee (POD) which was attended by the Deputy 

Director and lead Regional Donor Organisers from each Division and three 

medical consultants including a Regional Transfusion Director. 

The QUIN (Quality in the Nineties) committee attended by the Deputy Director 

and the lead Quality Assurance Manager from each of the Divisions. 

The NBTS —CBLA liaison Committee which was attended by the National 

Director, the Deputy National Director, one Regional Transfusion Director from 

each of the Divisions and staff from CBLA usually, the Medical Director, the 

Chief Executive and the Finance Director. 

The National Directorate also established a number of Committees to deal with 

particular issues such as a group of RTC finance managers to develop a 

common costing methodology and the Management Information group. 

The work of external committees was also brought before the NMC for 

consideration. 

participate to the extent of my expertise, which did not extend to clinical or 

medical matters. 
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committees etc. it was expected that the course agreed would be implemented. 
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the direction set out. The National Directorate had no power to enforce a 

particular strategy. 

Q59. I have been asked whether these committees were effective. In my view the 

committee structure of the National directorate was very effective in bringing 

central direction and uniformity to the Transfusion Service. The consultative 

and consensus building process led to the adoption of policies and co-

ordination in a timely way and helped expertise and good-practice to be shared 

throughout the service. Policy was developed openly with Divisional minutes 

shared nationally and National minutes shared with Divisions. It was a good 

substitute for central management and encouraged a greater degree of 

collaborative working. 

Q60. The National Directorate was formally answerable to the Director of Operations 

of the NHS Management Executive of DoH. We had an annual accountability 

review. 

Q61.0 I have been asked about a consultants' report on the reorganisation of CBLA in 

1991. The report is referred to in NMC minutes of April 1991 [NHBT0000191] 

and came at a time when both CBLA and the National Directorate were 

exploring future models of management. The minute refers in a later paragraph 

to work commissioned by the Directorate for the future management of the 

NBTS. The full report is at [NHBT0002310] and I shall use it as the basis for 

my answer rather than the paraphrased comments in the NMC minutes. CBLA 

had engaged Touch Ross to assess the future role and objectives of CBLA and 

BPL and contribute proposals for an ongoing strategy and suitable structural 

options to achieve it. The need for such a review was driven by the need for 

BPL to compete with commercial manufacturers on a commercial basis in its 

provision of products to the NHS. Such commercial enterprise was felt to sit 

uneasily within the remit of a Special Health Authority such as CBLA and 

needed clearer definition. At the same time the 1990 NHS and Community 

Care Act was putting the whole of the NHS on a trading (purchaser/provider) 

footing. For example the RTCs were being paid directly by BPL for the plasma 

they supplied and NHS customers were paying for NHS blood products. 
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61.1 The Report's authors suggested that BPL should be more clearly identified as 

the operational and trading arm of CBLA and operate on commercial principles. 

They took the view that this was essential in an environment where both raw 

material and product was priced. BPL management should focus on 

maximising effort and efficiency to meet NHS and other customer needs. They 

needed inter alia to overcome the restraints on complete commercial freedom 

put in place by DoH, improve manufacturing costs, have more control over the 

plasma supply and improve marketing. 
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61.3 The Report recognised that the supply of NHS plasma was integral to the 

success of BPL. It said that BPL should have the ability to specify the quality 

and volume of plasma it would accept from RTCs and be able to establish 

normal commercial contracts. There was some discussion as to whether in the 

future contracts should be between CBLA rather than BPL in the event that 

BPL became fully commercial. 

61.4 It is worth noting that CBLA and the National Directorate on behalf of RTCs 

were working closely on parallel lines. As the Report states, BPL would, by 

1992, require Licences for its products, this would require that RTCs were 

licensed for the plasma they produced. Therefore the introduction of a Quality 

Assurance System for RTCs in 1990 was essential and in fact by the end of 

1992 all except 3 RTCS had been licensed so that the fears in the Report about 

the quality and volume of plasma were not realised. Similarly the need for a 

central management structure to fund and direct RTCs in the new 

purchaser/provider world was also exercising the Directorate. We had earlier 

proposed to DoH that RTCs should be subsumed in a Special Health Authority 
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but they had rejected the initial proposal. Nevertheless the need for change 

remained and was pursued by CBLA and the Directorate throughout 1991 and 

in the event these debates led to the establishment of the National Blood 

Authority in 1993 when the NBTS and the CBLABPL became one 

management entity. 

Q62.0 I have been asked about problems with budget devolution referred to in minute 

[NHBT0000191] of April 1991. This refers to the problems associated with 

costing products that arose from the transfer of funds from RHAs to District 

Health authorities (DHAs) as part of the Purchaser-provider split' arrangements 

in the reorganisation of the NHS under the NHS and Community Care Act at 

that time. The intention of RHAs was to devolve sufficient funds to DHAs so 

that they could buy blood supplies from the RTCs. The difficulty was in 

agreeing what was sufficient at a time when RTCs did not have a full picture of 

their own costs. Some RHA Treasurers had identified development money for 

new HCV testing as a separate budget head others had simply included it in the 

overall allocation to their RTC. Some had included service costs others had not. 

This made it difficult to identify what budgets should be delegated to DHAs and 

to ensure that DHAs had sufficient funds to buy the products they needed. 

Each RTC had attempted to work out its own costs to ensure that its DHAs 

were sufficiently well funded but were hampered by their RHAs methodology for 

devolving funds. 

62.1 There was no basis on which the National Directorate could have set a single 

price at that time as budget devolution was being worked through on a national 

scale. As I recall a costing structure was established some time later and the 

National Directorate met with RTC finance managers to assist them in a 

common approach. A national costing was developed and used by most but not 

all RTCs. Some RTCs adopted block contracts and were less concerned about 

individual product costs than those who contracted on a per item basis. 

62.2 This agenda item was not about disparity of funding but about disparity in terms 

of costing and devolution of the budgets. It should not have affected the 

operational capability of the RTCs. 
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Q63.0 I have been asked about the concern of CBLA over the variation of practice 

between RHAs in the purchase and distribution of blood products para 6.3 of 

[NHBT0017187] in November 1989 refers. The preferred system for CBLA was 

to simply supply an agreed quantity of a blood product to RHAs and let RHAs 

supply DHAs free of charge. This had the advantage of much simpler supply 

arrangements for CBLA who would not need to market their product in the 

same way as commercial manufacturers and they could expect a large 

proportion of the market. Their fear was that the lower down the tree the 

purchasing decision was made the more possible it was that other 

manufacturer's products would be chosen. If CBLA's share of the market were 

to fall it would have implications for their need for NBTS plasma. It was in the 

interest of both RTCs and CBLA that there was maximum take-up of CBLA 

products. 

63.1 Variations of practice did occur in 1990/91 but by the next year as I recall, all 

RHA budgets were devolved to DHAs as 'purchasers' under the NHS 

reorganisation. CBLA learnt to compete in its marketing with commercial 

manufacturers. 
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ensured their products remained up to date and would not have disadvantaged 

patients. 

Q64.0 I have been asked in general terms what records were kept by RTCs at the 

time when I was Deputy National Director. This is absolutely impossible to 

summarise without access to RTC data and even with such access would be a 

daunting task. The Quality Systems in place required comprehensive records 

for every aspect of blood collection and processing, from the Blood collection 

centre, through transport, laboratory testing, processing, storing and issue. 

There would have been records of the blood bags, the testing reagents used 

and the training of the staff and many other matters. Each donation was 

barcoded so that a complete process history could be assembled for every 

donation. Most records were computerised by this time and they were held by 

the individual RTC and not centrally. Records were subject to internal and 

external quality audit. 

Q65. I have been asked about the retention of records but I do not recall how long 

records were kept or whether the same policy applied to different categories of 

record. I am however sure there would have been a retention policy. Dr Lloyd 

had chaired a Records Working Group referred to in [NHBT0097469014] para 

3.2. 

Q66. I do not recall what practice was followed regarding the destruction of records 

when they no longer needed to be retained. 
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Q71. I have been asked whether the record keeping measures were adequate in 

ensuring that donors whose blood was found to carry an infection would not 

continue to donate. I can only reply that the systems were set up with that 

intention. I do not have access to any data that would show whether they were 

adequate. 

Q72. I have been asked about the CDSC database. I was aware that the 

Communicable Disease Surveillance Centre collected data on HIV and that 

there was an involvement with RTCs as set out in [NHBT0004742] but I have 

no detailed knowledge beyond that. It would have been a matter for the 

consultants and scientists of the RTCs 
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Q74.0 I have been asked a series of questions about the Management Information 

System instituted By the National Directorate in 1989.The purpose of the 

Management Information System referred to in the NMC meeting of June 1989 

[NHBT0071558_001] para 11 was to produce a uniform set of date about all 

the factors relating to the running of RTCs. The data would enable RTC 

managers to have a greater understanding of their own procedures and to use 

the data to manage processes better and increase efficiency. Because all the 

RTCs would be measuring their data in the same way it would allow RTCs to 

compare their performances with each other and develop the most efficient 

practices. It would enable RTCs to establish the costs of processing donations. 

It would also enable the National Directorate and its National Management 
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Committee to measure RTC activity, coordinate where necessary and manage 
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74.2 The system was a management information system that contained no donor 

details and hence was totally dissimilar to the J donor system which, from 

[NHBT0005388], appears to have been running at the Plymouth Grove 

headquarters of North West Region RTC. 

74.3 The Management Information System started towards the end of 1989 and 

developed during the existence of the National Directorate i.e. until early 1993. 1 

do not know if it was continued by the NBA but its technology would have 

become obsolete by then. 

74.4 The National Directorate commissioned Ernst Young as consultants and 

developers of the project to work in consultation with RTCs to draw up a 

specification for the data to be collected. Each RTC designated a data 

coordinator and the National Directorate had a data coordinator reporting to 

me. Basically RTCs had to fill in what we would now call a spreadsheet of data 

and the software would create relevant bar charts and graphs. This seems 

common place now but was cutting edge then when a lot of records were only 

held manually. Data from each RTC was collected together by the National 

Directorate and assembled into a national data-set to which all RTCs had 
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access. DHSS funded the purchase of desktop computers for each RTC and 

data sets were sent to the Directorate by special modems installed for the 

purpose. Over time the data sets became more complete and hence very 

useful. Some RTCs became committed users but others were not as interested 

and incomplete data sets reduced the overall value of the data from a national 

viewpoint. 
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Q76. I have been asked about statements by Dr Gunson in [NHBT0000025_001] 

and [NHBT0000026001] that the NBTS had no central organisation to ensure 

uniformity. Dr Gunson is referring to a period before efforts were made in the 

late 1970's and 1980's to improve coordination. He refers to the fact that the 

formation of RTCs into Divisions and central coordination by the DHSS 

Advisory Committee on Blood Transfusion had improved coordination 

considerably. The formation of the National Directorate in 1989 was to take that 

coordination much further and improve uniformity between centres. However 

complete harmonisation of procedures could not become possible without 

central management and more crucially central funding and that was not in 

place until the formation of the National Blood Authority (NBA). I do not have 

the data to say whether information sharing between RTCs was adequate to 

prevent donors with blood borne infections continuing to give blood. It was 

certainly intended to be. 

Q77. I have been asked about the ability of the National Directorate to ensure 

uniformity amongst RTCs. The objective of the National Directorate was to co-

ordinate the work of RTCs in a formal way. This would involve assisting them 

toward a uniform approach where that was desirable. However it was 

recognised that the amount by which the Directorate could enable change 

would be limited by the fact that RTCs would continue to be funded by their 

RHAs rather than centrally by the Directorate. The Directorate took major steps 

C 
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to enable uniformity including the establishment of a management information 

system; inter regional transfer of blood; a uniform quality assurance system to 

meet MCA requirements; improved donor recruitment and retention; an 

inclusive structure of committees to involve all RTCs in decision making; a 

common approach to blood testing; a coordinated costing system; a 

coordinated plasma supply. These measures were major steps towards 

uniformity. 

Q78. I have been asked about the expectation of the National Directorate with 

respect to uniformity. RTCs were expected to act uniformly when it was clearly 

in the wider interests of all. This was particularly important on matters relating 

to donor recruitment and blood safety where the NBTS' was a clear brand and 

where all gained advantage from working under that umbrella. The National 

Directorate monitored progress through its committees, through the 

Management Information System and formally through Quality Audits as well as 

personal contact. 
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Q80. I have been asked about my knowledge of transmission of infection by blood 

and blood products. My knowledge of HIV and AIDs and the risks of 

transmission through blood and blood products largely developed through my 

time as a Policy Principal in DHSS between 1985 and 1988 and further during 

my time at the National Directorate. Between 1985 and 1988 I attended the 

DHSS Expert Advisory Group on AIDS so I was kept up-to-date on relevant 

information as the epidemic unfolded and knowledge developed. I also 

attended meetings of the Regional Transfusion Directors so I was kept 

informed of the implications for the blood supply. I also attended meetings of 

WITN6919001_0046 



• 

• .. '•

iii

.' '.1•iii.: • • .. .. .: .. i 

Q81. I first became professionally aware of the association between AIDS and the 

use of blood and blood products when I took up my duties at DHSS in 1985 

(see above) 
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Q83. I have been asked about my knowledge of hepatitis transmission through blood 

and blood products. My knowledge of the risks of Hepatitis transmission by 

blood and blood products was initially informed from 1985 onwards by my 

medical colleagues at DHSS, Regional Transfusion Directors and reading. My 

knowledge developed later during my time as Deputy National Director and 

particularly with the isolation of the Hepatitis C virus and the introduction of 

testing to all RTCs. 

Q84. I became professionally aware of the risks that hepatitis posed to recipients of 

blood and blood products when I took up my post as a Policy Principal in DHSS 

in November 1985 see Q83 above. 

Q85. I have been asked about the work done by RTCs to identify and mitigate the 

risks of hepatitis. Dr Gunson at [NHBT0000025_001] has comprehensively 

detailed all the work, investigations and trials that were carried out by RTCs 

and others from 1980 to 1992 in respect of the transmission and testing for 

hepatitis. The work led to the introduction by RTCs of HBsAg testing for 

Hepatitis B in 1971 and an effective testing regime for Hepatitis C in 1991. I 

was not involved in any of this work 

In 
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Q87.0 I have been asked about Dr Gunson's 1986 paper [SBTS0001120] about the 

incidence of transfusion associated NANB hepatitis. I do not recall whether I 

was aware of this paper at the time but I was aware that NANB, later identified 

as Hepatitis C, was prevalent in the blood supply; that work was ongoing to 

decide how it might be mitigated, and that BPL had been working on measures 

to inactivate the virus since the early 80's 

87.1 I do not recall whether RTDs discussed the figures or the paper but hepatitis 

infection was a shared concern so I would be very surprised if they had not 

been aware of them. I discussed the issue of Hepatitis infection with Dr Gunson 

on many occasions during the four years we worked together at the National 

Directorate and I was aware how concerned he was about the issue and of his 

passion to improve blood safety for the benefit of patients. 

Q89. I have been asked how my or RTCs understanding of the seriousness of blood 

borne infection affected the way we approached blood safety. Without doubt, 

RTCs had consistently given priority to ensuring that the blood supply was as 

safe as possible. It was the essential premise of transfusion medicine. 

Although tests were used to eliminate some sources of infection, others could 

not be tested (such as the early days of the AIDS epidemic and NANB before 

HCV was identified). Donor selection was and is an important part of ensuring 

blood safety. By excluding possibly infected donors before donation it markedly 

reduces the risk to the blood supply. 
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Q92. I have been asked about the role of the National Directorate in identifying 

categories of high-risk donors. The National Directorate (1988 to 1993) did not 

itself produce guidance on the exclusion of high risk donors. However the 

National Management Committee of the Directorate did take responsibility for 

co-ordinating the expertise and views from the various advisory committees 

and working groups and ensuring that the information was taken into account 

operationally by RTCs. Changes to the risk categories of donors who would be 

excluded because they were at risk of AIDS were made in this period. 
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Q96. I have been asked about guidelines for donor selection. The Guidelines for 

donor selection were basically those agreed by UKBTS and NIBSC in the 'Red 

Book'1990. These were supplemented by such changes as might be 

recommended by the various Advisory Bodies and Working Groups. RTCs had 

different ways of meeting the medical assessment guidelines, some relying on 

a questionnaire approach and some on an interview or on combinations of 

both. RTCs adopted the method that they thought was best for them. At that 

time there had been no evaluation of which method was most effective. 
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97.1 The first information to donors about the AIDS virus was in a leaflet distributed 
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Q98. I have been asked about the role of the National Directorate in relation to 

were used extensively. 

Q99. I have been asked about my own role in relation to leaflets. In my role as Policy 

Principal in DHSS I was involved in the drafting and updating of AIDS leaflets in 

1986 and 1987 to reflect changes in the at-risk groups. In this role I acted as 

intermediary and with guidance from Regional Transfusion Directors in liaison 

with the DHSS Expert Advisory Group on AIDS. The DHSS and EAGA 

expected all RTCs to issue the leaflets to blood donors. The DHSS issued a 

Health Circular [DHSC0002159] asking all RHAs to ensure that the leaflet was 

sent to each donor with their call-up card or letter. 
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Q101. I have been asked whether the leaflets were effective. Dr Gunson in 50 Years 

of Blood Transfusion [NHBT0000028] states that it is difficult to assess whether 

leaflets increased the safety of the blood supply. However he points to the 

reduction of HBV positive donors, who might also have been HIV positive, as a 

circumstantial marker for the effectiveness of the leaflets. What we cannot 

know is the contribution that the leaflets made to the overall awareness of HIV 

and the lives that were saved in consequence of changed behaviours arising 

from greater awareness. Before the virus had been identified and testing had 

been developed and introduced, the leaflets were the only possible 

intervention. Later they remained a relatively cost-effective extension to the 

donor selection and testing programme. 

Q102. I have been asked whether the Transfusion Service in the 1970's and early 80's 

should have pressed harder for viral inactivation of Factor VIII concentrates. I 

was not associated with the Transfusion Service in the 1970s and early 80s so 

cannot comment from experience. However it is absolutely clear in records of 

the time that all in the Blood Transfusion world were concerned about the 

transmission of Hepatitis by transfusion and concerned that the pooling of 

donations in fractionated products would increase the risk. Manufacturers and 

laboratories all over the world were working on viral inactivation technologies 

and I am aware that the Blood Products Laboratory had been working on a heat 

treatment to inactivate NANB in Factor VIII in the late 70s. Effective viral 

inactivation would have been a great commercial prize for these companies 

and I do not believe that extra pressure from NBTS would have been needed to 

boost their activity. 
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Q105. I have no knowledge of the arrangements in place at individual RTCs for the 

provision of diagnostic kits. 

pharmaceutical companies for diagnostic kits. 

Q109.0 I have been asked about the steps that needed to be put in place by RTCs 

before HIV screening could begin. I should point out that I only took up my 

responsibilities as a Policy Principal for blood transfusion in October 1985 so 

the steps for introducing HIV testing had been put in place before my tenure 

and others will have better information than me. 
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Q110.0 1 have been asked about the implementation of HIV screening in 1985. The 

expectation was that all RTCs would begin testing on 14th October 1985 and it 

is my understanding that this happened. Without reference to any documents it 

is not possible for me to recall all the detail of all the processes that would have 

been followed by RTCs to implement anti-HIV testing. I did not need to know all 

the detail at the time because it was a matter for RTCs under the direction of 

their medical consultants. 

110.1 RTCs needed to establish a detailed process flow from donor centre to 

laboratory and processing to ensure testing was effective. In summary: 

Potential donors were questioned to establish whether they were in a high risk 

group as then defined. Some would self—defer, others would be identified and 

their potential donation declined. All donations taken after 14th October 1985 

would be tested. All unscreened stocks of blood and plasma held in RTCs and 

collected before 14th October were tested before they left the RTC. If an 

infected donation was discovered it was quarantined pending confirmatory 

testing by PHLS. If it was confirmed the donation was discarded from use and 

the donor was called for counselling at the RTC. The incident was also reported 

to a scientist at North West Region RTC nominated by RTDs. RTCs took steps 

to trace previous donations by the donor, but I have no details of this 

procedure. 

110.2 It should be noted that the peak year for ant-HIV positive tests was 1986 with 

54 positive tests out of 2.8 million donations in the UK and Ireland. This meant 

that for most RTCs it was a very rare event with perhaps only 3 or less a year. 

Some RTCs such as North West Thames had more positives due to the varied 

make-up of the population they served. 
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110.3 1 am not able to quantify the financial or other costs that the introduction of HIV 

screening made to RTCs. However it is evident that the risk of transmission of 

HIV through blood transfusion was greatly diminished and as I recall by the end 

of the first year after screening there had been no recorded incidents of 

transfusion transmitted HIV. 

Q111.0 I have been asked to comment on my briefing note to Ministers via Mr 

Langsdon of July 1986 [DHSC0001036_001], about Heat treated Factor VI I IY 

from BPL. In the briefing I alerted Ministers to the fact that the Blood Products 

Laboratory had been using stocks of unscreened plasma to make Factor VI I IY 

up until June 1986 despite having previously told DHSS that only screened 

plasma was used from January 1986. All commercial manufacturers of Factor 

VI I I had been required by the Medicines Division (later the Medicines Control 

Agency) to use screened plasma since January 1986 because of concern 

about the effectiveness of their heat treatment in inactivating HIV. There was no 

such concern about the BPL heat treatment but they would have been 

expected to use screened plasma like the commercial manufacturers. 

111.1 The DHSS did not produce blood products. Products were produced by the 

Blood Products Laboratory (BPL) which was the manufacturing facility of the 

Central Blood Laboratories Authority (CBLA), a Special Health Authority. The 

BPL continued to use stocks of Plasma which had been collected before 

screening began in October 1985. They were confident from clinical trials that 

the heat treatment would destroy any viral contaminants. I do not know how 

come they had misinformed the DHSS in January about the use of unscreened 

material. I believe it was an unintentional mistake arising from poor 

communication internally at BPL. I do not know whether any other blood 

products were made from the same plasma during the same time period. 
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gave Factor VIIIY to their patients. I do not know whether they restricted 

numbers and they would have had to be recorded for clinical trial, licensing and 

111.6 The BPL heat treated Factor VI I IY was widely used for the treatment of 

haemophilia for over ten years. Greater security was built in by the use of a 
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as required. A lot of information about commercial manufacturers' products was 

provided by the manufacturers to the product users such as Haemophilia 

directors and the DHSS Medicines Division as part of the product licensing 

requirements. 
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112.4 The misinformation from CBLA about the use of unscreened plasma would 

have been the responsibility of CBLA. DHSS officials had already been told in 

January that all plasma being used by BPL had been screened. It was that 

information that was incorrect. 

112.5 By 1986 using unscreened plasma was not regarded as the safest method of 

producing heat treated Factor VIII. It is Good Manufacturing Practice to start 

with the safest materials and at that time it should have been screened plasma. 

The Medicines Division were quite right to insist that commercial companies 

used screened plasma and DHSS expected BPL to do the same. We did 

believe that the heat treated Factor VI I I Y was safe. However using unscreened 

plasma is not the safest manufacturing technique. 

112.6 Good Manufacturing Practice is about reducing risk, there is always the 

possibility that a pool of plasma from unscreened donors will contain an HIV 

positive donation that will contaminate that pool. The safety of the product is 

then totally reliant on the accuracy of the heat treatment. Using screened 

donations reduces the remote risk that some mistake in the heat treatment 

might contaminate the product. 
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Q113.0 1 have been asked to comment on an undated briefing note from me which 

refers to the manufacture of albumin from untested plasma for a strategic 

reserve. The undated note at [BPLL0010073] is I believe part of or pursuant to 

the briefing attached to [DHSC0001080] for a Written Answer by Mrs Currie to 

Mrs Renee Short on 9 March 1987 Hansard Vol 112. More details are given in 

[BPLL0010081].The problem at issue was the usage of plasma stored at BPL 

that had been collected before the introduction of screening in October 1985. 

The plasma had been stockpiled in anticipation of the completion of the Blood 

Products Laboratory. There were 50 tonnes of Fresh Frozen Plasma (FFP) and 

126 tonnes of plasma from Time Expired blood donations (TEP), all of it was 

unscreened. The potential value of the stockpile was in excess of £8m had it 

been usable. 

113.1 DHSS assembled a committee of experts to advise on the possible usage. The 

Committee was chaired by Dr Ed Harris DCMO and consisted of senior 

representatives from the Committee on Safety of Medicines, the National 

Institute of Biological Standards and Control, the Public Health Laboratory 

Service, BPL, PFC, the Blood Transfusion Service, a Haemophilia Reference 

Centre doctor, the Medical Research Council and Professor Zuckerman of the 

London school of Hygiene and Tropical Medicine. The above group met on 16 

January 1987 and again on 15 June 1987. They agreed a) that Fresh Frozen 

Plasma from donors who had subsequently given blood which had tested 

negatively could be regarded as `retrospectively validated 'and was safe to use 

as screened FFP, and b) The process of preparing Albumin with a heat 

treatment at 60 for 10 hours produced a safe product not associated with the 

transmission of any infection worldwide. On that basis they concluded that it 

was safe to use the stockpiled TEP and any residual FFP that could not be 

retrospectively validated as source material for Albumin manufacture. However 

they were concerned that Good Manufacturing Practice should be followed and 
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113.2 In the event, as I recall there were some difficulties in retrospectively attributing 

tested donors so I do not know how much of the FFP could be retrospectively 

validated and used. Because of GMP considerations the 126 tonnes of TEP 

could not be fractionated in a plant alongside screened material. Furthermore 

the CSM was insisting that licensed manufacturers should only make albumin 

from screened donations. Although BPL was not licensed at that time it was 

considered that the same rules should apply and that albumin from unscreened 

plasma should not be supplied to the NHS. DHSS officials accepted the expert 

view that the TEP was safe to use but felt that it would be difficult in 

presentational terms after ministers had already said in July 1986 that only 

screened plasma was being used for the NHS. 

113.3 A possible way out of the impasse that would not involve disposing of the plasma 

was to process it for the Strategic Reserve held by the Army for use in time of 

War. A letter from me to the Assistant Surgeon General of the MoD dated 

September 1988 [BPLL0010081] suggests that they might wish to consider a 

Strategic Reserve of Albumin from this source. The timing of this initiative took 

advantage of the fact that BPL was transferring all production to their new 

facility so that the processing of the unscreened plasma to albumin could take 

place in the old building without compromising GMP. I left HS1A at the end of 

1988 and I do not recall the outcome, if any, of my approach to MoD. I have in 

mind that the 126 tonnes of TEP was eventually discarded but I may be wrong. 

The records of the disposal of the plasma will be held by BPL. 

113.4 BPL had used unscreened plasma from the outset until June 1986 but from 

June 1986 unscreened plasma was not used for any products including 

albumin. 

113.5 The Strategic Reserves were a matter for the Ministry of Defence and I do not 

know what amount of albumin was stored. As I understand the Strategic 

Reserve was for use in time of War. 
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113.6 The responsibility for ensuring the stockpile was disposed of according to 

DHSS advice was that of BPL. and there should be records from BPL to 

confirm my recollections set out above. 

Q114. 1 have been asked about the use of surrogate testing but this was never my 

area of expertise or responsibility. 
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Q116. As above. I cannot comment on the Working Group Report that was outside my 

expertise or responsibilities at that time. 

Q117.0 1 have been asked about decisions relating to surrogate testing. Responsibility 

for such matters would have been that of the National Director Dr Gunson. I 

was aware of the work of ACTTD and ACVSB. [NHBT0005043] refers. Both of 

these committees had members with international reputations in their field and I 

would not have been in a position of knowledge to query their decisions. I 

would have been confident that their advice would have been based on sound 

precepts and with the benefit to recipients of blood and blood products at the 

forefront of their minds. 

117.1 As a supplementary I have been asked on what basis I was able to have 

confidence in the committees and their decisions. My confidence stems from 

the calibre of the committee members. They were people who I knew had 

published in peer reviewed Journals so that I could be confident that their 

reputations had been well earned. They had stature within their own 

organisations so that I could be reassured that their reputations were also 

founded on their abilities to understand others. I had also had the opportunity to 

meet many of the members so had been in a position to form my own views 

about them and their integrity. As I understood the issues the members were 
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Q118. As far as I know no surrogate testing was introduced at RTCs other than what 

might have been done for research purposes on small numbers of donors and 

on a non-routine basis. 

11LIL IL` rrr 

Q120. I have been asked to comment on Dr Gunson's letter to RTDs 

[NHBT0000073_065] in which, with agreement of the ACVSB he suggests that 

testing for HCV should be deferred for two months pending completion of a 

second round comparative evaluation of test kits. I have no expertise on which 

to judge Dr Gunson's suggestion and I was not involved in this decision at the 

time. However from his evidence in [NHBT0000026_009] it seems that there 

was concern, shared by the ACVSB that the increased sensitivity of the second 

generation tests needed to be evaluated before its general introduction. That 

seems a sound rationale, but I note that Dr Gunson himself reflects that it might 

have been possible to evaluate the second generation test whilst it was in 

service. He comments that this would have meant an earlier introduction by two 

months in nine RTCs as the other five were involved in the trials. 
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The Transfusion Service needed to have confidence in the accuracy of the new 
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particularly the blood supply safe. I should add that I did not have any role in 

the debate at the time. 

123.1 The medical screening of donors did not change but all donations were tested 

for HCV as part of the new test protocol. 

123.2 I cannot recall what procedures were put in place to test blood held in RTC 

banks 
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123.3 

123.4 

There was a protocol for dealing with positive donations which is set out as a 

flow chart in Fig 5.1 Page 32 of '50 Years of Blood Transfusion' 

[NHBT0000028] reproduced below. There was also a protocol for counselling 

positive donors after confirmatory testing but I cannot recall what it was. 

Initial screening test - k  Negative Release blood 
(gym) products 

4 
Positive reaction 
(retain products In quarantine) 

4 
Repeat screen tests 
(serum x 2) 

4-- - -- --- -- * All repeat tests negative 

Positive (any repeat test) 

TRAdonor record (label blood and blood products 'BIOHAZARD' — NOT FOR 
NSFUSION) 

4 
Screen test plasma (if plasma is only clear cut negative result 
from donation obtained, investigations must  undertaken 

according to in-house SOP to identify and 
explain the apparent discrepancy). 

Positive 

4 
Reference laboratory 
(serum and plasma) 

Positive or indeterminate Negative 

Flag donor record Subsequent donations tested as per repeat 
Deferral risk—not to be bled screen tests and samples forwarded to 
for clinical use. Arrange reference laboratory. 
counselling and investigation 
of donor). 

Definition: Blohazard blood and products labelled 'BIOHAZARD' must be 
Isolated and not used for transfusion. Products must be discarded or 
Stored M Microbiological Laboratory for future investigation. 

Positive reaction is any test which meets manufacturers criteria or 
internal SOP where sensitivity Is not less than manufacturers criteria. 

Fig. 5.1 Action chart— anti-HCV testing. 

It must be presumed that the introduction of HCV testing reduced the risk of 

HCV transmission as that had been the objective in introducing it. In the last 

quarter of 1991 there were 0.39% positive donations which had dropped to 

0.16% by 1993. In new donors the figure remained higher around 0.4%. see 

Table 5.1 Page 32 [NHBT0000028] of '50 Years of Blood Transfusion'. 

However I do not have access to any studies which showed that this led to a 

reduction in the transmission of disease to patients. 
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Q126.} I have no knowledge of the product recall procedures used by RTCs. 

Q127.} 

to ensure blood safety during my tenure. It is safe to say that the reduction in 

the risk of transfusion transmitted infections informed all of the activity of the 

Transfusion Service during the eight years I was associated with it. Major 

a) Introduction of screening for HIV in October 1985. The introduction of 

HIV1+2 screening on 1st June 1990 and the introduction of screening for HCV 

in September 1991. 

• • ♦ boo: •- 
! • i • ♦ 

• 

groups to ensure international good practice could be shared. This includes 

ISBT (International Society of Blood Transfusion) and WHO and EU Working 

Groups. 

. •, ! • ♦ ♦ • ' ' .! •' ! .. is 
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f) Work to improve blood security by understanding the motivation of donors so 

that more targeted advertising could be used to recruit them and their 

motivation could be taken into account when undertaking donor screening 

[RLIT0000793]. 

g) Trials and testing of new tests, protocols and processing techniques to meet 

new requirements from clinicians for increases in products such as platelets. 

• •'. • • • - • 1. • ~' l ♦ '.. '..
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NBTS QUALITY 
POLICY STATEMENT 

The National Blood Transfusion Service is dedicated to a 
system o, f quali y mar ant which will ensure that Its blood 
products and services meet the requfrements of clinicians and 
their patients. Bccaarsc our products are administered to 
patients. our quality system will be comparable in excellence 
to those used in the pharmaceutical industry by licensed 
rantfacturers. 

The quality policy rests on four pr ncfples. 

Our dteftnitton of quality is conformance .to requftments. 
We will care, fu. specify the requirementsfor our suppliers 
(donors and manufacturers). our processes (collection. 
laboratory. dtstrtbuti and our product users. 

We will Improve and maintain qualtaj through a planned 
system of quality assurance management which will cover 
evert part of our activity. Audit and review will be an 
essential part of this system. 

We will ensure that under the guidance Qr trained Q 
management each member of staff re cog. rises their 
responsibility for quality Improvement. 

We will ensure that education and trainir j of staff are 
sLfflclent to maintain. and Improve gLtaltsy. 

j) From 1991/2 all RTCS underwent formal inspections by the Medicines 

Inspectorate on the same basis as commercial pharmaceutical companies. By 

1992 all except 3 RTCs had obtained a Specials Product Licence from the MCA 

(Medicines Control Agency). 
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k) This list cannot be comprehensive as so much time was invested by the 

blood transfusion service in blood safety. For example, the blood bag working 

group, the transport working group, the records working group all drew from the 

expertise of the service and internationally to identify good practice. 

Q129. I have been asked whether blood safety was constrained by cost, time or 

staffing issues. The Red Book and the Standard Operating Procedures (SOPs) 

that were developed from it were drawn up with the objective of maximising the 

safety of the blood supply within the policy constraints and scientific knowledge 

of the time. Clearly the SOPs were pragmatic to the extent that procedures had 

to be achievable. The SOPs assured the quality of the blood that was issued. 

No RTC would have issued blood that did not meet the requirements of its 

Product Licence. All RTCs were happy to supplement their own blood supplies 

from other RTCs in times of shortage which they would not have done had 

there been any concerns about quality. It would not have been within the 

Quality System or the Licensing Protocol for an individual to unilaterally change 

a procedure. Local procedures would have needed to go through a change 

protocol within the Quality System which would have undoubtedly required the 

input of more than one person. Major changes that might have affected or 

benefited more than one RTC would probably be considered and debated 

nationally before adoption. 

Q130. I have been asked whether the desire for consensus impacted blood safety. On 

nearly every issue the consensus between RTCs emerged naturally from the 

sharing of knowledge and expertise. Some RTCs were recognised as having 

particular expertise and after scrutiny others would be content to adopt their 

proposals. This consensus building was most effective on medical matters 

pertaining to blood safety. The RTDs were clinical consultants so in theory had 

clinical freedom but in practice that was constrained by the norms within their 

profession. At the time the concept of clinical audit was emerging and the Royal 

Colleges were encouraging data sharing so that all consultants in a particular 

specialty would know whether their performance was an outlier. It was therefore 

in the common interest of RTDs, because they and their consultant colleagues 
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Q131. I have been asked how RTCs worked together to ensure the safety of the blood 

supply. Regional Transfusion Directors relied on the advice from ISBT, BBTS, 

WHO and DHSS working Groups and Advisory Committees and latterly the 

working groups and committees of the National Directorate to keep themselves 

informed of developments in the field. Many RTDs or their staff contributed to 

the work of the committees. Certainly the work of the groups and committees 

was intended to improve the safety of the blood supply but a goal of totally safe 

blood would have been unrealistic, no medical procedure is 100% safe. I am 

not aware that anyone ever defined 'safe blood'. 

• •• ' • i a • •• • 
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i• •f o • 

130.1 In my view the aim of achieving maximum benefit for minimum cost is a sound 

objective in a healthcare system with constrained and finite funds. I do not think 

that the aim has changed fundamentally over time. I agree with what I assume 

Dr Contreras is highlighting, that without the cost/benefit constraint there would 

be no end to the testing of blood, with ever increasing cost and ever decreasing 

returns in terms of product safety. 

IKIIW ! • •' •- -• • • • • 
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133.2 The concept of cost/benefit had underpinned NHS funding since its inception 

when it was first appreciated that demand for healthcare would outstrip 

resources. 

133.3 In my view the discussion about whether a strict cost/benefit approach should 

•- *• -r r r • r -r -• • r 
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133.4 As a supplementary I have been asked to amplify my assertion that originally 

the benefits of blood transfusion were seen as overwhelming. I think that it is a 

common and correct view when applied to transfusions of large amounts of 

blood to compensate for massive blood loss through surgical or other trauma. I 

quote from 'Life Blood' An Official Account of the Transfusion Services 

published by the HMSO in 1945. 'The pilot with one arm shot away and a 

wound torn in his side has no strength left. They rush him to the nearest 

medical post. The surgeon looks at him; `pretty near bloodless' he mutters. A 

few years ago death would have been certain. Now they fit up a blood 

transfusion set and drip the plasma into his body. Soon the pilot opens his 

eyes. Within a few months he is ready to work again.....' Or perhaps a more 

measured account in the preface to 'The Price of Blood' published by the 

Institute of Economic Affairs in 1968. `Bleeding after the operation created an 

emergency demand for blood. Two hospitals, a blood bank and a new donor 

had to be tapped before the required amount was assembled in time for a life-

saving transfusion. The NBTS donor recruitment posters of the early 1990's 

confirmed the vital importance of blood donation with slogans such as `Be a 

lifesaver-give blood' and `Couldn't you find it in you to save her life?'. I would 

also refer to the early days of liver transplant surgery where transfusions of 40 

units or more might be required. 

133.5 The risk/benefit balance in those traumatic situations is clear and 

overwhelmingly in favour or transfusion. However not all transfusions were/are 

given in life threatening situations. In some surgical practice, even when blood 

loss during surgery had been minor, it was customary to give a 'top-up' of a unit 

or two to aid recovery. I have witnessed this myself in orthopaedic surgery in 

the early 1980s. The risk/benefit balance in those circumstances is much less 

clear cut. During my time associated with the Transfusion Service, I understood 

from my medical colleagues that the use of blood in circumstances requiring 

only one unit to redress blood loss was rarely considered appropriate. It would 

have been for hospital haematologists to address the issue with their surgical 

colleagues. I do not know how much behaviour has changed. 

m 
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133.6 1 believe a cost/benefit approach is the only fair way to distribute health care 

with finite resources. It would be difficult to justify spending massively in one 

area of healthcare to marginally benefit a few patients if the resources that were 

expended could make a major difference to the lives of a larger number of 

people elsewhere in the NHS. Clearly this is the argument at its most simplistic 

but the principle underpins the work of NICE (National Institute of Clinical 

Excellence) and the work of the Centre for Health Economics at York University 

amongst others. 

133.7 It is important to note that Dr Contreras made her comments in 1992 and as 

such they had no bearing on the introduction of the anti- HCV test in 1991. The 

expert committees had taken the view in 1990 that testing would start as soon 

as a suitable and reliable test and a confirmatory test were available. From the 

evidence at [NHBT0000025_001] it does appear that the introduction of HCV 

testing could in fact be justified on a straightforward cost/benefit basis. The 

costs were not huge and a considerable number of people would benefit 

through not becoming infected. Their treatment costs would be saved. There 

would be a need to recruit donors to replace those excluded but again the costs 

would not be insurmountable. 

Q134. & I was not involved in setting up, implementing or monitoring any look-back 

Q135. programmes for HIV 

Q136. & I was not involved in setting up, implementing or monitoring any look-back 

Q137. programmes for HIV 
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my advice on the topic. 

Q140. RTCs would have been free to implement their own look-back programmes. As 

Q141. a) I have never provided consultancy services to any pharmaceutical company. 

b) I have never received any pecuniary gain from a pharmaceutical company. 

c) I have never sat on any advisory panel, board or committee of a 

pharmaceutical company. 

d) I have never received any financial incentives from a pharmaceutical 

company 

e) I have never received any non-financial incentives from a pharmaceutical 

company 

f) I have never received any funding to prescribe, supply, administer, 

recommend, buy or sell any blood product from a pharmaceutical company. 

Q142. I believe both the DHSS and NHS had guidelines regarding declarations of 

interest but since I had no involvement with pharmaceutical companies I had no 

interests to declare. 

Q143. I have never undertaken any research for a pharmaceutical company. 

Q144. I have never provided a pharmaceutical company with results from a research 

study. 

Q145. I have never received funding from a pharmaceutical company for research. 

72 

WITN6919001_0072 



Q146. I have been asked about the arrangements for ensuring cooperation between 

the National Directorate of the NBTS and the SNBTS. The National Directorate 

maintained close cooperation with SNBTS. A formal liaison committee met 

quarterly consisting of Drs Gunson and Moore and Dr Cash Director of SNBTS 

and the Chief Executive of the SNBTS David Mackintosh. The SNBTS also 

sent a representative to the Directorate's Provision of Donors Committee and 

Dr Cash or a Scottish RTD attended the Directorate NMC on occasions. A 

representative of the SNBTS also attended the Northern Division meetings of 

RTCs which itself reported back to the National Directorate. At a professional 

level within the wider NBTS, RTDs consultants and laboratory scientists from 

Scotland and England worked together to share expertise with common 

membership of Working Groups, attendance at conferences, ownership of the 

British Blood Transfusion Society etc. 

Q147. I have been asked how policy was coordinated between the SNBTS and the 

NBTS. The National Directorate and SNBTS developed policy with due regard 

to each other's work. In general clinical and safety matters were similar if not 

identical. Operational matters might be different. Every effort was made to 

develop clinical policy, such as the implementation of new techniques or the 

introduction of new test regimes uniformly across both England and Scotland. 

HCV provides an example as SNBTS and NBTS worked together with the 

evaluation of the new tests at Scottish and English RTCs. Matters requiring 

cooperation were identified at an early stage. On non-clinical matters such as 

the recruitment of blood donors SNBTS adopted some different approaches to 

England largely because of their different demographic and infrastructure. For 

example, they were able to pioneer some powerful TV and Radio advertising 

featuring Sean Connery which was particularly effective. 
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excluded donors which would have been carried out at an RTC level on both 

sides of the Border. 

Q149.0 I have been asked to comment on Dr Gunson's assertions in 

[NHBT0000025_001] and [NHBT0000026-009] that the National Directorate 

did not have executive authority but achieved success by persuasion. In my 

view, the absolute necessity to persuade meant that there was always wide 

involvement with RTCs in decision making. Policies could be honed and 

developed with wide in-put and once a course of action was agreed, people 

had ownership and a great commitment to it. A more authoritarian regime might 

have been easier to manage but it would not have been so effective in bringing 

RTCs together. From my later experience elsewhere I think it is quite possible 

that a National Directorate with executive authority at that time might have been 

less effective than it actually was without it. 

149.1 The National Directorate of the NBTS in England had limited powers but was 

able to harness and mobilise the talent and expertise of the RTCs. across a 

wide range of activities. It established a Quality Assurance scheme and 

facilitated Product Licensing: it improved blood donor recruitment and stabilised 

the supply of blood nationally so that there were no shortages.: it coordinated 

the expansion of the plasma supply at a critical period in the development of 

BPL: it coordinated work on costing and pricing issues across RTCs and RHAs: 

it coordinated the introduction of HCV testing and the medical assessment of 

donors: it substantially improved communications within the NBTS and with 

partner organisations such as BPL and SNBTS. 

'' . a D • . • • g •. • • • • • 
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Q150. The National Directorate was able to achieve so much only because it had 

massive support from RTCs and involved their expertise in developing policy. 

The limitation to its success was not the lack of executive powers but the lack 

of a central funding scheme. At the outset the scope of the National Directorate 

as a coordinating body had been limited because RTCs were each funded by 

their own RHA according to local formulae. But with 14 funders it was still 

possible to achieve very good cooperation. However when the RTC budgets 

were devolved from RHA level to DHAs and Trusts the local funding pressures 

forced RTCs to prioritise the needs of their `customers' and develop local 

contracting so that it became much more difficult to coordinate change despite 

the goodwill of RTCs. In that environment it seemed that a national centrally 

funded body for RTCs was essential if any common purpose was to be 

retained. There were several ways that might have been carried out but the 

preferred option became the incorporation of the RTCs within the National 

Blood Authority, NBA. 

Q151. I have been asked about the strengths and weaknesses of the NBA but I left 

the National Directorate at the time of the NBA's formation so I have no 

information on how effective it became. 

Q152. I have been asked about the extent of cooperation or collaboration between 

PFC and BPL. I have very little knowledge of this although I am aware that Dr 

Lane at BPL worked collaboratively rather than competitively with Dr Perry of 

PFC. 

Q153. I have no knowledge of the relationship between SNBTS and NIBTS. It is a 

matter for SNBTS. 
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the literature. 
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Q160. I am not aware that any whole blood was imported or of any patients 

transfused with blood imported from the USA. 

Q161. 1 published the following relevant papers during my tenure:-

Gunson, H.H. and Moore, R.J. Blood Transfusion Services. Chapter for 

National Association of Health Authorities and Trusts Handbook 1990 pp148-

150 
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Q163.0 I have been asked to comment on the minutes of the 203 Meeting of RTDs 

dated 15 April 1987 [CBLA0002372] which include Advice given by the 

Screening sub-committee of the Expert Advisory Group on AIDS and give 

details of the procedures that should be followed when an HIV positive donor 

was identified. Inter- alia there is the recommendation that if a donor presented 

who had given blood in another Region then their blood should not be used 

until records had been transferred and checked. 

163.1 I have no recollection of whether this item was discussed. I believe that RTCs 

were already alerting each other to sero-positive donors by this date and the 

recommended procedure was already in place. 

r rr r • - r r i • b i r r 
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164.1 The RTDs all felt that such a system was difficult, complicated and probably 

unworkable. There was no evidence that it was addressing a problem that 

really existed. It would have been difficult to arrange a secure yet secret means 

of communication for the donor after donation. There would also have been 

difficulties in isolating the donation and relabelling it in some way. As far as I 

know `opt out' was not implemented. 
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Q165.0 I have been asked to comment on a letter that I wrote to the General Secretary 

of NUPE on 2nd December 1986 [DHSC0040984_119] in which I asked him to 

change advice which the Union had put in a leaflet for its members about AIDS 

entitled 'AIDS hysteria' and which categorised 'people receiving blood' as 'at 

risk' alongside the recognised highest risk categories of gay/bisexual men, drug 

abusers and their sexual contacts. Our concern was that readers of the leaflet 

or their loved ones who might need a blood transfusion would be unnecessarily 

alarmed. We believed that by the time of the leaflet in December 1986 the risk 

of HIV infection from a transfusion was tiny and possibly had been eliminated. It 

was certainly not correct to bracket transfusion recipients with the other major 

risk categories. 

165.1 I was of course aware of the potential that a donation infected with HIV might 

lead to infection if transfused to a patient. Before testing was possible the 

Transfusion Service mitigated the risk by identifying Risk Categories and asking 

donors to self-exclude if they were in one of those categories. After tests for 

HIV antibodies had been developed and introduced on 14 October 1985, all 

donations were tested .and the policy of asking donors to self-exclude 

continued. 

165.2 I do not recall the data sets on which I based my assertions about risk but the 

reply would have been drafted on advice from medical colleagues. Data from all 

RTCs on sero-positive donations was collected monthly by the Transfusion 

Service and I believe that CDSC and the Public Health Laboratory Service also 

held data on the number of cases so that the extent of the epidemic could be 

tracked. I assume that the fact that there was no record of AIDS transmission 

through a blood transfusion between October 1985 and December 1986 was 

correct at that time. 
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166.1 The criticisms about racism were made by members of the public or donors, 

and according to the minute at [NHBT0071771], by representatives of the 

Commission for Racial equality in a meeting with DoH. The criticism that safe 

sex was not acknowledged was again made by members of the public but to 

my recollection might also have been supported by organisations representing 

gay men. 

166.2 The leaflet was revised with contributions from the UKBTS Standing Advisory 

Group on Donor Selection, the Expert Advisory Group on Aids sub-group and 

the Expert Advisory Group on AIDS itself.. The item labelled `racist' was the 

exclusion of 'men and women who have had sex with men or women living in 

Africa at any time since 1977'. This was considered an important exclusion 

criteria because of the prevalence of HIV transmitted heterosexually in Africa. 

To counter any criticisms of racism the words 'of any race' were added after 

`men and women'. Addressing the other criticism, it was considered that 

although safe sex i.e. the use of condoms, might give some protection against 

transmission of the virus if practised carefully, it was not sufficiently reliable to 

ensure that an individual was safe to give blood. Therefore no references to 

safe sex were included in the leaflet. 

i[IW liT ii EiT• • • i l• ml iT.r' • •! i. ' i .i T 

r -•I ir't.i F11 1 !' • ! r - • 

.rr - .1 !IsiIUhI1Lr • r • 

i i' i' • i b i •' i i . •', • 

WITN6919001_0079 



•' • •!' i i i ! • i  ♦ r •  r i ' 

! ♦ • it 

•i 1 •.. . '•' .!• • •• •^ •_ It s I- it i i• :• 

•.
.:

. • • •: ~' • i •. . . . 1 1 1. .' 

'♦' it ♦ •♦♦ •♦ ! •♦ i, 

Service doctors to the possibility that some specialties within the NHS might be 
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that I wrote on 17th February so clearly we were anxious to get a response. 
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threatening situation. 
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I believe that the facts stated in this witness statement are true. 
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