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INFECTED BLOOD INQUIRY 

WRITTEN STATEMENT OF DR. HUW LLOYD 

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

2006 dated 2 June 2021. 

I, Dr. Huw Lloyd, will say as follows: - 

Section 1: Introduction 

1. Personal Details 

Name: Huw L. Lloyd 

Address: _ G.Ro-c ;Ontario, Canada 

DOBH. GRO-C ;1949 

Qualifications: 
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Other: 

Honorary Clinical Lecturer, University of Newcastle upon Tyne 1988-1995 

Examiner for Royal College of Pathologists 1991-1995 

House Officer (Medicine) Kings Lynn & West Norfolk 

General Hospital 

1975 

House Officer (Surgery) North Tees General Hospital 1975 

(NTGH) 

Senior House Officer (Medicine) 1976-1978 

Rotation through medical units at NTGH including periods in 

Intensive Care Unit and Cardiac Intensive Care Unit, 

Combined medical & surgical unit for gastro-intestinal 

diseases (NTGH), Medical unit North Ormesby General 

Hospital and Neurology unit Middlesbrough General Hospital 
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Senior House Officer (Neurology) Newcastle General 1978-1979 

Hospital 

The above were standard House Officer/SHO appointments, with no special 

emphasis on haematology or blood transfusion. 

Locum Registrar (Blood Transfusion) Northern Region Blood 1980-1981 

Transfusion Service 

The work involved reviewing donor information collected by 

clerical staff at collection sessions, and assessing if the 

subsequent donation was fit for use based on the current 

standards, assessing demand for platelet concentrates and 

allocating collection quotas for upcoming sessions and 

reviewing temperature records from session transport 

vehicles. I also spent time in each of the departments of the 

centre including the blood banking operations, component 

production, infectious disease testing, donor panel (the 

clerical operation responsible for planning donor sessions, 

recruiting new donors and inviting donors to the sessions). 

Latterly I was part of a three-person team tasked with 

introducing automated blood grouping, replacing the then 

manual processes. The introduction of the automated 

system resulted in the almost complete elimination of 

incorrectly labelled (ABO/Rh) units of blood. 

Registrar (Blood Transfusion and Haematology) Newcastle 1981-1983 

AHA(Teaching) 

This position provided training and experience in all the main 

disciplines in pathology. The post included periods in the 
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haematology, chemical pathology, microbiology and 

histopathology departments at Freeman Road Hospital, as 

well as secondment to the Public Health Laboratory. There 

was also a period of time spent back in the Northern Region 

Blood Transfusion Centre. The haematology department 

provided insight into hospital blood banking, the use of blood 

products and clinical issues resulting from transfusion. In 

the Transfusion Centre, I covered much of the same 

responsibilities as in the Locum Registrar position, as well as 

becoming familiar with the availability of the rarer blood 

groups. Further work was carried out on the automation of 

blood bag labelling and the start of a computer program to 

handle the recording of blood component production. 

Towards the end of this appointment I was successful in the 

part 1 MRCPath examination. 

Senior Registrar (Blood Transfusion and Haematology) 1983-1987 

Northern Region Health Authority 

This position involved periods in each of the three main 

teaching hospitals in Newcastle, a period working in the 

Regional Haemophilia Centre and a further period in the 

Transfusion Centre. As expected in a Senior Registrar 

position there was much more emphasis on the clinical care 

of patients with haematological disorders. In-patient care 

was provided and out-patient care was provided at regular 

clinics. Regular on-call work was included. Newcastle 

General Hospital covered a wide range of haematological 

disorders, excluding acute leukaemia, Freeman Hospital had 

a similar wide range as well as a substantial blood banking 

operation supporting cardiac surgery. The Royal Victoria 
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Infirmary (RVI) provided the acute leukaemia care including 

an active bone marrow transplant program both allo- and 

auto-transplants. I was actively involved in the care of 

patients with acute leukaemias including those undergoing 

transplants. Whilst at the RVI I spent time in the paediatric 

haematology unit, as well as the Haemophilia Centre. At the 

RVI, out of hours care for haemophiliacs was provided 

through the haematology unit. 

During this time I was successful in the final MRCPath. 

haematology examination. 

Working at the Transfusion Centre I took on more 

responsibility for the provision of platelet concentrates, 

providing clinical advice to hospitals, and answering issues 

brought up by donors. 

Locum Consultant Haematologist (Northern Region Blood 1987 

Transfusion Centre) 

This position was technically a secondment from the Senior 

Registrar position. 

The answer in 2.8 provides details of the role. 

Consultant Haematologist (Northern Regional Blood June 

Transfusion Centre) 1987 

In the period between appointment and becoming Medical — 

Director I continued in a similar role to that outlined for the 
October 

locum position, although I became more involved with 
1988 

management issues. 
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Transfusion Centre) 

to offer me this position, with the then Director moving to the 
February 

clinical Haematologist role. 
1995 

Although my focus changed to the management and 

development of the service, I retained clinical responsibilities 

3. Memberships 

r •. o  11111U l • .I• •• • • • - •-• - -• 

•' i ~'i •t i 

I attended the annual BBTS conferences which had lectures covering a wide 
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articles that I wished to read. These were photocopied for me, and after 

review, I filed selected articles for later reference. 

I also wrote review documents for internal use, for the Centre's business 

plans and presentations for meetings which required up to date literature. 

For example in October 1992 I prepared notes for a presentation I was 

giving about risks associated with Transfusion and alternative strategies. (I 

do not recall the meeting that I prepared this for). A scanned copy of the 

document 'Transfusion — Do We Have Any Choice', WITN6935018 is 

attached. 

5. Possible Involvement in Litigation Related to HIV or HCV. 

5(a) TYWE0000067 — I have read the attached document and it was 

prepared by me. The content is to my reading of it now, appropriate 

and to the best of my recollection, accurate. Apart from preparing 

this document, I had no further involvement with the litigation. 

5(b) TYWE0000064 — I have read the attached document and it was 

prepared by me. The content is to my reading of it now, appropriate 

and to the best of my recollection, accurate. Note: The abbreviation 

BTC refers to Blood Transfusion Centre, and in context refers to the 

Newcastle Centre. As noted above, I had no further involvement with 

the litigation, apart from the formal statement shown in 

TYWE0000067 

5(c) NHBT0034961_137 - Regarding the solicitors referred to in this 

letter, I do not recall receiving further contact from them, and to the 

best of my recollection. I was not asked to provide a statement. 

6. Documents 

I have read document TYWE0000067. The attachment, although not signed, 

was prepared by me. The 'With Compliments' slip attached to the document 

has a handwritten note which is not in my writing. Despite this the 
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corrections appear appropriate and look to have been made by me. The 

content of the document is to my reading of it now, appropriate and to the 

best of my recollection, accurate. 

7. Further involvement 

I have not been involved in any other inquiries etc. 

8. Roles by appointment 

8(a) Senior Registrar 

This was a training position and I was not involved in policy 

decisions. I provided clinical advice and handled issues such as the 

provision of blood products including platelets. 

8(b) Locum Consultant Haematologist/Consultant Haematologist 

This position involved becoming the primary interface between the 

haematologists in the Northern Region and the Transfusion Centre. 

This involved managing inventory, particularly platelet concentrates 

and other inventory at times of shortage of specific products or blood 

types. General management support was provided at a time of some 

instability in the running of the Centre. I was also involved in 

providing clinical advice associated with the Centre providing 

ante-natal serology services to the maternity hospital in Newcastle. I 

provided support to Clinical Assistants looking after post-donation 

information from donors and information collected by clerical staff at 

blood donor sessions. 

8(c) Medical Director 

The role of Medical Director and General Manager primarily provided 

the management direction for the Centre and with the approval of the 
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8(d) Chief Executive 

This change initially made little difference to my roles, until the 

appointment of a Clinical Director which allowed me to spend more 

time on the direction that the centre would take, the development of 

quality systems, and computerization. 

i- i e • • • iii i • iii • ii - • 

I continued to develop statistical reports at a management level to 

help guide the operation, with clear targets, data on progress 'to 

date', comparison with previous year data, and key features such as 

the number of usable donations prepared compared to the number 

of donors attending. 

In my last year in this position I was frequently involved with 

discussions and planning associated with the upcoming transfer of 

all the Centres in England and Wales from Regional Health Authority 

responsibility to the new National Blood Authority (NBA). 

9. Reorganization 

A wide range of changes were introduced during this time. A new 

management team was developed with a focus on helping departments work 

•i'- .•! .'• i'i` , it `i':•. -• • i 
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the skill sets required rather than the traditional functions, for example, the 

main blood banking and ante-natal serology departments were merged, to 

make better use of available automation. This also brought all laboratory 

operations under one manager. The ordering and delivery of blood and blood 

products was overhauled with an aim of providing the service that each 

hospital required, rather than one focused on the Transfusion Centre's 

convenience. 

The testing of donations for infectious diseases was consolidated using a 

single manufacturer's system. Although on a test by test basis this was more 

expensive, it brought numerous improvements such as a simple 

computer-driven release authorization for batches of tested donations, 

complete interoperability for staff between different tests and a reduction in 

the training requirements — one system instead of several. It also laid the 

ground for an easy introduction of hepatitis C testing. 

A new quality assurance department was created with the QA manager 

independent of the laboratory management, with a direct route to the Chief 

Executive. 

Blood donor services were also changed with an attempt to ensure that 

donors were informed about donation criteria before attending, the aim being 

to reduce wasted time for donors who turned out to be ineligible. As with 

many other aspects of the Centre's operation, regular statistical reports were 

produced to help track the changes and to help direct future changes. For 

the donation 'system' the aim was to ensure as far as was possible, any 

donation made would be fully usable. In the past many donations were 

labelled for `laboratory use' because of limitations in the donation process. 

New documentation was produced to support the clerical staff at the donor 

sessions, particularly to provide clear information on medication taken by 

donors prior to donation (developed with the University of Newcastle, 

Wolfson Unit), and precise and complete information on travel-related 

restrictions to every country. 
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Computerization of many parts of the system were introduced during this 

time. In April 1991 the Blood Management Computer Network System 

(BMCNS) was introduced. This was the last in-house developed computer 

program. It covered all component production work, the testing of all 

donations, the associated clerical work and medical information and the 

verification, labelling and dispatch of all units of blood and blood 

components. It recorded all donations made, registering information about 

the blood packs, their type and their Lot or Batch Numbers. The program 

was written by Mr. Brittain, a member of the laboratory staff and who later 

became the Centre's IT manager. 

In the 1993/94 business plan, see `Computerization Summary 1993-94.pdf, 

(WITN6935019), I noted that: 

... the BMCNS will ensure that another area of our operations meet GMP 

Guidelines and meet the requirements of the Medicines Inspectorate'. Among 

other benefits it allowed the Centre to rapidly identify the location or disposition 

of any donation and its products that needed to be withdrawn due to 

post-donation information. A process that had taken sometimes days, and 

always hours was now completed in minutes. 

Later the Blood Donor Management System (BDMS), a donor module from 

the US company that had written the laboratory system for Abbott was 

introduced. This module provided the core of a Transfusion Centre-wide 

system and although providing the systems for Donor call-up and Donor 

registration it also held all the test data and clerical and medical clearances. 

The last module to be introduced was the CDIC, a components management 

module, also written by the same company. When the donor module went 

live, it allowed the Centre to archive the half a million or so 101 file cards that 

had been in use for decades, and to retire the 1980 ICL computer. 

At my request, the Birmingham University Health Services Management 

Group carried out an assessment of the management of the Centre and 
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developed a program of management development. This program started 

with the senior managers, myself included, and later management 

development was extended to departmental managers and supervisors. 

A wide-ranging quality systems program was developed. Amongst many 

other things, it was part of the process that led to the Centre's accreditation 

to BS 5750 part 2 (later ISO 9002). As far as I know, this was the first Centre 

worldwide to achieve this standard. 

The Center's quality assurance program was also extended. 

During this time it was recognized that more attention needed to be given to 

the 'Transfusion Medicine' part of the Centre's role and a new Clinical 

Director post was created with the appointee part of the management team. 

On a slightly different track, I was aware of the poor performance of the 

Centre in producing plasma for processing at the Elstree Blood Products 

Laboratory. There were several reasons for this, but the prime reason was 

rooted in the laboratory operations that I had seen when I first worked in the 

Centre in 1980. 

At that time it was a mantra that whole blood supply was the priority, albeit 

tempered by the need for the preparation of platelet concentrates. Staff in 

the component preparation department were often underutilized as blood 

destined for plasma/concentrated cells was retained as whole blood. 

To address this issue an initial meeting was organized for haematologists 

from all the hospitals supplied by Newcastle, to discuss the issue. Data on 

whole blood and component use was provided. Newcastle was, I think, in 

the unique position that all unused blood and components were returned to 

the centre. This showed that most of the returned, outdated blood was 

indeed whole blood and not concentrated cells. 

As a result of this meeting an initial target for the percentage of whole blood 

to be made available was accepted and was duly implemented. The only 
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transfusion pilot program and a new bone banking operation, both of which 

required considerable dialog with other clinicians. 

10. Organization 

10(a) As Medical Director/General Manager, I was responsible to the Chief 

Medical Officer of the Regional Health Authority. In practice this was 

usually delegated. At first my point of contact was the Regional 

Scientific Officer, but this changed to one of the RHA's Directors. If I 

recall correctly, that position held responsibility for not only the 

Transfusion Service, but also the Ambulance Service and a number 

of clinical support services run at Regional level. 

The amount of input from the RHA declined considerably after my 

first year or two. Bi-annual reports on performance were prepared 

and duly discussed, and specific issues were discussed as required. 

I think that it was as a result of the 1990 National Health Service and 

Community Care Act, that the RHA moved the Transfusion Service 

into an arms-length organization, that it referred to as a Clinical 

Agency of the Regional Health Authority. This changed the 

management arrangements leaving the Centre's management team 

with more authority for the running of the Centre. 

As mentioned in TYWE0000067, there was an Administrator position 

in existence when I started. My understanding was that this position 

had been created and filled at the insistence of the RHA during my 

predecessor's tenure, to address some of the management issues at 

the centre. The individual had been given direct access to the RHA, 

by-passing the Medical Director, a highly unusual arrangement. I 

quickly became aware of how this arrangement was proving divisive 

amongst senior staff and was not conducive to good management. I 

removed this position shortly after becoming the Director. 
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With the implementation of weekly management meetings, the 

heads of each of the main departments; Medical (a Consultant 

Haematologist), Nursing, Donor Services, Laboratories, 

Administration and Quality Assurance attended. Later the new 

Medical Director attended and also the Finance manager. Minutes of 

meetings were prepared and circulated to all attendees. 

10(b) For most of the time funding, both operational expenditure and 

capital, was provided directly from the RHA, based on a yearly 

submission from the Centre. There was usually considerable 

discussion over capital requirements. 

The RHA was generally opposed to funding new staff positions. I 

later was told that this arose from my predecessor's decision to not 

reduce laboratory staffing levels following the introduction of 

automated blood grouping. 

During my time as Medial Director and later Chief Executive, this 

was not an issue as the implementation of computerization and 

various reorganizations resulted in a reduction in total staffing. 

The impact of the change in funding from a direct RHA allocation to 

hospital budget purchasing did not have a significant effect during 

the time I was in post. 

10(c) The Northern Region Blood Transfusion Service collected blood from 

donors and distributed blood and components to an area 

approximating that of the Northern Regional Health Authority. The 

minor differences were due to geography, with Northallerton included 

to the south-east of the RHA region and an area of Cumbria to the 

south-west of the RHA region, around Barrow-in-Fumess, excluded. 

One hospital just north of the Scottish border, near Carlisle was also 
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supplied, but I do not recall that any blood donor sessions were held 

in this area. 

The population covered was approximately 3.1 million. 

10(d) The statement by Dr. H. H. Gunson, paras. 4-16 in document 

NHBT0000025_001 refers in large part to a period before I became 

Director. The overall relationship vis-a-vis the Nation Directorate was 

already in place. 

Note: The document as provided is missing page #3, so paras. 4 to 6 

were not available. 

I note the following extract from this document: 

It is important to stress that the National Directorate did not have any 

executive authority and its successes came about by persuasion. The 

RTCs remained the primary responsibility of the RHAs. There were 

inevitably difficulties when proposals from the National Directorate for a 

change in national policy required additional resources, since these had 

to be found from the budgets of the various RHAs. 

I understand that there were difficulties with funding new proposals 

put forward by the National Directorate, and a lack of executive 

authority to implement them. However the National Directorate was 

not structured or staffed to take on this role and should have 

concentrated on getting agreement amongst Centre Directors on 

issues of major importance, and once agreed could have helped 

individual Centres who experienced problems as a result of their 

RHA's role, through its direct access to the Department of Health. 

Despite the National Directorate's non-executive position vis-a-vis 

the RTC's, it is of note that all Centres initially accepted a decision to 

only implement HCV testing when the National Directorate gave the 

green light. The Centres, with the exception of Newcastle, held to 
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further because some Centres were still not ready to start. 

The split of the National Directorate's meetings of Centre 

Directors/Chief Executives into divisional meetings did not support 

the concept of obtaining agreement across Centres to implement 

national policies. 
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(section A): 
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Perhaps of note were Centres that consistently required imports of 

blood, suggesting a failure of adequate funding or adequate 

management. 

This statement in item 9 (section A): 

There was no central organisation to ensure that those functions which 

were common to all RTCs operated in a uniform manner. 

For example the Newcastle Centre made changes as a result of the 

MCA audits, changing the timing of a second phase of the 

Transfusion Centre's computer system to meet requirements put 

ii ii. I. ThUflIL •i 

As to the question: 

.. information as to whom the RTC was answerable to at the NBTS, if 

WITN6935001_0018 



i .f • •f ~i •I • i 

:D •] :i iIIi!I USI. liiiDirectorate • : . l i i 

• IIIi .  `f in Ilif i - •i it. EM ii • I• i SI . 

If .i.II.!Nsaw1t iL.1I1I1 it I I] 

i `• r i ' ~~~ 0 • ~~• i ` 1 i' ' 

• 

There were no formal links with any other Centre, however there 

were no barriers to contacting other Centres and I cannot recall any 

the introduction of Hepatitis C testing created considerable strains, 

particularly with the SNBTS. 

10(f) Regulation. 
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The Centre was subject to the regulations of the MCA as they 

pertained to the manufacture of blood / blood components. Audits 

show that this regulation covered a broad swath of the Centre's 

operations from transport vehicles to the details of infectious disease 

testing. It did not cover the clinical operations such as ante-natal 

testing or tissue typing. 

• •• •i • • • 111III l  i-L

precautions including new fire-stop doors, and a new emergency 

building exit. 

The loss of Crown Immunity also meant that Transfusion Centres 

would need to hold manufacturing licenses equivalent to those held 

by pharmaceutical manufacturers and MCA audit findings would no 

longer be `advisory'. 

Initially I had little communication with BPL as it was then known. 
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None of these products came through the Newcastle Centre. 

10(i) Donations collected annually 
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11. Self-Managing Trust 

relevant to the question: 
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The application to become a self-managing trust came at a time when there 

was still a lot of detailed `input' from the RHA which did not add a lot to the 

management and development of the Centre. A self-managing trust seemed 

to provide an opportunity to make changes and improvements to the 

operation of the Centre in a timely manner. 

The RHA's direct involvement in the running of the Centre had already 

started to decline, then, I think that it was as a result of the 1990 National 

Health Service and Community Care Act, the RHA moved the Transfusion 

Service into an arms-length organization, that it referred to as a Clinical 

Agency of the Regional Health Authority. This changed the management 

arrangements and the Centre was able to change and improve more freely 

within the new organizational structure. 

12. Clinical, Service and Business Plan for the Newcastle RTC for 1992-1993 

In my forward to that year's business plan, I stated: 

.. it is important that the NRBTS provides the service demanded by its three 

groups of `customers' - Patients, Hospital Blood Banks, and of course blood 

donors. 

I think that this statement is clear and does not require further comment. 

I authored the Plan and as a management team we were committed to 

improvement and delivering what our customers required. 

Section 3: My role at the Newcastle Haemophilia Centre 

13. Appointment at the Haemophilia Centre 

I did not hold an 'appointment' at the Newcastle Haemophilia Centre. 

Document TYWE0000067 does not indicate that I held such an appointment. 
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As part of the training of Senior Registrars in haematology there was an 

assignment to the Haemophilia Centre for a few weeks. I do not recall the 

actual duration. 

14. Roles, functions and responsibilities 

As this was a short assignment during training, I did not participate in any 

decision making on the source of medication used by individual patients. I 

would see some patients with bleeding disorders, the patients having fairly 

free access to the Centre and sometimes ordered treatment which was then 

administered by staff in the Centre. For those patients requiring a 

coagulation factor concentrate, the product to be used was already 

assigned. I also attended clinics with the Director, Dr. Peter Jones and 

participated in patient assessment. Some patients exhibited symptoms 

associated with HIV infection. 

15. Staff and Relationships 

Apart from the Director, Dr. Peter Jones, there was a nursing Sister in the 

Centre and a small number of other nursing staff. I was not in the Centre 

long enough to comment on 'relationships'. 

Section 4: Blood collection at the Newcastle RTC 

16. System of Blood Collection 

Blood collection took place at sessions organized by the Centre's Donor 

Services department. 

The sessions had historically been classified as 'general public' or 

'industrial'. 

Industrial sessions took place at factories and the like, with the 

establishments support, help in organizing and providing time away from 
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The chart `Industrial Donations as Percentage of All Donors Bled & 

Unemployment Rate', (WITN6935009) shows the decline in the percentage 

of donations that came from industrial sessions over the following period 

from 1985/86 to 1993/94. Despite the unemployment rate improving, there 

was no return of the heavy industry that had supported the `industrial' donor 

sessions. 

community centres. These sessions were held in the afternoon and early 

17. Collection System Details 

17(a) Staffing arrangements 
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Staffing varied according to the type of session and expected 

number of donors. 

The general structure when I started included two clerical staff from 

the Donor Services department, a session manager, either an 

individual promoted from donor attendant or a qualified enrolled 

nurse recruited directly for the role. A number of donor attendants 

made up the bulk of the staff. A medically qualified doctor was 

present whilst the session was operational and undertook the 

venepunctures. One member of the laboratory staff undertook the 

haemoglobin testing. There were two drivers, one to drive the 

equipment/blood storage vehicle and the other to drive a bus 

transporting staff. 

See subsection 17(e) below, for changes during my tenure. 

17(b) Where did these sessions take place 

See 16 above. 

17(c) How frequently could a person donate blood 

The aim in the Centre was to maintain donation frequency at a 

maximum of once per six months. This was generally less frequent 

than was considered acceptable, thus allowing 

• flexibility on the dates at which the same session with its 

associated donors could be held and 

• earlier invitations to donate could be made if demand required 

it. 

The leaflet sent out with invitations to donate, around 1989/1990, as 

shown in `Donor Information Leaflet 198990', (WITN6935020) 

included this: 
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General public sessions had typically been operating for many years 

and specific recruitment drives started if the number of donors 

attending had fallen. 

criteria. 

17(e) Did any of these matters alter during your tenure 
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of Work Post 1979' (WITN6935008), in 1979/80 approximately 

52,000 donations came from `industrial' sessions, falling to a nadir of 

just over 35,000 by 1988/89 as shown in 'Industrial Donations 

1985/86 to 1993/94', (WITN6935010). The unemployment rate in 

the North of England had reached around 18% in 1984, falling slowly 

after that year. There was no recovery in the heavy engineering 

sector, including shipbuilding which had provided many large and 

easy to run blood donor sessions. 

Apart from the need to increase general public sessions, the change 

shifted the timing of blood collection, which in turn affected the 

processing of the blood with an increase in evening working. The 

change also altered the requirements for driving staff. The Centre 

had operated a fixed quota two-shift system for drivers, one `early 

shift' and one 'late shift'. With the move to more afternoon/evening 

sessions this fixed quota of staff led to increasing inefficiencies within 

the transport operation. 

This led to a review of transport requirements and transport staff 

skills. At blood donor sessions, once the equipment was unloaded 

and setup the two drivers had virtually no work until the end of the 

session, apart from moving full crates of donations out to the 

refrigerated compartment of the equipment vehicle. 

Despite considerable opposition from unionized staff, a new 

driving/donor attendant position was created. This allowed the 

driving staff to be trained for and subsequently participate in donor 

care during the sessions. All the staff involved were newly recruited 

for these positions. 

The use of laboratory staff for haemoglobin testing was also phased 

out and donor attendants were trained to perform this task. Again 
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there was considerable opposition to this change from the unionized 

staff. 

These changes increased the flexibility of staffing on sessions. 

The geography of the region affected blood collection because of the 

poor road connections to Cumbria in the west of the region. This had 

resulted in teams for these sessions being dispatched the day before 

the session and being accommodated in local hotels overnight, 

sometimes being away for three days in a row. A side-effect of this 

was that fewer sessions were carried out in this part of the region 

than its population would warrant. 

Eventually a new team was recruited in Cumbria with a small facility 

in Cockermouth rented for use as a base for the manager, and 

equipment storage. All the new staff lived in the area. 

18. Collections of blood from prisons, borstals and similar institutions. 

During my tenure blood was not collected from these institutions. 

My predecessor, Dr. Anne Collins, had noted that the rate of Hepatitis B 

positivity was higher in prison donor populations and as a result she 

recognized them as higher risk and stopped all of these sessions. 

I am not sure of the date when she implemented this change, although I 

think that these sessions had been discontinued by 1981. 

In NHBT0008628_001 which records a `Telephoned survey of England and 

Wales Transfusion Centres regarding use of prisons as a source of donor 

blood.', dated 1983, I note the following: 

NEWCASTLE: Long ago stopped holding sessions in Durham and 

Northallerton, but continued to use an "Open" prison in West Cumberland, 

which housed "civil crime" prisoners (bigamy, fraud, etc.). 
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Latterly they had noticed an increase in incidence of Hepatitis B markers and 

discovered that prisoners from Walton Jail (Liverpool) were being sent there 

for their pre-release 6 months. 

sessions. 

From this it is possible that the donor session at the 'Open prison' referred 

to, continued after 1981. It is not clear from the telephone survey notes 

when the session was dropped. The Newcastle Centre's records should 

show when this session was last held. 

that prisoners were given privileges for donation such as cigarettes. This 

went against our policy of not offering inducements to donate. 

19. Blood Exports 

The export of blood to other Centres requesting it, seemed to be a fairly 

routine operation. I do not recall any special procedures around it 

20. Publicity 

Our publicity program continued as described before. Changes were made 

in the Donor Services department to provide a small team focused on 

recruitment. The number of new donors attending had fallen from around 13-

to 14-thousand between 1985 and 1987 to less than 12,000 in the following 

two years. However the number of new donors did increase again with over 

15,000 in 1990/91, and around 13,500 in 1991/92 and 1992/93. So it 

appears that the actions we took in the early years were effective. The table 

of data 'New Donors Attending & Bled 1985/86 to 1993/94', (WITN6935007) 

shows the relevant numbers. 
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undertook a short training program on television interview techniques, run 

locally utilizing the BBC studios in Newcastle. 

21. Additional funding for publicity and other questions 

21(a) The Northern Regional Health Authority did agree to additional 

funding for donor recruitment initiatives. A proviso was that we 

should include a monitoring system to assess effectiveness. I do not 

recall the details of all the initiatives, but one involved advertising 

wrap around a local bus, and this in itself generated interest from 

local television, so increasing awareness. From what I remember, 

this single initiative did not result in a significant increase in 

donations in that area. 

21(b) The location of donor sessions changed as a result of the loss of 

industry, as previously described. 

21(c) The quality of care delivered to donors. 

The Centre did make strides to improve the care at sessions. Firstly 

by providing information to donors before they attended, fewer 

ineligible donors attended. This reduces the upset experienced by 

donors who are rejected, having made the effort to attend, and 

having waited in-line before being screened by a clerk. 

The make-up of staff and equipment per session started to be 

tailored to the expected size of the session, rather than using a fixed 

allocation. Other changes included starting a session before its 

advertised time if everything was in place. Previously sessions only 

started the process of registering and screening donors from the 

exact publicized starting time. Similarly the shut-off time for donors 

which had been rigidly adhered to — if you arrived after the 

advertised closing time you were turned away, even if it was obvious 

that the session was still in operation — was modified. A ten minute 

WITN6935001_0030 



i
. 

•• `• .•. i • i , i o . i` . 

The article referenced in NHBT0005471 from the Sunday Times 

states: 

'A significant drop in the number of donors coincided with the onset of 

Aids' 
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The increase in donations after the 1998/1999 nadir has been discussed 

already. 
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Nevertheless here is my comment, looking back at that document. I think 

that I had not yet started to consider the improvements in plasma collection 

that could be achieved by reducing/eliminating the use of whole blood and 

by improving operational systems to reduce losses then inherent in the 

system. As has been noted, the Centre increased its plasma production 

dramatically over the ensuing years without having to increase the number of 

donors by anything like the numbers quoted here. A modest plasmapheresis 

program was introduced. 

My memorandum seen in NHBT0046976 shows how the Centre was 

managing its plasma procurement. The Centre met its target for the 1992/93 

year referenced in this memorandum. 

The target for the Newcastle Centre for 1992/93 is shown as 34.5 tonnes 

and the management data for the Centre records that 37 tonnes of plasma 

was dispatched to BPL that year although as shown in 'Plasma Produced 

1991/92 to 1993194', (WITN6935004), actual production was 34.44 tonnes. 

23. Apportioning Production 

This question about 'apportioning the blood it [Newcastle] collected to meet 

... requirements' seems to have no relationship to the question's statement 

about blood exported. 

Before discussing `apportionment' I can say that exporting blood had no 

material impact on the production of plasma for fractionation. The table in 

'Red Cell Exports 1991/92 to 1993/94', (WITN6935017) shows that in the 

three years 1991/92 to 1993/94 (I do not have data for other years), almost 

all the red cell exports had already had the plasma removed. In three years 

only twenty four units of whole blood were exported, representing an 

insignificant amount of plasma, around an average of 0.002 tonnes per year 

compared to the over 30 tonnes supplied to BPL each year. 
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The document I wrote, reproduced in NHBT0101335052 has no context, as 

the document it is a critique of, is not present. I suspect, given the issues 

raised, that the document it refers to, was prepared by someone without a 

full knowledge of Transfusion Medicine. Commenting further on it is not of 

any value. 

NHBT0101332045 is merely an overview of operations with some historical 

demand data. It was likely a review document I prepared for use by the then 

Director, Dr. Anne Collins. It does not seem to be relevant to the question as 

it does not touch on `apportioning' the collected blood. 

As to how the Centre `apportioned the blood it collected', as an outline, blood 

would be processed for the preparation of platelet concentrates and a 

concentrated red cell product as a first call on each day's collection. The 

provision of platelets being critical, especially with their limited storage time. 

As I have discussed already, the amount of the remaining blood that was not 

processed, i.e. whole blood, was progressively reduced to the point that it 

became a rarely requested item with no significant impact on plasma 

production for BPL. 
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As I have noted already, the Newcastle Centre increased its plasma 

production for fractionation, such that by the time I left the service the 

quantity of plasma per head of population in its catchment area was close to 

the top of all Transfusion Centres in England and Wales. 

The 1992/1993 plasma production figures, based on tonnes of plasma per 

million population puts the Newcastle Centre third behind the North 

London(Colindale) and Yorkshire(Leeds) Centres. Both these Centres had 

large plasmapheresis operations. Taking only plasma recovered from whole 

blood donations, Newcastle was the best performer at 10.79 tonnes per 

million population(t/m) with North London at 10.19 t/m. The average for 

England and Wales was 8.75 t/m. The poorest performer only supplied 7.75 

t/m. 

See the table 'Plasma Procurement in England & Wales - 1992/93';

(WITN6935011) for full details. 

Section 5: Plasma procurement and production of fresh frozen plasma at the 

Newcastle RTC 

24. Production 

First, the term 'FFP' was usually used to refer to a product prepared for 

clinical use and not as a source of material for fractionation, and that is how I 

have used the term. 

24(a) Where plasma preparation took place 

In the 'old' Centre, i.e., prior to 1985, plasma was separated in a 

small suite of rooms in the basement of what was called the 

Pathology Institute at the Newcastle General Hospital. 

The new Centre was well built and generally well designed. A suite 

of rooms on the main floor was used for the separation of blood into 

its components. The suite of rooms and the number and quality of 
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centrifuges used for the separation process were more than 

adequate and, when opened, the amount of plasma prepared for 

ongoing fractionation by BPL was well below the facility's capacity. 

24(b) The process of blood separation is well documented. 

During my tenure the suite was fully redesigned and the facility 

brought up to pharmaceutical manufacturing standards. As part of 

the change, a large part of the blood separation was semi-automated 

with a system that removed most white cells, a cause of many 

non-specific transfusion reactions. The suite had no difficulty in 

processing around 35 tonnes of plasma for fractionation annually, as 

well as preparing platelet concentrates, FFP & cryoprecipitate for 

hospital use. 

To have increased plasma production for BPL would have been 

possible within the structure of the suite, but dependent on the 

supply of more donations. 

24(c) The proportion of donations allocated to separation into plasma for 

fractionation and how this changed has already been discussed. 

24(d) Further increases in separating plasma for fractionation at the BPL 

plant would have depended on increasing blood donations and 

potentially increasing the outdating of red blood cell units, an 

unethical proposition or increasing plasmapheresis collections. 

It should be noted that around 1993 or 1994, BPL reduced its 

demand for plasmapheresis plasma and proposed reducing the price 

it paid for this plasma. Due to the more commercial status of BPL, it 

was competing with commercial fractionators and had no outlet for 

all the plasma that was available from the Transfusion Centres in 

England and Wales. 

25. RHA decisions in the 1970's 
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I was not involved in these decisions, indeed in the 1970's I had not stepped 

inside a Transfusion Centre. 

I was aware that a policy not to increase plasma production in the Newcastle 

Transfusion Centre, but instead fund the purchase of commercially available 

products existed. 

It should be noted that had plasma production been increased in Newcastle 

at that time, the existing facility at BPL could not have processed it. Any 

increase plasma supply from Newcastle and subsequent increase in factor 

VIII for example, would have reduced factor VIII allocation to other 

Transfusion Centres/Haemophilia units in England and Wales due to the pro 

rata allocation system. 

It may also be of note that my predecessor as Director, Dr. Anne Collins, had 

shown me boxes of BPL factor VIII in a walk-in refrigerator, that the 

Haemophilia Centre were, according to her, reluctant to take. 

26. Funding for plasma procurement 

As far as I know, funding for plasma procurement was part of the Centre's 

overall budget. What happened in the 1970's and early 1980's is not known 

to me. 

27. BPL Capacity and plasma for fractionation. 

During my tenure, there were two programs at BPL to increase capacity — 

stop-gap 1 and stop-gap 2. 1 do not recall that these programs affected what 

the Centre was doing in terms of plasma procurement. 

When the new processing facility for BPL opened there was considerable 

additional capacity and this may have influenced our plasma procurement 

plans. Without that additional capacity BPL would not have been able to 

accept the additional plasma. 
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I do not know whether it affected decisions by my predecessor. Prior to 

1985, the poor state of the components production area in the 'old' Centre 

would have limited developments, but a new walk-in deep freeze unit was 

installed in the basement, to improve storage of plasma awaiting dispatch to 

BPL. As such I would conclude that there was some will to increase plasma 

production prior to the opening in 1985 of the new Centre. 

28. Plasma for Fractionation Targets 

The document NHBT0001580 (Summary & Recommendations, item 7) 

shows that in 1980 and still in 1986 the Department of Health's target for 

plasma production was 8.82 tonnes per million population, which for the 

Northern Transfusion Service (catchment population c. 3.1m) was 27.3 

tonnes (28 tonnes stated in the document). In 1981/82, Newcastle's 

production of fresh plasma was approximately 6.4 tonnes, rising to 7.5 

tonnes in 1984/85. Clearly the Centre's production of fresh plasma was a 

long way below the DoH target and this shortfall was recognized in the 

RHA's document (NHBT0001580). There was a steady, if not dramatic 

increase in fresh plasma over the following four years such that in 1988/89 

13.7 tonnes fresh plasma was supplied to BPL. 

I also do not know how other Transfusion Centres production compared to 

DoH targets in the 1980's. If all Centres had met the DoH targets, 

presumably there would not have been any possibility of BPL processing all 

the plasma. 

28(a) The target did have an impact, as it highlighted the historic poor 

performance in Newcastle. I wanted to increase production and from 

what I recall, early in my tenure, the RHA were amenable to 

changes. The steady increase in production attests to this. 

In the next four years to 1993/94 the increases were substantial 

reaching 35 tonnes that year, up by 157% (1988/89 13.7 tonnes). 
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Note that plasma production and plasma dispatched to BPL were 

slightly different measures due to shipment timing and plasma in 

holding freezers. 

28(b) Benefits to exceeding Targets 

The impact of exceeding targets would have varied by year and the 

capacity of BPL. I recall discussing with the Northern RHA whether it 

might be possible to have some of Newcastle's plasma processed at 

the Scottish facility at Liberton, so as to obtain additional finished 
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28(c) Consequences for not meeting the target 

As the Newcastle Haemophilia Centre continued to use commercial 

factor VIII, not meeting the plasma target would have been less of an 

issue than in some other Centres. I do not know whether the DoH 
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would have put pressure on the Northern RHA and hence 

`consequences' for it. 

29. Barriers to achieving plasma targets 

• Prior to 1985 — limited and outdated facilities 

• The Centre's belief that a large proportion of whole blood was 

required by the hospitals it supplied. 

• Prior to 1988 the RHA's approach to funding plasma collection. 
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My predecessor's letter as shown in DHSC0002269021 does not really add 

anything. 
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I cannot say why the Northern RHA decided not to progress this stop-gap 

suggestion. 

It is hard to speculate on what might have happened and then extrapolate it 

to the situation as it was over the next year. 

33. 1988 RHA proposal 

I was not party to the preparation of this document and cannot say why 

these statements were made, or the basis for making them. 

As can be seen in the press release, I supported proposals for a modest 

investment in plasmapheresis (NHBT0072037). 

34. RHA— Increase in plasma collection target 

This has been discussed before. 

The Centre was successful in meeting these targets. 

35. Plasmapheresis 

As noted in 33 above, the Centre discussed with the Northern RHA starting 

plasmapheresis for plasma for fractionation. The RHA allotted capital and an 

initial program was started. 

35(a) For any 'quantity' program, machine plasmapheresis was the only 

viable option. 

35(b) I do not have figures for the difference. 

35(c) The centre had many experienced and skilled staff. Introducing a 

plasmapheresis program was well within its capabilities. 

35(d) `whether, in your view, plasmapheresis would increase the amount of 

available plasma' 

WITN6935001_0040 



If ThI1jTl1T i r 1.vyL.1.Irr,raI 

36. Plasmapheresis Station 

which was never executed. 

I am not in a position to make comparisons as then existed when the 

program was started. I knew and had visited some Centres with quite 

extensive plasmapheresis programs. These were automated 

plasmapheresis programs and Newcastle used the same or similar 

equipment to them. 
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The operation in Newcastle was small by comparison to say, the Centre in 

Leeds. From the table 'Plasma Procurement in England & Wales - 1992/93', 

(WITN6935011) you can calculate that in that year, the Leeds(Yorkshire) 

plasmapheresis program produced around 4 tonnes of plasma per million 

population, whilst Newcastle was producing about 1'/4 tonnes per million 

population. 

The area used for plasmapheresis had eight or so plasmapheresis 

machines, and initially had a separate post-donation rest room on the other 

side of the corridor. Later, in consultation with the staff in the unit, the area 

was redesigned with new clerical and rest areas all within the same space. 

This made the unit easier to operate. 

38. Interaction with hospitals to use less whole blood. 

This has already been discussed. 

Meetings with haematologists and blood bank staff from across the region 

were key to the almost complete elimination of the use of whole blood. 

The chart 'Percentage of Red Cells Issued as Whole Blood 1985/86 to 

1993/94', (WITN6935002) shows the change from just over 60% in 1985/86 

to effectively zero by 1993/94. 

Section 6: Arrangements for the supply of FFP to BPL 

39. Pro rata System 

The pro rata system has been referenced in relation to several questions 

already. 

39(a) Why Introduced 

I do not know who proposed the arrangement or when it was first 

introduced. I can only make an informed guess as to why it was 
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introduced or formulated as it was. I am sure there are individuals 

better informed than myself to answer this question. 

However I do note this item extracted from document CBLA0001287, 

dated March 1981, minutes of the second meeting of the Advisory 

Committee on the National Blood Transfusion Service and marked 

'Not for Publication': 

MINUTES OF THE SECOND MEETING HELD ON 23 FEBRUARY 1981 AT 

THE DEPARTMENT OF HEALTH AND SOCIAL SECURITY, HANNIBAL 

HOUSE, ELEPHANT AND CASTLE 

PRO RATA SUPFLY OF BLOOD PRODUCTS — AC(81)3 

6. The Chairman explained that the pro rata distribution of certain blood 

products was due to start from 1 April 1981 and Paper AC(81)3 set out 

those issues on which the Department sought the Committee's advice, 

particularly in relation to supplies to special units. Mr Godfrey emphasised 

that the Paper's appendices were intended as a broad illustration of how pro 

rata distribution would affect the level of supplies to RHAs. Dr. Lane would 

be meeting RTDs to discuss allocations in detail. 

39(b) How the pro rata system worked. 

The system had many nuances and its impact on supplies varied 

over time. If a product from BPL was available in excess of demand, 

then the pro rata distribution had no effect, whilst for products where 

supply did not meet demand the pro rata arrangements had a 

significant impact. 

39(c) Advantages and Disadvantages 

The advantage of the system was to apply a formula to the 

distribution of limited supplies across England and Wales. As to 

disadvantages, it depended on your individual situation. As seen in 

the table 'Fresh Frozen Plasma to BPL 1981-1985', (WITN6935013), 

a static production of plasma could still lead to a drop in supply if 

other Centres increased production. In that period despite 
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15 The main reason for seeking self sufficiency is to guarantee a 

proper product level to meet Clinical needs. However, the cost of 

commercially purchased products is already higher than at least the 

first phase incremental costs of increasing collection so there is also 

a financial incentive. 
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many nuances, depending on demand for product, production 

capacity and the use or preference to use commercial or BPL 

products. 

40(d) The Newcastle Transfusion Centre continued on its plan to increase 

plasma, primarily by reducing the amount of whole blood and 

secondarily by improving its quality systems and reducing waste. 

The cross-charging system did not alter this. 

not something that I was aware of. 

40(f) As per my answer in 40(e). above, I am not aware if there was a 

M 
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42(a) The purpose is set out in NHBT0097053_045. I cannot add anything 

useful to that document. 

42(b) My letter to Dr. Moore at the National Directorate as shown in 

document NHBT0097035 067, clearly shows my position and the 

reasoning behind it. 

I note that I was not alone in not supporting this arrangement. In a 

Northern Division meeting of 15`" February 1990, NHBT0070258, 

there is the following: 

Dr. Wensley reported discertingly [sic] from a recent Haemophilia 

Directors meeting. There is no committment to buy NHS Factor 8. NHS 

Factor 9 is regarded as an outdated non-pure product. 

Dr. Lee reported that only 70% of BPL products appear to be taken up. 

A possible agreement that the RTCs have a committment to take a 

certain amount of BPL products was not welcome. 

42(c) I do not recall how the eventual contract was determined. No doubt 

there is some documentation on the issue. I do not recall any 

significant issues arising from the ensuing arrangements. 

Section 7: Production of cryoprecipitate at the Newcastle RTC 

43. Cryoprecipitate Production 

43(a) Cryoprecipitate was produced in the components department as with 

other components such as platelets, FFP and plasma for 

fractionation. 

43(b) The preparation of cryoprecipitate followed standard methods of 

freeze/thaw/separation. 
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43(c) The amount of blood collected each day that was used for the 

preparation of cryoprecipitate depended on the amount in stock. 

Cryoprecipitate was used locally and was not sent to BPL. 

43(d) The cost of cryoprecipitate preparation was part of the normal 

operating budget, although prior to my involvement in the 

Transfusion Service, its production was dependent on the availability 

and funding of the then new plastic bag systems for blood collection, 

at a time when all other donations were collected into glass bottles. 

43(e) I do not have sufficient knowledge of the system in the early 1980's 

to answer this. During my time as Director/Chief Executive, 

additional cryoprecipitate could have been made on a week by week 

basis. I am not aware of any shortages of this product. 

44. Cryoprecipitate Demand 

NHBT0101332_045 has some data that I prepared showing cryoprecipitate 

production between 1982 and 1985 as shown in table 'No. of Units of 

Cryoprecipitate Produced 1982 to 1985', (WITN6935014), where production 

ranged around 5,000 units per year. 

The following comment was included in my report in NHBT0101332_045: 

This, however, hides an underlying trend. The major users were the 

haemophilia units at Newcastle and Middlesbrough. The use of cryo at the 

R.V.I. fell significantly in 1983 and 1984, probably due to a reduction in 

surgery on haemophiliacs due to HIV/HTLV III positivity. It seems likely that 

orthopaedic surgery will increase again as arrangements are made to carry 

out surgery on HIV/HTLV III positive patients. 

The production of cryoprecipitate however continued at similar levels over 

the next few years, averaging just over 5,000 units per year as shown in the 

table 'Cryoprecipitate Issued 1985/86 to 1993/94', (WITN6935015). 
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45. Family-specific Cryoprecipitate 

As shown in NHBT0078890_022, the Centre was able and prepared to make 

cryoprecipitate from parents for their children. I don't recall how often this 

happened, but it was not a common event. 

The decision to undertake this procedure was clinically driven, as shown in 

the letter, by Dr. Peter Jones, the Haemophilia Centre Director. The 

Transfusion Centre had the facilities and expertise to carry this out. 

46. Quality of Cryoprecipitate 

The audit shown in document NHBT0073105 001 occurred shortly after I 

became Director. I was aware of issues with the production of components 

including cryoprecipitate. Changes in the standardization of procedures, 

associated staff training and the development of a quality control system 

within a comprehensive quality assurance program was undertaken. You 

may have access to later MCA audits which would confirm the progress 

made. 

46(a) The exact conditions for the production of blood components 

including cryoprecipitate will affect the end product, hence the 

standardization of production, detailed production methods set out in 

controlled documentation, training of staff to those standards, 

internal audits of conformance to set methods was necessary. This 

was monitored by regular analysis of produced products. 

46(b) The Centre made major changes to its production arrangements, 

including, as indicated above, training and the preparation and 

upkeep of standard procedures (Standard Operating 

Procedures/SOPs). A new Quality Assurance department was 

created. These changes were made within our existing budget. 
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46(c) I do not recall being aware of issues with the cryoprecipitate 

prepared by the Newcastle Centre being raised by the Haemophilia 

Centre Director or other clinicians. 

do not have access to these or to the regular Quality Assurance 
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. . . Alternatively, units may accept the Audit carried out by the 

Medicines Inspectorate as satisfactory evidence of conforming 

to standards and to Good Manufacturing Practice . . . . 
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supplied under the pro rata system. Sometimes it was necessary to remind 

the HC that factor VIII was available. 

Cryoprecipitate was requested through the blood bank at the Royal Victoria 

Infirmary, per normal procedures for obtaining blood and other locally 

prepared components from the Centre. 

48. Responsibilities of HC to the TC 

I was not aware of any set of responsibilities. 

49. Management Roles 

The HC and the TC were two independent facilities. Both had their own 

management arrangements. My dealings with Dr. Peter Jones were both 

professional and amicable. I do not recall any disputes arising. 

50. Disputes 

In my statement shown in TYWE0000067 I stated: 

I am not aware of any difficulty or dispute which has occurred, either since my 

appointment or during Dr. Collins' period as Director, concerning the supply of 

blood products (whether Factor VIII, Factor IX, or otherwise) to the Newcastle 

Haemophilia Centre. 

I do not recall any disputes arising at a later date than that referred to in the 

above document 

51. FFP and Cryoprecipitate Supply 

Hospital blood bank staff contacted the Transfusion Centre to order these 

products as required. Depending on when the product was ordered, the 

order would be supplied to the hospital as part of a Transfusion Centre 

regular delivery using a Transfusion Centre vehicle, or if required before the 

next regular delivery, it would be dispatched according to the hospital 

involved. Hospitals in the Newcastle area were supplied by a Transfusion 
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Centre van, whilst for other hospitals the order was typically dispatched by 

an express rail parcel service. Sometimes a hospital would opt to send one 

of its own vehicles to collect the products. 

As both these products are stored deep frozen and have long shelf lives, 

most orders would be included in regular deliveries by Transfusion Centre 

vehicle. 

52. Acquisition etc. 

I don't have any additional comments to make. 

52(a) The Newcastle Haemophilia Centre, throughout my tenure and 

during that of my predecessor. 

52(b) Responsibilities have already been covered. 

53. Purchase etc. of commercial blood products 

As stated in the question: 

... staff of the Newcastle RTC took no part in the decision to purchase 

commercial Factor VIII, and that all purchases were made by the Pharmacy 

Department at the Royal Victoria Infirmary. 

This applied to all commercial products used by the Haemophilia Centre. 

54. I was not party to decisions on the purchase etc. of commercial blood 

products. 

The question: `Please elaborate, as far as you are able, on the arrangements 

in place in the Northern region for the purchase, storage, and allocation to 

haemophilia centres within the region, of commercial factor concentrates 

and/or other blood products ("commercial blood products").' was answered in 

my statement made in 1989 and shown in document TYWE0000067, as 

follows: 
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With regard to the purchasing of commercial Factor VIII, the present position is 

that all purchases of this blood product from the commercial market are currently 

made by the Pharmacy Department at the Royal Victoria Infirmary. I am not sure 

what precisely is the relationship between the Pharmacy Department and the 

staff at the Haemophilia Centre. I am also not sure whether acquisitions of 

At all events, it is true to say that the Northern Region Transfusion Centre staff 

had no participation in either the decision to purchase commercial Factor VIII, or 

the choice of source from which commercial Factor VIII would be obtained. 
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centres, there were no meetings that I recall. 

I was not party to the arrangements in other parts of the country. 
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We will have to pay for a Wholesale Dealers licence for BPL products for 

1992/93 and this cost will have to be borne by the Region. The licence will lapse 

with effect from 31st March 1993. 

The aforementioned letter also notes that the hospitals In Newcastle would 

no longer be purchasing Albumin products from BPL. I assume, but have no 

record available to me, that other hospitals in the region would continue to 

purchase some or all of their Albumin products from BPL. 

57. Contracts for Imported Blood Products 

The Newcastle Centre did not at any time participate in purchasing 'imported 

blood products' from pharmaceutical companies. 

Note: Reagents used in testing blood etc. were purchased from companies 

importing the product from outside the UK. Some of these would have 

contained human-sourced components. They were not used clinically. 

58. Influence 

As already stated, the Newcastle Centre did not at any time attempt to 

influence haemophilia clinicians in the use of products for their patients. 

I have already noted that it was necessary at times to remind the Newcastle 

Haemophilia Centre that deliveries of factor VIII from BPL were waiting 

pick-up or instructions for delivery. How, or if, the Haemophilia Centre used 

this product was entirely in their jurisdiction. 

59. Factor VIII use in the Northern Region 

I do not recall the source document for my comments on factor VIII use 

across the country. I do however recall that the Northern Region had a 

higher usage. As to my comment: 

For various reasons, however, it did not follow that the short fall in demand in the 

Northern Region for NHS produced Factor VIII was greater than elsewhere. 
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I am not qualified in the management of haemophilia and cannot comment if 

the use of factor VIII was 'in any way untoward'. 

ff.11 III ii  . 

I am not qualified in the management of haemophilia and cannot comment 

on the factors influencing haemophilia specialists in the use of different 

products. 

63(a) The issues around the production of cryoprecipitate have already 

been discussed. 

63(b) The issues around the production of cryoprecipitate have already 

been discussed. 

r p -r.• r • -r r• 
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procurement. 
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66(b) The Haemophilia Centre did not order fVIII from the Transfusion 

Centre and the Transfusion Centre did not fulfill orders. As a result 

there was no ̀ generally in stock' situation. 

66(c) I cannot say how often the Haemophilia Centre was requested to 

collect BPL fVI I I. 

66(d) I never made any requests personally to the Haemophilia Centre to 

collect BPL fVIII and so cannot say how they responded. I do not 

recall my predecessor, Dr. Anne Collins, commenting on any 

response when she had called them. 

67. 1988 demand for Factor VIII 

Please explain why a high number of haemophiliacs infected with HIV would 

lead to a decrease in demand for Factor VIII. 

In my June 1988 document NHBT0103458 001, there is this paragraph: 

I note in paragraph 1.4 that the demand for coagulation factors is still growing. 

I have discussed this recently with several of the other RTCs, and it would 

appear that this region is unique in the current fall in demand for factor VIII. 

presume that this is because we have far more haemophiliacs infected with 

HIV than is the case in other regions. 

My understanding was that with so many haemophiliacs infected with HIV, 

much of the routine surgery, such as joint replacements that required very 

large quantities of factor VIII would cease. There was also the unfortunate 

consequence of a high proportion of HIV infected individuals that the onset 

of AIDS would lead to premature deaths. 

68. Clinical Freedom 

I have looked at both documents referenced (NHBT0047289, and 

SBTS0000097_022), however I don't have anything further to add on Clinical 

Freedom. 
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69. Self sufficiency 

Self-sufficiency typically referred to the availability of factor VI II, although this 

definition is problematic given the limited use of BPL factor VIII in the 

• • ' • self-sufficient : • • 

There was then the issue that as BPL dealt directly with hospitals, the link to 

70. Transfusion Centre & Haemophilia Centre — self-sufficiency concept. 

I cannot talk to the issues of self-sufficiency from the perspective of the 

Haemophilia Centre. 

Transfusion Service. 
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70(d) Funding issues have been discussed before. 

The Northern RHA's funding of the Transfusion Centre during my 

tenure allowed the Centre to deliver amounts of plasma to BPL that 

would meet conventional concepts of self-sufficiency. 

71. Prospects of achieving UK self sufficiency 

My views on this depend on when the question was being asked 

My letter to the National Directorate in 1990 (NHBT0097035_067) shows 

that BPL was producing more product than the NHS in England and Wales 

was prepared to purchase. By at least one definition, self-sufficiency had at 

that point been obtained and Transfusion Centres would not need to provide 

any further increase in plasma for use by BPL. 

I did not know enough about total demand in England and Wales, or have 

information on commercial product purchases to be able to say whether BPL 

could have supplied all demand. It would appear from the table 'Plasma 

Procurement in England & Wales - 1992/93', (WITN6935011), that had all 

Transfusion Centres met at least the non-plasmapheresis production rate of 

9 tonnes per million population (8 of 14 Centres were achieving this and four 

Centres were at 10 tonnes per million or more), then an extra 32 tonnes of 

plasma would have been produced for a 1992/93 total of almost 560 tonnes. 

See Table 'Theoretical Plasma Procurement at a Minimum of 9 

tonnes/million', (WITN6935016). I personally do not know if 560 tonnes 

would have met all demand or whether BPL could have processed this 

amount, but it should have been possible to reach this amount. From 

NHBT0097035 067, it appears that in 1990 BPL was processing no more 

than 490 tonnes. 

72. Accord with peers 
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I don't know how other Centre Directors/Chief Executives viewed self-

further, but now I cannot say. 
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I agree to my blood donation being tested for the AIDS / HIV virus and other 

infections 
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shows that it was written by me). 
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One Consultant has overall responsibility for counselling of donors for HIV. Such 

Physician in Infectious Diseases at the neighbouring hospital. 

As far as I recall there was no involvement of the Centre in the care or 

specialist. 

77. Sufficient Arrangements 

had been seen by a specialist, and a system of follow up to ensure this, 

• •` . I I I f 1 
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78(b) All donors who had donations that were positive were removed from 

the donor lists and identified on the computer system as Infectious 

Disease positive. None would have been able to donate again. 

78(c) The impact of the delay is hard for me to quantify. I am not an 

hepatologist and thus I cannot give a sound clinical response. 

Section 11: Meetings of v 

79. Final RTD meeting 

Having attended only one of these meetings I am limited in what comments I 

can provide. However it appears that they provided an opportunity to hear 

how other Transfusion Centres approached issues and when new issues 

arose or new proposals were being made that would affect all Transfusion 

Services it was helpful to hear from the widest possible range of individuals. 

Being restricted to meetings within a small group of Centres removed a 

valuable source of information. 

The loss of direct access to senior DoH representatives and the Director of 

BPL, would appear to have been a backward step. 

80. Decision Making 

I was not aware that this meeting had a decision-making remit. 

I note that at the last meeting this comment was made: 

The Committee Structure associated with the National Directorate was 

welcomed and as the discussion of a medical/scientific RTD Meeting developed 

it became clear that any managerial role for the RTD Meeting was regarded as 

superfluous. 

81. Fulfilling the purpose(s) for which they were established 

I do not recall seeing a document that describes the purpose of these 

meetings. As such it is hard to say if they fulfilled a particular purpose. 
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82. Reason for Abolition 

I don't know why the RTD meeting was abolished. I thought that it was a bad 

move. I note that the decision to abolish the meeting was 'unanimous'. I am 

not sure that I would accept this statement. 

In the document SBTS0000628 0 which contains 'informal' minutes taken by 

the SNBTS representative, there is the following: 

Dr. Smith (whose last meeting it was) recommended an annual meeting of 

Transfusion Directors to discuss matters of major policy. 

Dr. Wagstaff considered that the RTD meetings were still useful for comparisons 

and exchanges of view. 

Dr. Wagstaff invited comments and objections but did not ask each Director 

individually. Some Directors were absent, being represented by deputies (...) ; 

There was no discussion of the advantages and disadvantages of dissolving the 

RTD meetings. 

In comments to the informal minutes (in the same document) there is this: 

On the minus side there is now no formal locus for the English RTDs to meet 

together with representatives of DHSS and BPL, not to mention Scotland. 

... and in the midst of a slightly non-plussed silence, Dr. Wagstaff concluded that 

the 210th was to be the last RTD meeting in its present form. 

83. Further meetings 

A regional meeting was implemented involving Directors from the north of 

the country. From what I recall and based on comments by Dr. H. Gunson, 

as seen in NHBT0018188, part of section 4 a, the work of the National 

Directorate would be isolated from the Centre Directors. 

The following are extracts from the minutes of the last meeting: 

Dr. Gunson pointed out that the regular slot on the Agenda for BPL update would 

no longer be necessary because of the creation of a CBLAINBTS Liaison which 
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would meet regularly, probably quarterly and report to the National Management 

Committee. 

Dr. Gunson confirmed that contact with the SNBTS would be maintained by 

regular Meetings between himself and Professor Cash. 

Dr. Pickles confirmed that the DOH accepted the changes and Dr. Gunson 

confirmed three avenues of communication with the Department which would be 

maintained, i.e. direct contact between himself and Dr. Pickles and between Dr. 

Moore and Mr. Canavan; via the NHS Management Board Co-ordinating 

Committee; via the annual report submitted by the National Director on 

Management Objectives in the NBTS. 

84. See 83 above. 

85. I don't have any comments on these meetings. 

86. See 85 above. 

87. See 85 above. 

88. No. 

89. I don't think that I can add anything of value on this issue. 

90. Meetings after the formation of the NBA 

I presume that records of NBA meetings exist. 

I attended meetings at the NBA office in Watford on quite a number of 

occasions, but these were not 'Divisional'. 

Section 12: Information handling by and information sharing between RTCs 

91. Donor/Donation Record Keeping 

When I took up my position as Director, the primary donor records consisted 

of a long-standing card known as the 101. These cards were maintained in 

large electro-mechanical machines that allowed access to trays of records 
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The RHA did look at providing additional computerization and a proposal 

was made by the RNA's IT department for a computer program housed at 

the RHA, where daily results would be sent to them for input each night on a 

batch processing basis. Fortunately this came to nothing. A further look at 

available computer systems took place in the mid 1980's but came to 

nothing. 

There was little in the way of access control at that time (1985) 

WITN6935001_0064 



Subsequently, donation records were computerized and there was strict 

access control to the physical computer hardware. The IDM and Abbott 

systems had user access control, transaction logging and the systems had 

no external connectivity. 

With the implementation of a records policy, the main records room was 

secured. 

Access control to and within the building was improved with keypad access 

to external doors and to certain internal areas. The public entrance was 

redesigned to ensure that visitors could not gain access to the building 

beyond the entrance lobby. 

92. Duration of record keeping 

As far as I could tell, records were kept for as long as storage space was 

available. I am not aware of any policy for destroying donor records, and 

resigned/inactive donor records were retained. 

93. Record keeping practices 

See above. 

94. Other RTC's 

Other RTC's were at different stages of changing their donor and laboratory 

record keeping, with some at the time of the mentioned audit still using the 

101 record cards. 

95. Medicines Inspectorate Audit 1989 

95(a) The record keeping system had been in place for many, many years. 

It was certainly difficult, but not impossible to trace the disposition of 

donations. Internal audits confirmed that tracing worked but in some 

cases could be very slow. 
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95(b) The system was slow, but having been in place for many years, was 

well understood by the staff and fully capable of ensuring that donors 

identified as infectious were rejected. If a donor made a donation at 

a different site to that normally used, their donation would be 

rejected before authorization for use. 

95(c) The system was adequate but slow, and donations could be traced. 

96. Improvements 

As noted above, I and the management at the Transfusion Centre 

recognized that there was an urgent need for an integrated computer 

system. After research of available systems it was decided to implement a 

system developed by IDM and already in use in the United States. As a 

policy, the Centre would no-longer write its own software or have software 

developed for its sole use. 

The new system was extensively validated before being introduced. 

The IDM system integrated directly with the computer management system 

used by the proprietary infectious disease testing system, having been 

written by the same company. 

Between the time of the afore-mentioned audit and the decision to purchase 

the IDM system, an in-house developed system was introduced (April 1991). 

Document NHBT0074034 001 refers to this: 

This Local Area Network (LAN) is an in-house developed system covering all 

component production work, the testing of all donations, the associated 

clerical work and medical information and the verification, labelling and 

dispatch of all units of blood and blood components. It records all donations 

made, registering information about the blood packs, their type and their Lot 

or Batch Numbers. 

97. Records Retention Working Group. 
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Together with two members of staff at other RTC's, Dr. Alan Beal, & Mr. Tony 

Martina, a report on record retention was prepared for the National 

Directorate. 

The system described in the report, including working within a formal written 

policy and with records of document destruction (within the policy) being 

maintained was implemented in the Newcastle Transfusion Centre, although 

we did not have off-site storage. 

I have no information on record keeping at other Transfusion Centres or 

whether the recommendations were acted upon by the National Directorate. 

98. New Obligations 

The Centre always considered new legislation such as the Product Liability 

directive. Dr. R. Doughty, Laboratory Manager and later Operations Manager 

was particularly good at keeping abreast of new legislation and identifying 

issues that the Centre should address. 

99. CDSC Database 

I was aware of CDSC holding information on HIV positive individuals, at least 

due to the letter shown in document DHSCO020840 031. 

I do not recall how this was followed up or if we supplied information to 

CDSC. 

Presumably their records would show if information was forwarded from 

Newcastle or from Newcastle via the National Directorate. 

I am fairly sure that the Centre did not maintain a separate database 'to track 

HIV positive donors'. I cannot see that there would have been any need to 

create a separate database. 

100. J Donor System 
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I was not aware of the 'J' donor system. It looks as though it was a system 

specific to one Transfusion Centre, possibly Manchester. 

101. Anti-HCV database 

I do not recall this arrangement. 

102. Donor black list 

I do not recall such a system. Records from the National Directorate would 

provide further information. 

103. Sharing Information on Excluded Donors 

I do not recall that the Centre shared such information. 

104. No Central Organization 

The issue of a central organization for Transfusion Centres that ensured 

uniform operations is outside my area of responsibility. I have previously 

commented on the use of standards and MCA inspections to ensure uniform 

outcomes. 

Section 13: Knowledge of risk of infections while at the Newcastle RTC 

105. HIV Transmission 

At the time I became a Consultant Haematologist, I was fully aware of the 

risk of transmission of HIV by blood transfusion, by individual blood 

components and through fractionated products. See 106 below. 

106. HIV and Blood Transfusion 

I don't recall when I first became aware of this, however in 1985 I made 

extensive notes on HIV entitled 'The Acquired Immunodeficiency Syndrome 

and the T Lymphotrophic Leukaemia Viruses'. 
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The situation changed with the introduction of heat treatment. 
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In July 1989 I attended one of the first scientific meetings in the UK where 

the discovery of an agent responsible for a large part of the non-A, non-B 

infections, and called HCV was presented. I made notes of the meeting, see 

`Sheffield 1989 HCV Notes', (WITN6935032) and the following was my 

summary: 

SUMMARY 

positive. 

The impact on our donor base will be moderate but not catastrophic, assuming 

that the 0.5% positivity level is confirmed. We will lose and have to replace 600 

WITN6935001_0070 



donors. There will be costs and operational problems associated with identifying 

them as HCV positive and they will have to be referred to Consultants 

specialising in liver work. 

The cost to the BTS in the first year will be around £219,000 to £255,000. 

I had read about this discovery before the date of this meeting. 

The risks associated with HCV transmission at this time were primarily with 

the use of locally prepared blood and blood products. After the introduction 

of heat treatment, fractionated products including those from commercial 

sources did not appear to be at risk of transmitting viruses such as HIV and 

HCV. 

Intramuscular products such as Anti-D had not been a risk, but I was aware 

of the issue of viral transmission in Ireland when the conventional 

fractionation regime had not been used for the manufacture of an 

intravenous Anti-D. 

Other intravenous gammaglobulin preparations continued to present a risk 

for some time. 

As with any testing regimen, there remained a risk of infection in locally 

prepared blood and blood components when the test did not detect the 

infection due to levels below the level of detectability by the test in use. The 

development of HBV tests over the years had clearly shown that each 

iteration of the test improved the sensitivity. 

111. First Aware 

See 110 above. 

112. Relative Risks 

The comparative risks of commercial and BPL-prepared products appeared 

to be related to the time at which viral inactivation steps were introduced by 

BPL compared to commercial manufacturers. 
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Prior to the introduction of viral inactivation, I was aware that commercial 

products were more likely to transmit viral infections. The source of plasma 

in the US used by the major fractionators was very significant, especially 

when compared to the source of plasma to BPL, from an entirely voluntary 

donor population. 

113. Further Investigations 

As far as I know, the Newcastle Centre did not carry out any specific 

investigations relative to HCV transmission. 

114. Severity 

This response is just a general note, it is not intended as a treatise on 

hepatitis. 
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Last year a new virus was discovered which has been called Hepatitis C virus. 

A small number of apparently healthy individuals carry this virus and it can be 

transmitted through blood to the recipients of blood transfusions. The effect on 

the recipient varies considerably. In some cases it causes a mild non-specific 

illness which is only detectable by fairly sensitive laboratory tests, but in 

others it can cause a moderately severe bout of jaundice. The main problem 

is that in some people the infection continues to cause problems over many 

years and can eventually lead to serious liver failure or in rare cases Hepatic 

Carcinoma. 

115(a) I do not recall seeing this. 
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from this Appendix is, other than that a further trial was warranted. 

However the referenced article COLLINS J.D. et al. Prospective 
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117. Impact on Screening 

The screening of donors prior to donation followed the national guidelines as 

from time to time updated. 

118. Decision Making Structures 

practice of single unit 'top-ups'. 
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not recall who the audience was to be and I do not have a copy of the 

completed set of overheads. 

119. Advice to hospitals 

All the haematologists that I dealt with were well aware of the issues and 

reduction in unnecessary transfusions was discussed. 

120. Donor Screening Processes 

Donor screening was carried out at all sessions for both normal blood 

donations and plasmapheresis donations. No donation could take place 

without screening. 

The clerical staff involved were all members of the Donor Panel department 

recruited for this role, rotating the session screening with other duties in the 

department. 

Over my tenure as Director/Chief Executive there was a steady process of 

improving the information provided for the clerical staff to use. Ease of use 

was important. Documents needed to be clear and concise and lacking in 

ambiguity as well as being easy to use. The following extract from my letter 

to Dr. Gunson, then the Medical Director at the NBA, (document 

NHBT0007497) shows this approach: 

Re: Selection of Donors 

I know that you are now getting reasonably close to producing the Selection of 

Donors booklet. I thought you might like to see the version that we have 

introduced. The main aim in producing this booklet was to put all the possible 

information together into one alphabetic section. This means that staff are less 

likely to have to jump from one section of the book to another and to this end we 

have integrated conditions, vaccinations and country information into the same 

alphabetic list. In addition to this we have tried to repeat references where 
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possible so minimising the time required for session staff to find the relevant 

information. 

in the way in which donors were screened. Discussions on risk and risk 

mitigation took place. 

You may note that I am recorded as being involved in the process. The 

There are two major considerations with regard to donating blood. These are: 

(i) That all care should be taken to protect the voluntary donor from 

harm, and 

(ii) That the blood or plasma collected should be safe for its intended 

use. 

In addition to this it is the Policy of the NRBTS not to take donations of blood 

or plasma from donors unless at the time of collection, it is believed that the 

donation is suitable for use. 

122. Donor Information — written or oral 
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The memo includes these sentences: 

Donors who are in any AIDS risk group must not be bled. Where there is any 

doubt about the risk they should not be bled, but in either case, the potential 

donor should be sympathetically dealt with and arrangements made for an M.O. 

from the Centre to contact them, especially where doubt exists. 

The Session M.O. will discuss the matter further, in confidence. It may be difficult 

to ask donors about their sexual activities in the rather public circumstances of a 

blood donor session. The M.O. must, however, ensure that the donor has read 

and understood the AIDS leaflet (N.B.T.S. 1181 - Sept 86), or the AIDS poster. 

In 1989 or 1990 we introduced a leaflet that was included with requests sent 

out to donors asking them to attend a blood donor session. This leaflet 

`Donor Information Leaflet 1989_90', (WITN6935018), was commercially 

printed, and included the following section on AIDS: 

AIDS - (Acquired Immune Deficiency Syndrome) 

THESE PEOPLE MUST NOT GIVE BLOOD 

* Men and women who know they are infected with the AIDS virus or who have 

AIDS. 

* Men who have had sex with another man at any time since 1977 

* Men and women who have injected themselves with drugs at any time since 

1977. 

* Men and women who have had sex at any time since 1977 with men or women 

living in African countries, except those on the Mediterranean. 

* Men and women who are prostitutes. 
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* Men and women who have had sex with anyone in these groups. 

Sexual partners of haemophiliacs 

and other infections. I understand that these tests are not infallible and I am not 

donating blood just to obtain a test. If a test is positive I know that I will be 

informed of the result. 

1. You will be asked if you have read the latest AIDS leaflet which will be 

available at the blood donor session. When a new version is produced it will be 

included with these invitations. Donating blood if you are in a risk group or if you 

think you have been at risk will endanger the lives of others. For confidential 

advice contact your Sexually Transmitted diseases clinic (see phone book) or 

contact Tyneside (091) . ... or ask to speak to a Medical Officer, (in confidence) at 

the Transfusion Centre - Tyneside (091) 261 1711. 

123(a) This letter refers to draft specifications for plasma for fractionation. I 
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123(b) Some of the statements in my letter of 3rd March 1992 

• 
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I obviously cannot remember the details of a set of draft guidelines 

that I last saw thirty years ago and identify 

`which rules were in your view myths or idiosyncratic, together with the 

reasons for your views on this'. 

123(c) My letter includes only a couple of examples of the problems with the 

r t I •ii ir. Ii Li• •• -• 

WITN6935001_0078 



123(d) An obvious area where the rules applied in Newcastle differed from 

national guidelines, is the consideration of medications taken by 

prospective donors. The national guidelines had no scientific basis, 

whereas Newcastle used rules based on the individual drugs, their 

half-life and an assessment of risk to recipients. These, as 

mentioned in my answer to question 9, were developed in 

association with the Wolfson Unit, Northern Region Drug and 

Therapeutics Centre, at the University of Newcastle. The 'Rationale' 

and 'Method used to calculate interval', as used for donors on 

medication is shown in 'Donors on Medication', (WITN6935023). 

This is part of the rationale described in the introductory section: 

124. Screening Kits 
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Documents NHBT0000075_065 and NHBT0091147 are not related to the 

question posed. 

The purchasing of the test kits for infectious disease testing, prior to the 

move to the NBA, was carried out by staff at the Newcastle Transfusion 

Centre with the budget approved by the Northern RHA. When testing for 

Hepatitis C was required, the issue was discussed with the Northern RHA 

well in advance. 

Information about the test and its background were shared with the RHA and 

they ensured that the appropriate funding was made available to the Centre. 

A July 1989 document (NHBT0000188_008) shows part of the preliminary 

discussion with the Northern RHA. 

125. Funding 

See above. As mentioned in NHBT0000075 068, the funding for HCV 

testing flowed through the hospital contract system, but was approved by the 

Northern RHA. The letter to Dr. Gunson (NHBT0000075 068) lets him know 

that there will be costs incurred elsewhere in the NHS as a result of 

introducing the test. Presumably in his position he could keep the DoH 

informed. 

126. National Agreement 

126(a) As far as I know there was no national purchasing extant at that 

time. 

126(b) Not applicable 

126(c) The main issue with a national contract arrangement would be that 

the approach could have resulted in a move away from the 

integrated system used in Newcastle. This would have had a 

significant impact on the automated transfer of validated results to 

our main computer system with associated changes in staffing, and 
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in an overall higher cost. 
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considerable difficulties. Shortage of test kits meant that preference had to be 

given to the screening of donations used in renal dialysis units where several 

deaths had occurred from hepatitis B and to a panel of donors supplying plasma 

for the preparation of fibrinogen, a fractionated plasma product known to transmit 

hepatitis B. Routine screening of blood donations was introduced during the 

course of 1972 and it was not until December 1972 that all blood was being 

tested. 

This was long before I was with the Transfusion Centre. I have no 
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I was not working in the Transfusion Centre when HIV testing started. I am 

sure that there are records which show the start of testing, such as data on 

tests undertaken, sent to the National Directorate. 

A new transfusion centre was under construction at about the time of the 

introduction of HIV testing. My understanding was that a post-handover 

contract was used to modify part of the new building to provide additional 

space for the HIV testing. 

133. Implementation of HIV testing. 

133(a) This has already been discussed. 

133(b) As noted above, I was not working in the Centre when testing 

started, so I am unable to provide any further information. 

133(c) HIV positive donations, any components and test samples were 

sealed and autoclaved before disposal. 

The management of the donor has already been discussed. 

133(d) There were no untoward impacts on the Centre as far as I could tell 

when I came back to work at the Centre. The testing appears to 

have been fully funded by the Northern RHA, as well as funding the 

building modifications. 

134. Surrogate testing for NANB 

I do not recall this specific report. However I was aware that surrogate 

testing was not being recommended. 

I did consider that surrogate testing might have reduced risk, but the use of 

surrogate testing is difficult in that there was no clear link between test 

results and infectivity. I was not opposed to additional testing , but it was not 

being put forward for use in the UK and I acquiesced in this decision given 

the weight of expertise in the Transfusion Service on the topic. 
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135. Maximum Safety. 

To decide to not introduce surrogate testing given the information on the 

reduction in non-A, non-B hepatitis in recipients was from my limited 

perspective a decision not to apply a 'maximum safety' ethos. I think that a 

substantive trial in the UK would have provided a better basis on which to 

make a decision. Data from other countries did not necessarily apply in the 

UK and from what I have seen, US data was also not current in terms of 

donor screening and also due to the different blood collection arrangements 

in the US. 

This was not a simple decision to make. 

136. Decisions of the ACTTD and ACVSB. 

I was not aware of this report. Reading it now I can see that introducing 

surrogate testing was a moot point at that date (late 1989) now that HCV had 

been identified, and specific testing would likely start soon. 

137. Surrogate Testing in Newcastle. 

The document referenced (NHBT0000077 073) clearly states that surrogate 

testing was not being performed in Newcastle. At the date of this letter, 22 

October 1991 Newcastle had already been testing for HCV for over six 

months, and as such surrogate testing was no longer an issue. 

138. If surrogate testing was introduced 

As noted in 137 above, Newcastle did not undertake surrogate testing. 

The Centre never started surrogate testing and as such there were no 

'circumstances in which the Newcastle RTC stopped surrogate testing'. 

139. ALT Testing of plasma obtained by plasmapheresis 

The information contained in the question answers the question. 
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140. Anti-HBc testing. 

140(a) I supported the introduction of anti-HBc testing because there was 

clear indication that some donations which were negative by the 

existing HBV test were indeed capable of transmitting hepatitis B. 

This test had a clear impact on safety and a direct link with disease 

in the donor which could then be managed/treated. 

140(b) I think that there was support for introducing this test. I do not recall 

significant objections, but I do not have documentation to support my 

view. 

140(c) I cannot speak to the thought processes of the DoH. 

In May 1993 I spoke to Dr. Gunson about the start date for the 

HB-core test and in an internal memorandum 'HepB core 

memorandum', (WITN6935033), I included this: 

As usual it looks as if the National Directorate (now the NBA) and the 

Department of Health are being incredibly slow in their deliberations and 

of course should have introduced this test earlier this year, given the 

information they had available from the Liverpool study. 

140(d) As per 140(a). above, it would have reduced the incidence of 

transfusion-transmitted hepatitis B. 

141. Introducing anti-HBc. 

I cannot comment on how the DoH came to their conclusions. I do not see 

any evidence that the Blood Transfusion Service 'balanced' anything with the 

DoH. 

Dr. Gunson as the National Director had already indicated that testing would 

go ahead and had coordinated a trial. See NHBT0018413. 

142. ACVSB Agreement. 
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The Chairman stressed the importance of a common date of introduction 

throughout the UK 

is presented without any background information. There is nothing in the 

document that indicates why the Chairman (Dr. J Metters) came to this 

I note these statements in the document 

10. The Committee agreed that it was important to start screening as soon 

as practicable as a measure which would further enhance the safety of 

the blood supply. 

18. The Chairman summed up the discussion by saying that there was 

agreement that the UK should introduce hepatitis C testing as soon as 

practicable. 

21. [Dr. Gunson] reported that some centres had asked for a 6 month period 

in which to set up testing. Dr. Gunson himself thought this to be 

excessive, but he said he would need to consult with other Directors 

first. 

This suggests some disconnect in the thinking ... as soon as practicable ... 

but only if all together. 
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The Committee is asked to approve the routine testing of blood donations for 

anti-HCV in principle and request the National Directors in England and Scotland 

to arrange for the simultaneous introduction of the tests at an appropriate time 

when a policy for counselling and management of the seropositive donors has 

been defined. 
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I believe that there were meetings attended by the Regional Transfusion Service 

Directors and that as a result of arguments advanced by Dr. Gunson at 

Manchester, testing for the HIV infection was introduced on a uniform basis in 

October 1985. Dr. Gunson in particular felt that the testing should commence at 

a particular point in time, although some Regional Transfusion Centres may have 

been in a position to institute testing for the HIV infection at an earlier date. 

As I was responsible for starting HCV testing in Newcastle earlier than other 

Transfusion Centres, I clearly do not agree with the minute that refers to a 

common date of introduction throughout the UK 
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start testing on a delayed common start date, denying many individuals the 

additional protection in the interim. 

My views have not changed since then. I did not of course see this 

document, and at the time, only received filtered information from Dr. 

Gunson. 

If I had seen document NHBT0000073_018, I might have considered starting 

testing earlier than we did. It would have altered how I viewed Dr. Gunson's 

memo of 22nd January 1991, (NHBT0000076_006). He made no mention 

that the ACVSB had agreed at a meeting in November 1990 that it was 

important to commence routine anti-HCV testing 'as soon as practicable'. 

143. First generation Test and Specificity 

The comments in document PRSE0003170, which report on a study using 

first generation tests, show the impact of the lack of specificity in that it was 

estimated that if extrapolated to the whole country between 9,000 and 

10,000 donations would be `repeat positive' and would be destroyed despite 

any confirmatory test results, with only around 1,250 of these being 

confirmed as HCV positive. 

Thus the first generation tests had some issues with specificity 

From the 1st generation test study conducted in three Centres in September 

1990, the annual equivalent loss for Newcastle would have been of the order 

of 500. The number of true positives found would have been about 80, less 

than the about 100 that were found when testing with the 2nd generation test 

in its first year in use. The difference is presumably due to a lack of 

sensitivity. (Numbers have been drawn from the limited study results shown 

in PRSE0003170 and freely rounded). 

The lack of specificity meant that about 400 or so donors would have tested 

positive, but were not infected — a lack of specificity. 

WITN6935001_0088 



• '«• '•' b •. 111 . • appea • • 

specificity with the 1st generation test would have been much more 

a — i -il •— 
•' s« f — i'• « •i' — i 

staffing. 

Centres. 

Ill  . 

r• --. it - i . - . « - i 
.. 

WITN6935001_0089 



:i ! !. -! it • i'. t -  g 

note the further change to a start date of 1st September 1991 as seen in 
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It has not yet been possible to commence the evaluation using production 

batches of the second generation tests referred to above and one of these will 

not be available until later this month. It is undoubtedly in our interest that this 

evaluation takes place. However, to complete this study and become operational 

by 1st July 1991 is too tight a schedule. It is difficult to state precisely a revised 

date, but I think we should aim to commence routine screening for anti-HCV by 

1st September 1991.' 

This indicates that Dr. Gunson now supports the further evaluation and was 

prepared to put back the start of testing to September of that year or possibly 

later. I note the phrasing 

'. . . I think we should aim to commence ...' 

At the time, I was concerned that the start date would be postponed beyond 

l lll . II ' 

September and possibly later.' 

His comment 

It is undoubtedly in our interest that this evaluation takes place' 
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should also be viewed alongside his comments in 1999 (NHBT0088807): 

With the benefit of hindsight I have indicated that we should have introduced 

routine testing without the second evaluation or at least, tested the 10,000 or so 

frozen donations whilst using the test routinely. I think we will be criticised 

severely for not; doing this, since there were many countries throughout the 

world where the second generation tests had to directly supersede the use of 

first generation tests. By April 1991, only Denmark and some centres in the 

Netherlands and Italy were not screening routinely. 

I have no idea how other Centres interpreted these dates. 

146. Further Test Kit Evaluation 

146(a) I do not know why the ACVSB asked for further evaluation. My 

understanding was that the second generation tests showed a 

considerable improvement in specificity and no loss in sensitivity. 

In the ACVSB minutes shown in PRSE0002280, there is the 

following: 

7 The Chairman summed up the view of the Committee following 

discussion:-

the bank of specimens from the original 10,000 should be kept in 

appropriate form in order to evaluate the 2nd generation tests, as well 

as any other tests as they became available. ... Any new test should be 

evaluated against the full 10,000 specimens to ensure it was at least as 

good as the tests already evaluated. 

I note that in document NHBT0000062_039, a memo that appears to 

be between individuals at the Department of Health, the author 

questions the value of the study and notes that the sub-group of the 

ACVSB did not recommend the further evaluation in the form that the 

full committee proposed: 

2. The second round HCV test-kit trial/evaluation which ACVSB asked 

for will cost up to £117,000 from MDD's 1991/92 evaluation budget. I 

WITN6935001_0091 



f !• ! • • ! ! •• i, •• 

•'. ! '. • •: :• ' •. Wi t .

_- *1.11ilL! (sZ*1IIhY4 

In 1999, see NHBT0088808, Dr. Gunson expressed his view that a 

second generation test study in this format was not necessary and it 

was not how many countries proceeded: 

`I noted that you [Mr. Simon Pearl with Davies Arnold Cooper, Solicitors] 

asked John Barbara to prepare a paper on his views why the 

assessment of the second generation tests could not have been 

undertaken whilst the test was being used routinely. This was how this 

test was evaluated in most countries and it is my view that we could 

have done this also. The extended trial was a damage limitation 

exercise ...' 

146(b) In early 1991, prior to Newcastle starting HCV testing, I did not see 

the need for a further evaluation. We would have started testing with 

the first generation test anyway. The Newcastle Centre's plan was to 

start testing on 1st April 1991 using the Abbott first generation test. 
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Thus not starting testing but running a trial on the more effective 
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146(c) My comments shown in NHBT0000074026 and 

NHBT0000192028 were purely speculation. 
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Moreover a national approach might well have prompted the 

Department of Health to provide appropriate funding for testing with all 

its ramifications such as confirmatory assays, counselling and donor 

referral. Now, I can see no hope of presenting a united front in pursuit of 

central funding. 

There were many comments on the start of testing in Newcastle in April 

At the time, I and the Newcastle Centre were ready to start testing on 1st 

April 1991. A delay until July dismayed me, and a proposed delay until about 

1st September was unacceptable. We all knew that there were infectious 

donations in the system that were being transfused to patients and we had 

the means to stop that. 

As alluded to in 'A joint statement by J. A. J. Barbara and H. H. Gunson' 

NHBT0088813002, that he [Dr. Lloyd] 
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In my letter of 24th June 1991 to Dr. Gunson (NHBT0000076009), I 

included this: 
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press queries') which inter alia states: 
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that there was agreement that the UK should introduce hepatitis C testing as 

soon as practicable. 

Some of the comments are clearly nonsense, such as this in the letter from 

Dr. Ala, the Director of the Transfusion Centre in Birmingham 

(NH BT0000074_020): 

' . . .nor is there any evidence of HCV prevalence sufficient to justify your 

precipitate decision on epidemiological and scientific grounds.' 
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This is a strange criticism to throw at Newcastle's decision to start testing, 

given that Dr. Ala had stated in response to Dr. Gunson's earlier request, 

that they would be able to start testing by April [1991]. See Dr. Gunson's 

witness statement (NHBT0000026_009) item 85, re: Birmingham. 

Dr. Ala had not, as far as has been shown, disputed the need for HCV 

testing as advised by the ACVSB and the National Director, Dr. Gunson. 

I also note this from Dr. Gunson: 

Your actions were taken "despite the agreed policy by the ACVSB that screening 

should start simultaneously in all the RTCs in the UK." 

However minutes from the ACVSB include this statement: 

10. The Committee agreed that it was important to start screening as soon 

as practicable as a measure which would further enhance the safety of 

the blood supply. [my emphasis] 

In an internal DoH memo from JC Dobson (DHSC0003620_001), the issue 

of starting 'as soon as practicable' seems to override the concept of 'a 

common start date': 

Ministers decided, on a recommendation by the Advisory Committee on the 

Virological Safety of Blood (ACVSB), that all donated blood should be screened 

for Hepatitis C antibody as soon as practicable. It was intended that all regions 

would start testing on a common start date. 

The issue of starting as soon as practicable must take priority over an 'all at 

the same time' philosophy. I have not seen anything that shows that not 

starting at the same time had a significant detrimental effect on the quality of 

health care provided by the NHS. 

Dr. Gunson also says this about the 2nd generation tests in his 9th May 

memorandum (NHBT0000192 024): 

' ...we have only the manufacturer's opinion of their efficacy. 
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The introduction of testing undermined public confidence by creating 

inconsistencies in testing and giving the impression that blood was less safe" in 

certain areas 

going to be less safe as a result of the delays, just that the general public 

wouldn't know it. 

• • • ••  • - •. . 

Your actions would have implications for your colleagues, and "caused problems 

in Scotland." 

start perpetrated by the National Directorate for England and Wales, as I 

understand that the service in Scotland was already funded for a start date in 

April. Indeed, from the SNBTS, it was only Dr. Cash who complained about 

Newcastle breaking ranks. 
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'Have your views changed since?' 
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No, my views have not changed on the fundamental issue of starting testing 

when we did. I have however pondered over the issues on occasions over 

the subsequent years and as I stated in my memo of 18 June 1991 which 

summed up my thoughts from a Directors meeting that month 

(NHBT0000192_092), my only regret is that I did not start testing earlier: 

At the end of that meeting I felt confident that as a Centre we had made the right 

decision to proceed with Hepatitis C testing when we did. My only regret is that 

appears to have provided us with a lowest common denominator approach 

rather than a best possible approach. 

148. Legal Liability 

I am not a lawyer, but my view was and remains, that if I as the Transfusion 

Centre Director knew that the Centre had the ability to test, had the staff and 

equipment to test and that funding had been provided, then not testing was 

an indefensible position. 

It goes without saying that not testing under these circumstances resulted in 

patients becoming infected with the hepatitis C virus. 

As to how my views differed from that of other Centre Directors and Dr. 

Gunson, it is clear from the responses from many of them that they believed 

that having everyone start at the same time was a protection against liability. 

149. Extended Study 

At the time I felt that calling the introduction of testing 'an extended test' 

rather than what it was — the introduction of routine testing, was a face 

saving exercise. 

I had not previously seen Dr. Gunson's comments in a letter to Dr. Contreras 

: 1!!1 • i. 
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The second evaluation, about which I wrote last week, is a damage limitation 

exercise following Huw Lloyd's decision to institute testing unilaterally. 

I cannot say what was in the mind of Dr. Gunson when organizing this 'trial'. 

Additional data on the second generation tests was valuable, although if 

several centres had started testing at that time, the data would have been 

available anyway. Confirmatory testing using PCR would still have been 

required as part of a study. 

once again note Dr. Gunson's comment in a letter he wrote to Davies 

Arnold Cooper, Solicitors in February 1999 (NHBT0088808): 

The extended trial was a damage limitation exercise and, as was commented 

during our recent meeting, if it had been a proper trial it should have ceased at 

its conclusion. 

This again supports my view at the time that the trial as it was structured, 

painting Newcastle's testing as an 'extended trial' was a charade and a face 

saving exercise. 

In the same document I note this paragraph by Dr. Gunson: 

I am uncertain whether it will be possible to demonstrate that the decision taken 

by Newcastle was maverick and premature, but if you could extract the 

responses referred to above from the NBA papers and send them to me I will 

see what I can put forward. 

I do not know if Dr. Gunson succeeded in his attempt. 

150. Further introduction 

As a number of Centres had stated in response to an enquiry from Dr. 

Gunson, that they could start testing in April, May or June of 1991 then a 

wider-spread implementation of testing was clearly possible. 

The delay until September seems to indicate that one or more Centres were 

not able to start testing until then. 
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at least a June start date. 
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You may have heard from Pat that Simon Pearl [with Davies Arnold Cooper, 

_-_ 

this was maverick and premature. 

With the benefit of hindsight I have indicated that we should have introduced 

routine testing without the second evaluation or at least, tested the 10,000 or so 

frozen donations whilst using the test routinely. I think we will be criticised 

severely for not doing this, since there were many countries throughout the world 

where the second generation tests had to directly supersede the use of first 

generation tests. By April 1991, only Denmark; and some centres in the 

Netherlands and Italy were not screening routinely. 

From this I conclude that the second round evaluation was not a requirement 

••. 

were not screening routinely. 
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I assume that this referred to EEC countries. Thus if other European 

countries could implement the test, then the UK's failure can only be 

organizational in nature. 
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10. The Committee agreed that it was important to start screening as 

soon as practicable as a measure which would further enhance the 

safety of the blood supply. [my emphasis] 

153. Manchester PHLS Study 

clear that this study was seriously flawed. 
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154. Earliest Date of Implementation 

154(a) Earliest Start Date by Newcastle. 
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also note that, although I was not party to the discussions at the 

HCV testing required ministerial approval. 

Dr. Gunson in his statement shown in NHBT0000026 009 states the 
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had been received until shortly before 22nd January 1991. The issues 

thereafter related to implementation. 

From this it would appear that a start date earlier than January 1991 

time). 

With an earlier start date, some of the mechanics of implementation 

(By April 1991 we had ironed-out most of these issues). 

154(b) As to simultaneous implementation across the UK, it is necessary to 

consider that Dr. Gunson in his role as National Director, already was 

unhappy with the slow implementation at certain Centres, but was 

unable to bring the coordinated start to a date earlier than 1st 

September 1991. 
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156(a) There was no impact on donor screening or donation testing. The 

HCV test was directly integrated into the existing system. 
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process in the first year of testing. 

WITN6935001_0102 



I note that the Transfusion Centre acted as a passive holding facility for 

factor concentrates en-route to the Haemophilia Centre. 

158. Heat treated products. 

I do not recall the exact date on which heat treated products became 

available from BPL. I had no involvement with commercial equivalents. 

159. 1992-93 Business Plan — Plasma Product Overview 

This was a high-level overview as part of the business plan and was aimed 

at the RHA management. 

I do not have the data on which I based some of these comments. 

It was obviously my view at the time. 

My comment that 'the highest reasonable standards were either not aspired 

to or adhered to' was drawn from the situation in France and not the United 

Kingdom. 

160. Autologous Transfusion Program. 

I have not been involved with an autologous transfusion program for around 

25 years and as such my expertise is severely limited. To attempt to provide 

a risk benefit report would not be appropriate for me. 

The Newcastle Centre did run small autologous programs. The report shown 

in NHBT0009710 from November 1991, shows that it was available to 

patients from 6 or 7 hospitals. 

In 1993, in a draft of a contract document for Autologous Transfusion 

Services, shown in 'AutologousTransfusionContract1993-94', 

(WITN6935024), nine hospitals are shown as having used the Transfusion 

Centre's Autologous program during 1992/93. The programs were still extant 

when I left the service in 1995. I do not recall the years in which they started. 
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161. Change in Autologous Transfusion Practices 1988-1993 

I am not in a position to comment on this. My involvement in the autologous 

programs in Newcastle was limited. 

There was an increase in autologous blood use in the Region over these 

years. I don't have numbers, but it remained a small program. 

162. Infected donations contaminating plasma pools 

During my tenure at the Newcastle Transfusion Centre, an extensive quality 

assurance program was developed, as shown by the Centre's accreditation 

to BS 5750: Part 2:1987 which later became BS EN ISO 9002 1994. 

As shown in 'Quality Systems Policy', (WITN6935025), extracted from the 

Centre's Quality Policy Manual, this was the policy as it stood in November 

1993: 

4.1.1 Quality Policy 

The Northern Region Blood Transfusion Service provides a quality assured and 

effective service to meet the needs of all patients within our Region. Quality 

principles are pursued at every stage. 

Our care and treatment of the voluntary unremunerated Donor is designed to 

make the experience satisfying and positive, both to reinforce the Donor's wish 

to help others and to encourage regular donation. 

From the selection of Donors, through collection, processing and testing to the 

final despatch of Blood and Blood components, a team approach has been 

adopted which ensures that every member of staff is aware of the dependence of 

each stage on all the others for the achievement of the correct standards. 

Management responsibilities are clearly defined, materials and equipment are 

purchased from reliable suppliers to specified standards. Staff are suitably 

qualified, trained and instructed in the work to be done and the quality achieved 

is closely monitored. 
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The blood and blood components which we provide are produced to a standard 

which satisfies the highest statutory, professional and legislative requirements, 

both to ensure the safety of the patient and to obtain the maximum benefit from 

each donation of blood. 

Quality Systems comply with requirements of BS 5750: Part 2:1987, with full 

details documented in the Quality Systems Manual. A Management 

Representative has the authority to ensure the implementation and maintenance 

of those systems. 

A personal commitment is required from all staff to implement and maintain the 

policy and procedures documented in the Quality Systems Manual. 

Dr. Huw L. Lloyd MB, BS, MRCPath 

Chief Executive 

Date : 26th November 1993 

The Centre was audited by the British Standards Institute against the 

requirements of BS5750 part 2 (later ISO 9002), and the centre was audited 

by the MCA against the relevant requirements of the Medicines Act 1968. 

With regards to plasma destined for BPL and inclusion in plasma pools, our 

processes and our quality assured programs guarded against any possibility 

of infectious product entering the system. 

There remained the possibility of plasma from apparently healthy donors 

carrying an infectious agent that was either not screened for or was not 

detected by the existing tests being dispatched to BPL. 

As to discrepancies in donations intended to be sent compared to those 

actually sent and received at BPL (NHBT0001549), each individual pack of 

plasma for BPL was barcode scanned and the product packed in a barcode 

labelled box. The system limited box inventories to a specific number, 20 I 

think, refusing to scan additional packs if the limit was exceeded. Box 

inventories were derived from the computer monitored process. Prior to 

April 1991, the system was computerized but `stand-alone' with records 
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From what I see in the documentation, the Newcastle Centre was not the 

source of any contaminating units. 
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be the withdrawal of an infected unit. Withdrawals were typically based on 

The question: 
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The Centre continuously worked to improve its practices, and the safety of 

the blood and products prepared was an essential part of this, not only 

safety from an infection point of view but safety from the correct preparation 

of the blood and products, including their labelling, storage and 

transportation. 

Being the first Transfusion Service to achieve accreditation to ISO9002 or its 

UK equivalent BS5750 part 2 attests to this. 

From memory, the last MCA audit of the Centre before I left, had difficulty 

finding anything to report. I recall that the colour of the copper sulphate 

solution used for haemoglobin screening at sessions was questioned. 

However our in-house data showed that we did not have a problem. A 

review of this inspection report would help, but I do not have a copy of it and 

it was not supplied as a document for me, by the Inquiry. 

168. Safety and Cost 

I always felt that the Northern Regional Health Authority supported the 

ongoing development of the Centre and the provision of safe products. 

169. RTC Consensus and safety. 

I valued the views of other Centres, but did not feel constrained by those 

views. The management and operation of the Northern Region Transfusion 

Service was not a management by Consensus. 

The delay in the introduction of HCV testing was a consensus problem. 

170. Reliance on Other Bodies. 

Statutory bodies provided standards to abide by and committees provided 

guidance. As a Centre we recognized what were statutory requirements and 

did our best to meet them. Guidance from committees etc. were just that; 
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value. 

statutory requirements. 

In our Quality Policy Manual, the primary external reference documents were 

listed as shown in `Reference Documents.pdf', (WITN6935026). It was the 

Quality Systems department's responsibility to ensure that the latest 

versions of these documents were available and that when a new version 

was issued, all prior versions were removed from circulation. Distribution lists 

for these documents were maintained. 

2. LIST OF REFERENCE DOCUMENTS 

2.1 Department of Health "Guidelines for the Blood Transfusion Service". 

(Current version). 

2.2 The Rules Governing Medicinal Products in the European Community. 

Volume IV Guide to Good Manufacturing Practice for Medicinal 

Products. Commission of the European Communities, Strasbourg. 

2.3 The Medicines Act 1968 (HMSO). 

2.4 Guidelines for Autologous Transfusion (Current version). 

2.5 British National Formulary (Current version). 

2.6 Guide for the Preparation, Use and Quality Assurance of Blood 

Components - Council of Europe, Strasbourg 1992. 

172. Shift. 
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A shift from one paradigm to another was not a single step. You cannot say 

that the Transfusion Service as a whole was subject to a policy decision on 

this. 

Shifts like this should be initiated by the senior management of an 

organization, perhaps this would have been a role that the National 

Directorate could have taken on. 

In Newcastle, early in my tenure, we made a lot of changes, starting to sit 

back and think that the work was done, the Laboratory Manager said 'we 

have to recognize that change will be our new normal' (I paraphrase his 

words). 

Section 15: Look back programmes at the Newcastle RTC 

173. HIV Look Back Setup 

I was not involved in setting up this program. 

174. HIV Look Back Implementation 

By the time of my involvement, this was a rare occurrence and I do not now 

recall the details. Funding was part of the Centre's normal operating budget. 

175. HCV Look Back Setup 

I would have been involved in this. However, I do not recall starting such a 

program. 

The Centre's Standard Operating Procedures should be reviewed to see if 

look-back was implemented. 

If we did not implement look back, I cannot explain why we did not. 

I note that in NHBT0000073_018, Minutes of the 21st November 1990 

meeting of the AVSB there is a note about look-back: 
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Committee on Transfusion Transmitted Diseases would be meeting to discuss 

the problems of counselling positive donors. 

21. In addition two further aspects would be considered: 

a. the question of look-back in relation to routine screening 

b. the date of introduction. 

I also note that in PRSE0002280, Minutes of the 25 February 1991 meeting 

14 The Committee discussed the problems of look-back and recommended that 

it should not be undertaken as a service, leaving the option for those carrying out 

research. However, all cases of post-transfusion hepatitis should continue to be 

investigated. 

the look-back situation and national advice. 

176. HCV Look Back Implementation 

The handling of clinical issues associated with HCV was the responsibility of 

been her responsibility to decide if look-back was to be implemented. 

Funding for work at the Centre, related to HCV was included in the operating 

passed through the hospital budgets. 

177. Other Look Back 

I do not recall any other look back program. 

178. Tracking Donors 
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In the case that a donor potentially implicated in the transmission of an 

infection, i.e. the donor's donation or part of it was transfused to someone 

who later developed the infection in question, there is no physical evidence 

that the donor was, at the time of donation, infected. 

There is only an implication that the donor may have been infectious. To 

start a process of searching for an individual, outside of a confidential 

approach based on the information in the donor record, opens up the risk 

that others may find out that the individual is being investigated for HIV, 

when in fact they did not have the disease. 

I note that I wrote that we had some information that the donor had relocated 

to another part of the country and we contacted the Donor Services 

department of the Transfusion Centre covering that area, and they had no 

record of the individual. See DHSCO020840 041. 

I appreciate that this is a balance between two risks. If there was definite 

evidence of infection, then that would be a different matter. 

With the benefit of hindsight, I probably should have considered taking some 

further action to track down the donor. I do not have the information now, as 

to how likely it was that this donor was infected. 

I note that I said that 

We searched our records and are happy that no one else could have been at 

risk. 

178(a) Our obligation to donors with respect to infection is a balance that 

depends on likelihood of infection. If there is definite evidence, then 

all steps should be taken to contact the individual. If it is only a 

possibility of infection then the approach needs to be more careful 

and perhaps limited. 
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178(b) I do not have access to the Standard Operating Procedures used. 

However in general, if informed of a recipient of blood or blood 

products who has become infected, then the records of the donors 

whose blood/blood component was used would be examined. If each 

donor had donated again, the infectious disease test result would be 

checked. For any who had not donated again, contact would be 

initiated, with the limitations already described. 

My report on the investigation of the case reported in the media is 

shown as an attachment to my letter to Dr. Rejman at the DoH and 

shows that the Centre did go to considerable lengths to follow up 

donors, donations and recipients in this case. See 

DHSC0020840_041, pages 2 to 6. 

179. Ethical Obligation To Inform 

The question 'Did you consider there was an ethical obligation to inform 

patients who may have received transfusions from infected donations' is 

perhaps not the right question. How do you inform patients who 'may' have 

received a transfusion. They either did or they did not. 

If transfusion records showed that someone received blood from an 

individual who subsequently tested positive for an infection, (but at the time 

of the donation, that test had not been in use), then yes, they should be 

informed and tested. 

As described in the case referred to in DHSC0020840_041, some recipients 

of blood from potentially infected donors, based not on a later positive test, 

but on the fact that their donation or part of it went to a recipient who 

subsequently became infected, were contacted and tested (in that case for 

HIV). 

i1E:Z~1~>~i • • 3~7 
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I am not sure what this question is meant to elicit. 

• • • • •. • 

• 

181(a) provided advice or consultancy services to any pharmaceutical 

company involved in the manufacture and/or importation and/or sale 

of blood products 

C~7 

• • • •] EsI • oHi •. Ii TITh1• 

M 

181(c) sat on any advisory panel, board, committee or similar body, of any 

pharmaceutical company involved in the manufacture, importation or 

sale of blood products 

181(d) received any financial incentives from pharmaceutical companies to 

use certain blood products 

M 
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• f • • i : f - •I i 

183. Medical Research 

pharmaceutical company involved in the manufacture, importation or sale of 

blood products 

In July 1991 the Centre did provide the HCV test manufacturer, Abbott, with 

data on the initial and repeat reactive rates for its test. The information was, I 

believe, used for a poster at the 3rd International Symposium on HCV. I did 

not receive any remuneration for providing this data. See Abbott RR Data 

Poster', (WITN6935029). 

r i i 
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Chief Executive. 

El 1i ii 

Transfusion Centre, at the request of the Director, Dr. Ruthven Mitchell. 

contact or discussing issues for these staff or for heads of other 

-•. 

I am not sure what this question is trying to elicit. There was a National 

Dr. Gunson confirmed that contact with the SNBTS would be maintained by 

regular Meetings between himself and Professor Cash. 
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o .I i • • i • .• • i•• • 

DoH, left the Newcastle Centre in the dark on issues, perhaps receiving 

limited reports at regional meetings. 

• rl 1', r • , is • - • •-• 

r •- • it E . • • • 

I have already commented on consistency. Consistency of outcome and 

adherence to Statutory requirements were required. How that was achieved 

11 it*! Ii is 1 i1 III liT IóliT 1*111111. 

• r .i •. • • r r - r •- r - • • • 

As I wasn't responsible for setting up the meeting structure, I cannot 
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Executive meeting. One was executive, the other was not. 

An alternative proposal was put forward by a group of Centre Directors/Chief 

Executives. 

193(a) As the NBA went ahead in the form it did, I can only assume that the 

•♦ •i •' i i•• ~• ~i 

performed vis-a-vis the alternative proposal in the years since I left 

the service, is not something I can comment on. 

Once the Regional Transfusion Centres were transferred to the NBA, as 

Executive and conform to decisions' 

.•• •• • • •`• -• • 1. 

As Director and then Chief Executive at the Newcastle Transfusion Centre, 
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on high wooden stools), and almost total lack of computerization. 

I was very fortunate in finding that the Centre had an enormous pool of 

talent, with skilled, dedicated individuals who wanted to make improvements. 

I was in a position to harness that talent, to listen to their proposals and 

re-engineer the Centre. 

Having had the opportunity to do this and to have been able to see 

individuals give so much to the service, I was reluctant to find myself in a 

position of following orders from a centralized organization, which I was likely 

to be unable to influence. 

In addition to this, when I was offered the position of Director, I had set 

myself something of a limit. I felt that after five years or so I should move on, 

not wanting to stagnate in the job. By the time the NBA was set up, I had 

been in post for about six years, so the time was right for a move. 

Although I did apply for one of the new NBA zone manager positions where I 

might have had a little more autonomy, the introduction of the NBA was the 

prime motivating factor in my decision to leave my position as Chief 

Executive of the Northern Region Blood Transfusion Service. 

Section 19: Other matters 

196. Publications 

None 

197. Other Issues 

None 
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Statement of Truth 

I believe that the facts stated in this witness statement are true. 

Signed -__ GRO-C 

Dated: 

Table of Exhibits: 

Date Notes/ Description Exhibit number 

Undated Transfusion - Do We Have Any WITN6935018 
Choice. Notes for a talk prepared 
by HL, used in: Qn. 4 

December Computerization Summary WITN6935019 
1993/94. December 1992 draft of

1992 the 1993/94 Clinical, Service And 
Business Plan 

Undated Percentage of Red Cells Issued as WITN6935002 
Whole Blood 1 98 5/86 to 1 99 3/94 

Undated Plasma Dispatched to BPL WITN6935003 
1985/86 to 1993/94 

Undated Plasma Produced 1 991 /92 to WITN6935004 
1 99 3/94 
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Undated Donors Bled Per Year 1 98 5/86 to WITN6935005 
1 99 3/94 

Undated Donors Bled 1947 to 1994 WITN6935006 

Undated Attending & Bled 1 98 5/86 to WITN6935007 
1 99 3/94 

Undated Donors & Place of Work Post 1979 WITN6935008 

Undated Industrial Donations as WITN6935009 
Percentage of All Donors Bled & 
Unemployment Rate 

Undated Donor Information Leaflet WITN6935020 
1989_90 

Undated Donations 1985/86 to 1993/94 WITN6935010 

Undated Red Cell Exports 1991/92 to WITN6935017 
1 99 3/94 

May 1993 Plasma Procurement in England & WITN6935011 
Wales - 1992/93 

Undated Plasmapheresis Donations WITN6935012 
1985/86 to 1993/94 

Undated Fresh Frozen Plasma to BPL WITN6935013 
1981-1985 

Undated No. of Units of Cryoprecipitate WITN6935014 
Produced 1982 to 1985 

Undated Cryoprecipitate Issued 1985/86 WITN6935015 
to 1993/94 

Undated Supply Contract Audit - Extract WITN6935034 
from draft contract document, 
referring to Audit and Good 
Manufacturing Practice 

Undated Theoretical Plasma Procurement WITN6935016 
at a Minimum of 9 tonnes/million 

15 June Health Questionnaire 1992 Draft. WITN6935021 
Draft text for a document to be 

1992 used during donor screening 
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3 January Draft of letter to potentially WITN6935035 
infected donors, used for HCV 

1991 trial 

14 April 1985 AIDS Notes 1985 - extract WITN6935027 

6 July 1989 The chiron corp test for NANB WITN6935032 
Hepatitis - Sheffield 1989 HCV 
Notes 

Undated HIV Window Risk - Draft WITN6935028 
Overheads for a talk about HIV 
infection rates and window period 
risk 

17 July 1992 Donor Information Leaflet 1992 WITN6935022 
Draft. Draft for new donor call-up 
leaflet from July 1992 

Undated Donors on Medication. Extract WITN6935023 
showing introduction and 
rationale for the Donors on 
Medication booklet used to screen 
donors 

18 May 1993 Hepatitis B core antibody WITN6935033 
memorandum from Dr Lloyd 

9 May 1991 Letter from Dr Lane to Dr Lloyd re WITN6935031 
introduction of HCV testing 

19 August Comments on Manchester PHLS WITN6935030 
Study 

1991 

13 March Autologous Transfusion Contract WITN6935024 
1993/94. Draft for a contract for 

1993 Autologous transfusion services 
in the Northern Region 

26 Northern region blood transfusion WITN6935025 
service 'Quality Systems Policy' 

November 

1993 

1 December Northern region blood transfusion WITN6935026 
service 'Quality Systems Policy' 

1993 list of referenced documents 
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3 July 1993 Abbott RR Data Poster WITN6935029 
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