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1. This presentation note relates to decision-making in the Scottish Office, primarily the

Scottish Home and Health Department (“SHHD”), and focuses on the period from 1970

to the early 1990s.

2. Many of the issues covered by this presentation were investigated by the Penrose

Inquiry (“Penrose”). The focus of this note is on contemporaneous documents and

witness evidence. Where appropriate, however, reference is made to evidence

submitted to or findings made by Penrose. While the note is detailed, it is not intended

to be comprehensive, particularly in relation to witness evidence.

3. Unless specified otherwise, page references to documents are to Relativity, rather than

internal, numbering.
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II. STRUCTURE AND ORGANISATION

Qutline of SHHD structure

4. During the course of Penrose, a document entitled “Penrose Inquiry — SHHD Structure
— 1980 to 1991” was created [PRSE0000358]. It is a useful source for understanding
the SHHD’s structure in this period and for the identity of relevant officials and
ministers. It has also been referred to by two witnesses to this Inquiry.! The following

points, arising from the document, are noted:

a. The hierarchy of administrative officials in the SHHD was headed by the SHHD
Secretary and moved down to Under Secretaries, Assistant Secretaries/Senior
Principals and Principals/Senior Executive Officers. The way in which the
SHHD was split into different groups and divisions is explained further below.

b. The SHHD’s hierarchy of medical officials was headed by the Chief Medical
Officer (“CMO”), beneath whom were Deputy Chief Medical Officers
(“DCMOs”), Principal Medical Officers and Senior Medical Officers.

c. The Penrose document includes the names of some officials who were in post
earlier than 1980. These include Dr lan Macdonald and Dr Graham Scott (both
DCMOs) and Dr Archibald Mclntyre (Principal Medical Officer, in post from
1977 to 1993, and whose remit included the SNBTS). They also include Dr
Albert (Bert) Bell, Senior Medical Officer with responsibility for blood services
until 1985. Documents referred to below suggest that Dr Bell was in post from
at least 1973.

d. The Penrose document does not include the names of Scottish Office ministers
in the 1970s. The available documents and public sources are not entirely clear
on which junior ministers had responsibility for health in the 1970s, but they
suggest that they were: Teddy Taylor (1970-71); Hector Monro (1970-74);
Robert Hughes (1974-75); Frank McElhone (1975-79%); and Russell Fairgrieve
(1979-81).3 The Secretaries of State for Scotland were: Gordon Campbell
(1970-74); William Ross (1974-76); and Bruce Millan (1976-79).

! Namely, Duncan Macniven [WITN7064001] and Lord Michael Forsyth [WITN7126001].
21t appears that Harry Ewing may also have had some responsibility for health during this period.
3 See the 1974-1976 Civil Service Year Books [within WITN0001020], Hansard and the UK Parliament website.

2

INQY0000373_0002



Ministerial and administrative structure

5. In his IBI written statement and oral evidence, Duncan Macniven provided further
detail on the structure and organisation of the Scottish Office and SHHD during his
time as Assistant Secretary (1986-1989) [WITN7064001 from p.9 and INQY 1000230

from p.5]. His evidence included the following:

a. The Scottish Office was organised in a number of functional departments,
including the SHHD.

b. Each department was headed by a Secretary, who reported to the Permanent
Secretary (the most senior administrative civil servant in the Scottish Office).

c. Departments were divided into groups of divisions, headed by an Under
Secretary. Each division was headed by an Assistant Secretary or Senior
Principal.

d. Group IV was one of two groups responsible for the health service (the other
being Group V). Group 1V “essentially, dealt with the running of the Health
Service” and was “more of a managerial group”, whereas Group V “dealt with
health policy and services, which were not run by the health boards and
Common Services Agency” [INQY 1000230 p.10].

e. Mr Macniven’s Division was named 1VD and was one of the four Divisions in
Group IV.

f. Divisions were generally divided into branches (though the terminology
changed over time). Branches were usually headed by a Principal or Senior
Executive Officer.

g. In parallel, medical and other experts had their own hierarchies.

h. FEach department reported to one or more junior ministers, and through the
junior minister to the Secretary of State.

i.  The junior minister with responsibility for health could be a Parliamentary

Under-Secretary or Minister of State (the latter being more senior).

6. Inhis Inquiry witness statement, Lord Forsyth explained that ministerial responsibilities
in the Scottish Office “were allocated by the Secretary of State who remained in charge
of policy and was kept fully informed of decisions made by junior Ministers and would,
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from time to time, intervene if he wished an alternative approach” [WITN7126001
§13.1].

Medical structure

7. In a written statement to Penrose, Dr Macdonald explained that, as a Medical
Officer/Senior Medical Officer between 1965 and 1973, he had responsibility for the
SHHD’s “medical interest in blood transfusion” [PRSE0004162 §8]. At that time, the
Scottish National Blood Transfusion Association (“SNBTA”), was responsible for the
operation of the blood transfusion service, and the SHHD’s medical officer “held a
position... with the curious title of Medical Secretary”. Dr Macdonald’s recollection
was that he spent about a third of his time on blood transfusion matters during this
period.* He explained that “issues relating to blood transfusion arising within or

referred to SHHD would be passed to me for medical advice or opinion” [§10].

8. Dr Macdonald further explained that, until 1974, the SHHD had one DCMO, to whom
Principal Medical Officers reported [PRSE0004162 §4]. Each Principal Medical
Officer “headed a group of perhaps 3 or 4 Senior Medical Officers and Medical
Officers and each PMO? group had a defined remit”. In 1974, “a second DCMO post
was created and I was appointed to that post. Responsibilities at that level had therefore
to be divided so that some PMOs reported one DCMO and some fto the other”
[PRSE0004162 §4]. The PMO group with responsibility for blood transfusion did not
report to Dr Macdonald, though he had “some awareness in broad terms of major
developments”. When Dr Macdonald was appointed CMO in 1985, the SHHD
“reverted to the arrangement prior to 1974 and had only one DCMO”. As CMO from
1985 to 1988, Dr Macdonald had a “total medical staff of perhaps 20 to 25 individuals”.

9. Dr Macdonald went to on to describe two practices which were “intended to keep the
CMO and DCMO(s) aware of the work in which medical staff were engaged and of any
special or difficult situations that might be arising” [PRSE0004162 §5]. These were:

4 Mr Macdonald added that the “head of an administrative branch in the Department also spent a significant
amount of his time on blood transfiusion matters”
3 Le. Principal Medical Officer.
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a. A meeting “every Monday morning chaired by the CMO, or in his absence a
DCMO, and attended by the PMOs heading each of our groups. ... These were
quite informal meetings and notes were not made”.

b. A monthly report written by Senior Medical Officers and Medical Officers
“indicating briefly the activities in which they had been engaged during the
month. These were passed to their PMOs and by them to the CMO and
DCMO(s). It was then open to CMO and DCMO(s) to ask for more information
on any particular matter”. Dr Macdonald added that “/u/nfortunately these

reports cannot now be found”.

10. Dr Macdonald explained that the “remits of the PMO groups were, as a general rule,
in sufficiently broad terms to ensure that any issue likely to arise would belong to one
or other of these groups. Nevertheless, CMO or a DCMO might decide to take the lead
on a particular issue, with support from the relevant PMO group, because it had some

unusual significance” [PRSE0004162 §6].

11. Dr Scott, in a written statement to Penrose, noted that he was appointed DCMO around
1974 [PRSE0002943 §1]. At that time, he was one of two DCMOs, alongside Dr lan
Macdonald. He explained that it was considered appropriate to have two DCMOs
because the CMO at the time, Sir John Reid, was “often absent from the Department as
he was much concerned with WHQO matters”. Dr Scott stated that, when he was
appointed, he “took over responsibility for all matters relating to the SNBTS” and sat
on the CSA® Management Committee, but that he “only spent around 5% of his time
on SNBTS matters. Dr Scott described himself as “heavily reliant” on Dr Mclntyre and

Dr Forrester.’

12. Also in a written statement to Penrose, Dr Mclntyre explained that he was a Senior
Medical Officer at the SHHD between 1974 and 1977, and Principal Medical Officer
from 1977 to 1993 [PRSE0000915 §4]. His recollection was that, when he became
Principal Medical Officer, there were four PMO groups. His was the Public Health
Group and its arcas of responsibility were communicable diseases and environmental

health. He explained that he reported to the DCMO, “Dr Scott (who had responsibility

¢1.¢. the Common Services Agency, explained further below.
7 Dr Forrester was a Senior Medical Officer in 1985-1988 and Dr Bell’s successor.
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for all CSA4 matters) and to the CMO, who from 1985 onwards was Dr Macdonald”

[§6]. He added that he “briefed the DCMO regularly and there was also briefing among
the various PMO groups”. Dr Mclntyre stated that “/b/lood transfusion was only a very
small part of my job”.

Relationship between administrative and medical officials

13. Dr Macdonald, in a statement to Penrose, described medical staff as being “related to
administrative colleagues as advisers” [PRSE0004162 §7]. His evidence was that the
medical staffing structure “matched the administrative structure fairly closely. This
facilitated the development of working relationships. While the administrative staff
were ultimately accountable for expenditure the advice of medical staff would be taken
into account whenever appropriate”. As an example, he suggested that, if medical staff
had been persuaded that surrogate testing for non-A non-B hepatitis (“NANB
hepatitis”) “was a reliable procedure which would give few false results (positive or
negative) and be free from adverse effects they would have advised administrators
accordingly and it would have been highly likely that funding would have been
provided”.

14. Dr Mclntyre’s evidence was that it “tended to be that action would be taken on the
“administrative” side, by which I mean that recommendations and formal advice would
be generated by our administrative colleagues. We fed that process by reporting back
the outcomes of meetings which we attended as medical observers and providing
medical advice generally. This was usually done by internal memoranda”
[PRSE0000915 §6].> He commented that the SHHD’s medical officers had a “very
good relationship with our administrative colleagues at all levels and kept each other

up to date” [§5].

15. Alexander (often known as Sandy) Murray was a Senior Executive Officer and Head
of Branch 3 of Division IVD between December 1983 and 1987. In a written statement

to Penrose, he explained that he would be involved “in the preparation of the first draft

§ Dr MclIntyre added that memoranda “placed on the official file would be retained in the usual way while those
in the medical officer’s personal files would be discarded when he left office” [PRSE0000915 §6].
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of a Ministerial submission for putting forward to senior officers, but would be guided
and advised by medical colleagues who in effect provided the substance; I provided the

form” [PRSE0002440 p.2].

16. Dr Scott, in a statement on surrogate testing for NANB hepatitis, described SHHD
medical officers as being “reliant on expert advice, such as that provided by the various

working parties to which SHHD were invited to send observers” [PRSE0002609].

17. Dr Forrester suggested in a written statement to Penrose that his role mainly comprised
“gathering information at Committees and elsewhere, and transferring it to the SHHD,
and the reverse, as promptly and accurately and lucidly as I could.” [PRSE0004061].
Similarly, in oral evidence he described his role as being a “relayer of information and
the gatherer of information from the different sources it could come in” [PRSE0006066
p-11]. In the context of questions about surrogate testing for NANB hepatitis, he
suggested that he “would have thought it above his position to take an independent
view” on whether testing should be introduced, and instead that his role was to “find

people who knew” [p.15].

18. In oral evidence to this Inquiry, Mr Macniven agreed with a suggestion that Dr Forrester
would “independently throw himself into a topic and do reading around it and come to
his own views”, and stated that Dr Forrester “saw it, and I saw it, as important that he
should do so” [INQY 1000230 p.60]. His evidence was that Dr Forrester “certainly
listened to the SNBTS views... with great attention. But he would have wanted to make
his own mind up about the matter, taking into account not only the assertions of the

SNBTS, but also the evidence which he was able to bring to bear”.

Relationship between ministers and officials

19. In his Inquiry statement, Mr Macniven explained that, “/i/n practice, most decisions
were taken by the officials of the [SHHD] without reference to the small number of
ministers, with only the most difficult or politically-contentious matters being decided
personally by ministers” [WITN7064001 §11.1]. Elsewhere in his statement and in oral
evidence, he described the process by which ministerial submissions were prepared and

how contact with ministers took place [WITN7064001 §§12.1-13.1; INQY 1000230

INQY0000373_0007



p.32-37]. As for deciding whether to refer an issue to minsters, his evidence was that
he recalled “no set criteria. It was a matter of judgement whether at any given time it
was necessary to refer a matter to ministers. That judgement would be exercised by the
responsible official at or above Assistant Secretary — in consultation if necessary with

more senior officials” [WITN7064001 §13.1].

20. Mr Murray, in the context of a Penrose statement concerning the introduction of HTLV-
11T screening, described the factors which would lead to a minister becoming involved

in an issuc as follows [PRSE0002440 p.4]:

“An issue like this would normally be brought to Ministers’ attention in the
Jfollowing circumstances: to keep Ministers aware of important current
developments, if something was going to appear in the media; if a decision had
to be made which officials considered only Ministers could make; if an
interdepartmental dispute needed to be resolved; to bring together, in an
overview submission, a number of issues affecting multiple divisions within a
department, or multiple Departments; or where developments in Scotland
affected UK departments and vice versa. When a Department considered an
issue was of such importance that the final decision required to be made by the
Secretary of State, the submission would be in the form of going first to the

Jjunior Minister concerned and then to the Secretary of State.”

21. In his written Inquiry evidence, Lord Forsyth stated [WITN7126001 §9.1]:

“Submissions concerning routine Health policy would be sent to me by officials
and, depending on importance, copied to the Secretary of State. Cabinet level
or less routine matters would be directed to the Secretary of State and usually
copied to me. I would respond by writing my view on the submission and, if 1
had any concerns or issues, I would ask my private office to arrange a meeting
to discuss them. These meetings would be minuted by my private Secretary and

copied to relevant officials and if appropriate to the Secretary of State”

22. Lord Forsyth added that officials “would be responsible for the administration of

agreed policy and were expected to draw to the attention of Ministers any issues of
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concern”. In oral evidence, he explained that “in the main, I would expect things to
come to ministers which needed to be drawn to their attention and needed to have a

decision” [INQY 1000231 p.23].

Budgets and funding

23. In his Inquiry statement, Mr Macniven addressed the process by which the SHHD
budget was set during his time as Assistant Secretary [WITN7064001 §16.1]. His
recollection was that the “budget was set by means of a 3-year forward look (the Public
Expenditure Survey) followed, with regard to the year immediately ahead, by the Supply
Estimates which were approved by Parliament”. This process included a request from
Division 1V “to the CSA for bids covering all of its functions, including the SNBTS”.
Once scrutinised, the bids were amalgamated “info a bid covering the whole of SHHD,
which was in turn incorporated in Scottish Office-wide bid approved by ministers which
was the subject of discussions with the Treasury, with the final decision being taken

collectively by the Cabinet”.

24. Lord Forsyth explained that the “determination of the budget and negotiations with the
Chief Secretary to the Treasury were the responsibility of the Secretary of State. Bids
would be made by each department with the relevant junior Ministers, including SHHD
indicating their preferences and priorities” [WITN7126001 §19.1]. He also noted that
the Barnett formula “provided the Scottish Office automatically with approximately

10% of any increase given to equivalent departments and responsibilities in England”.

25. A number of contemporancous documents arc available on the process by which SHHD

budgets were negotiated and funds allocated to the CSA and SNBTS. For example:

a. SNBTS funding was addressed in detail at a meeting of its Co-ordinating Group
in October 1980, attended by Mr Morrison for the CSA [SBTS0000223 033].
This included discussion of the introduction of cash limits as a result of the
Health Service Act 1980 and the importance of ensuring that spending fell
within allocations. Mr Morrison explained during the meeting that “the CSA4
received one overall allocation from SHHD, and within this allocation there

was a base figure for each Division”.

9
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b. In a July 1983 minute to Mr Kernohan in the Finance Office, John Davies
(SHHD Assistant Secretary), described how he proposed to approach a 2%
reduction in expenditure which he had been asked to implement following a
statement by the Chancellor [SCGV0000049 120 and SCGV0000049 121]. He
explained that he did not think it would be reasonable to impose a 2% cut on the
ambulance and blood transfusion services and suggested that they be asked for
acut of 1%. A table attached to Mr Davies’ note suggests that, in 1983, spending
on the blood transfusion service was the third largest item in his Division.’

c. After the SNBTS’s allocation for 1984/85 was set, officials corresponded
directly with Professor Cash in 1984 in order to discuss the preparation of the
SNBTS’s estimates for 1985/86 and later years (see, for example,
[SBTS0000149 113, SBTS0000616_015, SBTS0000501 195,
SBTS0000501 246 and SBTS0000683 131}).

26. Further documents referred to below illustrate the process by which funding was sought

and obtained in the context of particular issues.

III. RELATIONSHIP WITH UK GOVERNMENT

27. The nature of the relationship between the Scottish Office and the UK Government —
and more particularly between the SHHD and DHSS/DoH'® — is an important aspect of

SHHD decision-making in the period considered in this presentation note.

28. In a written statement on the introduction of HTLV-Il screening, Dr Macdonald

described the SHHD’s relationship with the DHSS as follows [PRSE0002766 p.2]:

“The way in which the government’s health interests were distributed in the

ministerial and departmental arrangements had a bearing on how significant

° Capital expenditure on Health Boards was by far the largest, and spending on the ambulance service was around
twice that on the blood transfusion service. See also an October 1983 letter from Professor Cash to the CSA,
explaining that he foresaw “major difficulties” in making a required reduction of £115,000 in SNBTS running
costs [SCGV0000133_081].

% During the course of 1988, the Department of Health and Social Security (“DHSS”) was divided into two
departments, one of which was the Department of Health (“DoH”).

10
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policy issues such as those arising from the emergence of HIV/AIDS were
determined. In department terms a major role fell to DHSS, but the Scottish,
Welsh, and Northern Ireland Offices (sometimes described as territorial
departments) each had a health department within their arrangements in

Edinburgh, Cardiff, and Belfast.

It was expected that DHSS, as a Whitehall department, would take the lead and
that they and the ‘territorial departments’ would then implement a common
policy, subject only to a modest degree of adaptation by the latter departments

if required by local circumstances.

Staffing implications followed from this. DHSS had significantly larger numbers
of both administrative and medical staff who could give their attention to health
matters than SHHD. Consequently individual members of staff in DHSS could
handle in greater depth a smaller number of issues than their opposite numbers

3

in SHHD who had to spread their attention more widely.

29. Dr Macdonald was asked again in oral evidence about the relationship between the
SHHD and DHSS during his time as CMO from 1985 to 1988 [PRSE0006066 pp.80-
81]. His evidence included the following: ““I think the position, as ministers would have
seen it, was that the DHSS would have been expected to take a lead on major policy
matters and Scottish, SHHD, and the Welsh Health Department, would have been
expected to fit their policy around that. In other words, there can be a bit of variation
for local circumstances, but broadly the policy would be evolved in DHSS.” Dr
Macdonald went on to describe the involvement of Scottish members in expert advisory
groups, commenting: “On the whole, I think it worked reasonably well. I think the
profession in Scotland was content with it. I think they would have been less than
content if DHSS involved only their English colleagues, but they were sensitive to it and
1 think it did work quite well”.

30. In oral evidence to Penrose, Dr Scott stated that the SHHD “had liaison with the DHSS
at all kinds of levels. I would go down and attend the policy meetings of the chief
medical officer of the DHSS and I would... listen to the discussions and then come
back” [PRSE0006049 pp.130-131]. He added that there “would also be contacts at all

11
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31.

32.

33.

levels, going backwards and forwards, talking to each other, what we were doing, et
cetera. That doesn’t mean to say if DHSS decided to do something, we would
necessarily do it”. Dr Scott’s view on the relationship between the DHSS and SHHD
in the context of the introduction of HTLV-III screening is described further below.

In his statement to this Inquiry, Mr Macniven described responsibility for the health
service in Scotland as being “entirely devolved to the Secretary of State and through
him to the SHHD. The DHSS had no oversight role” [WITN7064001 §16.1]. He added
that, as “a matter of good administration, SHHD and DHSS will have kept each other
in touch with developments in one country which might affect the other”. 1f any
significant disputes between the departments had existed, “they would have been
resolved by senior-level discussions, or in the end by contact between the relevant

ministers”.

In oral evidence, Mr Macniven noted that, while legislative devolution from
Westminster did not take place until the creation of the Scottish Parliament, there was
a “very large measure of executive devolution to the Scottish Office” prior to that [IBI
19 July 2022 transcript p.6]. He added that, “as a matter of good collective
government”, the DHSS and SHHD “needed to take care that we didn’t embarrass each
other”, and that they had “quite close liaison in order to avoid embarrassing our
ministers” [p.39]. Mr Macniven’s evidence was there were no occasions on which the
DHSS “overstepped the mark in advising or suggesting or pressuring” the SHHD in
what it could put to its ministers, that they “wouldn’t have tried to do that” and that it

was “just not the way that business was conducted”.

Lord Forsyth, in his Inquiry statement, described health policy in Scotland as being “a
matter for the Scottish Office” [WITN7126001 §27]. He stated that “any serious
disagreements” between the DoH and SHHD “would be resolved by senior officials or,
if necessary, at Ministerial level”, adding that there “were occasions when the DoH did
not take into account of Scottish circumstances and moved ahead without proper
consultation particularly around the issue of compensation”. In oral evidence, Lord
Forsyth stated that “broadly speaking, every Secretary of State used to say that they
were Scotland’s person in the Cabinet, not the Cabinet’s person in Scotland. And that

is how we operated...” [INQY 1000231 p.38].

12
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34. The nature of the SHHD’s relationship with the DHSS is explored further below in the
context of particular issues. The contemporancous documents illustrate that contact
between the two departments took place in a number of different ways, including direct
correspondence and meetings, as well as through attendance at meetings with other
groups. This included SHHD officials observing meetings of Regional Transfusion
Directors (“RTDs”) in England and Wales, which were also attended by the DHSS!,
as well as later meetings of the Central Blood Laboratories Authority (“CBLA”).'? It
also included visits from officials. For example, in March 1981, Dr Scott reported on a
visit by the DCMO for England, Dr Harris, to SNBTS headquarters
[SCGV0000127 009].

35. The extent to which the SHHD considered that it should — or was required to — adopt
the same policies as the DHSS is an issue of particular relevance to decisions around
the introduction of screening for HTLV-III, NANB hepatitis (through surrogate
markers) and hepatitis C. It also arose in arcas of more peripheral relevance to the
Inquiry. For example, in an October 1981 minute to an administrative official on the
question of charging the private sector for blood, Dr Bell wrote that, while “there may
be grounds for assuming that the small private sector in Scotland will accept any
decisions which have been reached in the south, this would not necessarily apply to the
SNBTS or to SHHD in relation to its blood transfusion interest” [SCGV0000132_ 182].
He considered that it “should be clear that neither SHHD nor the SNBTS could be
committed by policies adopted by DHSS”, and that it “may be that we shall find it
acceptable to follow a uniform UK policy but in the field of blood transfiision nothing

is predictable or non-controversial”.

1 See, for example, Dr Bell’s notes of such meetings in February 1978 [SCGV0000072_021] in February 1979
[SCGV0000072_005].
12 See, for example, a May 1983 letter nominating Dr Bell as an observer [PRSE0000201].

13
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IV.  RELATIONSHIPS WITH OTHERS

With the Common Services Agency

36. The reorganisation of the NHS in Scotland, which included the anticipated creation of
the CSA, was discussed at a December 1971 meeting of the SHHD Central Consultative
Committee (“CCC”) [SCGV0000070_035]. The steps that were subsequently taken to
establish the CSA, as well its relationship with the SHHD and Scottish blood services,
have been described in other evidence heard by the Inquiry: in particular, the
presentation on the history and organisation of blood services [INQY0000307 pp.39-
46]. These issues were also addressed in some detail in the Penrose Inquiry Final Report

[PRSE0007002 §§17.13-17.75].

37. Witness evidence provides further insight into the CSA’s relationship with the SHHD.
For example, Mr Macniven’s Inquiry statement includes the following [WITN7064001
§9.5]:

“The Common Services Agency (CSA) was not part of the Scottish Office. It was
a statutory body, part of the health service, akin in governance to the 15
territorial health boards. It was essentially a holding company providing a wide
variety of services to the territorial health boards or directly to the public —
including blood transfusion, through the Scottish National Blood Transfusion
Service (SNBTS), and also (for example) the ambulance service, legal services,
building services and health education. The CSA was formally responsible to
the Secretary of State for Scotland, who appointed its Management Committee.
1t had a close relationship with SHHD and in particular with my Division, which
was responsible for appointments to, and general oversight of, the CSA as well
as having a specific responsibility for the oversight of the SNBTS (and the
Scottish Ambulance Service). Indeed, its Management Committee included two
appointees from SHHD — the Group IV Under Secretary (who was my boss) and
the Deputy Chief Medical Olfficer.”

38. In a written statement to Penrose, Mr Murray described the CSA as a “composite entity,

comprising all its Divisions together with such core offices as the Central

14
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Administration and the Treasurer’s Department. The Divisions, such as the SNBTS and
Scottish Ambulance Service, were essentially stand alone bodies, which technically fell
within the remit of the CSA’s management” [PRSE0001363 §2]. He explained that the
functions of Branch 3 of SHHD Division IVD included co-ordinating the “SHHD
consideration of the annual omnibus financial bid by the CSA for each of its Divisions
and functions” and “coordinating SHHD briefings for Department Under Secretary in

connection with meetings of the CSA Management Committee” [§3].

39. Mr Murray added that his routine communication would be “with the Central
Administration of the CSA or, less frequently, with the Treasurer’s Department”,
though he could be in direct communication with the SNBTS in certain circumstances
[§6]. He also stated that on “occasions SHHD medical staff communicated directly with
SNBTS, with no involvement of CSA Central Administration”.

With the SNBTS and PFC

Overview
40. The SHHD’s contact and relationship with the SNBTS is a key part of the evidence

described in this presentation.

41. In written evidence to Penrose, Dr Macdonald explained that between 1965 and 1973
he “chaired quarterly meetings in St Andrew’s House of the five Regional Directors of
the SNBTA” [PRSE0004162 §9]. As reflected in the documents described below,
SHHD officials continued to attend meetings of SNBTS directors in the remainder of
the 1970s and the 1980s. They were also in regular direct contact with the SNBTS, most
notably through Professor Cash.

42. Contact with the SNBTS appears almost always to have occurred through SHHD
officials rather than ministers, though there appear to have been occasional exceptions.
For example, at the 24 June 1980 mecting of SNBTS directors, attended by Dr Bell and
Mr Finnie for the SHHD, it was reported that “Russell Fairgrieve, Minister for Health
and Social Work, had a particular interest in the blood transfusion service and would

be pleased to assist with donor publicity” [SBTS0000090 036]. It was suggested that
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INQY0000373_0015



Mr Fairgrieve “might be invited, as a first step, to pay recess visits to the PFC and a

Donor Centre”.

43.In his written Inquiry statement, Mr Macniven stated that the “SHHD — both my
Division and the CMO’s staff - had a close relationship with the SNBTS, reflecting the
importance to the health service of its work” [WITN7064001 §31.1]. He explained that
the SHHD Under Secretary and DCMO were members of the CSA’s governing body
and “attended its formal meetings (at which SNBTS matters were discussed) and of its
Blood Transfusion Service Committee”. A member of the CMO’s staff also “attended
the quarterly meetings of the SNBTS directors”. As well as these formal links, Mr
Macniven explained that there was frequent contact between the SHHD and SNBTS,
mostly though Professor Cash. The SHHD’s and CSA’s relationships with the SNBTS
were “less overlapping than hierarchical: the SNBTS was part of the CS4A which, like
the rest of the Scottish health service, reported through SHHD to ministers”
[PRSE0002666 §5].

44. The available documents suggest that most of the SHHD’s contact with the PFC took
place through the wider SNTBS, though there were sometimes direct communications:
see, for example, an October 1981 letter from Mr Watt to Dr Bell providing
specifications for a number of blood products [CBLA0001467]. Mr Watt also appears,
in 1982, to have resisted SHHD attempts to prevent or limit his direct communication

with the DHSS [SBTS0000473 069].

SHHD-SNBTS tensions
45. Difficulties in the relationship between the SHHD and SNBTS — and in particular with
Professor Cash — were referred to by a number of SHHD witnesses in the Penrose
Inquiry. For example, Dr Scott suggested that Professor Cash, “where possible, would
be critical of SHHD, no matter what they did” [PRSE0006049 p.136]. In a written
statement on surrogate testing for NANB hepatitis, Dr Scott commented that the
SNBTS “were always keen to secure more funding, and were often disappointed. Their
applications were always considered carefully, but often sought unrealistically high
amounts. SNBTS appeared to highly dislike the CSA Management Committee”
[PRSE0002666 §5]. Dr Macdonald, while noting that he was not directly involved at
the time, commented that he understood the relationship between the SNBTS and
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SHHD around 1986-1987 to be “a little difficult” and that there was “an uneasy
relationship” [PRSE0006066 p.144].

46. Mr Macniven’s Inquiry statement described “longstanding tension between the SNBTS
and SHHD” which pre-dated his time as Assistant Secretary [WITN7064001 §32.1].
He expanded on this in oral evidence, in particular in relation to Professor Cash’s role

[INQY 1000230 p.47-61].

47. Tension in the relationship between the SHHD and SNBTS is reflected in a number of
contemporancous documents. For example, a note by Dr Harris of an April 1981 visit
to Scotland described a long-standing labour dispute at the Edinburgh RTC, with which
the SHHD had become involved, and stated that a “fallout of the dispute has been the
deteriorating relationship between Dr Scott and Dr Cash” [SCGV0000001_019].'3

48. Difficulties also appear to have arisen in 1983 in relation to Medicines Inspectorate
reports on the SNBTS. Dr Bell was highly critical of a letter Professor Cash had written
on this issue in a June 1983 internal SHHD minute [SCGV0000270 015 and
PRSE0000830]. He described one part of the letter as “typical of the exaggerated claims
which unfortunately so often discredit Dr Cash’s campaign”, suggested that another

involved “the SNBTS at its most typically arrogant”, and concluded by commenting:

“I dare say Dr Cash is trying to cope with the difficult problems of the
transfusion service in his somewhat unenviable position, and he seems to
believe that putting everything into the hands of the Medicines Inspectorate
would make life easier. Possible it would if we had a bottomless pit of money
and believed that the SNBIS knew best how fto spend it efficiently and
effectively. This not being the case we have to look to other means of helping to
resolve some of the genuine problems of resource allocation and use in the
SNBTS, and I imagine that Mr Wastle'* would point first to the need for better

financial management on the part of the CSA.”

13 While the reasons are unclear, Professor Cash also expressed an intention to resign as the SHHD’s consultant
adviser in blood transfusion in April 1981 [RCPE0000391 002], before deciding later in the year to accept a
continuation of his appointment [RCPE0000391 003].

4 Mr Wastle was a Senior Executive Officer at the SHHD and Alexander Murray’s predecessor.
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49. Strain in the relationship between the SHHD and SNBTS appears again to have come
to the fore following Dr Bell’s replacement by Dr Forrester, in the context of PFC
studies to validate the effectiveness of its heat-treatment programme in inactivating
HTLV-III (sometimes referred to as “spiking experiments”). Professor Cash explained
the background to this work in a December 1985 letter to the CSA, requesting funds to
enable it to begin and explaining that a key missing element was a high risk laboratory

in which the work could be carried out [SBTS0000496 163].

50. The SHHD’s response to this request appears to have led Professor Cash to write to Dr
Mclntyre in January 1986 to express his “grave concern at the way colleagues in SHHD
have been put in a position (and appear to have accepted this position) in which they
are prepared to challenge the professional competence of my senior scientific and
medical staff” [PRSE0002563]. In a further letter in February 1986, following a visit
from Dr Forrester, Professor Cash wrote that this was “the second time since I was
appointed NMD and Consultant Adviser to SHHD on Blood Transfusion in 1979 that
the traditional close professional liaison between SHHD and the SNBTS has abruptly
and unexpectedly broken down” [PRSE0003084].

51. This correspondence appears to have been the background to a 9 February 1986 letter
from Dr Forrester to Dr Perry (PFC Scientific Director), in which he referred to
correspondence from Dr Mclntyre and wrote: “I am sorry if you supposed that your
scientific integrity or competence has been impugned; you will by now realise that that
is not the case” [PRSE0001098]. In an 18 March 1986 minute to Dr Macdonald on the
issue, Dr Mclntyre described a concern that Professor Cash might “once again” be
adopting “his divide and rule” tactic in relation the SHHD’s medical and administrative

officials [SCGV0000215 094]."

52. Later in 1986, Professor Cash raised further concerns about Dr Forrester. In a 21 August
1986 letter to Hugh Morison (SHHD Under Secretary), he wrote: “I must once again
request that consideration be given by appropriate colleagues in SHHD to give Dr J M

Forrester duties which do not include an interface with the Scottish Transfusion

13 Issues related to the PFC’s validation studies continued to be considered over subsequent months, until it was
agreed around April/May 1986 that, with additional measures in place, the spiking experiments could be carried
out in the PFC’s high security microbiology laboratory [SCGV0000215 094, PRSE0003127,
SCGV0000215 003, PRSE0003172 and SCGV0000215_079].
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Service” [PRSE0004596]. The letter appears to have been prompted by comments made
by Dr Forrester regarding endotoxic shock/overwhelming coliform septicaemia, which
Professor Cash regarded as “bordering on insulting” and as revealing “a depth of

scientific/medical understanding that was remarkably and disturbingly shallow”.

53. Professor Cash described this “most recent episode” as having “all the hallmarks of the
events which took place in late 1985 which led to a 6 month delay in the AIDS validation
studies of our plasma derived blood products, a delay which would have been much
longer without the intervention of yourself and the CMO”. He stated, “with regret”, that
the SNBTS directors had “little or no confidence in the person who currently provides
the vital medical link between the operational part of the Blood Transfusion Service
and the SHHD”. While accepting that the fault did not lie entirely with Dr Forrester,
Professor Cash suggested that the SNBTS had “never had this type of difficulty with Dr

Forrester’s predecessors”.'®

54. The SHHD response to Professor Cash’s letter came from Dr Macdonald in October
1986 [PRSE0002521]. Dr Macdonald explained that he would not be arranging to
replace Dr Forrester at this stage, and that the latter “was not involved in any way in the
policy considerations which led to the delay in the AIDS validation studies”. He
described Dr Forrester as a “knowledgeable and experienced doctor who applies
himself with great diligence to his duties” and stated that this was “the first complaint
about him that has come to my notice”. He added that the “highly unfavourable
conditions of service in the Medical Civil Service” had led to the departure of some very
experienced colleagues, and that the Department was “operating four Senior Medical
Officers under strength”. Dr Macdonald concluded by alluding to a history of
difficulties in the relationship between the SHHD and SNBTS: “As you recognise the
BTS has never been the simplest organisation to deal with — for many, many years —

and several of us have the scars to prove it”.

16 While the documents outlined above indicate that difficult relations between Professor Cash and SHHD medical
officers pre-dated Dr Forrester’s arrival, and that Dr Bell was critical of Professor Cash, there is evidence that
Professor Cash was more positive about Dr Bell. See, for example, a January 1981 letter to Dr Lane, in which he
suggested that Dr Bell be invited to a fractionation workshop and described him as “pretty knowledgeable”
[CBLAO0007642]. See also the minutes of the 15 May 1985 minutes of the Haemophilia and Blood Transfusion
Working Group, attended by Professor Cash and chaired by Dr Macdonald of the Glasgow haemophilia centre
[PRSE0003930]. Dr Bell, who was leaving the SHHD, was thanked “for his excellent service to the SNBTS”, with
the Chair acknowledging his “considerable help and efficiency to all aspects of the Scottish Health Service but
particularly the SNBTS”.
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55. Strains in the SHHD-SNBTS relationship reappeared at other times. They were, for
example, discussed at a meeting on 30 November 1988, described in a letter from
Professor Cash to Mr Hamill (SSHD Under Secretary) on 20 December 1988
[SBTS0000187 032]. Professor Cash wrote that he had learned a number of things at
the meeting, one of which was that “it would appear that the SNBTS...has over a
number of years, outrageously tormented both the good doctors Ian Macdonald and
Graham Scott.”. Professor Cash further noted that comments made at this meeting
confirmed his view that “all is not well with the relationships between the Main Board

and the Operational Team.”

With haemophilia centre directors

56. The SHHD’s contact with Scottish haemophilia centre directors appears primarily to
have taken place through its attendance at meectings of SNBTS and haemophilia
directors, which it chaired. These mectings were generally held annually but their
frequency varied: for example, there were two meetings in 1977 but no meeting appears

to have taken place between 1978 and 1980."

V. SELF-SUFFICIENCY AND THE SUPPLY OF BLOOD PRODUCTS

57. This section addresses the SHHD’s involvement in issues relating to self-sufficiency
and the supply of blood products. It should be read in the context of evidence previously
considered by the Inquiry: in particular, the March 2022 presentation on self-
sufficiency and domestic production of blood products in Scotland and Northern Ireland
(“the self-sufficiency presentation”). It seeks to set out evidence additional to that

considered in the self-sufficiency presentation, focusing on SHHD decision-making.

7 For examples of minutes to 1987, see: 1975 [CBLA0000275 and PRSE0002823]; 1976 [PRSE0000983]; 1977
[PRSE0003415 and PRSE0002273]; 1981 [PRSE0000144]; 1983 [PRSE0001736]; 1984 [PRSE0002066]; 1985
[SBTS00008297]; 1986 [PRSE0001081]; and 1987 [PRSE0002769].
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Self-sufficiency and supply

Early 1970s18

58.In 1970, the Central Consultative Committee on Blood Transfusion (“CCC”) was
established. It appears to have been created to report to the SHHD and its meetings were
attended by SHHD officials. The minutes of the first meeting on 2 July 1970 record that
members were welcomed by Mr Elliott-Binns on behalf of the Secretary of State

[SCGV0000070_059].

59. As well as attendees from the SHHD, the CCC included Scottish transfusion directors
and others. The minutes of the 2 July 1970 meeting record that the CCC “had been
Jformed in the knowledge that the Blood Transfusion Service was expanding, and that
substantial changes could be expected as a result of the Zuckerman Committee Report”.
Its terms of reference were to advise the Secretary of State and the SNBTA “on the
policy and forward planning of the blood transfusion service generally including
scientific and technical development, and on the staffing structure and overall
production and financial policies of the Liberton Protein Fractionation Centre”. A
sub-committee for the management of the PFC was established at the July 1970
meeting, with Mr Watt as an ex officio member. The CCC discussed its role in relation

to PFC further at its second meeting on 22 September 1970 [SCGV0000070_053].

60. At the CCC’s 16 November 1970 meeting, some concern was expressed over the
timetable for building the Liberton site [SCGV0000070 048]. The meecting also

discussed production levels of blood products.

61. The management structure of the PFC and Scottish blood transfusion service was
discussed at the CCC’s 4 February 1971 meecting, when it was recommended that a
national medical director be appointed [SCGV0000070 046]. It was also agreed that
“if the PI'C was temporarily unable to cope with any aspect of production, the

assistance of outside commercial agencies could be sought as an interim measure”. At

1% For material relating to the SHHD’s position in the 1960s, see Dr Macdonald’s written evidence to Penrose
[PRSE0000304 and PRSE0004162].
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the 21 April 1971 CCC meeting, it was suggested that “submissions to the Secretary of
State should be made simultaneously by the CCC and Executive Committee to enable
the strongest possible case for a national medical director with consultant grading to
be put to the Advisory Committee on Consultant Establishments”
[SCGV0000070_043]. The meeting also discussed different bodies’ responsibility for

levels of production of blood products:

“The Regional Directors had felt that difficulties might arise in future over
priorities for production, and sought guidance on where responsibility lay in
this matter. Members were of the opinion that responsibility for identifying
production priorities must remain with the Directors but that the responsibility
for implementation of their recommendations should lie with the CCC. In
particular, any question of the introduction of material involved high risk eg,
an antibody to the hepatitis antigen, would have to be referred to them. The
problem lay in the fact that the Directors would be under pressure to produce
substances which might or might not be effective and it was felt that they should
not be placed in a situation where responsibility for taking the decision was left

’

entirely with them.’

62. Further discussion of the timetable for the Liberton site and the management of blood
services, including the role of PFC’s scientific director, took place at the 28 September

1971 CCC meeting [SCGV0000070_038].

63. At its 16 May 1972 mecting, the CCC discussed the supply of factor concentrates and
agreed to set up a working party to consider the production and evaluation of factor
VIII and IX products [SCGV0000070_030]. It was noted that the PFC “had recently
decided to concentrate on production of super concentrates and were almost ready to
release material for clinical trials.” The minutes also recorded that “/a/lready one
American commercial firm was preparing to introduce a new Factor VIII product. Dr
Wallace felt that the Service had a responsibility to the Haemophilia Societies and that

Scotland already had experience, material and facilities to start on clinical trials”.
64. By the time of the CCC’s 10 October 1972 meeting, the working party had reported

that approximately 30,000 donations of blood per annum would be required for the
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production of factor VIII concentrate, that large quantities of factor IX products should
be prepared, and that there was a “need for extended clinical trials of coagulation

factors” [SCGV0000070_028].

Arrival of commercial concentrates and Anglo-Scottish planning

65. At a March 1973 CCC meeting, it was suggested that the figure of 30,000 donations
per annum for the production of factor VIII concentrate “was probably an
underestimate now” [PRSE0003570]. The arrival of commercial products was
highlighted again: it was said that the “situation was further compounded now because
a commercial super-concentrate had been licensed for sale in this country at a high
price; there was to be a meeting at DHSS on 20 March fo discuss the matter”. Ahead
of that meeting, the SHHD wished “to know the Scottish objective.”

66. The minutes further record that it “was hoped that there would be a step-up of
production of Factor VIII and that in the meantime although the commercial material
might require to be used it would only be in very small quantities.” It was said that the
“situation was an evolving one and although 30,000 donations might have been the
correct figure six months ago 50,000 was perhaps a more realistic figure now.” It was
suggested that the facilities at the new Liberton site “would be more than adequate to
provide all the Factor VIII products required”. The meeting agreed that “if commercial
concentrates had to be provided it should be by central purchase but that distribution

should be made by the Haemophilia Centres not through BTS Centres”.

67. The licensing of imported commercial factor VIII was addressed further in a 28 March
1973 letter from Dr Macdonald to Senior Administrative Medical Officers (“SAMOs”)
(copied to various others including haemophilia directors) [PRSE0004351]. The letter
noted that consideration was being given to likely trends in haemophilia treatment and
UK production of blood products, and referred to the recent grant of licences to two
firms for commercial AHG concentrate (i.e. factor VIII). Dr Macdonald did not refer
to any issues relating to the viral safety of this product. Instead, the letter appears to
have focused on its expense. Dr Macdonald wrote it had “come to the notice of the
Department that one of the firms is already engaged in active promotion of this
expensive product. The purchase of these products could result in very significant
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expenditure”. He added that “in view of the impending availability of foreign human
AHG concentrate and its very high cost you may like to let all concerned with the

treatment of haemophilia in your region know what is happening”.

68. The impact of commercial concentrates and Scottish production levels were discussed
again at the 27 June 1973 CCC meeting [SCGV0000070_022]. The minutes record that,
since the CCC’s previous meeting, “the Factor VIII situation had been complicated by
the availability of imported foreign commercial products which had received licences
from the Medicines Commission”. The positions in Scotland and England and Wales
were contrasted and emphasis placed on the financial implications of importing
concentrates. It was said that in Scotland “the supply of Factor VIII was fairly
satisfactory but the position was not so encouraging in England where, because of lack
of supply there was a significant market for the commercial products. It had been
estimated that it could cost as much as £2,000,000 a year if the commercial products

were provided for haemophiliacs”.

69. The minutes suggest that Scotland “was meeting its own demands for Factor VIII and
was likely to be able fo do so for the next few years; England on the other hand was not

self-sufficient and produced less per head of population than did Scotland”.

70. Tt also was noted that these issues had been discussed at the recent first meeting of the
Joint Working Party on Blood Products Production (“JWP”), which had been “set up
as a result of an agreement made in 1964 between the Health Departments that there

should be two centres for the production of blood products”.*

71. By the time of the 16 October 1973 CCC meecting, concern was being expressed at an
apparent lack of progress in the JWP and different rates of progress in Scotland and
England and Wales were noted [SCGV0000070_020]. A mecting due to take place on
26 October had been postponed, and this postponement “was seen as a serious delay”.
The minutes record that it had been “clear from the discussion at the last meeting that
Scotland had already reached its proportion of the intermediate of collections required

to produce material for the treatment of haemophilia and the next step had to come

Y 1t had been agreed, at an 8 February 1973 meeting between the SHHD and DHSS, to establish a Joint Working
Party on Blood Products to consider UK production [SCGV0000074_101].
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from England”. Tt was suggested that “/d/efinite information about whether England
wanted to increase production to meet the expected clinical demand was required.
Commercial material was being used and the danger of a commercial take-over was

feared”.

72. There was also discussion of whether the PFC site should be extended in order to be
able to meet English needs. It was noted that the “PFC building as it stood was more
than adequate to meet the needs of the Scottish regions” and that Treasury approval

would be needed to proceed with an extension. It was agreed that the SHHD:

“should inform DHSS that the time scale had shortened and that information
was urgently required if a financial year was not to be lost; a clear declaration
of intent was needed to support an application to Treasury. If it was clear that
this information was not forthcoming within a short time DHSS should be
advised that the CCC recommended that the PFC plans for Scotland must go
ahead immediately and that unless English support was given now there would
be no guarantee that in a few years time the PFC would be able to meet

England’s requirements”.

73. Some of the difficulties that had emerged in the relationship between Scotland and
England and Wales in the production of blood products were addressed in a 31 October
1973 minute from Dr Macdonald to Dr Bell [SCGV0000074 036]. Dr Macdonald
explained that the DHSS had suggested that there was “no point” in holding a further
meeting of the JWP (referred to here as the Joint Steering Committee) in the immediate
future because “they had not been able to resolve the questions of how much raw
material would be available for processing and whether they would be willing to put
an additional investment into Liberton in order to do it”. At this time, the focus of
DHSS-SHHD discussions was on the production of plasma protein solution (an albumin
product). However, Dr Macdonald linked that issue to the broader question of the
relationship north and south of the border:

‘... it seemed fto us that the first question[s] to be answered were not the
technical ones about production methods, availability of plasma etc. The first

question to be answered is whether, in the United Kingdom, we are to aim at a
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comprehensive Blood Transfiusion Service including a sufficient production of
the full range of blood products or if we are to be dependent to a greater or
lesser extent on imports of blood products. I pointed out that the importing of
blood products had changed the situation dramatically and we could no longer
attempt to control a “closed” situation in which the availability of any given

product could be determined centrally and the usage held to that level.”

74. On 6 November 1973, Dr Macdonald wrote again to SAMOs and others regarding the
supply of factor VIII concentrate [PRSE0000432]. He explained that the DHSS Supply
Division had negotiated the supply of commercial product from two firms to enable
haemophilia centres to purchase it, and reminded SAMOs of the arrangements
“whereby the SNBTA prepares and distributes AHG and cryoglobulin precipitate for
the treatment of haemophilia”. Dr Macdonald added that the SHHD, “in close co-
operation with DHSS, is considering ways of increasing NHS production of AHG

concentrate”.

75. Correspondence between the DHSS and SHHD continued. For example, Dr Bell
addressed PFC’s capacity in a 22 November 1973 letter to Dr Waiter
[DHSC0103209 107]. He explained that the PFC was “briefed for a process capacity
1,500 litres plasma (7,500 donations) a week”, but that because of “cuts in the brief and
reallocation of storage space”, changes would be required in order for the PFC to
process that amount of plasma. He went on to suggest that the PFC’s capacity could be
increased beyond 1,500 litres a week, cither by extending working hours, or by
extending the plant. Dr Waiter later provided Dr Bell with a note of a visit by the DHSS
to the PFC in October 1973 [SCGV0000074 027].

76.In a 7 December 1973 minute to Miss Macdonald at the SHHD, Dr Macdonald
suggested that “the ideal solution would be... to build a second BPIL in England”
[SCGV0000074 028].

77. The impact of licences being granted for commercial factor VIII was discussed further
at the 31 January 1974 CCC meeting [SCGV0000070 017]. The minutes record that
“/flears had been expressed recently about the appearance of commercial blood
products on the market and the consequent threat to the BTS. The Department were
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concerned about the developments and since the blood transfusion service in the UK

was involved arrangements were being made for a high level meeting with DHSS”.

Mid-1970s: uncertainty over Anglo-Scottish planning

78. Further discussion of the manufacture of blood products in Scotland and the PFC’s role
in UK production took place at the 14 March 1974 CCC meeting [SCGV0000070 015].
It was noted that there continued to be uncertainty on the question of whether PFC
would process English plasma. The CCC “felt that an ultimatum should now be put to
DHSS and that if a decision on the English requirements from the PFC was not
forthcoming soon the matter would be referred to Ministers and that this should

strengthen any discussions which the CMO might have with DHSS”.

79. A report on the ongoing discussions between the SHHD and DHHS was subsequently
provided at the 13 June 1974 CCC meeting [SCGV0000070 012]. The DHSS was said
to be “totally committed to the voluntary donor principle, would not wish it to be eroded
and would be prepared to consider the introduction of legislation if it was in danger”.
The “aim of the two departments was to achieve self-sufficiency as soon as the

necessary financial resources could be made available”.

80. Once the question of additional funding in England had been clarified, “consideration
would be given to the issue of a circular later in the year affirming the policy of self-
sufficiency and the provision of resources to enable this end to be achieved. It was
thought that such a statement would go some way to discouraging commercial firms
from committing themselves too deeply in the blood products field”. As for the purchase
of commercial products, “/e/vervthing pointed to the commercial sales of Factor VIII

being less than had been expected”.

81. By the time of the 10 October 1974 CCC meeting, no further JWP/JSC meeting had
taken place and it was reported that “DHSS had not yet resolved their difficulties”
[SCGV0000070_008]. The CCC also discussed production and supply in Scotland.
Concern was expressed about the low stock position for various blood products during
PFC’s transition from the Royal Infirmary Edinburgh to the Liberton site, and it was

recommended that PFC be given authority to purchase and distribute commercial
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fractions. Reference was also made to “unnecessarily emotive articles in medical
Jjournals about the Factor VIII situation.” The CCC was reassured that “no
haemophiliacs in Scotland were going without AHG although albumin and PPS were
in short supply”. However, if material was not available “commercial sources would

require to be used”.*°

82. Concern at the apparent slow progress in commissioning the new PFC site and
increasing production of factor VIII was discussed amongst SHHD officials in early
1975 [SCGV0000070_069 and SCGV0000070_070]. At the 12 March 1975 meeting
of SNBTS directors, attended by Dr McIntyre and Mr Roberts, it was agreed that “the

stock held at PFC could be called upon in an emergency”.

83. DHSS and SHHD officials continued to consider the relationship between production
of factor concentrates in Scotland and England and Wales in the second half of the
1970s, including as a result of direct ministerial requests. For example, a 22 January
1976 DHSS minute, copied to Dr Mclntyre, recorded the Minister’s?! concern that there
“should be maximum co-operation between all concerned in Scotland and England with

the production at Elstree and Liberton of AHG” [CBLA0000334].%

84. Similarly, a 3 March 1976 note by Mr Roberts, following a telephone conversation with
Mr Dutton of the DHSS, recorded that “DHSS were under increasing pressure from
their Minister of Health (Dr Owen) about the production etc of anti-haemophilia
Jfraction Factor VIII” [SCGV0000114 _053]. It was agreed that an existing expert group
on haemophilia would look at the issue. Mr Roberts further recorded that ““/i/t was put
to Mr Dutton that we in Scotland would not necessarily be able to commit ourselves to
following a line discussed in London without putting it through the existing advisory
machinery”. Mr Dutton followed these issues up in a letter to Mr Roberts the following

day [SCGV0000114_049].

20 Note that the CCC appears to have been disbanded and part of its role taken over by the Scottish Health Service
Planning Council Blood Transfusion Advisory Group (“BTAG”) [SCGV0000079_007], though the BTAG seems
to have met a limited number of times before being disbanded around 1978/79 [SCGVO0000080 028,
SCGV0000080_015, SCGV0000080 013 and SCGV0000080_007].

2 1.e. David Owen.

22 Mr McLean wrote in response to this minute on 28 January 1976 [SCGV0000114_060].
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85. In a 16 March 1976 minute to Mr Roberts and Dr Scott, Dr McCreadie commented that
it was important for Scotland to be represented on this expert group
[SCGV0000114 046]. He noted that Scotland’s production was based on targets which
the expert group originally set in 1973 and commented that “it is rather interesting that
our target production is very much higher than that of England and Wales for the 410

haemophiliacs which we have in Scotland”.

86. In a minute to Dr McCreadie that same day, commenting on a paper which described
the reactions of Scottish clinicians to PFC factor VIII, Dr Scott outlined his
understanding of the relative risks of viral infection in Scottish and commercial
concentrates [SCGV0000114 045]. He explained that he was concerned about a
suggestion that the PFC product did not always produce the expected haemostasis and
that the factor VIII content could be as low as 50% of the stated amount. He went on to
comment: “The only way in which our product seems better than the commercial
products is in its freedom from hepatitis (at least relatively) and this arises from

circumstances and has nothing to do with the PFC itself.”

87. Dr Mclntyre commented on this minute the following day [SCGV0000114 044]. The
available copy is faint but it appears to suggest that the comment regarding the quality
of PFC factor VIII “had been made in the early days and was based on a single assay”.
In relation to the supply of PFC factor VIII, Dr Mclntyre suggested that the “real
problem” seemed to rest with the hacmophilia directors in the West of Scotland, who
were said to differ from the rest of the country “not only in their preference for
cryoprecipitate but also in the number of units that they use to treat any particular
patient”, which resulted in less fresh frozen plasma being sent to PFC. He added that it
was “not for us to decide what clinicians should use but an agreed policy will be

required to be worked out with them”.*

Shift working and plasma availability

88. As explored in the self-sufficiency presentation, whether or not shift working could be
introduced was a significant issue for the PFC and the possibility of Scotland processing

English plasma. These issues were explored in a paper sent by the SHHD to the DHSS

2 Dr Scott responded to Dr MclIntyre on 18 March 1976 [SCGV0000114_043].
29

INQY0000373_0029



in January 1977 [SCGV0000001 195 and SCGV0000001 196]. A meeting to discuss
shift working with representatives of various departments, including the Civil Service

Department, subsequently took place on 25 January 1977 [DHSC0000923].

89.0On 5 February 1977, an official at the Department of Employment wrote to Miss
Lemond at the SHHD to inform her than an improved pay offer could not be made to
enable shift working to be introduced [SCGV0000001 169]. The letter recorded that
“in spite of the public expenditure arguments which you advanced we still consider that
the pay policy objections to any improvement in the existing offer are of overriding
importance. The only consolation I can offer is that the Centre is not unique in
representing an investment of public capital which cannot be fully utilised because staff

are unable to accept the constraints of pay policy”.

90. In March 1977 the SHHD sought to persuade the Department of Employment to re-
consider its position [SCGV0000001 170]. The reply the SHHD received made
reference to a future review of pay policy generally, but stated that, in any case, there
“still seem to us to be objections to an improved offer at the PFC. There would
inevitably be repercussions on the rest of the NHS and, more important, the Civil

Service, whose rates form the basis of the current offer” [SCGV0000001 171].

91.In a 25 April 1977 letter, Mr Roberts informed Mr Dutton that the SHHD had
“regretfully... come to the conclusion that, in the present circumstances, which do not
allow a shift system to be introduced, it will not be possible to increase production at
the PFC to a level which would allow the processing of plasma from England”

[DHSC0001766].

92. Nonetheless, officials continued to discuss these issues: see, for example, a 23 October
1979 meeting between the SHHD and DHSS “fo discuss mutual problems”
[SBTS0000216 163]. They also shared information: for example, in January 1980, Mr
Dutton wrote to Mr Finnie at the SHHD, having previously provided a copy of the
DHSS ministerial submission, to inform him of the Minister’s decision on the future of

BPL [DHSC0002313 020].
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Early 1980s

93. As explored in the self-sufficiency presentation, the possibility of PFC fractionating
plasma from England was revisited in the early 1980s. In a 24 September 1980 minute
to Mr Macpherson, Dr Mclntyre commented it was important “fo keep in mind that at
the time the PFC was being planned our perception of the future needs for blood
products was at least twice that considered necessary by DHSS” [SCGV0000127 _039].
He added that “there was considerable opposition to the scale on which we were
planning and a paranoid delusion still exists in this office that the DHSS views were
partly responsible for the skimp financing of the project by Treasury. The effect of

cutting cost corners is now beginning to show”.

94. Dr MclIntyre suggested that, if the PFC were to fractionate any English plasma, it would

do so on a contractual basis, before commenting:

“The PFC must not be considered as a unit of a UK scheme and subject to overall
UK direction. This is not said in any political nationalistic sense but relates to the
fact that blood is voluntarily donated, that we are virtually self-sufficient in blood
products, that we fractionate to a level considered necessary for the Scottish

bl

situation etc.’

95.In a 9 December 1980 letter to Mr Macpherson, Mr Harley of the DHSS commented
that it would “seem sensible to plan for the PFC and BPL jointly to provide for the
needs of the blood transfusion services of all four UK countries” [DHSCO0003715 088].
He recorded the view of DHSS that it was essential for a shift working experiment at

PFC to be carried out without delay.

96. In a note of a meeting of the NBTS Advisory Committee on 23 February 1981, Dr Bell
reported that DHSS ministers “had gone firm on planning for a new BPL on the same
site” [SCGV0000082 041]. He explained that he had not raised “the question of
planning BPL in relation to the PFC’s role UK fractionation in open committee,
because of our vulnerability to adverse comment about the time taken to deal with the
Medicines Inspectorate’s Report and the need to follow up our inter-Departmental

meeting at officer level”. He suggested that the SHHD might wish to obtain a copy of
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the DHSS ministerial submission and to clarify “the collaborative mechanism whereby

development of the two major fractionation centres will be co-ordinated”.

97. Dr Bell also suggested that an “inhibiting feature of this kind of meeting, embracing as
it does a number of English health service interests, is trying to avoid embarrassing
exchanges between Government Departments which can otherwise be carried out at
officer level”. He further reported that a working party was being set up to advise on
the need for a plasmapheresis programme in England and Wales, and that Professor

Cash had expressed an interest in relation to Scotland.

98.1In a 27 February 1981 response to Dr Bell, Dr Mclntyre expressed concern at the
suggestion that plasmapheresis was being explored and suggested that it was linked to

factor VIII use, which he seems to have regarded as excessive [SCGV0000082 039]:

“Off and on for a number of years I have expressed concern that with regard to
haemophilia and Factor VIII production the focus seems to be on only one side
of the equation. The emphasis tends to be on ever increasing production of
Factor VIII to meet the demand brought about by the policies, set by clinicians
and others, which require larger doses partly for medical reasons and partly to
allow the patient to enjoy a fuller life. While this question has been raised in
discussion from time to time and is apparently appreciated by others it does not
seem to affect the activities of those clinicians who have become the pacesetters.
No one denies that everything possible must be done to ameliorate the lot of
sufferers of haemophilia but this must be kept within reasonable bounds. This
is particularly important as the increase in Factor VIII consumption seems to
be out of all proportion to the additional benefits achieved. So far we have not
been able to get any indication of the proportion of haemophiliacs who are

“severe” and the proportion of the I'actor VIII supplies they use.”

99. Dr MclIntyre was concerned that moving from routine donation to plasmapheresis
would deter donors. He commented that the UK was fortunate “in having such a public
spirited group of blood donors but we must be careful not to push them foo far”. He
also suggested that the frequency of donation suggested in a paper presented to the

NBTS Advisory Committee meeting might “lead to the slippery slope to the paid
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donor”. Dr Mclntyre added that, in planning for plasma collection, the SHHD should
not be “blinded by the arithmetic of how much plasma is required to meet the very heavy
(? unnecessary) demands for Factor VIII being made by certain haemophilia clinicians

who have no responsibility for the collection of the basic raw material”.

100. Dr Scott expressed similar views regarding plasmapheresis and factor VIII,
though he appears to have believed that the amount of material used was the result of

patient rather than clinician demand [SCGV0000082 040]:

“I think the haemophiliacs as a group contain certain elements mainly parents
whose ideas are totally unrealistic and who seem to feel that we can easily move
into widespread preventive use of Factor VIII on a massive scale simply to
enable their offspring to lead a full and happy life. While there is no doubt we
must do everything we can to ensure sufficient supplies of Factor VIII fo enable
them to live as full lives as possible, the definition of possible must also contain
some aspects of the realities of the economic facts of life and the patience of
donors. I very much agree with you that it is one thing being a donor on the
usual basis and another to be asked to submit oneself to plasmapheresis 10

times a year. We may be in danger of killing the goose.”

101. Meanwhile, SHHD and DHSS discussions over UK production of blood
products continued. In late March 1981, Dr Harris of the DHSS visited the SHHD, the
Edinburgh RTC and the PFC. His internal DHSS note of the visit provides some insight
into perceptions of the SHHD at the time [SCGV0000001 019]. Dr Harris recorded
that it had not been possible to operate a 24-hour shift at PFC, but if that this problem
were overcome, Mr Watt was confident was “confident that all the present United
Kingdom’s plasma could be fractionated in the Centre. He is certainly willing and able

fo receive supplies from England and Wales even on the basis of a daytime shift system”.

102. Dr Harris added a number of general comments, including:

a. The “professions” (presumably the transfusionists and fractionators) were “all

in favour of an integrated United Kingdom BTS. However, I detected an

underlying opposition from Drs Scott and Bell”.
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b. Having “recognised this attitude in SHHD it was still agreed that we should
move towards a closer co-ordination between England, Wales and Scotland”.

c. Professor Cash and Mr Watt were described as “very competent in their field
but are strong personalities and any scheme to integrate north and south of the
border would have to take account of this because of the personality of the BPL
Director”.

d. The “three experts all expressed great willingness to co-operate and assist in
every way. They conveyed the view that SHHD would be the major obstacle to

progress”.

103. Internal SHHD documents provide different perspectives. In a 20 August 1981
minute to Dr Mclntyre, Mr Finnie described a letter from Mr Harley at the DHSS
regarding the shift working trial at PFC as a “a masterpiece of sitting on the fence”
[SCGV0000127 004]. He suggested that it showed a “/ack of enthusiasm for the project
notwithstanding it is being mounted for DHSS benefit”. Mr Finnie added that he had,
“in the past, strongly supported the concept of an integrated fractionation capacity and
have been prepared to overlook much of the past bickering from DHSS. The longer this
goes on however the more uneasy I become about DHSS intentions. However I may be

wrong”.

104. SHHD officials also expressed concerns at SNBTS estimates of factor VIII use.
In an internal note of a 22 September 1981 meeting of SNBTS directors, Dr Bell
recorded that he had “pointed out, and was supported by Mr Finnie, that however well
intentioned, the SNBTS assessment of future needs might not be regarded as realistic
in the current economic climate, and that hence detailed work on the implementation
of an ambitious programme of expansion might be inappropriate”
[SCGV0000104 121]. Dr Bell also referred to a report of an SNBTS visit to Belgium,
where factor VIII was “supplied mostly as freeze dried cryoprecipitate”. Demand
estimates and Scottish trial of freeze dried cryoprecipitate were discussed further at a 4
November 1981 meeting of the Haemophilia and Blood Transfusion Working Group,
attended by Drs MclIntyre and Bell and Mr Finnie [PRSE0004212].
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Decisions on separate fractionation

105. In early March 1982, Mr Harley informed the SHHD that the steering group on
the redevelopment of BPL had decided to recommend that plans should proceed on the
assumption that BPL would process all plasma for England and Wales
[SCGV0000002 024]. In a 15 March 1982 response, Mr Macpherson described the
SHHD as “most disappointed” by this development, given that “we have now
demonstrated that half of your requirements could be supplied by the Protein
Fractionation Centre at Liberton if it were to be run on the basis of shift working”. He
added: “I expect you will be advising your Ministers in due course of the public
expenditure implications of this decision, and I have no doubt that our Minister for
Health will wish to be assured at that point that full account has been taken of the
potential capacity at the PFC” [SCGV0000002 023].

106. Mr Macpherson went on to suggest, based on “informal soundings”, that there
was reason to believe that shift working arrangements were capable of being negotiated.
He commented that it seemed “altogether undesirable to assume that difficulties over

this will prevent the PF'C from playing a part in the processing of English plasma”.

107. These points were reiterated and expanded upon in a 16 July 1982 letter from
Mr Walker at the SHHD to Mr Cashman at the DHSS [SCGV0000002 013]. Mr
Walker described the trial of shift working the previous year as successful and stated
that “we do not think the unions will refuse to reach an acceptable agreement on shifi
working although hard bargaining will be required”. He sought confirmation on
whether English plasma could sent to PFC, noting that the “Scottish Minister concerned
has made clear to me his wish to be satisfied that the Health Departments have acted

in concert in appraising the various options for meeting the UK ’s needs in this field”.

108. Mr Cashman’s response stated that the issue was likely to be decided by how
the cost of the different options compared and suggested that it would be best to wait
until a draft ministerial submission had been prepared [DHSC0003725 013]. He
subsequently provided a draft copy of the DHSS submission to Mr Walker in early
September 1982 [WITNO0771015]. As noted in the self-sufficiency presentation, Mr

Walker responded on 15 September 1982, noting, “not without some sense of relief”,
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the DHSS had ruled out PFC as a source of supply for England and Wales
[DHSC0002333 018]. This development was reflected in a submission to Mr Mackay
on 15 October 1982 [SCGV0000147 114].

109. As described below, during the course of 1983, Mr Mackay sought information
from SHHD officials on the possibility of PFC producing factor VIII for England in
response to the risk of AIDS. This possibility was also raised in 1984 in correspondence
from Clive Jenkins (General Secretary of the Association of Scientific, Technical and

Managerial Staffs).

110. On 10 May 1984, Mr Davies provided Mr Mackay’s Private Secretary with a
copy of correspondence on this issue between Mr Jenkins and Lord Glenarthur,
suggesting that a response to a recent letter from Mr Jenkins come from Mr Mackay
[SCGV0000118_007]. Mr Davies commented that “PFC is currently capable of coping
adequately with the needs of Scotland and Northern Ireland and it has been made clear
by Lord Glenarthur that there is no question of England and Wales looking there for
help.”

111. Mr Mackay subsequently sent a letter to Mr Jenkins dated 14 May 1984, in
which he wrote [MACK0002271 012]:

“The function of the PFC is to concentrate on the needs of Scotland and
Northern Ireland. It performs this role satisfactorily: we are virtually self-
sufficient in Factor VIII. As Simon Glenarthur explained in his letter of 2 April,
the needs of England and Wales are to be met by a new production unit being

at BPL Elstree, and not by looking to any expansion of production at PFC...”

112. In a 31 August 1984 response to Mr Mackay, Mr Jenkins wrote
[SCGV0000118 012]:

“I think you have misunderstood my motivation for raising the issue with Lord
Glenarthur and my suggestions concerning the use of the PFC in Edinburgh.
Factor VIII from commercial American sources in my opinion poses a risk that

is unacceptable. Factor VIII manufactured at PFC would pose a much lower
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risk of being contaminated with HTLV 11l the AIDS agent. Elstree cannot, at the
moment, make up the English and Welsh shortfall of Factor VIII supplies and
Factor VIII from commercial sources is being bought to make up the shortfall.

It would seem, therefore, perfectly reasonable for supplies from Scotland to be

increased until the Elstree site was in a position to supply England and Wales.”

Funding for heat treatment

113. One of the issues considered by the SHHD in 1983-1984, in relation to the
supply of blood products, was the provision of funding for the heat treatment of PFC
factor concentrates. At a 25 May 1983 meeting of the CSA BTS Sub-Committee,
attended by Dr Bell, it was agreed that funding would be sought from the SHHD for the
“pilot stage of heat treatment of factor VIII" as a bid against Medicine Inspectorate
development funds [PRSE0004117 p.7]. The CSA subsequently made the application
to the SHHD on 6 June 1983 [PRSE0002685].>* Funding for heat treatment was not

approved until the summer of 1984.

114. On 20 September 1983, Mr Wastle responded to the CSA’s application with a
number of comments [PRSE0002772]. These included that the SHHD did “not accept
that the heat treatment of Factor VIIP’ arose from the Medicines Inspectorate
recommendations, but that it was “prepared to consider this matter further”. On 22
February 1984, at a meeting attended by Dr Bell, the CSA BTS Sub-Committee
“approved a submission by the National Medical Director for the development of heat
treated Factor VIII at the Protein Fractionation Centre” [PRSE0001792]. On 14 May
1984, Mr Wooler wrote to the SHHD to request an update on the application
[SBTS0000161 013].

115. Dr Bell subsequently commented on the CSA’s funding request in a 23 May
1984 minute to Mr Murray [PRSE0004029]. He suggested that the paper supporting the

request failed to bring out “the policy case for proceeding with this development. The

24 Penrose described the reason for attempting to link heat treatment to the Medicines Inspectors recommendations
as having been “largely a pragmatic one, based on the fact that a large sum of money (circa £650,000) had already
been allocated for compliance with the Medicines Inspectorate’s recommendations relating to the quality of the
PFC’s facility” [PRSE0007002 §23.123].
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objective of this more complicated means of producing factor VIII from plasma is to
reduce the risks of transmission of viral disease, particularly hepatitis”.*> Dr Bell

added:

“The international commercial manufacturers of factor VIII are beginning to
produce heat treated products and if this country is to be self-sufficient in blood
products in any meaningful sense of the term we must provide a similar
therapeutic product. Otherwise Health Boards will be forced into very
expensive purchases of commercial product and the resources of the SNBTS
will not be used to best effect. This is not a matter of product differentiation for
marketing purposes but represents a genuine and important advance in therapy.
The heat treated factor VIII may also prevent the transmission of AIDS, though

it is too early to make such a claim with any confidence.

1t is not for me to say how this development should be financed but I can say
that it is a genuine technological advance and a failure to bring it about would

be very difficult to defend publicaly [sic].”

116. In a 13 August 1984 letter to Mr Wooler at the CSA, Dr Perry stated that this
additional funding for heat-treatment was “becoming a maiter of urgency”
[PRSE0000336], Mr Wooler responded a few days later to confirm that authorisation
would be issued shortly [PRSE0001297].

117. Mr Morison provided an update on PFC heat treatment to SHHD colleagues
when circulating a note of a 21 November 1984 meeting of the CSA BTS Sub-
Committee [SCGV0000138 053]. He noted that heat treatment of factor VI was “on
schedule. As an introductory step, existing stocks of Factor VIII and future stocks will
be dry heated; this will destroy the AIDS virus but will not deal with hepatitis. A clinical
trial is to start within the next few days; all existing stocks will be treated by January,
and from the end of the year — or earlier if possible — all the Factor VIII which is used

should have been treated”.*®

% This document is quoted further below in relation to the SHHD’s understanding of NANB hepatitis.
% Further reference to the introduction of heat treatment is made in the section on the SHHD’s knowledge of and
response to the risk of AIDS in blood products.
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118. The SHHD continued to be apprised of developments in the heat treatment of
PFC factor V111, in particular through attendance at meetings: see, for example, the 7
March 1985 meeting of SNBTS and haemophilia directors, chaired by Dr Bell attended
by Dr Mclntyre [SBTS0000829]. Dr Bell also provided an update on PFC’s progress
in heat treatment in a 13 March 1985 note for Dr Scott ahead of a meeting between the

CBLA and CSA [SCGV0000052 061].

119. As explored in the self-sufficiency presentation, the heat treatment regime
applied to the first iterations of PFC factor VIII was less severe than the BPL equivalent.
The documents indicate that the SHHD was aware of this, though it does not appear to
have sought to procure BPL factor VIII for Scottish patients. For example, Dr Forrester
was present at the 10 December 1985 meeting of SNBTS directors, when further
developments were reported and Dr Perry stated that the PFC’s “long term plan was to
heat blood products at 80°C for 72 hours” [PRSE0002258]. By contrast, BPL’s heat-
treated factor VIII product — 8Y — was already heated at 80°C for 72 hours. Dr Forrester
was also present at the 19 December 1985 CBLA meeting, during which Dr Rizza
reported that he had been using BPL’s heat-treated product for around nine months and
that “none of his patients, including children, had become clinically ill and, therefore,

the immediate signs were encouraging” [CBLA0002287].

120. Further developments in PFC heat treatment were discussed at the S March 1986
meeting of SNBTS and haemopbhilia directors, chaired by Dr Forrester and attended by
Dr Mclntyre [PRSE0001081]. During the meeting, Professor Cash “informed members
that even material dry heated at 68°C for 24 hours may not be non-infective with regard
to HTLV III and Non A/Non B hepatitis”, and Dr Perry explained that the PFC hoped to
have a product dry heated at 80°C for 72 hours available for clinical evaluation in April

and for routine clinical issue within 3 months.

121. By this stage, however, a concern among haemophilia directors about the lack
of compensation or indemnity arrangements for clinical trials of PFC factor products —

in existence for some time — had come to the fore.
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Clinical trials and compensation/indemnity arrangements

122. Issues relating to compensation and indemnity arrangements for participants in
clinical trials of blood products have been considered in evidence previously heard by
the Inquiry.?” This section focuses on additional evidence relevant to the SHHD’s

decision-making.

Professor Ludlam raises concern

123. Professor Ludlam’s evidence to the Inquiry was that he first raised concerns
about a lack of compensation arrangements for clinical trials in 1983.?® He is recorded
in the contemporancous documentation as having done so at the 14 November 1983
meeting of the Haemophilia and Blood Transfusion Working Group [PRSE0002581].
The meeting was attended by Dr