ANNEX B

-

BACKGROURD BRIEFING

The Central Blood Laboratories Authority (CBLA)
12+

The Authority was established in December 1982 to manage the 3
Central Blood Laboratorics; the Blood Products lLaboratory (BFL); the

Blood Group Reference Laboratory (BGRL) and the Plasma Fractionation
Laboratory (PFL) which are both at Oxford.

The Blood Products Laboratory (BPL)

13+ BPL is essentially a pharmaceutical factory, employing some 200
staff which receives plasma from Regional Transfusion Centres and
fractionates it into various products - notably Factors VIII and IX for
the treatment of haemophiliacs, protein solutions for the treatment of

burns etc, and normal and specific immunoglobulins for protection against
various infections.

Upgrading

%, A £2‘.5 m upgrading programme has recently been completed to enable

the Laboratory to meet modern pharmaceutical standards and to increase
vrroduction.

Redevelorment

‘_,J" 15 Ministers are committed to making the NHS self-sufficient in blood
products and to this end have authorised a 3 year redevelopment prograsme

W | et BFL at a cost of £2h4 m. Vhen completed - the target date is Recember
5

1985; the Laboratory will be of a size capable of meeting the demands in
Mgland and Wales for blood products.

16.  Sections of the existing Laboratory will be utilised in the new

facility for Quality Control, Research and Development and Igineering
Services.

Plasma Supply

17.  Regional Transfusion Centres generate about 150,000 kg of fresh
frozen plasma per year, this is rising steadily. KiAs have been consulted
ebout their willingness and ability to produce 400,000 kg by the mid-80s
(the capacity of the new Laboratory). Without exception, RiAs supported
in principle the move to self-sufficiency and accepted the economics of
producing more plasma to reduce expenditure on imported commerecial blood
products (at present estimated to cost the NHS around £12 m a year).
Several, however, doubted their own ability to reach Regional self-
sufficiency targets without substantial extra investment in plasma
collecting facilities and were not prepared, at the time, to commit them-
selves to the necessary additional expenditure.

18.  As PS(L) kuows Secretary of State recently announced the introdustion
of handling charges for btlood and bleod derivatives supplied to private
hospitals and undertook to ask RiAs to easure that the income (estimated

at £1.5 m per year) is used to increase the supply of plasme to BPL.
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13. The introduction of a pro-rata cystem of product distribution in
proportion to the guality and quantity of plasma supplied rer Region has
already had a significant bemeficial effect on plassa supply.

Incressing Health Authorities Awareness

20. The CBELA are in the middie of an educational progranze aimed at coa-
vineing Regicnal Transfusion Directors, Treasurers and A2ninistrators of
the benefits of increased plasza production.

21. A recent review of stock coatrol and record keeping procedures in
Regional Transfusica Centres sad hospitzal bleod banks indieated, particularly
in hospitals, a lack of awareness of the value of blood product=. Guidance
has now been prerared, by LESS, in the form of a draft health circular which
aszs HAS 0 examine closely their usage and control of blood and blood
products. when consulted about the terms of the guidance the majority of
EAs raised cbjecticns to the propesals on the grounds of resource implica=-
tions (Hinisters' views will shortly be sought in the light of Has cozments).

Factor VIII Procuction

22. (Factor VIII iz a clotting agent esseatial to the treatzent of many
haezophiliacs.) In 1331 35.5 Million internaticuel mits of inmported
FVIII were used in tais country. In 1981-82 22 =illion units were manu-
factured by BFL. Regional Transfusion Centres manufactured a further
1-10 m.i.u. in the form of cryoprecipitate.

It is estimated that by the 2id-1980s around 100 m.i.u. will be required.

AIDS (Acouired Im-—une Deficiency Smdrome)

23. ©5(L) is aware of the concern surrounding the possible transmission of
AIDS in imported blood procucts and the related pressure on the Governzent
to ensure thst Tinancial coastraints do not slow the drive towards seli-
sufficiency.

Genetic engineerin

24, It is likely that genetically-engineered blood products are a decade

or more away. However, in reaching the decision to redevelop 3LP, full
consideration was given to the possibility that a breakthrough may be made

at any tize. ZIvea were this to te the case, safety and eflicocy testing prior
to licensing of this type of product would take at least 5 years during

which tize it has been calculated that the new factory would pay for itself
in terms of import substitutions.

Collaboration with industry

25. The Authority is under oblization to establish links with industry
which will preseut opgortunities cf mutual benefit to both public and )
private sectors.

26. The Blood Group Reference Laboratory is collaborating with Celltech
(a company established by the BIG and city institutions) in the development
and introducticn to the market of nonoclonal reageats while a contracs is
under negotiation with the Wellcome Foundaticn for a joint (with B®L)
development of diagrostic tests for hepatitis.
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