#WIGHLY CONFIDENTIAL

MEETING AT BPL
wednesday, 15th December 1982

Present:

Agenda
The 1mplication for the Baemophilia and Rloo

d Transfusion #ervices
Commercial Intpod ction of "Hepatitis-safe® sr—vIII and IX. '

Comﬁerci- consideration

Factor VIII concentrates occupy 13\ of the gross gperating t Fnover of

e i mmae A —— — T

hlo-- products. Factor VIII1 therefore lies fourth to albumins ‘speeific

immuno globulins and normal impunoglobulin which collectively occupy gés of

the mapket. Factor IX, with all other products, occupies less than 4%

‘of e market.

Price instability in the world market on blood product as'inteoduCed-' T ;

man biznrre effects, pnrticularly in Burope.

The price (pattle for Facter °

VIII “imte madiate concentrate in the UK is an example. htense competition"'

and eneqcep- hly low prices is alleged to have rasulted in the withdrawal
of Hyland Bepophil 11. from the UK market and the

e o I

hres ed possibility of
a second majox gompan withdr.awal in 1983. US4 > puld ‘iff(n -—o—-;}"n .

U?a The withdrahal of s% ndard (hte -ediate odncentrate allows certain
logical predictions: '

A
¥

M1 Residual monopoly of standard concentrates allows lack of competition

™ to move the price upwards.

{2} A clea:-field entry for commercial "Bepatitis-Safe Pactor vIII, which

by nature of its special—product status (unproven) can comsand a EECjXQL;
price structure more - in keeping with market expectations. &Juéx%/

{3) Through loss of yield in production of "Hepatitis-Safe® products, T_?fs
' »special gtatus” 1is augmented by scarcity value since there nmust be

a shrinkage in world 8Vailabllity of the new concentratesS.
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Efficacy and Safety of HSVIII and HSIX

The above statement defines the need for centralised, fully controlled
prospective trials of "HE" materials, best operated through a properly

executed National Clinical Trial lodged with the Regulatory Authority.

End results will carry a level of significance of value to user and

nérqéucer. Information beneficial to the UX will be optimised.

:?:- Manufacturers entering the trial should undertake to make'positive
‘contributions of data and financial support in return for a properly

cohducted'trigl in a well-documénted community of haemophiliacs.

[It is realised that:cve s€as Pk

auld be

(b)
with the
(c}) ‘'Mfat the Baemophilia Services, PHELS and NBTS shoulﬁ combjine\resources
. in a manner likely to advance economic treatment of NES haedophiliacs

with safe products.

DS EPL.
LSth December 1982,



