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Chronology of events with relevance to “self-sufficiency”®, hepatitds }' transmission and the
establishment of terminal dry heat-treatmens for UK coagulation fadtor concentrates

factor VI
12 Oct 1984 ! RSL o DHSS: BPL actively plunning for [ntroduction of dry heating for all factor V1]
20 Oct 1984 | MMWR update on AIDS in Haemophiliaca: treaters should Fuonsly consider switchinyy to
‘heat-weated products
8 Nov 1824 DHSS (Harris) to RSL: is evidence for nuactivation of HTLV-LI by heat suflicient to warrant
heating all factor VLI, espocially if a (donoc) sarecning test could be made availsble? Motss the
implications for plasena supply if ali product hented aud heating atfect factor VII yield.
9 Nov 1984 BPL report on 8Y to Central Committee: timescale for availdbility of product approxitnately
ong year; no great losy of yield forecast Commires recommended commencement of dry heat
treatment of existing produet whilst working op methods to safaguard yield
12 Nov1984 | JKS (memo): thres putlents treated with heated NHS concenttats remained infection-fraw; first
studics on heated commercial concentrates indicated only a 30% reduction in NANBH riek;
develommnent of 8Y assigned 13 sinple highest priority at PFL (Oxford).
13 Nov 1984 | BPL intemal meeting; full implementation of dry hestinyg (existing product) by April 1985,
28 Nov 1984 | CDLA approved expenditure on heantreatment ovens lo servelpraposed BPL programmy,
10Dec 1984 | HCD's macting ot BPL: heated product prefcrred for all parlents, subjeet o avadability;
otherwise preferentially for rearment of HIV-antibody negative patients, BPL confirmed all
factor VIII would be heated by April 1985. Heating would carry a 15-20% yield pesalty,
12Dec 1984 | JKS (memo): HT? (PFL Oxford only) to be replaced by HT2 (BPT. and PFL); PFL (Oxfoud)
would devote a1l resources 1o development of HT3 for 8Y, then wansfer technology to BEL,
13 Dec 1984 | Petict (memo): Alphe, Cutter, Armour, Immuno, Hyland all offering heated products (Tumuno
Kryobulin wus dry heated a1 60°C for 12 hour). |
20 Dec 1984 | JKS (memo): propossd wording for HT2 beated factor VI - '{We have .., heawd the
coucenmtrate under couditions which will probably kill the viras which transmits AIDS and may ,
well prevent ot reduce the transmizsion of Non-A, Non-B hepatitis ... Until & *secand '
genexation’ concantrare is avallable to everyone in 1985, we ik this ia the safest concenitate
... which we can offer you™. ! —
22 Dec 1984 | Lancet: First peneration heuled commercial concentrate had ieahemitted NANB hepatitis,
24 Jan 1985 | TJS to HCDs: HT2 heated concentrate gencrally available mw% HT3 heated BY will be

available from June 1985.
] Feb 1585 **¥ Firgt igsues of heated (HT2) factor VI !
Teb 1988 e Trial issues of heatcd _('!jIJ) factor VII{
28 Feb 1985 | TIS to DR (Dugcan): letcr satting out tinetable for produet availability, chanyeover

arrangermnents and proposed licensing schedule for estblislunent|of heat treatment for factor

VI and fictor IX,
28 Mur 1985 | ®2* Only heatcd (HT2 or HT3) facter VIT issued from PFL (Oniford) afber this date
02 May 1985 | *** Only heated (HT2 or HI3) factor VI issued from BPL (Elétree) after this datc

13 May 1985 | **® No unheated factor [X issucd from PFL (Oxford) sfter thiy date

July 1985 Fact sheet to HCDs and R1T3s ou BPL 8Y: “Clinicy] trials at six baemophilia ecatres arc n
progress ... geveral patlents have safely passed the point at which fixst evidence of NANBH
virys sransmission would normally occur with unheated factor VII."
08 Jul 1985 s** Birst jssues of heated (HT3) factor IX
18 Sep 1985 | *** All factor VIl issued afier this date was heated usmg HT3 conditiops
02 Oct 1985 | »** All factor IX lssued after this date wag heattd using HT3 conditions
02 Oct 3985 | *** No unheuted factor 1X issued from BPL (Blstrec) aRter this dsrta

|
|
|
|
|
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Chronology of events with relevance to “self-sufficiency”, hepatitis C transmission and the
establishment of terminal dry heas-treatment for UK coagulation fagtor concantrates

Souzce: Paragraph 31 of the Re-Ameuded Main Statement Of Claim in the HIV Haemophilia
Litigation. This cites a range of sources, same primary, some secondary; the figures were not
challenged in any of the central defendunts’ defences. I don’thave th oug:nal sources (typically
Hacmophilia Centre Directors® Anmual Statistics), but the supply {igures from BPL (which run by
financial, rather than calendar year) arce broadly congistent (see Table bclow) A figure
ahstm:ed from the BPL wnnal report tor 1996/7 (appended as Fig 1) is supportive.

Year Total Mlu factor VLI used | NHS Miu fuctor VIIT omm. Miu factor VI
includes cryoprecipitate)
1969 6.945 1,025 8l
1970 $.139 0.884 8!
1971 11.823 1.071 Q|
1972 11.038 1.939 0.095
1973 15.829 2.481 0.875
1974 20.548 2.732 2.681
1978 24.886 3.085 5.152
1976 33.716 6.913 11[069
1971 43,193 12.94% 151017
(increase reflects David Owen _\
spend at BPL)
1978 45.050 14.600 19.273
1979 50.716 15.092 26.178
1980 37.271 14.364 34,749
1981 65.700 22472 35.
{increase reflects “stop gap” T
spend a1 BPL)

] 1992 73.732 22.802 45.644
1983 71.008 30.018 26.217
1984 79,910 40.192 34,003
1985 77.344 23097 50.902

{decrcase reflects intto dncuen

of HT3 at APL)
1986 88.491 31.483 53,754
1987 87.857 25.982 59,186

Source: BPL sonual reports for these years (BPL GMP archive bux 813, location go 251),
W13 = pzrminal heat-treatment of the freeze.dried product at 80°C for 72 hours

Year Facior VIII ixxned by BPL (Mlu)
1981/2 2183 _J
1982/3 3310 [
1983/4 27.08 |
1984/5 2195 1
1985/6 8.00 (unheated, intcrmediate purity conccnﬁntc?
17.55 (HT3 heated fhetor VI type 8Y) |
1986/7 2]1.87 (211 HT3 from now on) |
1987/8 24.06 :
1988/5 52.7% 3
BPL - In confidence Payz 4 23-Aup-y9
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