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1.~ GConfidentislity and snnouncements

The Chairman welcomed Professor Bloom, Dr {raske, Dr Galbraith, Dr funson, Dy Mortimer and

- the DHSS officials, who were attending the meeting for ditem 5 on the agesda only. He said
thit this item wenld be considered first. The Chafrmen reminded mewbers, and guests, that
the materisl they received was confidestisl and should not be disclosed outside ths
meeting, : '

pN Apaiogias,for~ﬁbsenne

An apology for absence was received from Frofessor Keem.

3,  Minutes of the Meeting held on 11 May 1983

These were agresd and signed by the Chairman as & corrget record of the proceedings.

P
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%, Marters avising from the minutes

The Sub-Uommittes uoted the CHM's advice oun applications previcusly ssen by the
Sub~Complriee.

5. sesuived Iwmmains Deficiency Syndrome

The Sub-Comsdttess' consideration of the question of &IBS and licensad blood yrgductg was
augmented by the iﬁliﬁwxng expert advisers:

Professtr A L Bloom, Professor of Haematology Welsh Natrionsl School of Medicines,
Cardiff and Chairmen of the Haemophilia Centre Dirsctors Commitfes;

Dr J Uraske, Consultant Vivologist, PHLE:
Dr N 5 Galbraith, Divector of the ﬁemmnnicab & Dissase Burvelillance Centre FHLS;

Dr A J 8 Guunsen, Dzre:zar, Hegionzl Blood ?ransrusiev Labovatory, E&nchestar, DHSS
Advizer in Blood Trannﬁan@ﬁ,

Dr P M@rtiﬁer, &oﬁsultaﬁz Virologist, PHLE.

Consideration was given to tha curreut information available on incidenae and
‘&9idemioﬁmgy, setiology asnd vrelated factors. Strategies for limiting oy eliwminating
risks from blood products were examined, together with possible graatlaai TEASUL e

The following conclusions were reached:

5.1 The cause of ALDS is ucknown, bot an infectious setiology geems likely. 4
previocusly unracognised or new agent may be responsible, but repeated exposure
ts, or reactivation of, known agents, {eg CWY, EBV) may be iuvolved,
Heightenad susceptibility may be an important factor, e.g. immnologicsl -
deficlencies induced v unusual sswval practices or ewmposure to bledd products,
Based on the clinical evidence, trausmissidilicy of the supposed agent(s)
appears to be low, reguiring intimatve contact or fatreduction intc the tissues.

5.2 ¥Patients who repestedly receive blood clotting-factor coscentrates appesr to be
‘at risk, bot the evidence ao far available svggests thet this righk is small.
The risk appears to be greastest in the case of products derived £rom the blosd
of howmssexuals and IV drug abussrs resident in areas of high insidence {eg,
Yew York and Califoraiz), and in those who repeatedly recelve councentvatss in
high dosage. Balanced against the risks of AIDS {and of other infectiouns

transnizted by blood products) are the benefits of thelr use; in the case of
hs&m&phﬂlia they are 1i£2~sav1nge

5.3 The possibility wes considered of wi&hﬁrawing vlotting factor cancentrates from

the market and replacing them with cryo-precipitate. It was concluaeé that
. this is not feasible in the UK on grounds of supply.

5.4 The possibility was considered of withdrawing US preparativns frowm the UK., It
' was concluded that this is not st present feasible on grounds of supply.
Horsover, the perceived level of risk does not at pt&gent justify sericus
consideration of such z soluticn, Efforts are however being mede Eo secute UK
independence of foreign suppliers of clotting factor concentrates. This sheald
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veduce warkedly, although not eliminate, the risks to reciplents of thess
products, and the Sub~Cowmittee strongly supports this aim. The Sub-Committes
wzs alse informed that the UK Hiemophilisz Centre Dirscitors have zdopted o
policy for use of U8 Factor VIIIL in aréax te minimise risgks as*faz a5 possibise,

5.5 It is aév;aabla that zll clotting-factor cuﬁc&ntrataﬁ derived fram us plasms
- sowrces and intended for use in the UK be prepared only from msterisl
samufactured from plasms collected after new regulations were introduced by tba
FUA on Maveh 23rd 1983, These regulations werg intreduced specifically to
ninimise the likelihood of colledting blood frowm affected donors. This step is
recommended notwithstending the possibility that i¢s pracuical valus may ba
relatively small. It caanot, however, be taken until supplies of
- post-March 23rd msterial can be sssured. It is recommended that closs contsct

is maintained between the Licensing Authoricy and Sepplies Division with the
aim of introducing this step immediately it becomes feasible.’

5.6 The introduction of products treated in ways likely to inactivate virsses ig &

promising future development. ‘At present no such products are evailable in the
UK but it is known thet sanufacturers are workisg upon theiyr development., When
ficence applicetions are received it is important to examine not only possible
dimprovement in the safety marglo but alse the clinleal effectivencss of ’

Cmatsrial tréated by heat or by other means. Thus, for evample, Treatsd
materisl could possibly imduce rescrions in racipienﬁs which could render them
nore suac&ptibie to infeaﬁlﬁus agents.

© 5.7  The 3swa@mmittee learnt that manufacturers were Qreducing advertzszng material
© L fer uge in the TE which appearsd to make unjustified claims concerning the
safety of heat-treated Factor VIIL, It is advised that this should be stopped..
It iz feared that wnifcensed material could be svsed on & ﬁamﬁéﬁ?atieaﬁ basis,
despite the fact that its safety and effsctiveness had not been estahiisheé or
cansxaar@& hy the Liaengiag Aatharltv.

5.8 Hepatitis B vacciﬁe was ccnszdere&y At present th@ra is no evzéeﬂce of any
risk from the material licensed in the UK, and 1t was concludad that the
iicence should remain unchanged, i.e. for use in high-risk groups only. Such
groups have g clear risk of hepatizis B, which 18 s serious and porentially

fatsl disease, The position should, hawav&r, ba kagt under close obsservation.
1t is recommended that the mamufacturer be asked to provide ongoing date
‘relatipg to the safety of the product in respect of AIDS. It is understood
that ARVI have recommended that the FPHLE ubdsrtaks surveillance of venipients
of Hepstitis B vaccine, and such & study has been plssned by the PHLS; the
Sub~Commd rtee supports this recommendation. The currently licensed vaecins,

- wamufactured by M8D, has been subjected to three separate inactivation
processes, and it is recommended thet suy new vaccines derived frosw humen bloed
shmnld be licensed only if snbgéated to similar stringent trﬁatmen&(k;j\‘,

5.9  Borh immnoglobulins and albumins were considered. At present there is no
evidence of risk from these products, and no sction was though to be jﬂstlfLﬁﬁ
however, the pasition ‘shoutd he kept under close observation.

5,10 Many-gruwps; inside DHSS and outside, are professionally invelved in the AIDS
. guestions The Sub-Committee vecommends that the DHEE mekes sure that adequate
arvengemsnts are malntained to endure coordinstien of sctdvitiesn betwesn thesge
groups. The PHLS, through Iits Commnicable Dissdss Surveillance Centre is
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eo-ordinating clinical observations on the condition zod the Sub-Conmities
belisves it essentizl that this co-ordination coutinue and that all relevant o
departments of the DHES continus Lo keep in close touch with its findings. L

5.11. There is need for resesrch work osa ALDS in the UK, especially in zelation to
the possible new introduction of this disease inte the wirgin scil of the
United Kingdom. The Sub-Coummittee was glad to learn that z nunber of groups,
ipcluding the Medical Research Council, are planning oy have started ressarch
work .

&, fConsiderstion of Applications

6.1  PL/O032/0107 Upiohn Ltd, Atgem.

6.2 PL/4788/0002 Comnaught Laboratories Ltd, Adsorbed Diphtheria, Tetanus and
Pertussis Vaooine, )

§.3  PLI4TH8/0001 Commaught Laboerateries Ltd, &és&:b&é‘Dightheria and Tetanus
v v Yacoine. o
6.4 PL/GT8E/D00U3 Consaught Laboratories Ltd, Adsorbed Tetanus Vaccine.

The Sub=Committees recommendations on these applications for preduct licences sre attached
at appendices A-D.

7. Qritﬁeﬁ Bepresentations

7.1 PLIOS12/0056 Duphar-LabﬁratoriesbLtﬂ, Influvac inactivated influenza vecoine.

7.2 PL/0125/0021-22 Immuno Ltd, Feiba Immno~Factor VIII Inhibitor
: By Passing Fractioun Buman,

The Sub-Committee recommendations on these wrilten representations are attached at
appendices E~F. .

8. Proposed dates for meetipg 1984

The Chalrmsn drew the Members attention to the dates of next years seetings. These adates
are:

Jamaary  4th

March Fth
Hay . Zud
July . Lth

Septenber 5th
November Fth

9,  ltems for informstion

MLX 148 and HAIL 37 wers circulated to members for taformation.

10,  &ny other business. = Hope.

il, Date and time Qf next weeting

GRO-C
Wednssday 14 Septewber 1983 atv 10.30 am. .

g A
GRO-C X%{:
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