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XO? FOR NUBLCATION 084/B5C/75/4ta Nooting,

Novenbor
COMMITTES ON SAFETY OF MEDICINES

SUB-COMMI'?RS QN BIOLOGICALS

¥aating to bo hold on Wednesday 12 November 1975 at 10,30am in
Rocm 303, Finsbury Square House, 33/37A Finobury Square, London EC2A.

AGENDA

1. Apologles for abaence.

2, Confidentiality, ’

3. Minutes of the last mesting,

o Matters srising from the minutes,

i, Report on biolesieal producte considered at the last maoting,
(Paper c8/350/75/10) '

S. Consideration of aspplications,

Proplex Pacsor X Complex (Hwman) - PL/ 0116/0049
Burinate - Auwran Albumin Fraction P1/0116/C051
Burinate - Human Albumin Salt~Poor PL/0116/0053 =
Pactorate (Factor V111) PL/0231/0038
Cotobulin ~ Human Facter Vit1 PL/7070/000%
Sisomicin . czfoo10/0052-56 .
Symmetrel 4 : pL/0001 /0067

. Factor X111 Concentrate PL/0086/0047

§. Applications previously deferred.

Caleitonin - Sandos PL/0101/0095-96
Cluoagon - £1,/0542/0016

7. Integration of Viwal Gomomes  (Paper CS/8SC/75/9) Distributed 23,10.75
8, Aoy othsr business,

9, Date and time of next meoting.
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‘ FCR FUDLICATLCN C34/B3C/T5/4th Keesing

November
CCIMITTAS O SAFSIY OF MsDICINES ; |
SUB-CONMITIES CN 3I0LCCICALS ° j ‘
Hinutes of the meeting held on 'eied.nesclay 12 November 1975.
PRESENT ALSO PRESENT
Sir Eric Scowen (Chairman) Dr R D Andrews
Dr D R Bangham Kr J S 3ird E
Frofessor J A Dudgeon Dr N Duncan
Professor D G Bvans MUr A C Law
Dr J W Lightbown Dr A T B Moixr
Dr G D W McXendrick ¥rs M Pratt
Dr W D'A Maycock My W J W Price 3
Dr Pollock My T R M Simon
Dy

W Kenwood (Seoretary)
Holgate (Medical Assessor)

f. APCLOGIES FOR ABSINCE

T M
D AJ Tyrrell
GE
J A

g5

An apology was received from Professor O'Crady.
2., CONFIDENTIALITY

The (hpirman reminded members that the materiul they received was of a highly
confidential nature and should not be made available to outside contacis.

3, MINUTES OF This MESTING HELD ON wizbhissOaY 10 SePT=pBER 1975
The minutes were agreed and signed by the Chairman.
4. MADTEXS ARISING ¥ROM THE MINUTES

{e) Paper Ci%/BSC/75/10 was presented showing the recommendations of the Sub-Ccumities
on Toxicity, Clinical Trials and Therapeutic Efficacy and the decisions of ihe
Kein Committee on those biolegical produots which had been considerad at the
last meeting of the Sub-Comnittee. Members were edvised tnat the application in
respect of Arvin {Ancrod) PL/0152/0099 had been referre: to the last meeting of

the TCT Sub-Committee bui had been withdrawn from the agenda pending clarificatiocn
of the indications fcr use. .

(b) Professor Lvans reported that the Immunological Products Advisory Cemmittee had
oonsidered the control procedures in respect of Human Dipleid Cell Rzbies
Vacoine (FL/0012/0)06) and Tick-borne Encephalitis Virus Vaccine (PL/0487/0001)
and had forwarded their views to the Secretariat for discussion with the,
manufacturers concerned. '

-

5.  CONGIDERATION CF APPLICAPICNZ

Rpplications for six product licences and one ¢
cousidereds The preparations concerned and th
are set cut in Aopendix A to I
Symmetrel (PL/0CC1/0067) was
decided to cmit th
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8.

9.

APPLICATICNS PR:VIQUSLY DEFERED

Two applicntions thet had been deferred for further information at the
meeting of 12 March 1975 were considereds The preparations concerned

and the Sub-Commitiec's recommendations are inoluded in Appendix A to

these minutes.

INTEGRATICH OF VIRAL GENCGMES (Paper ca/35¢/15/9)

This paper drew the attention of members to an article by V ¥ Zhdanov

that had sppeared in 'Nature' on T August 1975 suggesting that certain
autoinmune diseases were manifestations of viral information integrated
into nosi cells through the co-operation of latent cucornaviruses.

A comment by Dr Schild, together with several other references, was
tabled.

JWembers agreed to consider Dr Schild's comment individually for discussion
at a later date.

ANY OTHER BUSINESS
There was no other business.
DATE AKD TIKE CF NEXT MEETING

The net meeting would be held on Wednesday T January 1976 at 10.30am.

GRO-C
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