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Mr Parker

FACTOR VIII AND AIDS

I refer to Dr Valford's minute of 16 May 1983 which wee not widely copied.
For those who have not seen the minute I enclose a copy.

Questions posed by Dr Walford are clearly of considerable importance and
have wide implications for the licensing authority, Suoply Division and
cf course for H3., It seocms to me impexrtant that our activities are fully
co-ordinated so that we esafepuard onr own supply posltion and if posszidle

obtain Facter VIII from the safest available sources.

ideally I supposc

ve would like to see any imported Factor VI1I which is derived from

American material 1o be manufactured after 24 March 1983,
be a good idea if you wexe to call the interested puople
to an early meeting to discuss how we handle these issues?

Would it not
in ihe Department
Unfortunaicly

I shall be on leave from 18 lMay for a week but in my absence Mr Gragory e

is in charge of the division,
L]

Wnatever we dc we must not take any precipitate action which might affect

the supply of necessary Factcr VIII,

17 May 1983

co Dr YWalford
Dr Fowler
Dr Field
Mr Gregory
Mr Sharpe
Mr Higson
Mr Winstanley /
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We spoke. Ac you lmow, on 24 March 1983, the ¥DA introduced cortain
requirements in reapect of the seleciion of donors to reduce the poasibility
of the tramsmission of AIDS. Producinc manufactursd from plasze taken tefore
the new reguletions were introduced have to be labelled to indicate this,
However, the UK product licenscs do not ecntain this requirerent snd there
are fears among haemophilia centre directors that the more “'dangerous"
paterial mey be dumped in the UX. You mzy like to congider whether thore

is a reed to make a pimilar iabelling rcquirement for material iaported

into the UK?

In relatien to the whole issue of the trancmission of AIDS in blood products,
several queations have been put to me:

1. Is it possible to obtain concentrates made from American plasma which
does not come from donor centres in New York (particularly) tut alas
from San Francisco and Los Angeles, vwhich are the citiea with the hicheat
nunters of AID3 cases? -

a .
2. Is it possible to accept only concontrates made from plaema taken after
the 24 March reguletions were published? Is so, would sufficient
finished preoduct be immediately available?

' 3. Can we find out, for each ranufacturer, the date of plasma collection
in relation to each batch of concentrate in .current use in the UK?

4. Cculd Irmuno - or othker Buropean marnufacturerg - produce sufficient
naterial derived from Burorean plasma to supply up to 30 million i.u.
of FVIII ccncentrate should it brove nzcessary to withdraw sone or ail af
the Americen products?

Both the chairman of the Haemophilia Con*re Dircctors and the Dircctor of

the CDSC have urged that these questiors should be investigated as a matter

of the utmost priority.

GRO-C

- DIANA WALFORD
MID SZB

16 May 1983 N

PS I attach copies of a letter to me from Travenol end a letter to me
from Earold Gunson relayinz a conversation which he had with Mr Gantz,
Vice-President of Travenol.

cc Dr Field
Dr Oliver
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D» Fowler

¥VIII AND AIDS

We spoke. As you know, on 24 Maroch 1983, the FDA introduced certain
requirements in respect of the selectiom of donors to reduce the possibility
of the tremsmission of AIDS. Produots manufastured from plasma taken before
the new regulations were introduced have to be labelled to indicate thie.
However, the UK product licenses do not contain this requirement and there
are fears among hasmophilia ocentre divectors that the more "dangerous"
material may be dumped in the UK. You may like to consider whether there

is a need to make a similar labelling requirement for material importod

into the UK?

In relation to the whole issue of the transmission of AIDS in blood products,
several questions have besn put to me:

1. Is it possible to obtain concentrates made from American plasma which
does not come from donor centres in New York (particularly) but also
from San Francisco and Los Angeles, which are the oities with the highest
numbers of AIDS cases?

2. Is it possible to accept only concentrates made from plasma taken after
the 24 March regulations were published? Is so, would sufficient
finished product be immediately available?

3. Can we find out, for each manufacturer, the date of plasma collection
in relation to each batch of concentrate in current use in the UK?

4. Could Immuno - or other European manufacturers - produce sufficient
material derived from European plasma to supply up to 30 million i.u.
of FVIII concentrate should it prove necessary to withdraw some or all of
the American products?

Both the chairman of the Haemophilia Centre Directors and the Director of
the CDSC have urged that these question should be investigated as a matter
of the utmost priority.

16 May 1983 Ext |GRO-C|

PS8 1 attach copies of a lettar to me from Travenol and a letter £o me
from Harold Gunson relaying a conversation which he had with Mr Gante,
Vice-President of Travenol.

cc Dr Field
Dr Oliver
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