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The applicants are of high repute as manufacturers. Visits need
only be made to the fyamtion~tion: nlant in order to verify the ability
of the quality control staff to carry out the necersary tests and assays
and, in cases of dubiety, to verify the records held at the cenire
and to mscertain that information supplied to the licencing authority
in the UK is substontially correct.

The applicant has been required, in accordance with Section 19(3)
of the Act to give an undertaking to permit the premises to be inspected
by or on behalf of the licensing authority. If a licence is granted,
inspection visits can therefore be undertaken at any time to Armour's
prenises.

This undertaking does not however extend to rremises not belonging
to Armour (in the USA or not) where the donations are taken. It mizht
be prudent to sebure a similar underizking on the inspection of such
premises. -

Both the manufacturing oremises and the collection centres (whereever
situated) are subject to inspection by the FDA. There are however -~ rounds
for doubting whether the siringent provisions of 'S law are in fact .
fully enfovced. In this connection Dr Theodore Cooper, US Assistant Secretary
for Health, has written to the CNO ahout US procedures (a1732X B) and it
shorld be nossible in the ensuing correspondence to obtain further informetion
on this peint.

SCUSRCE (P DCIATIONS.

It may be worth considering whether limitations should be nlaced

on the sounrces from which bleccd is obtained.

One nossibility world be to authorise the marketing of the vroduct only

if it is derived from blood ziven by volunteers withoypt payment. It is
understood that over 50 of blood uc:d in the USA is riven voluntarily.
It seems likely hovever that a restriction of this nature would affect the
economics of the suopply arrangements and would bs unacceptable to the
applicant. In any case it misht be difficult to chow that in f£rct blood
from void donors is necessarily less eat'e than from unpaid donors.

An =zlternative aporovach would be limit the sources geocraphically.

ignnce cald relste to moterial ohtaised eithor 2t -

(1) liccnzed clinies in the USA.

(2) Cenires in other named couniries, specificolly aporeved by the UK

licensing auvtherity.
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In addition Factor VIII is now available from the UK National
Blocd Transfusion Service. Until recently the Medicines Act controls
were not applied formally to NHS production. Arrangements for its
application were promulgated in the Summer of 1975; these involved
administrotive measures in England and Wales and formzl licensing in
‘Seotland., In fact however at the present moment no formal action under
the Medicines Act has been taken in respect of the preparation of Factor
VIII. Although it is not suggested that anything is amiss in this connection,
it must be borns in mind that some embarrassment might arise if an applicant

were to ask whether the UK product had received the same scrutiny as his

product,

If any of the additional requirements mentioned in this
submission are to be added tc the Armour licence it would clearly be right
to impose the same conditions in respect of other similar products. New
general requiremenis as contemplated in para 18 would achieve this result.
Alternatively the companies could be asked to accept the conditions
individually end if they did not action could be taken unler Section 28 (3)_()1)
of the Medicines Act to vary the licences on the grounds that the standards
are no longer satisfactory.

MATTERS FOR DECISION.
It seems necessary first to decide whether a visit of inspection

should be carried out before determining the licence apvlication. If, as
suggested in para 6, it is agreed that no visit should be made at this stage,
decisiona are sought as to whether the company should be asked, in addition
to the conditions proposed by the CSM, to agrea that -
(a) Placma should be obtained only from donor centres in the USA,
or in othor countries specified in respect of which the licensing
authority is satisfied as t; the arrangements (para 13).
(b) DHSS Inspectors may visit collecting centres (parss 9 and 15).
The Minister of State is asked to agree that subject to the company
accepting the conditions proposed by the CSM and corditions (a) & (b). above if he
considers them appropriete, a product licence should be granted zccordingly.

Agreesent is also souzht to the prcposition that, as outlined

in para 21,such conditions cho:1d be a2pplicd to other licence holdera.
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