Hr. Lowell Crow,
Cutter Laboratories,
International Division,
Fourth & Parker Street,
Berkelpy,

Californla, 94710

USA.

6 Feb., 1376 JE/sb

Dear Np. Crow,

Product Licence Anplicetion foy KBAEC in ths UK.

Folloving my telex of to-day, I am sending you
& copy ¢of the letler from %the INSS, which I refer to in that
telex, together with the commmats on it., The number of donstions
in each pool nced only e pgiven approximately, but they would like
to have sore idea of the smize of it, They require as much detail
as possible on the assey method and the Standard used so that
the National TInstitute for Biolegical Standard snd Comtrol in
London can perform théseassay.for themselves. In other words,
they wvent te know encugh about our methods and resulis to lmows
how reliable are the Stendards which Cutter use and how ther
relate to the Interastional Standard,

: It gecms thot they are going to insist thot
our labelliag complies with the D.T. requirements as far as p
possible and it mey meen that we shell have to have special
labglsfor the Product in the U.K.. However, we shzll send .
your commelhéson the B,P, Labelling which you send to us in
July to the DHSS for their consideration, but in the meantime
-1 wonder if you have any further commci®s. I am enclosing
a copy of the B.P. Specifications for your reference.

: FPoint 4 of the letter means that thefuture,
they will require records on this information from the
" Plasma Collection Centres. However Dr. Andrews mentioned to
- me on the telephone that if this information is provided on
the Protocols which will be looked at by the 1i,I.B. (Nationzl
Institute for Blological Standerd snd Control), fhrt ecch
Batch of the product which we propose to sell in the U.K.,
this should be sufficient information.
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Yours Sincerely,
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