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PO O A MIERTRG TG 1o DENCHSE wNGLESH PLASMA BRACTLONATED BY PFC,
DENBURGH

At BRL; Elist i November 1970 to discuss what was to

7,000 heltles o PI' fracbionated by PIFC from English plasma,
grrea bly hoinge ol

i
b

that bhe product prepared by PFC was below EP standards for protein
conbained protein impurities which could prove a hazard to patients.
aineld that paticnbs having repeated therapeutic plasmaphereses
previonsly received replacement therapy with BPL plasma, might exhibit
severe sensitivity reactions bto the PRC product because of prior sensitization
cerlain of the proteins which were present as Impurities in the Scottish
roduct. This sort of i wd had occurred recenlly in England when a patient
nreviously received many btpeatments with the BPL product, received
ommercial preparation of PPF. The patient suffered a very severe
action b e commercial product and had to be resuscitated with several
Ltles of BPL PPF. Dr Lane feels that his position at present in relation to
Medieines Inspectorate's report 50 vulnerable bhat he cannot afford to
sue to clinicians a product aboul which he has grounds for concern in relation
athent safety.

scussed with Dr Lane the options for utilizing the PFC product. Dr Lane
that eikther he or Dr Watt conld re-process the Scottish product to produce
albumin. Ile felt sure, however, that this would be construed as a
the Scots. The allernative would be to let the Scots, use the
oduct for patients in Scotland. They had already administered some of this
material to patients and were quite content as to its safety. /f can confirm
so [rom a discussion which I have had with Dr Cash. Dr Cash also
they h asured pre-kallikwein activator levels in the product
se were satisfactory. From what Dr Cash had said, I gained the
Lhe Scots vould be happy to use this material in Scotland.

Upanion

This has been a vather unhappy experiment in which there have clearly been
teehnical problems experienced in Scotland. The 20,000 Vitres of plasma were
sent to Scotland in the first instance, not because of they were surplus to
BRPL's Iractionating apacity but because BPL was having problems with its cold
storape. The experiment although for Lhe mpst part unsuccessful, should, in

ny opinion be laoked at as a pilot study to determine the parameters which would
enable PRC bo produce, from English plasma, a product acceptable for use in
bngland. /The Scots/English product contains even less protein than the

e Scot Lish HEPSY./ Various technical lessons have been learnt from this
venture but il remains to be determined whether PFC could, by their different
mekhod of fractionalion, produce a product comparable to that produced by

BPL. 'This has [nndamental implications for any future coordinated UK fractionation

Lhe practical solution to an embarassing impasse is to allow
the England - derived product in Scotland, which they are
apparently willing to do. The use of this preduct in Scotland can then be
t against the cost of processing the plasma. It may be arpued that DHSS
has invested £400,000 in Liberton and that they are now adding to that
investment some 27,000 bottles of PP wilhout recouping anything. I suggest
t itter will be plasma (1) well spent if it succeeds in smoothing over
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ween Lhe two Directors and will be in tune th the new spirit
at appears Lo be emerpging belween SHHD and DHSS on the
fractionation

nk 1t important khat LEPL and PFC blood products

administrative equivalent)
dispule between the Directors as to what
roduct sne Fications I

Produc Licensing (or ks

no furt

. Bach product wiljl prepared
BP or EP specifications as appropriate.

the product prepared in Scotland from English
clinical use in Scotland?
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