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Cow. I Cn the evidence before the the Committee had reason 
to think that on grounds relating to safety and 

Spey.o°d quality then. would be unable to advise the grant of a 
Laboratories Ltd ` clinical trial certificate for this preparation and 

directed the Secretar-y to notify the applicant in 
accordance with Section 21(1) of the Act. 

Product 
The Con'.-`ttee provisionally concluded that: 

*fore—VIII C Bulk Crvoorecipitate 

1. the bulk cryoprecipitate should be prepared by 
Tberaoeutic Class Alpha Therapeutics only froe Source Plasma (Truman) 

derived from their own licensed plasr~apheresis 
centres, 

31 cod Product

2. evidence should be provided to snow that the 
cryor.:ecip_tate is at _'east equivalent In quality to 

Active Constituent that used for the na nufacture o' Alpha Therapeutic'
US liceased Factor VIII, 

n Factor VIII 3. . Inadequate information was presen t•ad an the 
control of the c •opre_cipitate during transport to the 

• 4. inadequate irformarion had been provided on the 
control of the quality of the _ .'opr_ecipita:e on 
arrival in this cc-untry and throughout fns transit in 
the UK, 

• 3. donor lists should be available to Speywood 
Laboratories Ltd as mznufacturer of the finished 
dosage form, 

6. inadequate details of the manufacturing process 
of the bulk cryoprecipicate were supplied, 

ho^.o C-T_I C 

7. full datai s should be supplied on the 
ra.rc:facruring and control methods of the product. 
Th is should include definitive _r_'ornatier. on 
in—process sterilisation natuods an m crc__c"_erica' 
Control, 

8. reverse osmosis water should not be used in the 
preparation of this product, 

9. bubble-point testing should be carried out on the 
sterilising fi_tzt before and after filtration, 
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=iVrz COns:itue-;r 

.tan Factor V-'17 

10. the FPS should ncluce a:c on ~• oa~ 
cnd :i.:i:s r n_ , Lass ~s ~,luti-j. and Pre ) i1il:rein Act_ tcr, 

11 • `ell ir._ora~tiU: shoi1d be supplied on the <:;tu_`acture and cu2.lity cont:-ol o: the 5 txi diluent suppiicc iti tha inject).on, 

12. jr the event of a Clinical Trial Certificate being issued the stt~dy should be 1ir.~ted to 10 patients no mo. v episode 
and to ~e than one bleed-- pL_ode in each patient, 

1 e^ 2ri:5 

1• Ez F-oduct L cence Stage;

1.1 evidence should be provided to rhos: that the ran :act1:rin~ process Melds a consistent pr odj ct, 

1.2 evidence should be provided c^acv rr.: & the long terms to-acity of the product and its possible coatat:irants, 

1.3 eridence o clinic ph2:r;.:cology of the prcd0Ct ' -70 1p be reC;:i_ed, 

2. In the eve:- o_` a c'1 nicel trial cert_ijcatebeing is3ucd for this  + 

?:•OceQ-0re should apply,

, Pr-O duct «, the b2t eh : G _ `2SG

tO incl. de the prfll':.Cion of prota.os and 5a:•p1es O. ❑LL:s, as required. 
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