
In addition, we have the following comments to make on the points 
raised in your letter: 

1. In-house standard 

The current in-house standard, Lot 1588-77, was prepared from 
plasma obtained from 16 normal donors. The plasma was collected 
by plasmapheresis in a licensed plasmapheresis centre using 
sodium citrate anticoagulant. Following collection, each unit 
of plasma was transported in crushed ice to Cutter's laboratory 
and assayed for Factor VIII levels. The 16 individual units, 
each containing approximately 250 ml of plasma, were pooled and 
thoroughly mixed. Following mixing, the plasma was filled via 
automatic filling equipment into clean sterile 6 ml vials. The 
fill volume was 2.25 ml per vial. Approximately 1500 vials were 
filled. Following filling the plasma was frozen and lyophilized. 
The vials were then labelled and stored at -70°C or co7.der.. 
The process, from collection of the plasma to lyophilization 
required four hours. The filling operation was performed at 
5°C. 
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