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Table 1. Comparison of methods on full-length recombinant
concentrates (data from NIBSC).

Potency (% of label)

No. of
Product  batches  One-stage = Two-stage ~ Chromogenic
A 10 95 91 99
B 6 112 105 106

NIBSC assays were performed with the WHO fourth concentrate
standard and ISTH/SSC recommended methodology.
Manufacturers used the one-stage method against the US Mega
Standard.

Table 2. Comparison of methods on recombinant concentrates
(data from controlled collaborative studies).

Pot Y%
Study Reference Test otency (%)

date standard  sample One-stage Two-stage Chromogenic

1992 WHO 1 100 (9)  99.7(5) 114.6 (10)
fourth IS

2 100 (9)  91.2(5)  98.5 (10)

1994 WHO 3 100 (17)  104.1 (6) 110.6 (18)
fourth IS

WHO 3 100 (17) 101.5 (6) 118.3 (18)

fifth IS
1998 WHO 4 100 (21) 94.7 (6) 110.7 (25)
fifth1s 5 100 21)  97.8 (6) 110.5 (25)

Samples 1-5 are different ampouled preparations of the two full-
length recombinant concentrates (Kogenate & Recombinate).
Figures in brackets are numbers of laboratories performing each
method. Potencies have been calculated as a percentage of those
with the one-stage method.

All participants used SSC recommended methodology and data
were analysed centrally.
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