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RESULTS AND CONCLUSIONS
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Factor X-VIll T~ Stop & rea d] Lot el (el 8 L3 « The majority of the assays relative to all standards and reference preparation was 250 250
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_ « The intra-lab variability for all modified long-acting products was low (data not EY E 20
« 3 common APTT reagents « 17 laboratories _ S 100 B s
_ Actin FS (Siemens) | shown), but the inter-lab agreement was poor regardless of reference standard CH = 100 CH
_ APTT-SP (Werfen) . Eac: IabtﬁegforTct-:fd 4t|ndependent assays for each sample and for used 50 - I T I 50 A
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f . ave the highest clotting assay (APTT reagent) discrepancies (GCV>250% , f N | o 0
* 12local APTT reagents — Conc IS - 4" [S for FIX, Concentrate, 07/182 9 9 9 A _ 9 . ) P ( : 0). SO é’}@}@;&}*‘f’é‘ € v‘l‘“}*z‘i&iﬁq@ﬁ% S L@ T FEFEEL O E LT
* 2 Chromogenic kits - _ Recomb Ref - NIBSC recombinant FIX reference preparation, 07/142  Overall, reasonable agreement was obtained using the 2 chromogenic assay Kkits for S R e o & ‘?“"’f,ﬁ R F R ?&J v %@é{} S
~ Rox Factor IX (Rossix) ~ Plasmals - 4 [S for FIX, Plasma, 09/172 all 3 products -

— Biophen Factor IX (Hyphen Biomed)  For L3 where some silica based APTT agents gave higher estimates than

chromogenic assays, in general, higher potencies were obtained by chromogenic
assays for all 3 modified products

 Neither the Concentrate IS, Plasma IS nor the Recombinant Reference Preparation
IS a good comparator for these modified long-acting products.

 Product specific standards may be required to obtain accurate potencies

L3 against Plasma IS

« Results analysed centrally by multiple parallel line statistical model
« Over90% of the assays were statistically valid
« Potencies calculated as geometric mean (GM)

 Intra- and inter laboratory variability expressed as geometric
coefficient of variation (%GCV)

« Aplasma derived product was also included in the study and no
assay discrepancies against the Conc IS and Plasma |IS. However,
potency disagreement was observed relative to the Recombinant
Reference Preparation (data not shown)
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