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Table 1 Equipment and reagents

Lab Coagulation FIX Deficient APTT Reagent
analyzer substrate plasma
NIID Coagrex-100S, Clotting Factor IX- Actin, Dade Behring
Sysmex Corp. deficient plasma,
Dade Behring
A CA-6000, Clotting Factor IX- Actin, Dade Behring
Sysmex Corp. deficient plasma,
Dade Behring
B CA-7000, Clotting Factor IX- Actin, Dade Behring
Sysmex Corp. deficient plasma,
Dade Behring
C Coag-Stat SUPER, Clotting Factor IX- Actin, Dade Behring
Sysmex Corp. deficient plasma,
Dade Behring
D CA-50, Clotting Factor IX- Actin, Dade Behring
Sysmex Corp. deficient plasma,

Dade Behring
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Table 2 Potencies estimated using the 34 international standard

U/mL (95% confidence interval) Weighted Arithmetic Mean
Lab Assay No *: homogeneity of potency
by y*-test intra Lab overall
NIID 1 77.164 (74.391-80.035) * 80.342 76.263
2 83.118 (79.606-86.787) (74.989) $
3 82.636 (77.706-87.884)
4 81.509 (77.042-86.237) $: mean of data marked *
A 1 73.529 (69.499-77.762) * 74.230
2 75.392 (73.348-77.486) *
3 71.920 (68.590-75.387)
4 73921 (71.381-76.541) *
B 1 77432 (75.578-79.327) 77634
2 79.222 (75.482-83.136)
3 78.232 (76.544-79.954)
4 76.255 (74.022-78.548) *
C 1 75.267 (73675-76.891) * 74.582
2 73811 (70.882-76.846) *
3 73.071 (70.368-75.863) *
4 74.890 (69.724-80.393) *
D 1 68.721 (60.723-77.564) * 72611
2 73.653 (68.567-79.066) *
3 71.019 (67.134-75.093)
4 82.890 (72.829-94.299)
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Fig. 1 Potency of the Japanese standard estimated by five different laboratories based on
the 34 international standard.
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Table 3 Product description attached to the
2 Japanese standard for factor IX concentrate
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Abstract:

The first Japanese standard for human coagulation factor IX was established in 1995 using the 2™ International
standard as a reference. In 2004, the 2™ Japanese standard for human coagulation factor IX was developed. This report de-
scribes a collaborative study among five laboratories conducted to assign the potency of the 2" Japanese standard. The data
shown here are the results obtained with the one-stage assay followed by parallel line analysis using the 3" international stan-

dard as a reference. In conclusion, the 2" Japanese standard was established with a potency of 75.0 IU/ml.
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