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Validation of Industry Standard for Prolactin Assay Kits

Yu Ting, Huang Jie, Qu Shoufang” (National Institutes for Food and Drug Control, Beijing 100050, China)

Abstract

methods, such as chemiluminescent assay, electrochemiluminescent assay and magnetic particle enzyme linked

Objective: To validate the industry standard for the prolactin assay kits. Methods: Based on different

immunosorbent assay ten prolactin assay kits were selected. The appearance, blank limit, linearity, accuracy,
precision, specificity and stability were validated according to the proposed industry standard. Results: Except
for few kits that couldn’t meet the accuracy requirement, others could meet all the requirements of the proposed
industry standard. Conclusion: The industry standard for prolactin assay kit is reasonable and operable.

Keywords: prolactin; kit; chemiluminescent assay; electrochemiluminescent assay; magnetic particle enzyme

linked immunosorbent assay; industry standard; validation
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(wIU+mL™") % % (wIU »mL™)

A 1.6 40 ~ 5000 0.9992 34; 14; 25 6.0; 1.8; 5.0 0.9

B 1.6 106 ~ 2120 0.9996 8.2; 2.8; 33 54; 62; 62 1.5

o 12 1.0 ~ 10000 0.9999 12; 12; 1.1 / 3.7

D 0.8 10 ~ 8000 1.0000 2.05 2.2; 3.0 / 2.1

E 1.5 11 ~ 3180 0.9994 53; 22; 32 / 5.0

F < 0.1 12.6 ~ 4200 0.9998 1.7; 125 1.3 / <126
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125 -12.1% 7.9% 3.7% 7.6% 10.3% 0.9% -8.9% -2.6%
250 -11.4% 8.2% 7.1% 12.7% 3.8% 4.3% -8.8% 0.5%
500 -15.0% 7.3% 8.4% -2.9% 1.6% -0.4% -9.3% 8.2%
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2 0.39 0.52 / 0.32 0.41 0.24
3 0.42 0.45 / 0.33 / 0.30

4 / 0.38 / / / /
S 0.40 0.42 0.43 0.39 0.47 0.29
b 1 1.01 1.10 1.10 1.07 1.02 0.94
2 0.91 1.01 1.00 0.95 0.94 0.93
BIE 0.96 1.06 1.05 1.01 0.98 0.93
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