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Abstract Objective: To establish a method to detect the biological activity of ActR Il B-Fc fusion protein.
Methods: The biological activity of ActR [ B-Fc fusion protein was determined by ONE-Glo® Luciferase Assay
System with the use of A204-CAGA12-LUC cell line, and the relative potency of the samples was calculated
by four-parameter fitting analysis. The developed method was validated in specification, precision and accuracy.
Results: ActR [l B-Fc fusion protein shows a dose-effect ralationship in this method and it was in accordance
with the four-parameter equation: y=(4-D)/[1+(x/C)"]+D. The method has good specificity. Six batches of
samples of the ActR Il B-Fc¢ fusion protein were tested for 3 times, and the average relative potencies ranged
from (86.74 + 6.44)% to (108.81 + 15.07)% with relative standard deviation less than 15%. Two batches of
recovery samples were detected for 3 times, the recoveries of which were (114.99+£12.42)% and (81.19+7.35)%
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respectively. The results of 8 independent determinations showed good reproducibility. Conclusion: A method

for detecting biological activity of ActR Il B-Fc fusion protein has been successfully developed, which shows

good specification, precision and accuracy and can be used as a routine method for biological activity detection of

ActR Il B-Fc fusion protein.
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