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Abstract: Objective
associated controlled environment (hereinafter referred to as the clean environment) drug in inspection and testing institutes in

China. Methods

To understand and evaluate the testing level for the basic parameter "airflow velocity” of the cleanrooms and

The proficiency testing plan for "airflow velocity” test of clean environment in testing institutes organized firstly by
the National Institutes for Food and Drug Control in 2022 was analyzed retrospectively. The combination of written examination and
experimental operation was used to comprehensively evaluate the proficiency of the participating laboratories. The written
examination was conducted in a limited time closed — book format (three questions in total) to assess the correct understanding
and mastery degree of participating laboratories for the "airflow velocity” testing standards of clean environment, and the score was
obtained according to the scoring standard determined by the expert consultation. The experimental operation was for the on - site
inspection of the instrument operation and testing level of the participating laboratories,and the score was obtained by split — level

4

test samples of the test data in this proficiency testing. Results The results of 15 participating laboratories were rated as "satisfactory”
(> 60 points). In the written examination, eight laboratories scored full marks (50 points),and seven scored in the range of 39 to
45 points. In the experimental operation, 13 laboratories scored full marks (50 points),and two scored 40 points. Conclusion This
proficiency testing objectively and scientifically evaluates the testing capability of some inspection and testing institutes in China,

and promotes the overall testing level of the industry. However,it is also found that some laboratories still lack understanding and
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mastery of standards, and neglect the calibration of instruments and the utilization of calibration results, which need further

improvement.

Key words:drug testing institute;inspection and testing institute;clean environment;airflow velocity ; proficiency testing
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Tab. 1 Basis for scoring of experimental operation in proficiency testing
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Tab.2 Geographical distribution of participating laboratories
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Tab.4 Statistical results of written examination score
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Fig.1 Histogram of distribution of experimental operation results

of participating laboratories
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Fig.3 Youden plot of test results
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