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Validation of the Detection Capability of Clean Environment Air Pressure Difference for

69 Inspection and Testing Institutions in China
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(NMPA Key Laboratory for Quality Research and Evaluation of Pharmaceutical Excipients+National Institutes for Food and Drug Control,Beijing
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Abstract: Objective To evaluate the detection capabilities of inspection and testing institutions in China for air pressure
differences in clean rooms and related controlled environments (referred to as clean environments). Methods A comprehensive
evaluation of detection capability was conducted through a combination of written tests and practical operations. The written test
assessed the participants’ understanding and mastery of the "air pressure difference” testing standards in the laboratory, and was
conducted in a closed - book format, and the score was determined based on the scoring criteria discussed by experts, with a
maximum of 40 points. The practical operations test evaluated the participants’ operational and detection capability in the laboratory,
and were conducted on — site,and the score was obtained based on the calculated inter — laboratory Z — score (Z,) and intra —
laboratory Z - score (Zy),with a maximum of 60 points. A total score of > 60 points was regarded as satisfactory. Results A
total of 69 laboratories participated in the test,with a satisfaction rate of 100%. Among them,30 laboratories achieved full marks in
the written test (43.48%),while the remaining 39 laboratories scored 18 — 39 points. In the practical operation test,60 laboratories
obtained full marks (86.96%) , while the remaining 9 laboratories scored 40 points. Conclusion The overall detection capabilities
of the participating laboratories remain good,but it is also found that some laboratories still need to strengthen their understanding

and confirmation of clean environment testing standards and instrument calibration results.
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Tab.1 Basis for scoring of practical operation of proficiency testing
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Tab.2 Distribution of participating laboratories (laboratory)
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Fig. 1 Histogram of determination results of participating laboratories
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Fig.3 Youden plot of determination results
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