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Retrospective Analysis of Barrier Property Proficiency Testing Projects of
Pharmaceutical Packaging Materials to Ensure Drug Quality and Safety
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Drug Control, NMPA Key Laboratory for Quality Research and Evaluation of Pharmaceutical Excipients, Beijing
100050, China)

Abstract Objective: Through the review and analysis of the implementation status and data of the four times
of proficiency testing projects on the barrier property measurement of packaging materials from 2017 to 2020, to
identify the inconsistent traceability issues in the barrier property measurement of packaging materials in various
laboratories. By unifying the trace materials in the laboratory and standardizing the experimental operation,
the test data could be unified, and the pharmaceutical packaging industry could be promoted to ensure the drug

quality and safety. Methods: According to ISO/IEC17043, the proficiency testing projects have been carried out
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four times. The ability of participating laboratories was evaluated by descriptive statistical methods which were
used to analyze the testing ability of each laboratory. Results: Sixty-five laboratories in 30 provinces, autonomous
regions and municipalities were involved in 147 activities, 129 of which were satisfactory, 4 were suspicious and
14 were unsatisfactory. The satisfaction rates of the four competency verification activities were 92%, 78%, 94%
and 91%, respectively. In each activity, there were laboratories with suspicious or unsatisfactory results, which
is mainly attribute to the fact that the unified national standard traceability materials were not used. Conclusion:
Accurate measurement of barrier property of packaging material could directly affect the accurate evaluation of
protective performance of drug packaging in the whole life cycle of drugs. Promoting the application of national
standard traceability materials and standardizing experimental operation in the ability verification activities will
not only promote the unification of industry data, but also improve the detection ability of related laboratories, and

provide accurate reference data for pharmaceutical manufacturers so as to select suitable packaging materials and

ensure drug quality.
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