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Abstract Objective: To interpret reference material stability investigation requirements and to explore the
general principals and necessity of setting expiry dates. Methods: The related concepts and stability requirements
were interpreted. The relationship between intended expiry dates with packaging and storage condition was
analyzed. The management methods of expiry dates of different organizations worldwide were compared. Results
and Conclusion: The stability of reference material and the validity of assigned value should be scientifically pre-
evaluated and post-market monitored according to their intrinsic characteristics and intended use in order to insure
the current validity of the reference material.
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