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Study on New Technology for Sterility Test of Traditional Blood Bags
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Abstract Objective: To establish a new method for sterility test of traditional blood bags. Methods: Taking
traditional blood bags as the research object, and the two new sterility test methods of "medium flushing
method", "medium filling method" and the traditional membrane filtration method were carried out to determine
the applicability of the designed method to the product. Bacillus atrophicus (ATCC 9372) was selected as the
representative strain to contaminate the blood bag, and four different dilution gradients were selected to conduct
comparative study on the detection rates of the three methods, so as to obtain the optimal sterility test method.
Results: All the bacteria grew well in the applicability test; among the three methods, the medium filling method
had the highest detection rate, followed by the medium flushing method, which were superior to the traditional
membrane filtration method. Conclusion: The three methods are suitable for sterility test of traditional blood
bags. However, the medium filling method has a high detection rate and reduces the false positive probability and
the operating cost of the test, so it is the preferred method for the sterility test of traditional blood bags. When
the material of the product affects the observation of the results, the medium flushing method could be chosen to
conduct the sterility test of such products.
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