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Abstract: Mycoplasma is one of the most common contaminants in biological products. Although the
mycoplasma detection methods contained in the 2015 edition of the Chinese Pharmacopoeia can sensitively detect
live mycoplasma, due to the long detection time, the certain requirements for laboratory settings and the skills
of laboratory personnel, and certain limitations for some specific samples and samples needed to be released
quickly, such as the process or release testing of CAT-T cell therapy products, one of the current research focuses.
Consequently, more and more researchers in emerging fields tend to use the rapid mycoplasma detection methods
for intermediate release testing, even as supplement or alternative to the release testing of therapeutic products

such as CAR-T cells. Meanwhile, this brings about another important safety issue concerned by drug regulatory
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agency, that is, whether the methods used has the same sensitivity as the classical method to ensure the safety of
the products. In this paper, we summarized the current status of mycoplasma contamination of biological products
detected by methods contained in the Chinese Pharmacopoeia in recent years, analyzed the needs and research
status of mycoplasma nucleic acid detection (NAT) methods, and the attitudes of domestic and abroad regulations
on the use of mycoplasma NAT methods, briefly described the relevant requirements of foreign regulations on the
verification of mycoplasma, and proposed solutions to the current situation of the methodological validation of

mycoplasma NAT methods in China in order to provide references for the developers and users of mycoplasma

nucleic acid amplification method for mycoplasma detection in China.
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