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1. I¥H8H: (EP 3053E) General monograph on Live Biotherapeutic Products: Tests
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for Enumeration of Microbial Contaminants

2. Y¥HAEW: (EP 2.6.36) Microbiological Examination of Live Biotherapeutic
Products: Tests for Enumeration of Microbial Contaminants % (EP 2.6.38)
Microbiological Examination of Live Biotherapeutic Products: Tests for Specified
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1) Early Clinical Trials with Live Biotherapeutic Products: Chemistry, Manufacturing,
and Control Information (Guidance for Industry, FDA, 2016)
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