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Essentials of Testing and Control of Microbial Quality of
Nonsterile Drug Substances and Products
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This course provides a comprehensive understanding of practices in the testing and control of bioburden/contamination of non-
sterile drug substances and products in the pharmaceutical industry. It also gives an overview of the USP general chapters that
address microbiological testing and bioburden control of nonsterile substances and products. USP-NF General Chapters <51>
Antimicrobial Effectiveness Testing, <60> Microbiological Examination of Nonsterile Products—Tests for Burkholderia Cepacia
Complex, <61> Microbiological Examination of Nonsterile Products: Microbial Enumeration Tests, <62> Microbiological
Examination of Nonsterile Products: Tests for Specified Microorganisms, <1111> Microbiological Examination of Nonsterile
Products: Acceptance Criteria for Pharmaceutical Preparations and Substances for Pharmaceutical Use, and <1227> Validation
of Microbial Recovery from Pharmacopeial Articles will be covered.

By taking this course, you will be able to explain the role of USP in microbiology and sterility assurance; summarize the basics of
growth-based compendial microbiology tests, including their variability; explain the details of antimicrobial effectiveness tests,
microbial examination of nonsterile products, enumeration and tests for absence of specified organisms, objectionable
organisms and recommendations on acceptance criteria for microbial quality of non-sterile pharmaceutical products.

(The live version of this recording took place on March 2021.)
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QA/QC staff, Regulatory affairs managers, Scientists, Investigators, Regulatory professionals, Other professionals who work or
interact in a pharmaceutical microbiology laboratory environment.
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Essentials of Testing and Control of Microbial Quality of
Nonsterile Drug Substances and Products

)T Instructor:
Radhakrishna Tirumalai L, AIEEHRB RSP ET THEREBREE

Radhakrishna Tirumalai, Ph.D., Ex-Principal Scientific Liaison, Science Division, USP
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Dr. Tirumalai is an Ex-Principal Scientific Liaison-General Chapters in the Science Division. He was the Staff Liaison to the USP
General Chapters-Microbiology Expert Committee. He works with industry, academia, regulatory agencies and other external
Science based organizations as the USP Expert Committee liaison in the development and revision of General Chapters in these
areas. Dr. Tirumalai represented USP on PDA expert task forces and conference organizing committees related to Microbiology

and Sterility Assurance, on AAMI expert working groups related to Microbiology, Sterilization, Sterility Assurance and
Biocompatibility and on the editorial board of FDA’'s Pharmaceutical Microbiology Manual.

Dr. Tirumalai's prior industry experience encompasses process and product research and development, transfer, and product
manufacturing. He has a Ph.D. degree in Biochemistry. His postdoctoral work included studies on HIV and MuLV reverse
transcriptases and bacteriophage lambda integrase. He has authored numerous publications and review articles. He is a
frequent speaker at conferences and has taught Pharmacopeial Microbiology courses at numerous locations globally.
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This course will be only available to you for 14 days from the day of successful registration or until you mark it
‘Complete’ in your transcript— whichever occurs first.
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