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This recorded video brings together experts from US FDA and USP on dietary supplement regulations (DSHEA and
21CFR111), US cGMP requirements for dietary supplements, quality standards, compliance, and enforcement.
Botanical extracts, chewable gels (gummies) and probiotics are also included in the workshop. These presentations
were abstracted from a workshop in China in September 2024 for dietary supplement exporters. Accordingly, a few
references to China may be observed in these presentations.

Speech topics include:
e U.S. Regulations for Dietary Supplements

e U.S. CGMP Requirements for Dietary Supplements

e U.S. CGMP Requirements: Identity Testing of Dietary Ingredient

e U.S. Regulation of Dietary Supplements: Compliance and Detention

e Live Microbials in Dietary Supplements

e USP Dietary Supplement Standards — A Comprehensive Approach for Quality
e USP Standards for Botanical Extracts

e  Overview of USP Monographs for Chewable Gels (Marketed as Gummies)

e USP Standards for Probiotics

FIRIES Language: i i CFHE) English (with Chinese subtitles)
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Strategic Planning, Sales & Marketing, Quality Assurance/Quality Control, Regulatory Affairs, Purchasing staff from

dietary supplements and health food manufacturers, brand parties, exporters, regulators, academic institutions,
contract labs, etc.
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Haijing Hu, Ph.D., Chief, Regulations Implementation Branch, Division of Policy and Regulations
Implementation, ODSP, CFSAN, US FDA
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Haijing Hu joined the FDA in 2010 and has served in several roles and positions. Her current role is as the Chief ofthe
Regulations Implementation Branch in the Division of Policy and Regulations Implementation within the Office of
Dietary Supplement Programs (ODSP) at FDA’s Center for Food Safety and Applied Nutrition (CFSAN). She leads a
multi-disciplinary team to review industry submissions and inspectional findings on labeling and CGMP compliance.
She also collaborates with other FDA offices in the development of compliance policies and enforcement actions.
Prior to joining ODSP, she was a senior microbiologist in FDA’s Center for Drug Evaluation and Research (Office of
Compliance, Office of Manufacturing Quality). She also conducted microbiological assessments for sterile drug
manufacturing in CDER'’s Office of Pharmaceutical Quality. Before joining CDER, she evaluated medical devices at

FDA'’s Center for Devices and Radiological Health (CDRH). Haijing Hu obtained her Ph.D. in 2003. She attained more
than 10 years of experience in microbiological research prior to joining the FDA.
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Nandakumara Sarma, Ph.D., Director, DS Standards, Science-DS & Herbal Meds, USP
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I Instructor(cont.):

Dr. Nandakumara (Nandu) Sarma is Director, Dietary Supplements and Herbal Medicines at US Pharmacopeia (USP)
responsible for strategy and external stakeholder engagement for new and innovative projects, working with global
stakeholders and expert volunteers in the development of quality standards (monographs and general chapters) for
dietary supplements and herbal medicines that are published in the USP Dietary Supplements Compendium and the
Herbal Medicine Compendium. Before joining USP 2006, he was a post-doctoral fellow at National Cancer Institute,
Bethesda, and Thomas Jefferson University, Philadelphia and was a Senior Scientific Officer at The Himalaya Drug
Company, India. His research experience includes isolation and analysis of active components of botanicals and their
biologic activity. He published more than 30 scientific articles in peer -reviewed journals. He is an advisory board member
of the American Botanical Council and an officer of the American Society of Pharmacognosy. Dr. Sarma holds a
Pharmacist degree and a Ph.D. in pharmaceutical sciences (pharmacognosy) from Banaras Hindu University, India.
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Access to this course expires 14 days from the date of registration or until you mark it ‘Complete’ in your transcript—
whichever occurs first.
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