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This course provides best practices for bioanalytical and analytical laboratories that support the quality control of
vaccines. The course offers fundamentals on analytical method validation, requirements for pharmaceutical
microbiology laboratories, water systems, animal testing, equipment calibration and maintenance in a GMP laboratory.
Using the recombinant hepatitis B vaccine as a case study, participants will be introduced to WHO guidelines that
support vaccines as well as common tests that support the safety, identity, strength, purity, and quality of different
types of vaccines. Expectations for stability studies that support the shelf life, labeling, and distribution will also be
reviewed as they relate to USP general chapters.
Upon completion of this course, you will be able to:
*  Summarize and discuss WHO Technical Report Series, 961, 2011 Annex 2 good manufacturing practices
for pharmaceutical microbiology laboratories.
* Explain expectations for qualification, maintenance and calibration of laboratory equipment in a good
manufacturing practices environment.
» Describe detailed requirements for analytical method validation commonly used to release vaccines
*  Summarize and discuss WHO good manufacturing practices for Water for Pharmaceutical Use. WHO TRS
970, Annex 2 including qualification and control of water systems.
* Identify and discuss common tests used to ensure safety and efficacy of vaccines during each stage of
production. State the typical tests required to release Hepatitis B vaccine.
» List the USP chapters and content that support vaccine manufacturing, quality control, stability testing, and
potency assays.
* Summarize ICH Q5C — Stability Testing of Biotechnological / Biological Products - WHO/BS/06.2049 - Final
Guidelines on Stability Evaluation of vaccines
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R&D Manufacturers, Research Scientists, Biotechnology Manufacturers, Pharmaceutical Microbiologists
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Maura C. Kibbey, Ph.D., Former Principal Scientific Fellow, Science - Global Biologics, USP
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Dr. Maura Kibbey was Principal Scientific Fellow for Education and Training in USP’s Global Biologics Department. Dr. Kibbey
collaborated with scientific experts and trainers to bring more educational offerings to USP’s biologics stakeholders. Previously,
Maura directed a team of liaisons working with the five USP Expert Committees and multiple Expert Panels for biologics, peptides,
and antibiotics to develop standards that support biopharmaceutical quality assessment and development. Before joining USP, Dr.
Kibbey worked for several biotechnology and diagnostic companies in the Washington DC area as well as at the National Institutes
of Health. Her scientific expertise includes development and validation of many different assay types for measurement of individual

molecules, their activities, or binding interactions. She has published over 40 peer-reviewed articles and has been an invited
speaker or workshop organizer for numerous scientific conferences.
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Thirty years of international, senior level experience in the pharmaceutical field in the private industry and as international auditor

and consultant, as per WHO, US and EU standards.

*  WHO external Auditor & Consultant. Since 2002 as external auditor, consultant and trainer for the World Health Organization,
Geneva, to qualify UN suppliers of vaccines (Indonesia, China, India, South Korea, Europe, US, Canada, Russia and Brazil),
and in-vitro diagnostics rapid tests for Malaria, HIV, Hepatitis (India, Japan). More than 30 audits for WHO Prequalification
performed. Official WHO reviewer of WHO TRS (e.g., new GMP’s for Biological, TRS 999).

GMP & Quality System Trainer, Auditor & Consultant. Since 2001. Pharmaceutical, Vaccine & Medical Device industries.
cGMP ftraining, auditing, and coaching. Plant design. Validation & Qualification. Aseptic process operations for injectable and
ophthalmic products. Sterilization processes (steam, ethylene oxide, dry heat and gamma radiation sterilization). Third party

audits of Distributors and API suppliers in China, Italy. GMP Consultancy in pharmaceutical plants in India, US and Mexico.
ISO 9001/13485 Lead Auditor.
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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.

B3k Fee: 1500 st AT/ A RMB 1500/attendee
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2. RELANEL: Pus/miE 7 $2 4t Invoice is available after successful registration.
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