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This course will address the process for World Health Organization prequalification of vaccines. Participants will better
understand the laboratory information file and product summary file as well as additional expectations from evaluators
and inspectors. The evaluation of vaccines by national regulatory authorities and national control laboratories will also
be covered as it relates to the lot release certificate and participation in United Nations vaccine programs. Participants
will be engaged in practical exercises and case studies to reinforce learning
Upon completion of this course, you will be able to:
* Summarize and discuss critical prequalification steps for quality control laboratories
* Describe how to prepare laboratory information files per WHO
* Explain the sections of a product summary file (PSF) per WHO procedures for assessing the acceptability
of vaccines purchased by United Nations
* Discuss the purpose and scope of WHO guidelines for the independent lot release of vaccines by regulatory
authorities
* Identify and discuss the responsibilities of the vaccine manufacturer, the national regulatory authority and
national control laboratories
* Describe details of the lot release procedure and important elements of the lot release certificate
* Discuss the best practices used to monitor vaccine lots
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R&D Manufacturers, Research Scientists, Biotechnology Manufacturers, Pharmaceutical Microbiologists
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Regulatory and WHO Prequalification Considerations for Vaccines

HHIFANAE Instructor:

Victor Maqueda, £EZMFEF4BH, USP Consultant
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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 training, 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 APl suppliers in China, ltaly. 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.

5913 H Fee: 700 jt A fi/ N RMB 700/attendee
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