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Production of Vaccines and Sterile Biologics
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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.

O 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

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