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Embracing The Challenge of the PAT Guidance
PAT in Action
H GSK
Shawn H Whitfield
Director, Technology & Pharmaceutical
Engineering, ETCM,
Global Manufacturing & Supply, GSK
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‘Commissioning & Qualification

Introduction of C&Q Committee Activities in Japan
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Takashi Hoshino , Takeda
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Ali Afnan

An Industrial Chemist, received his PhD in Instrumentation and Analytical Science at UMIST in
1990, when he joined the On-Line Analysis and Measurement Group at ICI Engineering. In 1993
he joined the International Technology Development Group within the Pharmaceuticals
Engineering Group of AstraZeneca, where he was responsible for the development and
implementation of Process Analytical Technology. He joined the FDA in May of 2003, and is a
member of the PAT Policy Team in the Office of Pharmaceutical Science at CDER. His
responsibilities include developing agency policy and training pertaining to PAT, coordinating
submissions and discussions with the pharmaceutical industry, and collaborating in research
ventures with industry and academia.

Kimberly Snyder, BS

Qualifications Summary

2003 - present Project Manager
Commissioning e Managed commissioning and qualification program on 500,000ft?
Agents, Inc. biotech development laboratory facility.

e Assisted automation team with development of strategy for Delta V
process control system for biotech development laboratory, including
validation plan.

e Developed automation and controls requirements for biotech lab facility.

¢ Worked with automation and controls contractors to develop integrated
test plans for automated systems and equipment.

e Managed commissioning program on $70M administrative support
facility.

e Developed integrated strategy for commissioning, qualification, and
computer system validation on multiple projects.

e Performed risk assessments, impact assessments, design review, and
design qualification on multiple projects.

e Performed assessment of computerized systems for compliance and
validation.

e Generated and executed commissioning, installation qualification and
operational qualification protocols for Delta V distributed control
system, Pl Historian, and building automation systems for large biotech
manufacturing facility.

e Performed compliance audits for laboratory facilities.

2001-2003 Laboratory IT Integration and Business Analyst
Pfizer Inc. e Performed cost/benefit assessment for multiple global laboratory IT

projects.

Assisted project team in generation of Request for Proposal and vendor
assessment for laboratory information management system (LIMS).
Generated URS and FRS documentation for global LIMS and
chromatography data systems.

Performed legacy system assessment and generated data migration
plan for global LIMS.

Generated validation document set for chromatography data system.
Performed GMP assessment of laboratory and IT systems for electronic
laboratory program.
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