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Ms. Stephanie Wilkins : Risk MaPP {fR&E ZEE(GMPa YV a k)

Stephanie Wilkins, PE, Lean Six Sigma Green Belt, has over 30 years of
professional experience in project management, engineering and validation
solutions for the pharmaceutical/biotech industry including research,
development, pilot plant and manufacturing facilities.

She is president of PharmaConsult US, Inc, which provides cross
contamination and containment consulting to the pharmaceutical industry.

' Stephanie is the co-Chair of the ISPE Risk MaPP Baseline® Guide Task

" Team, is a member of the ISPE Guidance Documents Committee, and was a
member of the ISPE International Board of Directors. Stephanie developed the Risk MaPP training
course for ISPE and is the ISPE trainer for the courses. Stephanie has contributed articles in the
Pharmaceutical Engineering Journal, given lectures and organized courses for ISPE. Stephanie
has given many lectures globally on Risk MaPP, regulatory issues with respect to cross
contamination and how to apply the Risk MaPP principles. Stephanie graduated from the
Pennsylvania State University with a Bachelor of Architectural Engineering.

Dr. Bruce Naumann, PhD, DABT, : Hi¢%%

Dr. Naumann is a consulting toxicologist and owner of BD NAUMANN LLC.
- | He recently retired from Merck & Co., Inc after 25 years of service.

% In his last role as Executive Director, Toxicology in Merck’ s Global Safety
and the Environment group, he provided leadership and technical guidance

¥ | to the Company and external partners on a broad range of occupational,
environmental and product safety issues including segregation of highly
7) active compounds. He chaired Merck’s Industrial Toxicology Advisory

Committee which sets formal health-based exposure limits to support worker protection and product
quality. Bruce received his Ph.D. from New York University and is certified by the American Board
of Toxicology. He has over 30 years of experience as an industrial toxicologist in the
pharmaceutical industry and his publications have focused on improving the use of science in risk
assessment. Bruce was co-chair of the ISPE Risk MaPP Baseline® Guide Task Team and is
currently vice-chair of the ACGIH Chemical Substances TLV Committee.
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Mr. Peter Marshall: (Astra Zeneca H#l/3LAHIVI=7)

Peter Marshall is an Associate Engineering Director within Astrazeneca’s
Global Engineering and Real Estate (GERE) Group, providing subject matter
expert advice to AZ sites and functions globally. He has over 32 years
experience within the company and its predecessors, working in all areas and
scales of Pharma facility design and installation, specialising in OSD
manufacturing systems and high containment design. He is a member of the
ISPE Containment CoP commitee, was a member of the Risk MaPP author team
as well as OSD Baseline Guide 3rd Edition, and both editions of the ISPE
guidance on containment systems testing (the ‘SMEPAC’ guide). He has been involved with the
production of multiple internal company guidance documents, risk assessment tools and standards
in the areas of worker exposure and cross contamination.

Peter is currently a member of ISPE, IChemE, and BOHS, and qualified as a BSc in Biochemical
Engineering from University College London. He is a practising Chartered Engineer with the IChemE.
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