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Ms. Stephanie Wilkins : Risk-Mapp fREEEEH(GMPa HILEM)

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

" 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 also is a
reviewer for articles to be placed in the Pharmaceutical Engineering Journal as well as contributed
articles, 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 Executive Director, Toxicology in Merck’ s Global Safety and
the Environment group. In this role he provides leadership and technical
guidance to the Company on a broad range of occupational, environmental
and product safety issues. He chairs Merck’s Industrial Toxicology
Advisory Committee which sets formal health-based exposure standards to
support worker protection and product quality. He also provides guidance
n to quality, network, and external manufacturing partners on segregation of
highly actlve compounds. Bruce received his Ph.D. from New York University and is certified by the
American Board of Toxicology. He has 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 is a member of the ACGIH Chemical Substances TLV Committee and was
co-chair of the ISPE Risk-MaPP Baseline Guide document development task team.
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“ " Andrew Walsh is an Industry Professor in the Pharmaceutical Manufacturing and

~ Engineering Graduate Program at Stevens Institute of Technology since 2008
~ where he teaches courses in Pharmaceutical Validation and Lean Six Sigma.
% Andrew has over 20 years of "hands-on" Validation experience working for
Pharmaceutical and Biologics companies such as Johnson & Johnson (three
companies), Schering-Plough and Hoffmann-La Roche. Prior to joining the
Pharmaceutical industry Andrew worked for the Colgate-Palmolive and Clorox companies as an

Analytical Chemist and Microbiologist.

Andrew is also the Principal and Owner of PharmaClean Group (PCG) a provider of consulting,
training, laboratory services, contract services and products for Cleaning and Cleaning Validation.
PCG guides pharmaceutical, biological, nutraceutical, and medical device companies in how to
implement science, risk and statistics—based approaches to cleaning using their "Cleaning Validation
for the 21st Century™ and "Clean6Sigma™" programs. Through these programs PCG provides
training and consulting on the application of Lean and Six Sigma principles to Cleaning Process
Development and Cleaning Validation and on using statistics and risk assessment for developing and
evaluating cleaning processes. PCG opened a laboratory in 2015 providing Cleanability studies,
Cleaning Process Development studies using Design of Experiments for Manual CIP and COP
processes, TOC and HPLC method development and analysis, Coupons for recovery studies, Visual
Coupons for Visual Inspection programs, and TOC and Conductivity standards. Andy has provided
training and consulting to large and small pharmaceutical companies including Actavis,
Bristol-Meyers Squibb, C.R. Bard, Novartis and Johnson and Johnson.

Andrew was an author of ISPE’ s Risk-based Manufacture of Pharmaceutical Products Guideline
(Risk-MaPP) and was the Chair of the Team that wrote the new ISPE Baseline Guide "Cleaning
Process Development and Validation”. Andrew is also chairing a team working on the ASTM Standard
for Science and Risk-based Cleaning and Cleaning Validation.

Andrew has a B.S. and M.S. in Biology and is a certified Lean Six Sigma Black Belt.
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