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Pharmaceutical Online, An Analysis Of FDA FY2016 Drug GMP Warning Letters By Barbara
Unger, Unger Consulting Inc. https://www.pharmaceuticalonline.com/doc/an-analysis-of-fda-

fy-drug-gmp-warning-letters-0001, published January 16, 2017

. Health How Stuff Works, How many skin cells do you shed every day? by Ed Grabianowski.

http://health.howstuffworks.com/skin-care/information/anatomy/shed-skin-cells.htm,
published July 6, 2010

. U.S. Department of Health and Human Services Food and Drug Administration Guidance for

Industry, Part 11, Electronic Records; Electronic Signatures — Scope and Application, August
2003 U.S. Department of Health and Human Services Food and Drug Administration Center for
Drug Evaluation and Research (CDER) Center for Biologics Evaluation and Research (CBER)
Office of Regulatory affairs (ORA) Division of Drug Information, HFD-240 Center for Drug
Evaluation and Research Food and Drug Administration 5600 Fishers Lane Rockville, MD 20857
USA
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Tony Harrison held the Convenorship of the ISO Working Group revising ISO 14698-1 & -2 for
microbial control in cleanrooms and was the UK subject matter expert to the ISO Working
Group who revised ISO 14644-1 & -2 for cleanroom classification and monitoring at the heart
of the aseptic manufacturing chapters of both the European GMP and the USA CGMP
documents.
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