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WILLIAM F. HENDERSHOT, PhD
SKILLS/SPECIAL QUALIFICATIONS: 

Over thirty years of experience administering Quality Control, Quality Assurance, analytical development and validation, validation of equipment, facilities, utilities at the Corporate V.P. level of Fortune 200  firm. Have participated in consulting on technical issues specializing in qualification and validation to bring firm into compliance with regulatory expectations particularly 21 CFR Parts 11, 210, 211, 610 and 820 during the past five years.  Represented Miles Laboratories at PMA QC Section and Chaired Manufacturing Controls Committee of the NPPMA for five years.  . 
Participated in the remediation of compliance issues and AIP at Morton Grove Pharmaceuticals and brought the company into essential compliance with the regulations.
In-depth knowledge of 21 CFR and competent in negotiating with regulatory agents.]
Regulatory Expertise:

Biologics: Allergenics, Biotech, Fractionation, Licensed IVD, Monoclonal Antibodies, Tissue, Vaccines

Medical Devices:
Reagent systems, Implantable, IVDs, Sterile processes
Pharmaceuticals:
Antibiotics, API, Bulk Chemicals, Creams & Ointments, Non-Sterile Liquids, Solid Oral Dosage Form, Parenterals

Others:
Combination Products, Cosmetics, Food - HAACP,
Adverse Event Evaluation, Audits -Certification/Due Diligence/ GCP/ GLP (Animal )/ GLP (Laboratory) /GMP (Biologic)/ GMP (Pharmaceutical) / ISO/Quality System Inspection Technique (QSIT)/ Quality System Regulation (QSR), Clinical – Bioanalytical/ Labeling / Research/ Study design, Electronic Records & Electronic Signatures; 21 CFR Part 11, FDA, FDA - 483 and Warning Letter Responses/Consent Decree, GAMP, Hazard Analysis, ISO - 13485/ 9001/9002/ 9003/14971 (Risk Management)/ Active Implantable Medical Device Directive (AIMD) / Invitro Diagnostic Directive/ Medical Device Directive (MDD), MCA, , OSHA, , Quality Assurance, Quality Control, Quality Management, Quality Systems Development/ Implementation, Regulatory Affairs, Regulatory Strategy Consulting, , Six Sigma, Submissions - 510(k)/BLA/CMC/Combination Products/ELA/PLA/ IDE/IND/ NDA/ANDA/ PMA, Training
Technical Expertise:

Allergy Immunology, Analytical Chemistry, Analytical Method Development, Aseptic Processing,    Batch Record Review, Biopharmaceutical Study Design, Chemistry, Drug Chemistry, Clean Rooms - Design and qualification, Clean-In-Place (CIP), CMC Review, Commissioning, Construction Management, Corrective and Preventive Action (CAPA),  Design Controls,  Document Controls, Engineering  - Software/Controls/Design/ Manufacturing/Process/Project, Environmental Monitoring, ERP, Facility Operations and Maintenance, Factory Acceptance Testing (FAT), Failure Investigations, Fermentation, Infectious Diseases, Information Systems, Internal Medicine, Laboratory Controls, Laboratory Information Management Systems (LIMS), Lasers, Lyophilization, M.D., Metrology/Calibration, Microbiology, Optical Image Systems, Out-of-Specification  (OOS) Investigations, Packaging and Labeling, Phamaocodynamic, Preventive Maintenance, Process Optimization, Program Management, Project Management, Quality Engineering, Risk Analysis – FMEA/FMECA/FTA/HAACP/, Root Cause Analysis, SAP, Software - System Design/ Development Lifecycle/ Development Quality Programs, Stability Programs Statistical Process Control (SPC),   SOP 
Development, Sterile Packaging, Sterilization Aseptic/ Dry Heat/ ETO/Gamma/Steam, Technical Writing, Telemetry, Validation/Analytical Method/Cleaning/Computer Control System/Equipment/Facility/Process/ Retrospective/Software/Utility, Validation Master Plans, Water Systems–WFI/High Purity/Design

Clinical Expertise:

FDA inspection - 483s, financial disclosure, GCPs, investigator brochure development and writing, investigator/site identification, investigator/site qualification, investigator meeting planning, investigator meeting presentation,  initiation visits 
IRB – submission, approval 
Languages:



German
WORK EXPERIENCE: 
2003-Present
Senior R.A.Q.A. Associates, Inc. Consultant and principal WFH Consulting

Consulting for the FDA regulated Industries.
2001- 2003
Associate Director Operation Technical Services Validation, Gen-Probe Incorporated, San Diego, CA

Managed the validation function, generated and revamped OTSV system of documentation and SOPs, reduced validation studies from 800 line items to current status and reduced headcount  from 12 FTE plus 8 contractors to three staff persons.  Retired August 31, 2003

2000-2001 Senior RAQA Associates, Inc. Consultant 

Multiple Device and Pharmaceutical projects such as participating in the assessment of compliance to QSR by a company’s diagnostic division, remediation of gaps in compliance and certification assessment of the test method validation and facilities, utilities and equipment documentation of compliance.  

1999 – 2000
Consultant to PARR Pharmaceuticals, INC.

Established the position of VP Quality for PARR.  In its joint venture with Merck AG, provided the quality link between PARR and Merck.  Management responsibilities included all the QA and validation functions and administered site transfer qualification studies for product manufactured in Ireland, Canada and Australia and sold in the US.  Carried out compliance audits of third party manufacturers
1993 – 1999
Sr. V.P. Scientific Affairs Morton Grove Pharmaceuticals

Joined new management team in 1993 to render corrective action to move the company from impending injunction status to essential compliance status during the first year and moved on to submit and obtain approval of 12 ANDAs by 1998.  retired in June 1999 and moved to consulting for the FDA regulated industry.

1992 – 1993
Manager Regulatory Compliance, Athena Neurosciences, INC.

Audited third party clinical supplies manufacturers, evaluated systems used and analytical methods development and validation.  Audited API firms domestically and internationally.  Assisted in Regulatory Affairs Documentation for NDAs.
1988 – 1991
Retired from Miles Laboratories, Inc.



Travel and building houses with son.

1962 – 1988
Miles Laboratories, Inc.

Beginning as a research biochemist assumed increasing responsibilities to the 1975 position of V.P. Quality for worldwide quality systems for Miles Labs.  Direct reports were 250 with functional responsibility for 950 worldwide having operating budget of $5 million and capitol budget of $10 million.  Holder of 12 patents and author of many publications.
Representative projects have included:


Prescription Products

Aseptic sterile processing


OTC products


Diagnostic Reagent products


Clinical Laboratory Instrument 


Sterile Parenteral Products


Bulk Chemicals


APIs


Analytical method development and validation


Molecular biochemicals and test systems

PROFESSIONAL AFFILIATIONS:


Past member Prescription Pharmaceutical Industry Association

Past member Non-prescription Pharmaceutical Association 


Past member of ACS

PUBLICATIONS:


See above under experience with Miles
EDUCATION:
1954
BS in Chemistry, Indiana University, Bloomington, IN]

1956
MS in Biochemistry, University of Wisconsin, Madison, WI

1959
PhD in Biochemistry, University of Wisconsin, Madison, WI
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