Scott C. Rumsey

GLP Quality Consulting, LLC
2481 Packard Road K

Ann Arbor, Michigan 48104



                            Office: (734) 222-6285
www.glpqualityconsulting.com


                                          Mobile:  (734) 277-5340
Objective 

Provide consulting services to client facility management to assure the quality and integrity of GLP-regulated activities and procedures through utilization of 18 years of experience auditing and managing non-clinical GLP activities in both a contract and sponsor company 

environment.

Educational History

B.S. Fisheries and Wildlife Biology

Michigan State University, March 1991

Professional Certification
  Registered Quality Assurance Professional-GLPs (RQAP-GLP) Society of Quality Assurance 

Employment History
GLP QA Consultant (February 2008 to Present)

Owner and Principal, GLP Quality Consulting, LLC
Research Quality Assurance Manager (May 2005 to February 2008)

Pfizer, Inc.

  Responsible for coordinating and managing activities of the Ann Arbor Research Quality   

  Assurance group.  Designed and maintained scheduling, record keeping and inspection tracking 

  systems, developed and updated site-specific RQA procedures, policies and working practices.  

  Developed and updated training and information programs (intra- and interdepartmental).  

  Allocated resources for efficient conduct of audits and inspections of non-clinical laboratory 

  studies and facilities.  Produced management reports detailing RQA activities, QA status reports 

  and periodic reports for study directors and management.  Reviewed methods and facilities of 

  outside laboratories where Pfizer sponsored studies are to be conducted.  Hosted FDA Good 

  Laboratory Practice inspections of Pfizer facilities. 

Research Quality Assurance Advisor (Oct. 2004 to Apr. 2005)
Pfizer, Inc.

  Served as expert resource to RQA management, RQA department staff and clients in providing   

  practical compliance advice for the full range of RQA compliance activities.  Independently 

  lead in the design and/or management of projects or functions in support of clients and/or RQA 

  department objectives.  Evaluated internal processes and procedures for regulatory compliance 

  and made recommendations to management.  Hosted FDA Good Laboratory Practice

  inspections of Pfizer facilities. Participated in and facilitated RQA continuous improvement and 

  cross-functional teams to foster increased efficiency, communication, and problem solving

  within RQA and/or between RQA and client groups.
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Senior Research Quality Assurance Associate (June 1999 to Sept. 2004)

Pfizer, Inc.

  Reviewed protocols, raw data and reports, as well as conducted laboratory inspections to assure

  GLP compliance.  Coordinated, scheduled, and performed facility inspections of contractor   

  facilities.  Prepared and issued detailed audit reports to appropriate personnel outlining 

  compliance issues and conducted follow-up activities to verify that necessary corrective action 

  has been taken.  Provided training to junior auditing staff and company personnel in regulatory 

  requirements.  Represented the Quality Assurance Department at interdepartmental scheduling

  and coordination meetings for contractor evaluations/inspections.  Evaluated internal processes 

  and procedures for regulatory compliance and makes recommendations to management.  Hosted 

  FDA Good Laboratory Practice inspections of Pfizer facilities.


  

GLP Compliance Auditor III (Mar. 1997 to May 1999)

Boehringer Ingelheim Pharmaceuticals, Inc. 

  Reviewed protocols, amendments, raw data and reports, as well as conducted laboratory     

  inspections to assure GLP compliance.  Performed facility inspections of contract facilities. 

  Prepared and issued detailed audit reports to appropriate personnel outlining compliance issues

  and conducted follow-up actions to verify that necessary corrective action had been taken. 

  Provided training to company personnel in regulatory requirements.  Wrote and reviewed SOPs.

Quality Assurance Auditor (Aug. 1994 to Feb.1997)

Covance Inc. (formerly Corning Hazleton, Inc.)

  Reviewed protocols amendments, raw data and reports as well as conducted laboratory

  inspections to assure GLP compliance in a contract facility.  Performed facility inspections,

  reviewed SOPs and interacted with clients during sponsor audits.

Quality Assurance Auditor (Mar. 1993 to July 1994)

MPI Research (formerly International Research and Development Corporation)

  Reviewed protocols, reports and data as well as conducted laboratory inspections to assure

  compliance with GLP regulations and SOPs.

Small Animal Toxicology Technician (Feb. 1992 to Feb. 1993)

MPI Research (formerly International Research and Development Corporation)

  Performed the daily technical activities involved with Toxicology research on rats and mice.  

  Duties included: dosing animals, food/water consumption measurement, animal observations, 

  environmental monitoring, and review of data collected.

Affiliations
  Member-Society of Quality Assurance (SQA) 1994-Present

     (Ethics and Membership Credentials Committee (SQA), 2001-2003, Chair 2003

     (Bioanalytical Specialty Section (SQA) 

     (Midwest Regional Chapter (MWSQA)

     (University Specialty Section (SQA)

Regulatory Affairs Professionals Society (RAPS) 2001-Present
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Summary of Seminars and Conferences Attended

	Society of Quality Assurance Annual Meeting

Cincinnati, Ohio-April 26-29, 2010
	Society of Quality Assurance Annual Meeting

Memphis, Tennessee -April 21-24, 2008

	Midwest Regional Chapter SQA Summer Meeting Kalamazoo, MI – July 17-18, 2007
	Computer System Validation in a Regulatory Environment Raskasky Group Seminar- October 23, 2001

	Regulatory Affairs Professionals Society (RAPS) Annual Conference and Exhibition. 

Baltimore, MD- October 16-18, 2006


	Electronic Records & Electronic Signatures Workshop Mystic, CT - February 13-15, 2001



	Management 1:  Leadership at the Crossroads University of Michigan Business School Executive Education - October 3-6, 2005


	Society of Quality Assurance Annual Meeting Montreal, Quebec, Canada –October 10-13, 2000



	Society of Quality Assurance Global QA Conference and 21st Annual Meeting, Orlando, Florida - February 22-24, 2005


	A Practical Approach to Compliance with 21 CFR Part 11 Taratec Development Seminar Groton, CT -February 2-3, 2000

	Society of Quality Assurance Annual Meeting Arlington, Virginia- October 14-16, 2003


	Society of Quality Assurance Annual Meeting Chicago, IL -October 11-15, 1999

   -Auditing Computer Validation Training

    Workshop, Oct. 11-12

	Society of Quality Assurance Annual Meeting Albuquerque, New Mexico-October 15-18, 2002

   -Basic Training-Good Clinical Practices    

    Seminar, Oct. 14

   -Quality Responsibilities of Management 

     Seminar, Oct. 15
	Society of Quality Assurance Annual Meeting Denver, CO -Oct. 20-23, 1998

   -Advanced QA Techniques for Facility 

     Inspections, Oct. 20

	Society of Quality Assurance Annual Meeting Seattle, Washington -Oct. 21-24, 1997


	


Publications/Presentations
  RQA Monitoring of Contract Laboratories.  Poster session: Research Quality Assurance Pfizer   

  Inc. Scott Rumsey and Gretchen Dean, Groton Connecticut.  November 28, 2000.  

  GLP’s: The Contract Laboratory Approach.  Regulatory Compliance Seminar Series 

  Presentation Boehringer Ingelheim Pharmaceuticals.  December 16, 1998.

  QC and QA-Two Sides of the Same Coin.  Quality Assurance: Good Practice, Regulation, and 

  Law Vol.4, No. 4, pp.  348-350.  December 1995.

  GLP’s, TQM, ISO: A foundation for Excellence.  Quality Assurance: Good Practice, Regulation, 

  and Law Vol. 4, No. 4, pp.  316-318.  December 1995.







