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Robert G. Whalen
SKILLS/SPECIAL QUALIFICATIONS:
Over 25 years of experience in FDA regulated industries as a senior management professional with a strong record of accomplishments in FDA regulatory affairs, microbiological quality assurance, sterilization, and product development.

Expert skills in sterilization, microbiology, environmental control, validations and QSR/ISO compliance.

Knowledge of US FDA and European Regulations of medical devices and diagnostics. Our firm is ISO/EN Certified and we have assisted other firms with the certification process.

Regulatory Expertise:
Audits: GLP, GMP, ISO, Quality System Inspection Technique (QSIT) & Quality System Regulation (QSR) audits.  CAPA, Design Controls, Environmental Monitoring, FDA, FDA-483 and Warning Letter responses, ISO-13485, ISO-9001, ISO-9002, ISO-Medical Device Directive (MDD), Quality Assurance, Regulatory Affairs. 

FDA Submissions: 510 (k), Combination Products, IDE, & PMA. 

Technical Expertise:
Analytical Method Development, Aseptic Processing, Biologics-Licenses IVD, Clean Rooms-Design and qualification, Epidemiology, Infectious Diseases, Laboratory Controls, Medical Devices-Implantable, Medical Devices-IVDs, Medical Devices-Sterile, Microbiology, Packaging and labeling, Pharmaceuticals-Non-Sterile Liquids, Pharmaceuticals-Parenteral, Sterile Filtration, Sterilization-Aseptic, Sterilization-Dry Heat, Sterilization-ETO, Sterilization-Gamma, Sterilization-Steam, Validation-Analytical Method, Validation-Equipment, Validation-Process, Validation-Retrospective.

Work Experience:

President,  Mycoscience, Inc.  and Senior Consultant to R.A.Q.A. Associates, Inc. 
Willington, CT


1991 - Present


Owner/operator of a company that services the medical device, IVD and pharmaceutical industries. Mycoscience works closely with clients to provide regulatory affairs and quality assurance consulting services, laboratory testing and contract production services (including batching, mixing, and filling operations), sterilization validations, and environmental control programs.

Representative projects have included:

Performed research, design review, prepared FDA 510k submission, process validations, and SOP development of three separate IVD products. Provided complete packages for each product from inception to production.

Performed research, design review, prepared FDA submissions, process validations (including sterilization and cleaning validations) and SOP development for a novel combination product for colon cancer.

Resolved warning letter issues and developed remedial environmental program for large biologics manufacturer. 

Other recent projects included:
· Assisted medical device manufacturers with warning letter resolutions

· Prepared FDA submissions for numerous medical device and IVD products

· Validated an aseptic processing lines and steam sterilizers for a sterile opthalmic manufacturer

· Successfully completed MycoScience ISO 9001:2000 and ISO 13485:2003 Certification

· Quality System and SOP development for medical device companies in order to obtain ISO/EN certification and CE marking

· Located sources of contamination and established sanitization programs for a major cosmetic and OTC manufacturer.

Director of Regulatory Affairs and Product Development, Hobbs Medical Inc.

Stafford, CT

1986-1991

Responsible for all regulatory submissions, QA, SOP development, FDA inspections, process validation, sterilization, environmental controls, and stability programs for a variety of gastrointestinal and urological devices. Also responsible for new product development.
RA/QA Manager, Ciba Vision Care 

Framingham, MA

1985-1986

QA Supervisor/Microbiology and Reg. Affairs, Ciba Vision Care (formerly American Optical Contact Lens Division)

Framingham, MA

1982-1985

Responsible for regulatory submissions, FDA inspections, QA of the batch and fill process, process validations, managed sterilization department, environmental controls, shelf-life and stability for contact lenses, lens care solutions/disinfectants, and ophthalmic pharmaceuticals.

Microbiologist, Ralston Purina Mushroom Div.,

Franklin, CT

1981-1982


Performed QC Microbiology and research studies of fungi.

Training:


Center for Professional Advancement:



Good Laboratory Practices (1982)



Good Manufacturing Practices for Medical Devices (1982)



Good Manufacturing Practices for Sterile Pharmaceutical Solutions (1984)


ASQ/FDA Workshops:



Sterile Device Workshop (1984)



Design Controls
 (1994)



QSR – FDA Quality System Regulation (1997)


QSIT (1998)


Medical Design & Manufacturing Workshops



Clean Room Design and Environmental Control (1996) 


Quality Improvement Network



ISO 9001 Internal Auditor Certification (1998)


Quintiles Consulting/Oak Grove Technologies (Abbott ADD project):



Validation and Verification I & II (2000)



Test Method Validation I & II
(2000)

Professional Affiliations:


Regulatory Affairs Professionals Society (RAPS)


Parenteral Drug Association (PDA)

Education:

1981
M.S. in Microbiology; University of Connecticut, Storrs, CT


1979
B.S. in Biological Sciences; University of Connecticut, Storrs, CT
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