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DAVID N. BULMAN

Queensbury, NY 

SKILLS/SPECIAL QUALIFICATIONS: 

Over 30 years of experience in FDA regulated industries as a senior management professional with a strong record of accomplishments in FDA regulatory affairs, quality assurance, and compliance.  He has expert skills in Good Manufacturing Practices and Good Clinical Practices for both the pharmaceutical and medical device industry.  He has had several clinical trial field assignments. 

Mr. Bulman has also provided due diligence analysis in the support of several new FDA regulated device firm acquisitions, completed all types of medical device submissions and has assisted both drug and device firms with FDA mandated Consent Decrees. He has also been used to provide expert testimony regarding manufacturing microbiological contamination of products.

Regulatory Expertise:

Audits- ISO 13485, cGMP Part 211, Due Diligence, GCP, Quality System Inspection Technique (QSIT), Quality System Regulation (QSR), CAPA ,Failure Investigations, FDA- 483 and Warning Letter responses, Hazard Analysis, Out-of-Specification Investigations (OOS), Quality Assurance, Quality Control, Quality Management, Preventive Maintenance, Quality Systems Development and Implementation, SOP Development, Submissions- 510(k), IDE, PMA, Sponsor/Clinical Monitoring, Training

Technical Expertise:

Document Controls, Engineering- Manufacturing, Engineering- Process ,  Engineering- Project,  Medical Devices-Durable,  Medical Devices-Sterile, Medical Devices-IVD, Medical Devices-Implantable, Microbiology,   Pharmaceuticals- API/ Bulk Chemicals, Pharmaceuticals-Creams & Ointments, Pharmaceuticals-Non-Sterile Liquids, Program Management, Project Management, Quality Engineering,  Risk Analysis, Sterilization-Aseptic, Sterilization-ETO, Sterilization-Gamma, Technical Writing,  Validation- Process,  Validation-Facility, Validation- Retrospective 

Work Experience: 
PRESIDENT, R.A.Q.A. ASSOCIATES, INC.

Queensbury, New York

1986 to present

Principle consultant in the firm which services the medical device and pharmaceutical industries.  RAQA Associates was formed to provide full service regulatory affairs, quality assurance and biological control support on a continuing or individual project basis.  Regulatory submissions, clinical trial monitoring, cGMP inspections, QA programs, ISO gap analysis, labeling, total quality, sterilization validation, vendor source audits and organizational planning are some examples of our continuing areas of expertise.

Representative projects have included:

Assisting and guiding a firm that manufactures drug products to resolve a FDA Consent Decree for cGMP manufacturing violations. Designed, created and implemented product and process documentation systems for quality purposes and for FDA compliance at the company site.  A total quality system was installed and an alternate FDA approved manufacturer to supply product was qualified during the resolution phase of the Decree. Assisted management in restructuring the quality organizations and interviewed candidates for the position of Director of Quality Control.  Continually interacted with FDA throughout the process and met with the FDA District Director after certifying the firm for cGMP compliance.  Project was approximately 1 year in duration.

Several other recent projects included:

· Monitoring several clinical trials for drugs and devices

· Consent Decree resolution for several other drug manufacturers

· Multiple FDA submissions for several medical device products

· Vendor, cGMP, and Quality System  audits of multiple facilities

· Installing total quality assurance systems for drug and device manufacturers

· Qualifying an aseptic processing facility for a drug/device product 

· Managing key associates for large subcontract projects for FDA regulated firms that had significant FDA compliance problems

· GAP analysis FDA compliance QSR, cGMP and 13485-2003
· 3rd party supplier audits

· QSR systems development 

DIRECTOR, REGULATORY AFFAIRS AND QUALITY ASSURANCE
DEKNATEL, DIVISION OF PFIZER HOSPITAL PRODUCTS GROUP

Floral Park, New York

1979 to 1986

Responsible for division wide quality operations at three plant sites, regulatory affairs, compliance, and laboratory services.  As Director, activities included direct FDA interaction in support of PMA & 510k submissions, responsibility for all product sterilization, validation and testing, coordination of all FDA site inspections, instituting cost effective internal and vendor quality programs, developing/coordinating/monitoring new product clinical & animal trials, maintaining a GMP compliance program and total departmental budget/planning responsibilities of over $1 million. Also completed a PMA for polypropylene suture for the division.

REGULATORY AFFAIRS ASSOCIATE/MANAGER
NATIONAL CATHETER CORP., DIVISION MALLINCKRODT

Argyle, New York

1976 to 1979

A staff position with responsibilities for complete monitoring of FDA activities in medical devices, GMP compliance, labeling review, complaint handling, consulting in sterilization practices and completion of all regulatory submissions (510k's etc.).

MEDICAL DEVICE CONSULTANT

MIAMI, FLORIDA (1974-76)

DIRECTOR OF BIOLOGICAL QUALITY ASSURANCE AND REGULATORY AFFAIRS
DADE, DIVISION OF AMERICAN HOSPITAL SUPPLY CORP.  (1971-74)

Miami, Florida

Directed the control sections of microbiology, quality control, immunohematology, coagulation, labeling and returned goods.  Completed a major restructuring of the RAQA organization and established a new regulatory/licensing function.

MANAGER OF QUALITY ASSURANCE & REGULATORY AFFAIRS
MACBICK, DIVISION OF CR BARD  (1970-71)

Fitzwilliam, New Hampshire

QA LABORATORY MANAGER-STERILIZATION 

The Gillette Company 

Sterilon Medical Division

Fayette, Alabama & Boston, MA

DEPARTMENT HEAD CLINICAL MICROBIOLOGY

All Children’s Hospital 

St. Petersburg, FL

MEDICAL TECHNOLOGIST

Palms of Pasadena Hospital

St. Petersburg, FL

SAFETY OFFICER MICROBIOLOGY

United States Army Biological Warfare Center 

Ft. Detrick, Frederick, Maryland

TRAINING:
Wharton School 

Management of Quality 

1980

PROFESSIONAL AFFILIATIONS:


American Society for Quality (ASQ)


Regulatory Affairs Professionals Society (RAPS)

EDUCATION:


M.A., 1969, University of South Florida

Major: Microbiology

B.S., 1966, University of Florida

Major: Bacteriology

CONTACT INFORMATION:



R.A.Q.A. ASSOCIATES, INC.



14 Willow Road



Queensbury, NY 12804

Website: raqaassociates.com

Email: raqa@capital.net


518.793.5545

[06/2006]

