DONALD S. BARCAN, BSME, MBA
SKILLS/SPECIAL QUALIFICATIONS:

Twenty-five years medical packaging experience, including senior positions at major medical device manufacturers and as an independent consultant. 

Co-Author of ISO-11607 and many ASTM test methods. Published articles in Medical Device & Diagnostic Industries, Pharmaceutical & Medical Packaging News, and a chapter in the Medical Device Packaging Handbook.

Knowledge of FDA regulation, including the QSR and CGMP. Knowledge of sterilization processes.

Holder of several patents. 

Taught at the graduate level at Rutgers University & University of Wisconsin.  Provide expert witness testimony.
s.

Technical Experience (Packaging Related):

Design Controls

Failure Investigations

FDA-483 & Warning letter responses

Hazard Analysis

Quality Systems Development

Aseptic Processing

Engineering-Design

Engineering-Manufacturing

Engineering-Packaging

Engineering-Process

Engineering-Project`

Medical Devices-Sterile

Packaging & Labeling

Program Management

Project Management

Risk Analysis

Statistical Process Control

Sterilization-Aseptic

Sterilization-Dry Heat

Sterilization-EtO

Sterilization-Beta (E beam)

Sterilization-Gamma

Sterilization-Steam

Technical Writing

Validation-Equipment

Validation-Processes

Validation-Retrospective

WORK EXPERIENCE
1983 to Present
Donbar Industries, Inc., Long Valley, NJ




President & CEO



Senior Consultant – Packaging




R.A.Q.A. Associates, Inc.
Provide for medical device clients the package development required to bring a device to the market by:

Audit the client’s packaging status

Evaluation of the medical device

Evaluate current sterilization process and/or provide for alternate process
Provide creative package design

Select appropriate packaging materials

Integrate design with current or specify new processing equipment

Provide complete cost analysis & ROI

Provide both Package & Process validation

Prepare all specifications & processes

Provide a Risk Analysis

Provide all documentation

Provide all qualification testing

Provide staff training
Manage the entire project

1980 to 1983

The Design Group, Rutherford, NJ




Partner

Provide for medical device clients the package development required to bring a device to the market by:

Audit the client’s packaging status

Evaluation of the medical device

Evaluate current sterilization process and/or provide for alternate process

Provide creative package design

Select appropriate packaging materials

Integrate design with current or specify new processing equipment

Provide complete cost analysis & ROI

Provide both Package & Process validation

Prepare all specifications & processes

Provide a Risk Analysis

Provide all documentation

Provide all qualification testing

Provide staff training

Manage the entire project

1979 to 1980

Avon Products, Suffern, NY

Supervisor of Quality Assurance

Provide quality assurance for costume jewelry manufacturing

1978 to 1980

Workshop Guild f/t Blind, New York, NY

Director of the Workshop

Ran the workshop for the manufacturing of paper products & contract packaging.

1971 to 1978

C.R. Bard, Inc., Murray Hill, NJ



Manager of Package Engineering

Ran a department of 4 engineers, 2 lab technicians, and 2 clerical staff. Responsible for the package engineering of the entire corporations product line. This included most sterile devices, non-sterile devices, and over-the-counter products. 

1967 to 1971

Becton-Dickinson Corp., Rutherford, NJ




Supervisor of Package Development

Managed a group of 9 packaging engineers. Responsible for the package engineering of the entire corporations product line. This included most sterile devices, non-sterile devices, and over-the-counter products.

1964 to 1967

Union-Camp Research Division, Princeton, NJ



Packaging Engineer

Project responsibility for developing new applications for paper products.

1961 to 1964

RCA – Astro Electronics Division, Heightstown, NJ




Environmental Test Engineer

Developed test methods for environmental simulation of earth orbiting satellites. 

1959 to 1961

International Electric Corporation, Paramus, NJ




Aerospace Design Engineering

Project responsibility for design of certain top secret militaryitems.

EDUCATION




BSME from Lehigh University (1958), Bethlehem, PA




MBA from Seton Hall University (1969), South Orange, NJ

MILITARY

Captain USAR & NYS National  Guard, Honorable Discharge

PROFESSIONAL




AAMI – Author of ISO-11607




ASTM – Member F2 & D10 Committees




ASQC – Professional Member




IOPP – Professional Member
PATENTS




Several Patents for Medical Packages

PUBLICATIONS

Many packaging design articles for trade publications. Co-author of a Medical Package Engineering Text Book.
TEACHING

Rutgers University (1981-82) & University of Wisconsin (1999), Graduate course in Package Engineering
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