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ROBERT W. ANASTASIAPRIVATE 
                       
SKILLS/SPECIAL QUALIFICATIONS: 

Twenty five years medical device industry experience, including new product development management, program management, and technical product management of major product lines. Six years compliance consulting experience with device and pharmaceutical clients.
Regulatory Expertise:
Design Control, Controlled Documentation and Document Change Control. Adverse Event Evaluation, Audits - GLP/GMP/QSR, FDA - 483 and Warning Letter/Consent Decree responses, Hazard Analysis, Risk Management, Quality Assurance, Quality Control, Quality Management, Quality Systems Development/ Implementation, Regulatory Affairs, Submissions - 510(k)
Technical Expertise:
Batch record review, Design Controls, Document Controls, Engineering - Design/ Manufacturing/Project, Failure Investigations, Metrology/Calibration, Out-of-Specification Investigations, Packaging and Labeling, Program Management, Project Management, Quality Engineering, Risk Analysis – FMEA, Root Cause Analysis, SOP Development, Sterile Packaging. 

Regulatory Expertise:
FDA inspection - 483s

PROFESSIONAL HISTORY: 

2001 to Present






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










SENIOR CONSULTANT

Works with clients in the pharmaceutical, medical device, biologic, and biotechnology industries to develop quality assurance and regulatory strategies for compliance with FDA regulations by:

· Conducting assessments of client studies, procedures, and programs to determine compliance.

· Assisting with development and implementation of quality systems and validation programs.

· Developing and implementing corrective action plans to address deficiencies. 

· Developing quality policies and procedures as related to validation.

Representative projects have included:

· Developing Document Control Group and procedures.
· Coordinating FDA - 483 and Warning Letter Responses 
· Conducting Device History File and PMA audits
· Conducting core team QSR audits
1993 to 2001
    FRESENIUS MEDICAL CARE (Formerly National Medical Care) 


         PRODUCT ENGINEERING MANAGER ( McALLEN, TX/REYNOSA, MEX


       

 •  Product responsibility for hemodialysis products produced in McAllen and Reynosa, Mexico.

 •
Participate in setting up a taskforce to examine the requirements and use of Electronic Signatures for the engineering function to comply with FDA Part 11 requirements.

 • Manage product development for bloodlines product line including direct supervision of          
engineering technicians and engineers.

 •  Coordinate transfer of Product Engineering from New Jersey to McAllen, Texas.
 •  Provide all product related engineering functions including product development, product.

    improvements, cost reductions, and consultation to corporate functional groups.

 •  Assist in product transfer from Fresenius, Utah facility to McAllen and Reynosa, Mexico.

 •  Manage Engineering Laboratory and AutoCAD functions.

1993 to 1996 

SENIOR ENGINEER 

ROCKLEIGH, NEW JERSEY

 •  Senior contributor for bloodlines product development.
 •  Develop and implement product cost reduction programs totaling in excess of 

    $3 million while improving the functionality of the bloodline product line.

 •  Coordinate effort, with division clinical personnel, to consolidate the number of 

    bloodline product codes while optimizing the design of each individual code. 

 •  Lead person of division recovery team which implemented change of all plant

     documentation which allowed for the lifting of FDA import ban on bloodlines.

 •  Act as liaison between two plants and division , following lifting of import ban.
PRINCIPAL                                                        
ROBERT W. ANASTASIA CONSULTANTS 

1990 to 1993 / 1984 to 1989

       
HEMPSTEAD, NEW YORK
Dedicated to medical device new product development. Assignments include: 


•  Design and development of emergency medicine and O.R. devices. 


•  Design of internal stapling device (resident assignment).


•  Project management of an advanced hearing aid (resident assignment).

SENIOR PROJECT ENGINEER/SUPERVISOR                  SHERIDAN CATHETER CORP.

1989 TO 1990                                                                        ARGYLE, NEW YORK
 •  Design and development of company and OEM devices.

 •  Supervise Project Engineer(s).

 •  Prepare short and long range expense, capital, and manpower budgets.

PROJECT MANAGER                       

   
DEKNATEL DIVISION OF PFIZER 

1981 to 1984                                                              
FLORAL PARK, NEW YORK
 •  Manage development of a line of surgical skin staplers and extractors, utilizing plastic and

    stainless steel components, budgeted at over $1 million in development costs, including:



management of consultants, inventors, contract manufacturers, and divisional personnel 

 •  Identify and select custom molders and contract manufacturers.

 •  Supervise production start-ups.

 •
Select and manage consultant staff budgeted at $100,000 yearly.

•  Manage additional projects in closed wound and chest drainage.

 •  Division internal consultant for plastic and plastic processes.
1973  to 1980



BARD - PARKER DIV. OF BECTON-DICKINSON







LINCOLN PARK, NEW JERSEY

SENIOR PROJECT LEADER (SURGICAL/CRITICAL CARE)    


       1980

 •  Liaison between division (New Jersey) and advanced product development group (Utah).

 •  Direct development of disposable suction catheter line.

SENIOR PROJECT LEADER (RESPIRATORY CARE)          


     1976  to 1980

 •  Manage development of prefilled humidifier/nebulizer product line.

 •  Manage development of a line of arterial blood gas sampling kits that attained a 25

     percent market share in a competitive market.

 •  Supervise five engineers in group manager's absence.

 •  Technical product management for prefills and blood gas kit product lines including:

 
•  Upgrade product function, quality, and profitability

    
•  Develop short and long range objectives and strategies

    •  Design and implement engineering market research programs

    •  Technical sales training and preparation of sales aids 

    •  Preparation of product graphics and promotional materials

PROJECT ENGINEER (RESPIRATORY CARE)



                  1973 to 1976

 •  Redesign blood gas kit packaging, increasing margin by 15 percent.

 •  Lead multidisciplinary task force that solved major product failure problem.

EDUCATION:
(M.B.A.), Baruch College, Major: Management, Minor: Marketing

B.E. (Ch.E.),   The City College of New York

Continuing Education: Process Validation Solutions, Effective Complaint Handling and CAPA Systems, FDA Design Control, Kepner-Tregoe Problem Solving/Decision Making, Customer Relations, Human Physiology, Plastic Part Design, Mold Design, Advanced Project Management, Bioengineering Polymers, Value Engineering, Medical Packaging and Sterilization, Finance for Non-Financial Executives, MODAPTS Work Measurement System, Fast Track to PRO/Engineer Wildfire.
2/2007










