
BRIAN S. KUNST

R.A.Q.A. Associates Senior ConsultantPRIVATE 

Certified Regulatory Affairs Professional with FOOD AND DRUG ADMINISTRATION WORK EXPERIENCE.  Master of Engineering degree in Biomedical Engineering and over 20 years progressive experience in the regulation and development of Class II and Class III medical devices.  Expertise includes integration of regulatory and reimbursement strategies, implementation and management of clinical studies, preparation of 510(k), IDE, PMA, and CE submissions, and European and FDA quality system compliance.

SENIOR CONSULTANT R.A.Q.A. ASSOCIATES, INC. AND PRESIDENT ADVANTAGE REGULATORY CONSULTANTS   




April 2008 – Present
Glens Falls, New York

Consultant to medical device industry, specializing in strategic guidance for regulatory, clinical, and reimbursement planning. Services include preparation of FDA and CE regulatory documentation, quality system SOP development, clinical study design and start-up, reimbursement training and support, diligence reviews, and design control streamlining, including establishment of risk management and hazards analysis procedures.

•
Project management for clinical study to support FDA submission, including GLP preclinical study design, clinical protocol development, establishment of GCP SOP’s, and IDE preparation.

•
Successful 510(k) submission for new indication for Oncology device

•
Regulatory team member on new product development team for implantable port vascular access device

ANGIODYNAMICS, INC. 





January 1995 – April 2008
Queensbury, New York


Vice President, Regulatory Affairs and Quality Assurance, 1997-2008

Director, Regulatory Affairs and Quality Assurance, 1995-1997
Member of AngioDynamics senior executive management team responsible for worldwide regulatory affairs, clinical affairs, and quality assurance.  Develop regulatory approval strategies, timelines, and submissions, clinical study management and implementation, reimbursement strategies, liaison with regulatory agencies and corporate legal counsel, and compliance with quality system standards.
· Close collaboration and active participation with executive management from all departments to evaluate tactical and strategic issues facing the company, including long term strategic planning and associated departmental performance metrics, evaluation of market dynamics and clinical trends, and assessment of acquisitions, partnerships, and other new business development activities. 

· Participated in transformation of AngioDynamics from start-up division to successful initial public offering in May, 2004.

· Established the regulatory affairs and clinical affairs function at AngioDynamics, including preparation of department SOP’s, GCP procedures, preparation and maintenance of department budgets, and development of staff.
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· Established Design Quality Assurance function to monitor design conformance to customer and internal requirements from development of initial design specifications, through validation and verification testing, and through evaluation of postmarket surveillance information. 

· Participation on new product development teams and preparation of 510(k), IDE, PMA, CE, Japan, and international registration submissions for class II and class III interventional radiology, oncology, and interventional cardiology devices.

· Management of AngioDynamics’ 3 Medical Directors for Interventional Radiology, Oncology, and Vascular Surgery and collaboration with the company’s Scientific Advisory Board.

· Developed the company’s Code of Ethics for Interactions with Physicians

· Company resource for reimbursement issues and development of reimbursement training and marketing materials

· Worked with industry consortium and professional societies to establish new CPT code for endovenous vascular ablation procedure. 

· Prepared FDA CDER request for designation for drug/device combination product.

· Management of regulatory and quality issues during start-up of AngioDynamics Ireland facility

· Purchase of PTCA balloon manufacturer Leocor, Inc. and transfer of manufacturing and regulatory registrations to AngioDynamics Ireland, including submission of PMA supplement for change of manufacturing location. 

· Established international registration database and master file system to coordinate worldwide regulatory submissions through network of international distributors.

· Preparation of clinical evaluation strategies for new and existing products and development of customized software to prepare clinical study schedules and budgets.

· Start-up and management of IND clinical study for carbon dioxide as angiographic contrast medium at 5 US study sites.

· Design and management of clinical study for coronary stent conducted in Sao Paolo, Brazil.

· Obtained ISO 13485 quality system approval and coordinate FDA facility inspections.  Most recent FDA inspection in 2006 resulted in no 483 observations.
· Performed ethylene oxide sterilization validations in the United States and Ireland

· Established Quality Steering Committee and worldwide quality assurance monthly report to enable monitoring of quality function and quality costs by executive management.

· Coordinate worldwide complaint handling system

· FDA software validation for newly installed MRP computer system.

SURGITEK, INC. 





     August  1991 – January 1995
Racine, Wisconsin


Regulatory Affairs Manager

Primary responsibilities include management of daily Regulatory Department operations, management and monitoring of clinical trials, complaint evaluation and MDR reporting, management of document control system, representative on new product development teams, preparation of FDA applications for market introduction and clinical evaluation, and preparation of clinical affairs and regulatory affairs budgets. 


( Gained approval of over 12  510(k) applications, including a new line of endoscopic and minimally invasive medical devices, submission of premarket notification supported by clinical data from an IDE study, and submission of premarket notification for software controlled device.
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( Prepared original PMA for silicone breast implants.


( Project responsibility for a Class III urology device, including development of preclinical, clinical, and PMA strategies and FDA presentations.


( Management and monitoring of 3 IDE clinical studies, as well as nonsignificant risk 

studies and  feasibility studies. Knowledge of Good Clinical Practices.  


( Performed clinical site monitoring visits.  Achieved cost savings of over $100,000 by carefully monitoring adherence to protocol requirements.


( Development of Clinical Research SOP's for investigator selection, monitoring procedures, site  training, and distribution and return of investigational devices.


( Presentations to physicians regarding clinical evaluations of investigational devices and   organization of investigator meetings.


( GMP internal audits and primary contact for FDA establishment inspections.

W.L. GORE AND ASSOCIATES                                                January 1990 - August 1991  Flagstaff, Arizona


Regulatory Affairs Associate

Responsible for regulatory activities for cardiovascular and general surgery patch products.  Provided guidance to senior management, engineering, manufacturing, quality assurance, and marketing disciplines with respect to regulatory requirements for product testing, manufacturing, and promotional activities.


( Premarket notification approval for an orthopedic application of a cardiovascular device.


( Developed regulatory strategies and gave FDA presentations for drug-device combination  product.


( Regulatory representative for manufacturing process validations.


( Prepared and submitted domestic and foreign registrations.


( GMP training and SOP development.


( Assisted with the submission of PMA supplements for manufacturing process changes.

U.S. FOOD AND DRUG ADMINISTRATION                       November 1984 - January 1990
Rockville, Maryland


Biomedical Engineer                                                     August 1988 - January 1990

Post Market Project Management Staff


Office of Compliance and Surveillance


Staff position in the Office of the Director, Office of Compliance and Surveillance.


( Developed and implemented a system to integrate postmarket surveillance information into the device evaluation process.


( Created an enhanced database to accurately track complaints reported under the MDR regulation for heart valves and breast implants.
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Biomedical Engineer                                                           July 1987 - August 1988

Division of Product Surveillance 


Office of Compliance


Senior engineering analyst performing review of reports submitted through FDA's Device Experience Network and Mandatory Device Reporting regulation.


( Specialist in general/plastic surgery and general hospital devices, including infusion pumps,  collagen implants, and breast implants.


( Reviewed establishment inspection reports to determine compliance with MDR, GMP, and PMA regulations.


( Issued directed inspection assignments to FDA field offices, often resulting in corrective action taken to remedy device defects.

  
( Reviewed manufacturer’s MDR reporting procedures to determine reportability of events under the MDR regulation.


Biomedical Engineer                                                      November 1984 - July 1987

Anesthesiology and Respiratory Devices Branch


Office of Device Evaluation


Scientific reviewer of FDA submissions for product approval and clinical trials.


( Gained comprehensive knowledge of review process and preparation of 510(k), IDE, and PMA  applications with review of over 300 submissions.


( Applied knowledge of clinical trial design, research methodology, and statistical analysis as chief reviewer for investigational devices in the Anesthesiology Branch.


( Lead reviewer for PMA approval of first high frequency respiratory ventilator to gain market approval, including presentations before FDA advisory panels.


( Developed agency guidelines for preclinical testing and clinical trials to support PMA's for high frequency ventilators.


( Participated in health hazard evaluation committees to classify product recalls.


( Testified before GMP advisory panel regarding critical device determinations.

( Agency hyperbaric chamber expert and participant in ASME standards activities regarding use of plastics in pressure vessels for human occupancy.

( Involved in the initial development of guidelines for review of medical device software.


( Reviewed applications for Neurology and Radiology devices as needed, including electrical  stimulator for prevention of self-injurious behavior in autistic children.

EDUCATION


M.Eng. Biomedical Engineering

Tulane University, New Orleans, Louisiana – 1984


B.S. Psychology

Tulane University, New Orleans, Louisiana - 1981
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CERTIFICATIONS

Certified Regulatory Affairs Professional, Regulatory Affairs Professionals Society


ASQC Certified Quality Auditor, American Society for Quality 


ASQC Certified Quality Engineer, American Society for Quality 

PROFESSIONAL ACTIVITIES AND OTHER ACCOMPLISHMENTS


· Responsible for AngioDynamics community relations activities, charitable contributions, and liaison with civic organizations.

· Board of Directors, Adirondack Business and School Partnership

· Board of Trustees, Glens Falls Hospital Foundation

· Steering Committee member, Junior Achievement of Capital Region

· Member of Medical Device Manufacturers Association Reimbursement Task Force
· Industry Representative, Biomedical Engineering Curriculum Development Committee, Marquette University School of Engineering, Milwaukee, WI, 2003

· Member of FDA/AdvaMed task force for interventional cardiology devices

· Member of ASTM standards committee for development of coronary stent performance specifications.

· Guest Lecturer, Rensselaer Polytechnic Institute School of Engineering, Biomedical Engineering Design, 2003 - 2008
· Author, Standards Education in Senior Design Courses, IEEE Engineering in Medicine and Biology, July/August 2003

· Speaker, Current Trends in Regulatory Affairs, Medical Device R&D Summit, Cambridge, MD, 2004.

· Speaker and Discussion Leader, Reimbursement Challenges during Product Development, San Francisco, CA, 2005, 2006
· Speaker, Global Harmonization Task Force Activities, London, England, 2006

· Speaker, IDE Submission Fundamentals and FDA Review Process, Amsterdam, Netherlands, 2008
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