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BIO-SKETCH:
Prior to starting his consulting practice in 1993, Alan Broadwin worked for both industrial and medical device companies in a variety of leadership positions where he developed a hands on understanding of what it takes for a company to focus on its core business while still satisfying its customer’s and regulatory requirements.  This prepared him to function as a

· Certified Quality Systems Auditor for companies in in the aerospace, medical device and industrial business sectors as well as certification service companies requiring a credentialed lead auditor to perform 1st, 2nd or 3rd party audits.  

· Manager Of Quality And Organizational Excellence for companies that want to contract with a seasoned professional to augment their existing resources.  In this capacity he champions process improvement initiatives, manages projects and helps develop measurement systems and management tools used in analyzing risks and organizational challenges. 

· Regulatory Consultant for attorneys and companies requiring analysis, due diligence evaluations and testimony regarding regulatory compliance.  Areas of expertise include FAA, FDA, EU and CMDR statutes.  



EXAMPLES OF QUALITY SYSTEM AUDITOR EXPERIENCE

		Materials Testing Laboratory 			Aircraft Engines, Manufacturer., refurbisher
Diagnostic Bacterial Test Kit Mfr. (CLIA)	Pressure Transducer Manufacturer
Ceramics Fabricating Company 		Wireless Communications Manufacturer
Blood Analysis Devices (21 CFR 640)		Dental Device Manufacturer
Specialty Coatings Manufacturer		Precision Turnings Manufacturer

EXAMPLES OF PROGRAM MANAGEMENT EXPERIENCE
	Injection Molding Company. ISO 9001:2008 system Implementation and continuing support
	Aerospace Assemblies Manufacturer  AS 9100:rev C system Implementation & continuing support
	Medical Laser Company. FDA/ISO 9001 Quality System Implementation and Submissions.
	Medical Device Company.  Design and Development including regulatory submissions for ultrasonic surgical system.
	Industrial Device Manufacturer.  Quality system gap analysis & training.  Design guidance for an ultrasonic medical device to meet US & European regulatory requirements

EXAMPLES OF REGULATORY CONSULTING EXPERIENCE
Expert Witness for cases involving:
· Standard of Care:  - Breast Implants;  - Pacemaker Leads;  - Pedicle Screws;   
             Endoscopic Resectoscopes; - PET Scanner, - Pacemaker, - NDA Process
	Patent Infringement:  	- Disposable Fluidic System;   - Ultrasonic System
Guidance to Surgeons during the development of:
	Implantable Suture Restraint and Applicator.  Product design for patent application and manufacturability in the field of cardiac surgery. 
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	Cosmetic surgery device.  Product design, specification and production.  Guidance to meet US & European regulatory requirements in the field of plastic surgery.
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PROFESSIONAL EXPERIENCE:

	1993-Present
	PRINCIPAL
	AINSLIE

	1993-Present
	LEAD AUDITOR
	HONEYWELL

	1993-2007
	LEAD AUDITOR (concurrently)
	BSI, KEMA

	1988-1993       
	DIRECTOR ULTRASONIC TECHNOLOGY  
	Valleylab Inc., Pfizer Hospital Products

	1985-1988       
	VICE PRESIDENT, RESEARCH AND DEVELOPMENT
	Cooper Lasersonics Inc

	1981-1985       
	DIRECTOR, TECHNICAL DEVELOPMENT
	Cooper Medical Corp

	1979-1981       
	ASSISTANT TO GENERAL MANAGER
	Cavitron Lasersonics, Div. Cavitron Inc

	1972-1979       
	MANAGER MEDICAL SYSTEMS GROUP
	Cavitron Ultrasonics, Div. Cavitron Inc

	1969-1972       
	SENIOR ENGINEER
	Cavitron Corporation

	1962-1969       
	ENGINEER
	Intertype Div., Harris Corporation

	1959-1962
	MANAGEMENT TRAINEE
	Industrial Knitting Machine Company



EDUCATION:	
· M.S.  Industrial Engineering 		Stevens Institute of Technology, Hoboken, NJ	1959
· B.S.  Mechanical Engineering	Columbia University, School of Engineering, New York, NY	1957
· B.A.  Combined Plan (5 year)	Columbia College, New York, NY		1956

[bookmark: _GoBack]CERTIFICATIONS:	
	Name
	Organization & Certificate Number
	Cert. or Expiration

	Certified AS9100 rev C Auditor
	Probitas  # 1619032460
	Nov. 2017

	Certified ISO 9001:2015 Auditor
	Exemplar   # 2017-EGC-9001-905
	Dec. 2016

	Certified ISO 9001:2008 Auditor
	Exemplar   # 3510
	Nov. 2017

	Certified Quality Auditor - HACCP
	American Society for Quality # 111
	June 2019

	Certified Quality Management Systems Auditor
	American Society for Quality # 12934
	June 2019

	Miscellaneous Webnars 
	Honeywell & Raytheon
	--------

	Regulatory Affairs Certified
	Regulatory Affairs Certification Board
# 964
	1995

	Certified ISO 13485 & CMDCAS Auditor
	Accademia Qualitas # M-1394  
	2002

	Medical Device Directives Compliance Training
	BSI Management Systems
	2002

	GSA – How to Become a Contractor
	FSS Office of Acquisition Managm’t
	2006

	Medical Device Risk Management Using HACCP Principles
	Regulatory Affairs Professionals Society
# MD2014-030801-11900   
	2001

	GMP Requirements & Industry Practice
	Association for the Advancement of Medical Instrumentation
	1997

	cGMP/ISO 9000 Lead Assessor Training
	Stat-A-Matrix  L-5234  
	1994

	FMEA and Hazard Analysis Training
	Stat-A-Matrix
	1994

	Software Validation Seminar
	Computer Applications Specialists
	1997



SELECTED PUBLICATIONS & PRESENTATIONS

-IEC 61847  Ultrasonics - Surgical Systems - Measurement and declaration of the basic output characteristics 
-Creating a Quality System -Article in Medical Manufacturing International Sterling Publications Ltd.  UK
-Imagineering  The Story of the Development of Ultrasonic Surgery.   Presentation to Ultrasonic Industry Assoc.    
-Acoustical Characterization of Ultrasonic Surgical Devices. IEEE Journal Article by  Schafer & Broadwin 
-Preliminary Experience with Ultrasonic Aspiration in Neurosurgery. Journal Article by  Flamm & Broadwin

Over 21 US and Foreign patents granted to Broadwin et al

AFFILIATIONS
American Society of Mechanical Engineers;  American Society for Quality;  Ultrasonic Industry Association;  
ASM International;  SAE International
