
Alternatives for Commercializing a Medical Device
May 7, 2008

Emerging Enterprise Center at Foley Hoag

n 	 Program Description
This MDG Forum will address a dilemma that is faced by many medical device entrepreneurs – how 
to move from an interesting (patented) idea to a commercially viable product. The meeting will 
feature a panel of experienced practitioners, each of whom will advocate for a particular approach 
to furthering product development. The discussion will focus on a case, distributed by Harvard 
Business School, in order to make a consistent presentation of alternative approaches. The case is 
“Endius, Inc.: Alternatives for Developing a New Medical Device.” For those interested in ordering 
the case from HBS Publishing, the case number is DMI011.
Ken Toso, a seasoned product development leader from the Medical Device Industry, will advocate 
for in-house development. Ken Fine, CEO of Proven Process, a medical device design firm, will 
present his position on why outsourcing is the best choice. Carol Hempfling Pratt, a partner with 
Foley Hoag law firm, will present the case for licensing the patents owned by Endius to other 
companies.

n 	 Moderator
Michael Gram, Entrepreneur, Medical Device Industry

n 	 Panelists
Ken Toso, Seasoned Product Development Leader
Ken Fine, CEO, Proven Process
Carol Hempfling Pratt,	Partner, Foley Hoag LLP

n 	 May Forum Co-Champions
Michael Gram	
Lee Jones, Dekko Medical Devices

n 	 Agenda
5:30–6:15	 Registration, informal networking, buffet dinner
6:15–6:25	 MDG announcements
6:25–6:35	 Moderator’s introduction of topic and panelists
6:35–6:50	 Ken Toso, advocating for in-house development
6:50–7:05	 Ken Fine, advocating for outsourced development
7:05–7:20	 Carol Hempfling Pratt, advocating for outlicensing
7:20–8:15	 Q&A
8:15	 Adjourn

n 	 MDG Mission
MDG’s Mission is to contribute to the continuing development of medical devices and other medical 
technologies by enhancing the professional development of its members, fostering and supporting 
entrepreneurial thinking, serving as a forum for exploration of new business opportunities, and 
promoting best practices in enterprise management.
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n	 Biographies

Michael Gram 

Michael Gram has over 30 years of experience in managing technology-based businesses. 
His background includes design and manufacturing of medical telemetry systems as well 
as providing business and systems consulting to a variety of medical device and biotech 
companies. Mr. Gram’s credentials include a B.S. in biomedical engineering from Northwestern 
University as well as an MBA from Northwestern’s Kellogg School of Management. 

Ken Toso

Ken Toso has 23 years of progressive experience in medical device technologies, product 
development and manufacturing. His innovative product experiences have been within the 
medical fields of general surgery, gynecology, cardiovascular, urology, intervential cardiology, 
oncology and blood hemostasis. Most recently, Mr. Toso served as vice president of research 
and development for the oncology division of Boston Scientific. Previously, he led the 
BSC Gynecology R&D group with responsibilities for products focused on stress urinary 
incontinence and endometrial ablation. He has been vice president of R&D for ACMI Circon 
(recently acquired by Olympus) and had responsibility for launching 22 new products within his 
three-year tenure, the most advanced being a full product line of digital electronic endoscopes. 
Previously, Mr. Toso was vice president of engineering at Xylum, a start up where he was 
responsible for the engineering and manufacturing of its diagnostic blood screening device. 
Mr. Toso started his career with US Surgical, where he served in a variety of technical and 
management roles ultimately as R&D director. Mr. Toso holds 21 U.S. patents and has another 
five pending. He received a bachelor’s degree in mechanical engineering from SUNY at Stony 
Brook and an MBA from the University of Bridgeport. 

Ken Fine

Ken Fine is president and co-founder of Proven Process Medical Devices, Inc., an ISO 
13485:2003 certified and FDA registered full-service outsourcing partner that offers exceptional 
design, development, validation and contract manufacturing services exclusively for the 
medical device industry. Proven Process provides expertise in mechanical engineering, 
digital and analog electrical engineering, software engineering, and contract manufacturing to 
established and emerging companies marketing novel Class II and Class III therapeutic and 
in-vivo diagnostic medical products. Mr. Fine has over 25 years experience in the development 
and manufacture of medical therapeutic and in-vivo diagnostic devices, including active 
implantable devices. Before co-founding Proven Process, Mr. Fine was manager of electrical 
and software engineering for Pfizer’s Infusaid division. Previously Mr. Fine held product 
development positions of increasing responsibility at Intermedics, Inc., a pioneering company 
in the cardiac rhythm management market. Mr. Fine earned a B.S. in biomedical engineering 
from Boston University and an M.S. in electrical engineering from Northeastern University. 

Carol Hempfling 
Pratt

Carol Hempfling Pratt is a partner at Foley Hoag LLP, a Boston-based law firm with over 250 
lawyers in Boston, Washington D.C. and at its Emerging Enterprise Center in Waltham. Ms. 
Pratt’s early specialization was representing financial institutions in corporate and regulatory 
matters, and is recognized in both Chambers USA and The Best Lawyers in America for that 
practice. Much of her work for banking clients involves mergers and acquisitions, an expertise 
that has expanded into other business sectors, primarily the medical device industry. In 
particular, Ms. Pratt has substantial experience representing larger established medical device 
companies in acquiring important product lines from smaller companies. These transactions 
often involve field-specific intellectual property licenses of the smaller company’s patents 
and know-how. Ms. Pratt also has close involvement with companies at the other end of 
the medical device industry spectrum, both through Foley Hoag’s niche in Greater Boston’s 
entrepreneur and venture communities, as well as through her role as counsel to, and service 
on the Board of Directors of, MedTech IGNITE. Ms. Pratt received a B.A. with distinction, 
Phi Beta Kappa, from Northwestern University in 1980, and a J.D. magna cum laude from 
Northwestern University School of Law in 1984. 
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n 	 MDG Officers, 2007-2008
President	 Lisa Sasso 	 lsasso@meddevgroup.org
Vice President	 Ed Berger	 eberger@meddevgroup.org
Secretary	 Joyce College	 jcollege@meddevgroup.org
Treasurer	 Jim Goell	 jgoell@meddevgroup.org

n 	 MDG Board of Directors, 2007-2008
Board Member	 Barbara Bix  	 bbix@meddevgroup.org
Board Member	 Kevin Hahnen 	 khahnen@meddevgroup.org
Board Member	 John Merhige	 jmerhige@meddevgroup.org
Board Member	 Bob Palladino 	 rpalladino@meddevgroup.org
Board Member	 Eleanor Repetto 	 erepetto@meddevgroup.org
Board Member	 Jerry Shapiro 	 jshapiro@meddevgroup.org
Board Member	 Marty Sklar 	 msklar@meddevgroup.org

n 	 MDG Committee Chairs, 2007-2008
Programming 	 Olga Taylor	 otaylor@meddevgroup.org
Networking 	 Bob Ezzell	 bezzell@meddevgroup.org
Membership 	 Brian Shoemaker	 bshoemaker@meddevgroup.org
Marketing 	 Judy Isaacson	 jisaacson@meddevgroup.org
Sponsorship 	 Mel Prenovitz	 mprenovitz@meddevgroup.org
Sponsorship	 David Kaufman	 dkaufman@meddevgroup.org
Alliances 	 Alan Kivnik	 akivnik@meddevgroup.org
Alliances	 Olga Cherniavsky	 ocherniavsky@meddevgroup.org
Operations 	 David Miller	 dmiller@meddevgroup.org

n 	 MDG Volunteers, 2007-2008
Richard Halpern, Programming
Eric Peterson, Web Site Calendar
Mike Toomey, Publicity
John Wlassich, Outsourcing SIG
We are always looking for volunteers to help make our forums and networking successful. 
Please email the chairperson above if you would like to get involved with MDG.

n 	 MDG Alliance Partners
128 Innovation Capital Group	 www.128icg.com
Babson Life Sciences Club	 www.babson-biotech.org
Beacon Alliance		  www.beaconalliance.org
C-Net Boston		  www.boston-consult.com
E-Net Boston		  www.boston-enet.org
MIT Enterprise Forum		  www.mitforumcambridge.org
Merrimack Valley Venture Forum	 www.mvvf.org
North Shore Technology Council	 www.nstc.org
WPI Venture Forum		  www.wpiventureforum.org
Women Entrepreneurs in Science and Technology	 www.westorg.org
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Please pre-register for MDG events.
For more information, visit www.MedDevGroup.org. 

© Copyright - Medical Development Group, 2007-2008. All Rights Reserved

Medical Development Group
2007/2008 Program Calendar

n 	 Forum Panels (Foley Hoag Emerging Enterprise Center, Waltham)
2007	 Sept. 5	 Medical Product Launch Strategies
	 Oct. 3	 Future of Clinical Diagnostics
	 Nov. 7	 Trends in Healthcare Policy: How They Will Affect the Medical Device Industry
	 Dec. 12	 How to Identify and Interpret the Voice of the Customer 
2008	 Jan. 9	 Successful Clinical Trial Strategies
	 Feb. 6	 Getting Your Money Out: Harvesting and Preparing for Acquisition
	 March 5	 Full Circle of Innovation — From Surgical Suite Invention to a Surgical Product
	 April 2	 Driving Physician Adoption of New Products
	 May 7	 Alternatives for Commercializing a Medical Device
	 June 4	 What’s New in Neuroscience and Neurotechnology

n 	 Networking Meetings (Pizzeria Uno, Newton Corner)
2007	 Sept. 19	 Small Business Innovation Research Grants
	 Oct. 17	 Navigating Through GPOs and IHNs in Developing Contracts
	 Nov. 28	 Painless Patenting
	 Dec. 19	 HR Strategies for New Companies 
2008	 Jan. 23	 Evidence-Based Medicine and Clinical Trial Design
	 Feb. 20	 Alternative Financing Strategies  
	 March 19	 Value Proposition: Creating a Compelling Message
	 April 16	 Alliances: How Small Companies Prosper with Larger Companies
	 May 28	 IRB: Patient Protection in Clinical Research
	 June 25	 Common Contracts Used in the Medical Device Industry
	 July 16	 Case Study: Transitioning from Early Stage to Larger Company
	 Aug. 20	 Transitioning to a Career in the Medical Device Industry

If you are interested in sponsorship opportunities,  
please contact Mel Prenovitz at mprenovitz@meddevgroup.org or 617-738-6599 

or David Kaufman at dkaufman@meddevgroup.org or 617-345-6789. 

n 	 Upcoming Events

May 28 Networking: IRB: Patient Protection in Clinical Research
Institutional Review Board submissions and approvals are frequently viewed as necessary impediments to 
the initiation of a clinical trial, the IRB can be an important contributor to trial management and completion. 
James Saunders, vice president of New England Institutional Review Board, a leading independent (not 
affiliated with a specific research institution) IRB, will provide his perspective on the role and priorities of the 
IRB, and how trial sponsors can most effectively work with the IRB to assure a successful trial.

June 4 Forum: What’s New in Neuroscience and Neurotechnology
Advances in neuroscience are revolutionizing our understanding of the human brain. New research and new 
products are yielding a vastly improved understanding of brain disease and injuries, human cognition and 
behavior, creating an unprecedented ability to treat and heal those in need. Please join us for a discussion  
with a panel of experts in neuroscience research, product development and clinical application.
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