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Meet the Experts

MD&DI's contributing authors are well-respected authorities in their fields. And they are essential to the
success of our publication. Meet this month's expert contributors.

Jennifer Kim Cutie, MD, is coauthor of “Medical Devices Deserve More Respect.” She is a board-
certified pediatrician and an associate at Health Advances LLC (Boston and San Francisco). Her work
focuses on commercialization strategies for emerging products, particularly devices, including novel
technologies combining medical devices with diagnostics and drugs. Cutie has an MD from Harvard
Medical School. Contact her at jkcutie@healthadvances.com.

Lee Fox is coauthor of “Supply-Base Risk: Three Tools to Take the Edge Off.” He is manager,
regulatory compliance and system improvement, for Mack Molding/MackMedical (Arlington, VT). A
specialist in developing, implementing, and improving manufacturing operations for medical devices,
Fox holds both a bachelor’'s and a master’s degree in chemical engineering from MIT. Contact him at
lee.fox@mack.com.

Randall lliff is author of “Improving the Product Design Process.” As director of _
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strategic innovation at Bjorksten | bit 7 (Madison, WI), lliff supports a diverse
client mix ranging from start-ups to multinational corporations. He specializes in the design and
management of complex multidisciplinary systems and has been proposal manager, project manager,
senior systems engineer, or lead engineer on more than 30 major projects. In 1991, he helped found the
International Council on Systems Engineering. Reach him at riliff@bjorksten.com.

Subhan Khan is coauthor of “Laser Welding to the Rescue.” He is vice president of plant operations
at Terumo Heart Inc. (Ann Arbor, MI). Prior to this, he was director of engineering for Novoste Corp.
He has an MS in plastics engineering and a BS in mechanical engineering from the University of
Massachusetts, Lowell. Khan is a member of the Society of Plastics Engineers. Reach him at
subhan.khan@terumomedical.com.

Laurence Lister is author of “Biocompatibility Testing: Tips for Avoiding Pitfalls,
Part 1.” He is the director of biocompatibility services at Toxikon Corp. (Bedford
MA). He has more than 17 years of industry expertise and has been involved in every aspect of
biocompatibility and toxicology testing, from study design, to execution, to report writing. Contact him via
e-mail at larry.lister@toxikon.com.

Robert A. North, PhD, is coauthor of “A Sneak Preview of FDA’'s Human Factors Standard.” He is chief
scientist of Agilis Consulting Group LLC (Cave Creek, AZ). He is a member of the AAMI Human Factors Standards Committee
and a contributor to HE 75, “Human Factors Engineering—Design of Medical Devices.” North is also a member of RAPS
Horizon conference faculty for use error risk management. Contact him at bnorth@agilisconsulting.com.

Patricia A. Patterson, CPT, is coauthor of “A Sneak Preview of FDA’s Human Factors Standard.” He
is president of Agilis Consulting Group LLC and a contributor to HE 75, “Human Factors Engineering
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—Design of Medical Devices.” She is also a member of the AAMI/HA Medical Devices and Systems in
Home Care Applications Committee. Contact her via e-mail at ppatterson@agilisconsulting.com.

Susan Posner is coauthor of “Medical Devices Deserve More Respect.” She is a vice president at
Health Advances LLC, where she leads the medical technology practice group. She helps clients
evaluate market opportunities, optimize product positioning, develop sales and marketing strategies, and
evaluate potential M&A and licensing deals. Prior to joining Health Advances in 2000, Susan worked at
Interneuron Pharmaceuticals Inc. in the areas of business development, marketing, and product
management. She earned her BA in general science from Brandeis University. Reach her at
sposner@healthadvances.com.

Beverley Proctor is coauthor of “Supply-Base Risk: Three Tools to Take the Edge Off.” She is
medical supply-chain manager for Mack Molding/MackMedical. Formerly with Siemens Healthcare, she
has more than 35 years of medical device experience, nearly half of which has been focused on
procurement management. Proctor completed undergraduate work at the University of Wisconsin and
Western Connecticut University as well as extensive coursework with the Institute for Supply
Management. Contact her at beverley.proctor@mack.com.

Takeshi (Terry) Tsubouchi is is coauthor of “Laser Welding to the Rescue.”
He is senior engineering manager at Terumo Heart Inc. Prior to this, he was part of Terumo Corp.’s R&D
LVAD Division (Japan). He has an MS in fluid dynamics and a BS in mechanical engineering from
Aoyama University, Tokyo. Contact him at takeshi.tsubouchi@terumomedical.com.
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Mark Speers is coauthor of “Medical Devices Deserve More Respect.” He is cofounder, managing
director, and partner of Health Advances LLC. For more than 25 years, he has advised senior
executives on commercialization strategies and M&A decisions. Speers recently completed two terms
as a board member of MassMEDIC. Reach him at mspeers@healthadvances.com.

Nancy Stark, PhD, is author of “Clinical Evaluation Reports: The New Requirement.” She is founder
and president of Clinical Device Group Inc. (CDG; Chicago), a consulting and contracting firm for medical device preapproval
issues. CDG helps global clients obtain FDA marketing clearance for their products. Stark has a PhD in biochemistry from the
University of Minnesota. She is a member of MD&DI’s Editorial Advisory Board. Reach her at njstark@clinicaldevice.com.

Bob Steingart is author of “The Smile Goes Digital.” He is president of SensAble Dental Products
(Woburn, MA). He has held executive positions in business development, product management, and
marketing at Avid Technologies, EMC, Lotus Development, and Sitara Networks. He holds an MBA from
Harvard Business School and a BSEE and MSEE from MIT. E-mail him at info@sensable.com.

Elisabethann Wright is author of “Changes in Europe: The New Landscape for Existing Médical
Devices.” She is a partner at Hogan & Hartson (Brussels). She focuses on European Union law relating
to life sciences, with particular emphasis on pharmaceutical, medical device, food, and environmental
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law. Wright has worked in private practice as well as for international institutions. She has extensive
experience In litigation before the European Court of Justice, the European Court of First Instance, and
the European Free Trade Agreement Court. Contact her at ewright@hhlaw.com.
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