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 Abstract 

Design Control can be seen either as a hindrance to engineers or as a very efficient tool for organizing and 

integrating research and development efforts with those of manufacturing, quality and regulatory. I have had the 

good fortune to be a contributor to nine mergers or acquisitions of successful medical device companies with 

which I’ve had affiliations in the past 25 years.  A unique hallmark of each of these success stories has been the 

embracing of a robust design control system by all involved, from Senior Management through every functional 

area in the company.  From initial concept to review and approval of specifications, design inputs can be 

documented in a relatively painless but methodical way. Likewise, clear, concise design outputs have been a 

common denominator for successful medical device companies.  With the advent of the new ISO 14971:2012 

principles for risk management, and the need to integrate post-commercialization device experience into the 

product life cycle, design controls have quickly evolved into a scalable technique for managing regulatory 

obligations, investor expectations and lean manufacturing. This presentation will highlight a brief background of 

the history of design controls, include the context for design control versus the present environment that the 

medical device industry finds itself in now, and will compare the best design control practices of the acquired 

companies with which I’ve worked.  Last, I will also discuss what to do when good medical devices go bad, with 

respect to design controls and the medical device regulations (specifically, the Quality System Requirements). 
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