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Source:  Alexander, K, Chen A, Rowe M, et al JAMA Dec. 28, 2005 Vol 294, No. 24
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The “Collaborative Scheme” for parallel 
medical device development
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Conclusions:  FDA Regulatory PerspectiveConclusions:  FDA Regulatory Perspective
Why Should Doctors Care?Why Should Doctors Care?

nn Regulatory processes need clinical insight Regulatory processes need clinical insight 
to better serve the public healthto better serve the public health

nn The more the scientific mission of The more the scientific mission of 
professional societies, regulatory professional societies, regulatory 
authorities and manufacturers is the sameauthorities and manufacturers is the same——
to provide quick access to better, safer to provide quick access to better, safer 
therapiestherapies——the the ““less burdensomeless burdensome”” to all.to all.



Conclusions:  FDA Regulatory PerspectiveConclusions:  FDA Regulatory Perspective
Why Should Doctors Care?Why Should Doctors Care?

nn Patients & patient carePatients & patient care
nn EconomyEconomy
nn Technical insightsTechnical insights
nn Professional (global) collaborationsProfessional (global) collaborations
nn More efficient, informative clinical trials More efficient, informative clinical trials 

sciencescience
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