2nd Annual ABA-FDLI-MDMA MEDICAL DEVICE CONFERENCE

October 15-16, 2015
Washington D.C.


Agenda

Day One

“State of the Nation” 


8:00 

Registration


8:50 

Introductory Remarks




Welcome comments and conference agenda details


9:00

Overview of Medical Device Regulation (Basic), Part I 




Introduction to basic FDA regulatory framework for medical devices 



10:15

Networking Break


10:30

Overview of Medical Device Regulation (Intermediate/Advanced), Part II 




Advanced discussion of FDA regulation of medical devices and evolving regulatory trends
12:30
Luncheon Speaker – Gregory E. Demske, Chief Counsel to the HHS Inspector General

Discussion of government perspective on medical device enforcement trends and cooperation between industry and government


1:30

Industry Perspective on Past Years’ FDA Guidance




In-depth discussion of FDA guidance developments and effect upon medical device 





companies



3:00

Networking Break


3:15

Financing Medical Devices through Conventional and Unconventional Means






Exploration of financing medical device innovation and associated regulatory and legal risks


5:00

Reception – Hosted at ABA’s Washington D.C. Office


Day Two 
“New Frontier”


8:00

Breakfast
9:00

Regulation of Novel Medical Technologies




Focus on regulation of clinical decision support software and combination products involving 




drugs and mobile applications
10:15

Networking Break
10:30
Evolving HIPAA and Privacy Issues for Medical Device Industry




Overview of HIPAA and privacy concerns for medical device companies and legal risk mitigation 




strategies 




 


11:45

Lunch (Not Provided)


12:30

Practical Cyber Security for Device Industry




Summary of current risks in cyber security for medical device companies and discussion of 




practical solutions 








1:45 

Networking Break

2:00

Regulatory Risk Management and Mitigation (Ethics CLE)






Practical discussion of approaches to manage, assess and mitigate medical device regulatory risk 




and associated qui tam and FCPA exposure with emphasis on ethical considerations 
