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IMDRF
IMDRF Stakeholder Forum
Wednesday 14 September 2016 – 9:00 to 18:00
Venue: Auditorium, Costão do Santinho Resort (Estr. Ver. Onildo Lemos, 2505 - Praia do Santinho, Florianópolis - SC, 88058-700)







AM Session
(9:00 – 13:30) 

TIME		ITEM
	
9:00 - 9:15		1. Introduction by IMDRF Chair
	
[bookmark: _GoBack]9:15 – 9:45		2. Presentation: 5 years of IMDRF (HC - Canada)
	
9:45 - 11:05		3. Management Committee Member Regulatory Updates (10 min each) 
a. Australia
b. Brazil
c. Canada
d. China
e. European Union
f. Japan
g. Russia
h. United States
	
11:05 - 11:20		Coffee/tea break
	
11:20 - 12:30		4. Overview of progress to date on work items (10 min each)
a. National Competent Authority Report (NCAR) (EU)
b. Software as a Medical Device (SaMD): Clinical Evaluation (USA)
c. Regulated Product Submission (RPS) (Canada)
d. Medical Device Patient Registries (USA)
e. Medical Device Adverse Event Terminology (Japan)
f. Good Regulatory Review Practices - Competence and Training Requirements for Pre-market Reviewers and Product Specialist - (USA)
g. Improving the quality of international medical device standards for regulatory use - (EU)
	
12:30 - 12:50		5. Questions and Answers on AM Session

12:50 - 14:00 		Lunch break sponsored by DITTA

PM Session
 (14:00 – 18:00)

TIME	ITEM

14:00 - 14:30		6. Consideration of new work items proposals (If Any)
	
14:00 - 15:20		7. Stakeholder Sessions
a. DITTA  – 20 min
b. GMTA – 20 min
c. APEC – 10 min
d. WHO – 10 min
e. AHWP – 10 min
f. PAHO – 10 min

15:20 – 15:40		8. Presentation: UDI Implementation (USA) 
	
15:40 - 16:00		Coffee/tea break sponsored by ABIMO, ABIMED and CBDL.
	
16:00 – 16:20	9. Presentation: ISO 14155:2011 "Clinical investigation of medical devices for human subjects - Good clinical practice" - ISO/TC 194 (PMDA - Japan)
 	
16:20 - 16:40		10. Presentation: Brazilian System for Conformities Evaluation (SBAC) on Medical Devices (INMETRO - Brazil) 
	
16:40 – 17:00		11. Presentation: ANVISA Good Regulatory Practices (ANVISA - Brazil)
	
17:00 – 17:20		12. Presentation: RPS – Pilot ToC industry feedback and impression (Johnson & Johnson)
	
17:20 – 17:40		13. Presentation: MDSAP – Pilot Update (ANVISA - Brazil)

17:40 – 17:50		14. IMDRF General Questions and Answers PM Session
	
17:50 – 18:00		15. Concluding remarks by IMDRF Chair


18:00 				Reception Sponsored by GMTA
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