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Item | Central Eu- Subject Presented by
ropean Time
09:00 Welcome, Introductions, Overview of Agenda |Kenneth/Jake (FDA)
Andrew (TGA)
09:10 Opening Remarks by the Forum Chair Tracey Duffy (RAC
Chair)

09:20 Opening Remarks from European Commission [Flora Giorgio (Euro-
pean Commission)

2-001 09:35 Medical Device Single Audit Program TGA
(MDSAP) Overview
2-002 09:50 MDSAP Performance Data State of the Program MDSAP SME
2-003 10:10 MDSAP Strategic Direction Tracey Duffy (RAC
- Current and Prospective Membership (RAC) (Chair)
- Future State (RAC)

10:30 Break All




Item | Central Eu- Subject Presented by
ropean Time
2-004 10:50 Roundtable: Regulatory Authorities and Ob- All
server Updates and Outreach of MDSAP
- TGA
- ANVISA
- HC
- PMDA/MHLW
- FDA
- EU
- HSA
- MHRA
- WHO
2-005 12:15 Industry Members Presentation TBD
13:00 Lunch
2-006 14:00 Panel Discussion: Industry Members MDSAP  HC Moderate
Case Study & Feedback
15:00 Break
2-007 15:10 Panel Discussion: MDSAP Affiliate Members |ANVISA Moderate
Use of MDSAP Case Study
16:00 Summary of Action Items and Overview of Kenneth/Jake (FDA)
Next Day Agenda Andrew (TGA)
16:15 RAC Meeting with Affiliates, and AO Closed RAC, Affiliates, AO

Caucus

(=) 6525 MDSAP RAC Hilfi & & & ek sifs

Item | Central Eu- Subject
ropean Time

1 | 16.15-16.25 Welcome and introductions (Chair)

2 | 16:25-16:55 Discussion items from the RAC (Chair)
- Enhancement of MDSAP Performance
- Challenges and opportunities for Affiliates
- Reflections on Affiliate panel session

3 | 16:55-17:25 Discussion items from the Affiliates
- Access to MDSAP Facility information
- Requirement for Confidentiality Agreements for Official Observers
- 2025 MDSAP Forum

4 | 17:25-17:45 Roundtable (All)

(=) 61261 MDSAP 312




Item | Central Eu- Subject Presented by

ropean Time
09:00 Welcome & Overview of Agenda Kenneth/Jake (FDA)
Andrew (TGA)
3-001 09:10 Panel Discussion: Observers Q&A TGA Moderate
10:00 Break

3-002 10:10 Panel Discussion: Regulatory Authorities Q&A |AO Moderate

11:00 Break
3-003 11:15 Feedback Session on the MDSAP Forum Out-  |Kenneth/Jake (FDA)
comes and Suggestions for Improvement Andrew (TGA)
11:30 Summary of Action Items Kenneth/Jake (FDA)
Andrew (TGA)

3-004 11:45 Preparation and Conducting Combined Audits |AO
(MDSAP and CE)

- Opening Remarks

- Facilitated by experienced auditors

- Exploratory Discussion the challenges and

solutions
12:30 Closing remarks and farewell by the RAC Chair Tracey Duffy (RAC
Chair)
12:45 Lunch

14:00 Start RA, Observers, AO Closed Session
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