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Item | Central Eu- Subject Presented by
ropean Time
08:30 Welcome, Introductions, Overview of Agenda |Andrew Bathgate
(TGA)/
Fred Hamelin (HC)

08:45 Opening Remarks

®* MDSAP Forum Chair, Ms. Tracey Duffy, MDSAP RAC Chair

® European Commission, Mrs. Flora Giorgio, European Commission

* MDSAP Auditing Organizations, Mr. Graeme Tunbridge, SVP,
Global Regulatory & Quality, British Standard Institute (BSI)

* Notified Body Coordination Group -Medical Device (NBCG-Med)
Chair, Dr. Sabina Hoeskstra, TUV SUD/Dr. Suzie Halliday, BSI

* Global Medical Technology Alliance (GMTA)/Diagnostic Imag-
ing, Healthcare IT, and Radiation Therapy Trade Association
(DITTA), Mrs. Janet Trunzo, Advanced Medical Technology Asso-
ciation (AdvaMed)

2-001 09:45 Presentation: MDSAP State of Program - Where TGA
we are, where we see growth, key changes to
program

2-002 10:00 Roundtable: Regulatory Authorities and Ob-  MDSAP RAs
server Updates and Outreach of MDSAP
MDSAP RAs and Official Observers

11:30 Break




Item | Central Eu- Subject Presented by
ropean Time
2-003 11:45 Ask Me Anything Panel Discussion: Auditing MDSAP AOs
Organization/Notified Bodies’ Perspectives
about MDSAP in Europe and United Kingdom
12:30 Lunch
2-004 13:30 International Organization for Standardization |Melissa Torres
(ISO) 13485 Strategic Update (USFDA)
2-005 13:45 Presentation: Industry Members Presentation  [TBD
2-006 15:00 Ask Me Anything Panel Discussion with HC Moderate
Industry
15:30 Break
2-007 16:00 Ask Me Anything Panel Discussion with ANVISA Moderate
MDSAP Affiliate Members: MDSAP Affiliate
Members Use of MDSAP and Current Chal-
lenges
16:45 Summary of Action Items and Overview of Andrew Bathgate
Next Day Agenda (TGA)/

Fred Hamelin (HC)

(=) 6H18H MDSAP g1z

Item | Central Eu- Subiject Presented by
ropean Time
09:00  Welcome & Overview of Agenda Andrew Bathgate
(TGA)/
Fred Hamelin (HC)
3-001 09:10 Roundtable: Feedback from MDSAP Witnessed EU Member States
Audit
3-002 10:10 Ask Me Anything Panel Discussion with MDSAP AQOs
MDSAP Regulatory Authority Council Moderate
11:00 Break
3-003 11:15 Presentation: The Vision for EU Participation in[EU Member States
MDSAP: Benefits, Challenges, and TBD
Opportunities
3-004 11:45 MDSAP Affiliate Member Focus Session TBD
12:45 Closing remarks

* Henk de Groot (Department of Medical Technology, Health and

Youth Care Inspectorate for the Netherlands)
* Tracey Duffy (RAC Chair)

13:00

Lunch
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