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Time Topic

8:30 Registration and Check-in PAHO

9:00 Welcome PAHO and Welcome USFDA | PAHO and Host Country
9:15 Introductions RAs and AOs

9:30 MDSAP Overview and Update USFDA/Neil Mafnas

) . . . MDSAP Regulatory
10:00 Affiliate Membership Overview Authority Council
TGA
MDSAP Regulatory Authorities use of ANVISA
10:30 MDSAP and program experiences HC
prog P PMDA
USFDA
12:00 Lunch
13:00 Auditing 'Orgamzatlon Introduction AOs
and Overview
14:30 Break
15: 00 State of Medical Device Audit Industry | A (g
15: 30 Q&A with AOs and MDSAP RAs AOs
) Exercise: RA Affiliate Membership

16: 30 Feedback/Recommendations TGA

17:00 Summation of Day/Closing Remarks | (yYSFDA/Neil Mafnas
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8:30 Arrival
) Summary of Exercise: Affiliate
9:00 Membership Feedback HC
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-Overview and device regulation
10:15 -Current medical device regulatory | Guest RAs
framework
-Potential use/benefit of MDSAP
10:45 Break
Guest RA Presentations(15 min each)
-Overview and device regulation
11:00 -Current medical device regulatory | Guest RAs
framework
-Potential use/benefit of MDSAP
12:00 MDSAP Assessment Program MDSAP RAs
12:30 MDSAP Audit Model MDSAP AOs
13:00 Summary and Closing USFDA/Neil Mafnas
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