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Coalicién Interamericana Coalizao Interamericana Coalition for
de Convergencia Regulatoria s drewﬁrionverrgenCIa Regulatoria _ Regulatory Convergence
VIRTUAL MEETING AGENDA

Date: 18May21

Engagement with External Stakeholders

Time: 9:00-11:10ET

Platform: Zoom

AGENDA - Part | (Aprox. duration: 2 hrs., 10min.)

Virtual Meeting Opening: Housekeeping message

9:00 - 9:05 Sandra Ligia Gonzalez, Technical Secretariat
Welcome Message

9:05-9:10 | sandra Ligia Gonzalez, Executive Secretary
EUMDR / IVDR (40 min.)
Moderator: Renata Branddo — Abbott

9:10 - 9:50 Daniel Moelands — EUMDR - Johnson & Johnson (15 min.) TBC
Q&A (5 min.)
Tammy Steuerwald — IVDR — Roche Diagnostics (15 min.) TBC
Q&A (5 min)
WHO - Recent Publications (60 min.)
Moderator: Carlos Gouvea - ALADDIV
Guidance for post-market surveillance and market surveillance of medical
devices, including in vitro diagnostics.
Anita Sands, WHO (15 min.)
Q&A (5 min)

9:50-10:50 | Gooq regulatory practices for regulatory oversight of medical products
Marie Valentin, WHO (15 min.)
Q&A (5 min.)
Good reliance practices in regulatory decision-making: high-level principles and
recommendations
Marie Valentin, WHO (15 min.)
Q&A (5 min.)
Closing Remarks

10:50 - 11:00

Sandra Ligia Gonzalez - IACRC




