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Medical Devices Webinar Series - Session Ill
Utilization of Voluntary Consensus Standards and Conformity Assessment
Overview and Perspectives of National Standards Bodies

Date: 10 March 2022
Time: 10:00am-12:00pm ET

Objective: Provide the perspectives of National Standards Bodies (NSBs) on how international voluntary
consensus standards for medical technologies are developed, maintained and used by regulators and industry to
operationalize regulatory reliance, regulatory convergence and to facilitate the manufacturing and approval of
quality, safe, secure, interoperable, effective and accessible medical devices for health systems and patients in the
Americas.

Medical Devices Webinar Series Opening: Housekeeping message
10:00 - 10:05
(5 min) Sandra Ligia Gonzélez, Executive Secretary — Inter-American Coalition for Regulatory

Convergence — Medical Technology Sector (IACRC)

10:05 — 10:10 Welcome Message

(5 min) USFDA - Katherine Serrano, Director, Latin America Office

Panel discussion: Participation of the Americas in International Standards development
for Medical Technology - Recommendations for Regulatory Authorities, Coalition
Members and other Stakeholders Engagement

Moderator / Overview: COPANT, Kory Eguino (10 min)

Brazil

»  ABNT, Jorge Cajazeira, Assesor de Area Internacional (10 min)

*  CB-036, Humberto Tiburcio, SBAC (10 min)
10:10-11:50

| .
(100 min) Colombia

*  ICONTEC — Andrés Hernandez (10 min)
Mexico

e  DGN - Emeterio Mosso (10 min)
*  ANCE - Luis Ivan Hernandez Becerril (10 min)

Peru
e INACAL - Soraya Lastra (10 min)

Question and Answer Session (30 min)

11:50 — 12:00 Closing Remarks
(10 min) USFDA, Katherine Serrano / IACRC, Sandra Ligia Gonzalez
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