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Inter-American Coalition for Regulatory Convergence,
Medical Technology Sector
5% Anniversary Meeting
Internal Session

Date: 08 May 2025

Time: 9:00 — 13:00 Mexico City time (11:00 — 15:00 ET)
Virtual: Zoom

Language: English

Time (EDT) Topic

9:00 - 9:05 Welcome Remarks
Sandra Ligia Gonzalez, Executive Secretary
Inter-American Coalition for Regulatory Convergence — Medical Technology Sector

IACRC Metrics for NRA Authorization Timelines
9:05-9:30 Sandra Ligia Gonzalez
Q&A 10 min

Tool for Metrics — AMID
Ivan Legazpi, Statistics WG
9:30 — 9:50 AMID

Q&A 10 min

Working Groups Update

Roberta Mele Mazza

¢ Regulatory Reliance. Strategies to leverage resources available at GMTA &
Coalition

9:50 - 11:10 e Open public consultations. Industry active participation
e Participation in NSB Technical Committees
e CFG & FSC - Apostille. Strategies to eliminate the requirement
e GMPs. Strategies to increase NRAs affiliation to MDSAP
e elFU. Strategies to implement as general practice
Q&A 10 min

11:10 - 11:25 Coffee Break
IACRC - First five years in retrospective

11:25 -11:45 Sandra Ligia Gonzalez
Q&A 10 min
IACRC Action Plan 2026 — 2030

11:45 — 12:45 The secretariat proposes to leverage this time to begin the process of establishing the 2nd

' ’ IACRC Action Plan for the term 2026-2030, including review of technical priorities, strategies

and tactics to best advance the IACRC mission towards its vision in support of global medical
device regulatory convergence and reliance.

12:45 — 13:00 Closing Remarks

Steven Bipes / Sandra Ligia Gonzalez




