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Training on Good Regulatory Practices and their Implementation in the Medical
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Session Il

Date: November 17th, 2021

Time: 12:00 — 14:00 (Mexico City Time)
Language: Spanish

Platform: Zoom

TIME AGENDA

) ) Housekeeping Message
12:00-12:05 Sandra Ligia Gonzdlez, IACRC

Welcome Message
Miriam Loera, COFEPRIS

12:05-12:10

The Process of Development of Technical Regulations Applicable to Medical Devices and In Vitro
Diagnostic Reagents and the Guarantee of Compliance with International Obligations — Part | (40
min.)

Moderator: Berenice Terrazas, CGJC, COFEPRIS
12:10-13:00

- Regulation of Health Supplies — Jonathan R. Flores, CAS, COFEPRIS.
- Official Mexican Standards - Victor Torres, DGN.

Q&A: 10 min.

The Process of Development of Technical Regulations Applicable to Medical Devices and In Vitro
Diagnostic Reagents and the Guarantee of Compliance with International Obligations — Part 11 (40
min.)

Moderator: Jonathan R. Flores, CAS, COFEPRIS.

- The Regulatory Process in COFEPRIS, Berenice Terrazas, CGJC, COFEPRIS.
13:00 - 14:00 o Regulatory Impact Analysis, Public Consultations, TBT Notifications

Q&A: 10 min.
- Pharmacopeia of the United States of Mexico - Medical Device Supplement. Rafael
Herndndez, FEUM.

Q&A: 10 min.

Closing Remarks Ill

13:50 - 14:
3:50 00 Miriam Loera, COFEPRIS; Daniel Vazquez, USAID; Sandra Ligia Gonzdlez, IACRC




