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Workshop on Good Regulatory Practices and International Trade
Chile
Session 1

Date: 26 October 2021

Time: 10:00 — 12:00 (Santiago)

Platform: Zoom

Simultaneous translation: English and Spanish

TIME TOPIC

Welcome Message

10:00-10:05 Sandra Ligia Gonzdlez, Executive Secretary, IACRC

What is the Inter-American Coalition for Regulatory Convergence in the Medical Technology
Sector?
Sandra Ligia Gonzdlez, Executive Secretary, IACRC

Q&A (5 min)

10:05-10:20

Introduction and General Overview of Good Regulatory Practices

Renata Amaral, Technical Secretariat, IACRC

This introductory session will provide a comprehensive context of the workshop and the topics to
be shared for the duration of the workshop. Concepts of Good Regulatory Practices and their
impact in international trade and in lieu of the rules of the World Trade Organization.

Q&A (5 min)

10:20-10:45

Good Regulatory Practices in Chile
Moderator: Sandra Ligia Gonzdlez, Technical Secretariat, IACRC

Speaker: Camila Carrasco Donoso y Ma. Fernanda Campos Parodi, Ministry of Economy,
Promotion and Tourism, Office of National Productivity and Entrepreneurship (OPEN)

1. Regulatory Policy
2. Guidelines on Good Regulatory Practices
10:45-11:40 | 3, Regulatory Impact Assessment
4. Phases of the process to develop and update technical regulations
4.1. Ex — Ante Controls
4.2. Ex — Post Controls
5. Regulatory Quality Control
6. Relevant stakeholders in the regulatory process

Q&A (15 min)

The role of industry in the Good Regulatory Practices process
Moderator: Sandra Ligia Gonzdlez, Technical Secretariat, IACRC

11:40-11:55
Speaker: Steven Bipes, AdvaMed
Q&A (5 min)

11:55 — 12:00 Closing Remarks

Gabriela Garnham, ADIMECH y Sandra Ligia Gonzdlez. Executive Secretary, IACRC
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Workshop on Good Regulatory Practices and International Trade
Chile
Session 2

Date: 27 October 2021

Time: 10:00 — 12:00 (Santiago)

Platform: Zoom

Simultaneous translation: English and Spanish

Welcome Message
10:00 - 10:05 . . .
Sandra Ligia Gonzdlez, Executive Secretary, IACRC
Round Table 1. The commitment of Chile with the World Trade Organization and Good
Regulatory Practices
Moderator: Renata Amaral, Technical Secretariat, IACRC
Panelists:
Gaston Fernandez, Ministry of Foreign Affairs, SUBREI
Devin McDaniels, Economic Affairs Officer (Trade and Environment Division), WTO
10:05-11:00
1. Trade and Health
2. The role of the Ministry of Health before the commitments of Chile with the WTO / TBT
2.1. Notifications
3. Performance of Chile before the WTO / TBT
4. Trade agreements signed by Chile - GRPs
Q&A (10 min)
Round Table 2: Good Regulatory Practices in the Health Sector
Moderator: Lorena Bustos
Experiences in the development of Technical Regulations in the Health Care Sector
Maria Paz Grandon, Ministry of Health
Good Regulatory Practices and Good Reliance Practices un the regulation of Medical Devices
11:00 - 11:55 Agnes Kijo, OMS
Challenges and Opportunities in the development of a “de novo” regulation for Medical Devices
in Chile — the industry perspective
Gabriela Garnham, ADIMECH
Q&A (5 min)
) ) Closing Remarks
11:55-12:00 Gabriela Garnham, ADIMECH y Sandra Ligia Gonzdlez, IACRC




