
10th Session 
Inter-American 
Coalition for 
Regulatory 
Convergence, 
Medical 
Technology 
Sector 

14.11. 24



Technical Secretariat Update
Sandra Ligia González

Executive Secretary



MDRC
Final Report



MDRC Scope and objectives:



Top Outcomes



Top Outputs - Brazil



Top Outputs - Colombia



Top Outputs - Mexico



Top Outputs - Peru



Top Outcomes



What is next?

• Standards Alliance 2.5 (January 2025 – May 2026)

• IMDRF Affiliate Members and Applicants – Capacity 
Building, March 2025

• Colombia:

• INVIMA:

• GRPs Implementation & IMDRF/MDSAP Affiliation

• DNP:

• Implementation of GRPs SOP: tool kit & capacity 
building

• Processes simplification and “clear language”



Working Groups

− Regulatory Reliance: Strategies to 
leverage resources available via GMTA & 
IACRC

− eCFG / eCFG/CFS / Apostilles – Strategies 
to eliminate the requirement 

− GMPs: Strategies to increase NRA 
affiliation to MDSAP 

− Open public consultations: Industry active 
participation 

− Participation in National Standard Bodies 
Technical Committees

− eIFU: Strategies to implement as general 
practice 



Countries 



Key Highlights

Argentina
• eCFG

Brazil
• Human Resources – ANVISA

• Reliance Implementation

• Good Regulatory Practices – INMETRO / ANATEL

• Reclassification of Products – RDC no. 830/2024

• Class or II to Class III or IV

• eIFU for MDs

• Implementation of Reliance

Chile
• Ley de Fármacos 2 – Regulatory Framework for MDs & IVDs

• Utilization of International Standards

• Public Consultations 



Priorities - Country

Colombia
• Reliance Policy

• Reprocessing

• Decrees: 4725, 3770, Clinical Trials

• Further GRP implementation

• GMP Regulation

• IMDRF / MDSAP Membership

Ecuador
• UDI for public procurement

• Post-market surveillance regulation



Priorities - Country

Mexico
• Good Manufacturing Practices NOM-241

• Reliance Policy – Expanded Equivalence Agreement

• Labeling – NOM-137

• Post-Market surveillance – NOM-240

• Back log

Peru
• Regulatory Framework for IVDs

• Regulatory Framework for MDs

• Customized devices – proposal to develop an ad-hoc regulation



Priorities – Regional

IACRC Publishing of Timelines: Approvals, changes 
and renewals

• 2024 – 1st edition



2025



Key Activities

5th. Anniversary – Celebration

Coalition Action 2025 – 2030 - preparations for March 2025 
meeting:

• Action Plan on Health and Resilience in the Americas

• Declaration on Good Regulatory Practices

Executive Committee - Elections

In person meeting: November 2025

• Sidelines of the X Summit of the Americas

• Punta Cana, Dominican Republic

http://www.summit-americas.org/Publications/IX_Summit/Mandatos%20adoptados%20IX%20Cumbre%20ENG%20DIGITAL.pdf
https://ustr.gov/sites/default/files/SOA%20GRP%20Declaration%2005192022.pdf
https://americasbd.org/en/preparations-begin-for-the-x-summit-of-the-americas-in-2025/


THANK YOU
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