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Strategy Roadmap Status

Detail: Build capability on MDSAP. 
Generate expertise on MDSAP 
guidelines and existing data from 

MDSAP members.

Capability Building

Detail: Identify, assess and classify 
NRAs according to the willingness 
& needs to adopt MDSAP.

NRAs Classification

Detail: Tailor the local-strategies, 
identify pathways and develop 
proposals to advocate regulators 

on MDSAP prioritization and 
adoption.

MDSAP positioning

Detail: Cooperate and support HAs and 
NRAs on local/regional actions required 
to guarantee the proper implementation 

of MDSAP adoption and/or acceptance.

Support Implementation

Detail: Map and understand current 
landscape of GMPs validation 
processes in the NRAs and  

MDSAP adoption  or acceptance 
status.

Landscape Mapping

Detail: Legal & Regulatory Framework 
deep analysis for jurisdictions and 
regulators willing to adopt and/or 

accept MDSAP.

Frameworks Analysis
Detail: Develop engagement plan 
development and drive the execution 
with regulators and any related 

policy/decision makers.

External Engagement

On Going Done On Going On Going

Done On Going On Going



Capacity Building: Training Package

Webinars Decks

Guidebook
Virtual 

Self-Trainig



Capacity Building: MDSAP Training Guidebook



Capacity Building: Virtual Self-Training



Landscape Mapping: MDSAP Heatmap

MEXICO

• Affilliate member of MDSAP

• MDSAP mentioned in the regulatory 
framework

• Agency released a communication 
accepting MDSAP certificates

• No MDSAP recognition

• No MDSAP recognition
• Documentation presented to 

support MDSAP recognition 

• No MDSAP recognition

• No MDSAP recognition
• Documentation presented to 

support MDSAP recognition 

Panama

• No MDSAP recognition
• Proposal included in draft 

regulation.
Rest of countries
• No MDSAP recognition

• No MDSAP recognition

• Member of MDSAP

• Affilliate member of MDSAP
• No GMP validation required for 

imported products

ECUADOR

CHILE

COLOMBIA

PERU

Central America & Caribbean

PARAGUAY

BRAZIL

ARGENTINA

URUGUAY

• No MDSAP recognition

BOLIVIA

• No MDSAP recognition

• Documentation presented to 
support MDSAP recognition 

Website



Landscape Mapping: NRA Classification

1
Brazil
Mexico

2
Argentina
Chile
Colombia
Peru
Bolivia
Panama
Dominican Republic

3 Cuba
El Salvador
Honduras
Costa Rica
Guatemala
Nicaragua
Ecuador
Paraguay
Uruguay



MDSAP Positioning: IACRC Executive Summary & Position Paper



Next Steps

Planned 
Actions

Publication of the MDSAP Training Package

Publication of the IACRC Positioning

Definition of the Capacity Building Plan

Definition of the Regulators Engagement Strategy



THANK YOU

DUGLAS RODRIGUEZ-CALDERON

Global Head of LATAM Regulatory Policy
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duglas.rodriguez_calderon@roche.com


	Slide 1: May 08th, 2025
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10

