CMCE

ADVANCING BIOPHARMACEUTICAL DEVELOPMENT

LATIN AMERICA 2023

KNOWLEDGE SHARING AND CAPACITY BUILDING

Regulatory agility and effectiveness can begin by adopting
standardized requirements and applying similar standards in
regulatory review, assessment, and inspections.

Alignment of requirements is paramount in establishing trust
strategies.

Standardization of PAC management can be achieved by
adopting the framework of WHO PAC guidance.

M4Q(R2) guideline will streamline patients’ and consumers’
access to lifesaving therapies.

Cloud-based data sharing and assessments will lead to

harmonization, collaboration, and a single “Source of Truth”.

CMC STRATEGY FORUM LATIN AMERICA 2023
BY THE NUMBERS

First-Time Regulator Company
Attendees Participation Representation

137 25 47

Country Collaboration

25

Argentina | Austria | Bolivia | Brazil | Canada | Chile |
Colombia | Costa Rica | Dominican Republic | Ecuador |

El Salvador | Germany | Guatemala | Honduras | Jamaica |

Mexico | Netherlands | Nicaragua | Panama | Paraguay |
Peru | Sweden | Switzerland | United States | Uruguay

SHARING SCIENCE SOLUTIONS



