CMCB:

ADVANCING BIOPHARMACEUTICAL DEVELOPMENT

LATIN AMERICA 2024

KNOWLEDGE SHARING AND CAPACITY BUILDING

e Need for more effective handling of minor variations,
simplification of regulatory frameworks, and increase in
transparency of PAC assessment.

e Target optimal use of reliance pathways to maximize
patient benefits.

e Move towards alignment and harmonization on data
requirements, submission timelines, and country-specific
procedures.

e Strengthen regional collaboration, including transparent

communications, training, and more.

CMC STRATEGY FORUM LATIN AMERICA 2024
BY THE NUMBERS

First-Time Regulators Companies
Attendees Participated Represented

Countries Collaborated

Argentina | Brazil | Canada | Chile | Colombia | Costa Rica |
Cuba | Dominican Republic | Ecuador | El Salvador |
Guatemala | Japan | Netherlands | Panama | Peru |

Singapore | Sweden | Switzerland | United Kingdom |
United States | Uruguay

SHARING SCIENCE SOLUTIONS




