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A new Paradigm in Medicine



Global Regulatory Labyrinth



Latin America regulatory approaches  



The 5 Major Barriers to Adoption



Regulatory Adaptation & Harmonization



Strengthening Quality Ecosystem



Innovative Reimbursement Models



Fundamental Differences

Characteristic Conventional
Pharmaceuticals

Advanced Therapies 
(ATMPs)

Manufacturing Standardized, large
batches

Personalized, small 
batches, high complexity

Quality Control Post-analysis release 
(Pharma Labs)

Release at risk, requires 
Clinical Lab capabilities 

(cells, DNA)

Stability High, simple storage Very low, short shelf-life, 
requires cryopreservation

Logistics Standard supply chain "Vein-to-vein", ultra-
controlled cold chain

Traceability By product batch Critical, from donor to 
patient



Main S&E and CMC Concerns



Kymriah: A Landmark in ATMPs
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Zolgensma: First ATMPs approved in Chile



Zolgensma: First ATMPs approved in Chile



Elevidys: Controversial & Complex Story
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Focus on Latin America



Chilean ATMPs regulatory proposal
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Chilean ATMPs regulatory proposal




