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A comparison of regulatory fundamentals across select countries Requires

Requires Direct-to-
Primary Presentation Prohibits False Prohibits Consumer
Surveillance of Risk and Misleading ~ Off-Label Advertising
Country Agency Information Advertising Promotion Permitted
United States FDA OPDP v v v v
Japan MHLW and PMDA v v v x
Brazil ANVISA 4 v % x
Chile ANAMED v v v x
Colombia INVIMA 4 v v x

FDA= Food and Drug Administration; OPDP= Office of Prescription Drug Promotion; MHLW= Ministry of Health, Labour and Welfare;
PMDA= Pharmaceuticals and Medical Devices Agency; ANVISA= Agéncia Nacional de Vigilancia Sanitdria; ANAMED= Agencia Nacional
de Medicamentos; INVIMA= El Instituto Nacional de Vigilancia de Medicamentos y Alimentos.
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