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The WHO draft for Good Review Practices (GRevPs) from 2014 states that “RAs are increasingly 
seeking ways to improve their performance and ensure the quality of their regulatory systems. GRevPs 
are an integral part of overall good regulatory practices and focus on the medical product review 
aspect of regulatory work. Review is a highly complex, multidisciplinary assessment of the medical 
product applications in meeting scientific and evidentiary standards. It forms the scientific foundation 
for regulatory decisions. The extent to which an RA can achieve the review goals of timeliness, 
predictability, consistency, transparency, clarity, efficiency and high quality can have significant 
impact on public health (for example, delays in patient access to important medical products, added 
costs to government and applicants). Implementation of GRevPs help to achieve these review goals by 
ensuring those involved in the review process have the critical thinking skills and tools needed to 
optimize scientifically sound, evidence-based decisions. It also facilitates progress towards regulatory 
convergence through the development of common platforms for exchanging review reports and the 
enhancement of mutual trust among RAs.  
 
Several RAs have introduced ways of monitoring and improving their review process through 
structured approaches or moving towards stepwise implementation of GRevPs. RAs should consider 
review models and best practices within the context of available resources and legal requirements. 
The GRevP principles and elements described in this document can be adapted to meet the continuous 
improvement needs of a diverse range of RAs.” 
 
This regulatory session will cover two review goals established in the above WHO draft guideline: 1) 
Transparency and Predictability and 2) Regulatory Convergence and Priority Reviews Programs will 
also be part of the discussion as per their relevance for the Latin America region. Both are key areas 
that can accelerate access of high quality medicines to the patients.  
 
In this panel, some Latin American regulators, FDA, EMA and industry representatives – Grupo 
FarmaBrasil and Interfarma, are invited to provide their updates on the selected topics (Transparency 
and Predictability; Regulatory Convergence and Priority Review Programs), sharing their best 
regulatory practices, improvements, challenges and opportunities in their respective countries. 
Industry representatives will also provide their perspective including proposals for further 
collaboration on this regard. 
 


