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Outline 

• Initiatives of regulatory convergence across 
time 

• Multilateral agreements in the Region: 
political decisions supporting convergence and 
harmonization 

• NRA networks in the Region: mutual 
knowledge and reliance 

• Benefits of convergence  

• How to move farther and faster?  
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Chronology of main international initiatives on regulatory convergence 

Source: Silva APJ, Tagliari, POP. Regulatory initiatives in health in the Americas: history, evolution and new challenges. Rev 
Panam Salud Publica 2016; 39(3);210-16 
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MERCOSUR: implementation of compatible sanitary control 
systems, technical cooperation and legislation harmonization are 
included in the mandate of Workgroup 11 – “Health” 
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PACIFIC ALLIANCE: Convergence and harmonization with 
international standards are among the steps to reduce 
technical barriers to trade established by the Additional 
Protocol to the Framework Agreement of the Pacific Alliance 
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SICA: the Protocol to the General Framework for Central 
America Economic Integration (Protocol of Guatemala) 
provides for regional regulatory harmonization and 
adoption of common technical requirements.  
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PAHO’s DIRECTING COUNCIL (2010): urge countries to engage 
with PANDRH convergence initiatives in the context of the 
efforts to strengthen the NRA in the region 
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NRA networks in the Americas enabling mutual knowledge and 
reliance 

 
Robust, long-lasting and comprehensive networks of regulatory authorities in 
the region dedicated to: 
 

 Technical and scientific cooperation 
 

 Information exchange 
 

 Work sharing 
 

 PAHO’s Regulatory Authorities of Regional Reference  
 

Much has been built in terms of mutual knowledge and 
reliance among NRAs in the Americas 
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Benefits of regulatory convergence 

 Patients 

 
• More expedited 

access to 
medicines 

 

• Maintenance or 
improvement of 
safety, efficacy 
and quality 
standards  

 Regulators 

 
• Reduction of 

regulatory 
workload, cost 
and time 

 

• More 
collaborative and 
efficient use of 
resources 

 

• Increased 
opportunities for 
work sharing 

 

 

 

 

 Regional 
Integration 

 
• Facilitation of 

trade 

 

 

• Easier 
alignment of 
public policies 

 Industry 

 
• Reduction of 

general 
regulatory 
burden 

 

• Facilitated 
businesses 
planning 
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How to move farther and faster with regulatory 
convergence initiatives? 

Source:  
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Regulatory convergence in Americas: “take-
aways” from the industry perspective 

  

 Conditions for convergence are consolidated in the continent: sovereign decisions 
supporting convergence and a solid network among NRA have been established 
across years in the Region, enabling mutual knowledge and reliance 
 

 Move towards effective regulatory convergence is beneficial for patients, 
regulators, regional integration initiatives and the industry 
 

 Under PAHO/PANDRH leadership and with industry/NRA collaboration, the 
election of priority and feasible topics for a work agenda on regulatory 
convergence and the integration of PANDRH work with other international 
initiatives would foster convergence in the region and prevent fragmentation of 
efforts 
 

 Ongoing initiatives could  be enhanced towards more convergence and 
collaboration: Ex.: Caribbean Regulatory System project covering also innovative 
drugs 



VIII Conference of the Pan American Network on Drugs Regulatory Harmonization | Mexico City | 19 to 21 October  


