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Regulatory Reality

• National Regulatory Authorities (NRAs) are a critical part of 
access to safe, effective and innovative medical products.

• The degree to which NRAs perform their functions effectively 
and transparently directly impacts access and innovation, and 
ultimately public health.

• To fulfill our mandate as ARN we must consider regulatory 
models that consider available resources, increasingly complex 
technologies, the globalization of supply chains, and the 
expectations of our population.
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Regulatory Convergence for Regulatory 
Collaboration

• Regulatory convergence is expected to reduce duplication of 
work by creating a common language for the regulatory 
decision-making process that facilitates cooperation, 
worksharing, and eventually reliance.

•  For regulatory convergence to be successful, changes in the 
regulatory approach are also required to allow for 
collaboration and reliance.
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Regulatory Cooperation

4

Information Exchange

Convergence

Equivalence Assessment

Worksharing, reliance

Unilateral/mutual recognition

Fe
ed

b
ac

k



IMDRF Members
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*WHO is an Official Observer
Not shown are RHIs – APEC, 
AMDF, GHWP, PAHO

Convergence



MDSAP Members
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Participation of the Americas in global Regulatory 
Convergence initiatives
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IM
D

R
F • Members: Brazil, 

Canada, United States

• Observer: Argentina

• Affiliate Members: 
Chile, Costa Rica, Cuba, 
Dominican Republic, El 
Salvador, Mexico, Peru, 
Paraguay
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SA
P • Members: Brazil, 

Canada, United States

• Affiliate Members: 
Argentina and Mexico



Challenges

International vs. domestic standards

International cooperation vs. Other Priorities

Consistent Implementation

Active participation in global initiatives
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• World health Organization “Global Benchmarking 
Tool” (GBT) /WLA

• Regulatory Landscape in the Americas

Equivalence Assessment
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• MDSAP
• Databases

Reliance



Product Classification Database 

www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm


Method 1:
Product Classification Database 



Product Code

Regulation Number & 
Device Class



Method 2: Search for Device by clearance/approval

• 510(k) Clearance 
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm

• PMA Approval 
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm

• De Novo Database 
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cf
m

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm


Method 2: Search by 510(k) Clearance 



Method 2: Search by 510(k) Clearance 



Method 2: Search by 510(k) Clearance 



Method 3: 
Search Device Listing Database

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm


Method 3: 
Search Device Listing Database



Method 3: 
Search Device Listing Database



Benefits – Outcome

Improve knowledge about NRA regulatory processes to facilitate reliance mechanisms and 
optimize resource use

Strengthening the regulatory capacity of authorities in the region. 

Promote participation in global initiatives and use of international standards which improves 
access to innovative medical products.

Rapid response to emergency situations. 

More agile regulatory processes in the region through alignment while maintaining a high level 
of regulatory oversight. 
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Thank you!
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