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Reliance for emergency use authorizations in a 
pandemic

Key messages
• Countries are encouraged to develop plans for regulatory

preparedness and response in a pandemic including related to
EUA of health technologies.

• It is not intended to replace marketing authorization processes
under regular circumstances.

The document provides guidance to NRA and regulatory systems 
on practical ways to implement reliance for emergency use of 

medicines and other health technologies in and around a 
pandemic

https://iris.paho.org/handle/10665.2/52027


CSP30.R12 
Policy to Strengthen National Regulatory Systems for Medicines and 

Other Health Technologies

O B J E C T I V E
• Promote efficient regulatory systems in all Member States, tailored to the needs of their health systems, with a maturity

level of 3 or higher in order to ensure the quality, safety, and efficacy of health technologies, in keeping with PAHO/WHO
recommendations.

• Where national policies are in place and the context permits, regulatory systems can help foster the production of health
technologies that promote equitable access, health and well-being, and economic and social development.

Adopt sustainable State policies to strengthen the 
governance and stewardship of regulatory systems

Promote the strengthening of regulatory systems to ensure 
consistent, transparent processes based on regulatory science

Strengthening regulatory harmonization and 
convergence

Adopt new evaluation systems based on the WHO Global 
Benchmarking Tool (GBT) and related mechanisms

The policy was adopted at the 30th Pan American Sanitary Conference and urges Member States, in keeping with their 
contexts and needs, to:

i) Promote transparent regulatory decision-making and information exchange among countries as a requirement for 
convergence, harmonization, and reliance on regulatory decisions from other jurisdictions…

n) … the adoption of practices for reliance on decisions from other jurisdictions to achieve regulatory goals.



Experiences in the use of reliance in the Americas
XI Regional Meeting on Medical Device Regulation

El Salvador, October 2023

Panel: NRA experiences in the use of reliance 
Argentina | Brazil | Canada | Colombia | Cuba | Ecuador | El Salvador | USA | Mexico | Peru

KEY OBSERVATIONS

• The adoption of reliance practices by some countries of the Region improved their efficiency and use of
resources.

• Reliance is applied under different premarket conditions; while some countries apply reliance on higher risk
classes of medical devices, others do the opposite.

• Gaps persist in the transparency of regulatory decisions. Publication of aspects related to decision-making,
information exchange and availability of public information are still lacking in the countries of the Region.

• Increasing interest to participate in regional and international initiatives and adopt the use of international
guidance and standards.



Moving reliance practices forward

5. Promote the application of reliance practices which should be extended to post
market activities.

2. Promote effective integration of reliance throughout medical devices’ lifecycle and
across all regulatory functions.

3. Enhance transparency and exchange of information on regulatory decisions.

1. Encourage the inclusion of reliance-related provisions and language in legal
documents.

4. Enhance communication and collaboration with the industry.



PANDRH – Moving forward

Develop the PANDRH Strategic Development Plan and 
include reliance as a priority topic

Support Medical Devices regulatory harmonization and 
convergence in the Americas

Organize the XI Pan American Conference on Harmonization of Drug 
Regulatory Authorities (CPANDH) in Q3 2024 – Mexico City

Foster the dialogues and cooperation on regulatory reliance among NRA and stakeholders

Enhance PANDRH collaboration with other international harmonization initiatives
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