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Indicators of national research ethics systems



Research ethics indicators

Ethical standards for 
research

1. Law or other legally binding instrument governing health-related research 
involving human participants, including the requirement of ethics review of 
research. 

Mechanisms for ethics 
oversight

2. National body tasked with the oversight of research ethics committees 
(RECs). 

Ethics capacity 3. Policies on ethics training for researchers and RECs.

Transparency
4. Requirement of clinical trial registration in accordance with WHO 
standards. 

Integrity 5. National policy on responsible conduct of research. 

Research in 
emergencies

6. Procedures for rapid ethics review in emergencies. 



Baseline: 2020-2021 assessment (published in 2022)
Indicator Achieved In progress Not initiated

1

Legal instruments for 
research involving humans in 
accordance with 
international standards.

Argentina, Brazil, Chile, Colombia, Costa 
Rica, Cuba, Dominic Republic, Ecuador, 
Mexico, Panama, Peru, Uruguay

Bolivia, El Salvador, Guatemala, Haiti, 
Honduras, Jamaica, Nicaragua, Paraguay, 
Venezuela

Trinidad and Tobago

2 National body that oversees 
RECs

Argentina, Brazil, Chile, Costa Rica, 
Cuba, Ecuador, El Salvador, Mexico, 
Panama, Paraguay, Peru, Uruguay

Bolivia, Colombia, Dominic Republic, 
Guatemala, Haiti, Hoduras, Venezuela Jamaica, Nicaragua, Trinidad and Tobago

3 Policies on training for 
researchers and RECs

Argentina, Colombia, Costa Rica, 
Panama, Peru, Venezuela

Bolivia, Brazil, Chile, Cuba, Ecuador, Dominic 
Republic, El Salvador, Guatemala, Mexico, 
Uruguay

Haiti, Honduras, Jamaica, Nicaragua, Trinidad and 
Tobago

4 Prospective registration of 
clinical trials Cuba

Argentina, Brazil, Chile, Colombia, Costa Rica, 
Ecuador, Guatemala, Haiti, Mexico, Panama, 
Peru, Ururguay

Bolivia, Dominic Republic, El Salvador, Honduras, 
Jamaica, Nicaragua, Paraguay, Trinidad and Tobago, 
Venezuela

5 Policy on responsible 
conduct of research Peru Colombia, Panama

Argentina, Bolivia, Brazil, Chile, Costa Rica, Cuba, 
Dominic Republic, Ecuador, El Salvador, Guatemala, 
Haiti, Honduras, Jamaica, Mexico, Nicaragua, 
Paraguay, Trinidad and Tobago, Uruguay, Venezuela

6 Procedures for emergencies Panama Brazil, Peru

Argentina, Bolivia, Chile, Colombia, Costa Rica, 
Cuba, Dominic Republic, Ecuador, El Salvador, 
Guatemala, Haiti, Honduras, Jamaica, Mexico, 
Nicaragua, Paraguay, Trinidad and Tobago, Uruguay, 
Venezuela

https://www.thelancet.com/journals/langlo/article/PIIS2214-109X(22)00128-0/fulltext


https://www.thelancet.com/journals/langlo/article/PIIS2214-109X(22)00128-0/fulltext


2024 Assessment
Indicator Achieved In progress Not initiated

1

Legal instruments for 
research involving humans in 
accordance with 
international standards.

Argentina, Brazil, Chile, Colombia, Costa 
Rica, Cuba, Dominic Republic, Ecuador, 
Mexico, Panama, Paraguay, Peru, 
Uruguay

Bolivia, El Salvador, Guatemala, Haiti, 
Honduras, Jamaica, Nicaragua, Venezuela Trinidad and Tobago

2 National body that oversees 
RECs

Argentina, Brazil, Chile, Costa Rica, 
Cuba, Ecuador, El Salvador, Mexico, 
Panama, Paraguay, Peru, Uruguay

Bolivia, Colombia, Dominic Republic, 
Guatemala, Haiti, Honduras, Nicaragua, 
Venezuela

Jamaica, Trinidad and Tobago

3 Policies on training for 
researchers and RECs

Argentina, Colombia, Costa Rica, 
Ecuador, Panama, Paraguay, Peru, 
Venezuela

Bolivia, Brazil, Chile, Cuba, Dominic Republic, El 
Salvador, Guatemala, Mexico, Nicaragua, 
Uruguay

Haiti, Honduras, Jamaica, Trinidad and Tobago

4 Prospective registration of 
clinical trials Cuba, Ecuador, Paraguay

Argentina, Brazil, Chile, Colombia, Costa Rica, 
Guatemala, Haiti, Mexico, Panama, Peru, 
Uruguay

Bolivia, Dominic Republic, El Salvador, Honduras, 
Jamaica, Nicaragua, Paraguay, Trinidad and Tobago, 
Venezuela

5 Policy on responsible 
conduct of research Paraguay, Peru Colombia, Ecuador, Guatemala, Panama

Argentina, Bolivia, Brazil, Chile, Costa Rica, Cuba, 
Dominic Republic, El Salvador, Haiti, Honduras, 
Jamaica, Mexico, Nicaragua, Trinidad and Tobago, 
Uruguay, Venezuela

6 Procedures for emergencies Panama Brazil, Ecuador, Paraguay, Peru

Argentina, Bolivia, Chile, Colombia, Costa Rica, 
Cuba, Dominic Republic, El Salvador, Guatemala, 
Haiti, Honduras, Jamaica, Mexico, Nicaragua,  
Trinidad and Tobago, Uruguay, Venezuela

Ecuador, Guatemala, Nicaragua and Paraguay approved or modified 
laws or policies that imply progress towards achieving the indicators.



2024 Assessment

• Ecuador: An anmendment to the Regulation for the Approval and Monitoring of Ethics 
Committees for Research involving Human Beings and Ethics Committees for Health 
Care (Ministerial Agreement 0005-2022) was approved. The agreement establishes that 
research institutions should facilitate research ethics training to REC members and 
researches, and that ethics review of research should be conducted rapidly in health 
emergencies. In addition, the Regulation for Clinical Trials was also approved (Ministerial 
Agreement 00069-2024). It requires the registration of clinical trials in a registry that feeds 
ICTRP and includes references to the responsible conduct of research. 

• Guatemala: Regulation for clinical trials involving humans (Ministerial Agreement 206-
2021) was approved. It establishes that the falsification of information is research 
misconduct. 

http://esacc.corteconstitucional.gob.ec/storage/api/v1/10_DWL_FL/eyJjYXJwZXRhIjoicm8iLCJ1dWlkIjoiNTJhOTFmYzgtNjQ0Yy00NTdlLWJhYzktZTU5MTY4M2I4ZmE2LnBkZiJ9
https://medicamentos.mspas.gob.gt/index.php/legislacion-vigente/acuerdos
https://medicamentos.mspas.gob.gt/index.php/legislacion-vigente/acuerdos


2024 Assessment

• Nicaragua: Regulation for the National Committee for Health Research – CONIS was 
approved (Ministerial Agreement 491-2020). It establishes that CONIS is responsible for 
the accredditation of RECs and the promotion of bioethics training. 

• Paraguay: The National Policy on Health Research Ethics (Resolution S.G. N° 355) was 
approved. It establishes adherence to international ethical standards, tasks relevant 
entities with the oversight of RECs and ethics training, addresses research integrity 
requires clinical trial registration, and calls for rapid review of research in emergencies.

http://legislacion.asamblea.gob.ni/Normaweb.nsf/xpMainDIL.xsp
https://dinavisa.gov.py/wp-content/uploads/2024/10/Resolucion-SGN%C2%B0-355_2024-Actualizacion-de-Politica-Nacional-de-Etica-en-Investigacion.pdf


Work in progress
Indicator Achieved In progress Not initiated

1

Legal instruments for 
research involving humans 
in accordance with 
international standards.

Argentina, Bolivia, Brazil, Chile, Colombia, 
Costa Rica, Cuba, Dominic Republic, Ecuador, El 
Salvador, Guatemala, Mexico, Nicaragua, 
Panama, Paraguay, Peru, Trinidad and Tobago, 
Uruguay

Haiti, Honduras, Jamaica, Venezuela

2 National body that 
oversees RECs

Argentina, Bolivia, Brazil, Chile, Costa Rica, 
Cuba, Ecuador, El Salvador, Guatemala, 
Mexico, Nicaragua, Panama, Paraguay, Peru, 
Trinidad and Tobago, Uruguay

Colombia, Dominic Republic, Haiti, Honduras, 
Venezuela Jamaica

3 Policies on training for 
researchers and RECs

Argentina, Bolivia, Colombia, Costa Rica, Cuba, 
Ecuador, El Salvador, Guatemala, Nicaragua, 
Panama, Paraguay, Peru, Trinidad and Tobago, 
Venezuela

Brazil, Chile, Dominic Republic, Mexico, Uruguay Haiti, Honduras, Jamaica

4 Prospective registration of 
clinical trials

Bolivia,  Costa Rica, Cuba, Ecuador,  El 
Salvador, Guatemala, Nicaragua, Paraguay, 
Trinidad and Tobago, 

Argentina, Brazil, Chile, Colombia, Haiti, Mexico, 
Panama, Peru, Uruguay

Dominic Republic, Honduras, Jamaica, 
Venezuela

5 Policy on responsible 
conduct of research

Bolivia, Costa Rica, Cuba, El Salvador, 
Guatemala, Nicaragua, Paraguay, Peru, 
Trinidad and Tobago, 

Colombia, Ecuador, Panama
Argentina, Brazil, Chile, Dominic Republic, 
Haiti, Honduras, Jamaica, Mexico, 
Uruguay, Venezuela

6 Procedures for 
emergencies Panama

Bolivia, Brazil, Costa Rica, Cuba, Ecuador, El 
Salvador, Nicaragua, Paraguay, Peru, Trinidad and 
Tobago

Argentina, Chile, Colombia, Dominic 
Republic, Haiti, Honduras, Jamaica, 
Mexico, Uruguay, Venezuela 

PAHO is supporting many countries in the development of laws or policies that are 
undergoing approval. If approved, the regional landscape would be as described.



Work in progress
• Bolivia: The Ministry of Health and Sports, through the National Program of Research and 

Development,  drafted the National Norm on the Ethical Governance of Research. After 
public consultations and aditional revisions, the proposal is in the process of being 
approved.

• Costa Rica: At the request of the Ministry of Health, a proposal to amend Law No. 9234, 
for the regulation of biomedical research, that would govern all health-related research 
involving persons (and not only biomedical research) was developed and submitted to the 
relevant authorities. It is currently under review by the Ministry of Health. 

• Cuba: A regulation for the health research section of the new General Health Law has 
been drafted. The proposal is currently under review process led by the National Research 
Ethics Commission. 



Work in progress
• El Salvador: A proposal of a Law on Health Research has been drafted. After several 

revisions, the law is in the final stages of the approval process. 

• Guatemala: A National Health Research Ethics Policy was developed. After several 
revisions by the Ministry of Health and the National Committee on Health Ethics, the policy 
is in the process of being approved. 

• Nicaragua: A proposal for a new Regulation of the National Committee for Health 
Research (CONIS) has been developed. After several revisions, the proposal is in the 
process of being approved. 

• Trinidad and Tobago: A National Policy on Health Research Ethics that adopts 
international standards was drafted. The policy has already been approved at the 
ministerial level and continues in the approval process. 



Final considerations and pending challenges

• As a result of the COVID-19 pandemic, there is a renewed focus 
on the importance of health research. Latin American and 
Caribbean countries have renewed efforts to strengthen national 
research ethics systems and prioritized work on research ethics.

• As national research systems become more robust and countries 
produce more research, it is imperative to improve the efficiency 
and impact of clinical trials. As part of the implementation of 
resolution WHA75.8, the 2023 Brasilia regional workshop has led 
to dialogue and reflection to strengthen the conduct of 
scientifically and ethically sound clinical trials in the Region of the 
Americas.

https://apps.who.int/gb/ebwha/pdf_files/WHA75/A75_R8-en.pdf
https://www.paho.org/en/documents/final-report-regional-workshop-strengthening-clinical-trials-provide-high-quality


Final considerations and pending challenges

• Confusion persists in the region between the ethics oversight of research (led by 
research ethics committees) and the regulatory oversight of clinical trials that 
seek the authorization of a new drug or device (led by the national regulatory 
authority).

Collaborative work between the relevant authorities and research ethics 
committees, as well as coordinated technical cooperation for regulatory and 
ethics topics provided by PAHO, are essential to ensure that research in the 
region adheres to the corresponding international regulatory and ethical 
standards. 

Infographic: Oversight of research

https://www.paho.org/en/documents/infographic-oversight-research


Final considerations and pending challenges

• Despite recent progress and specific actions taken by 
countries to ensure ethical research during the COVID-19 
pandemic, there still is a regional pending agenda to improve 
ethical preparedness for future emergencies which in some 
cases, only requires formalizing for any future emergency 
what was implemented for COVID-19. Part of this pending 
agenda is also relevant for ordinary (non-emergency) 
situations in order to strengthen research ethics in general.
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Action in Health (EIH)

Join our Ethical 
Research network
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