








 

 
 

 

 

 

 

 

 

 

                                     

MESSAGE 
 
I am glad to note that the ICMR is bringing out the Operational Guidelines for Single Ethics 

Review of Multicentre Research. ICMR has consistently been at the forefront of developing 

and strengthening ethical standards for human research in the country, and its guidelines 

are widely recognized both nationally and internationally. 

In recent years, biomedical and health research in India has evolved rapidly. In a country as 

diverse as ours, it is essential to remain responsive to emerging scientific advancements 

while ensuring robust protection of research participants. The present guidelines have been 

developed to address this need by streamlining the ethical review process and promoting 

greater consistency across institutions. The Single Ethics Review process minimizes 

duplication, strengthens coordination, and enables more efficient conduct of studies across 

multiple sites. It is expected to facilitate the timely generation of high-quality evidence and 

support its effective translation into policy and practice to address national health priorities. 

Further, by enabling the inclusion of diverse and geographically dispersed populations, 

including those in underserved regions, these guidelines strengthen equity and 

representation in research. Enhanced collaboration, harmonisation of processes, and 

adherence to consistent ethical standards will contribute to more reliable evidence and 

improved public health outcomes. I am confident that this document will be widely referred 
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1. INTRODUCTION 

Multicentre research involves conducting a study across multiple institutions or sites 

using a common protocol to address shared research questions. Participating sites may 

either undertake the same set of protocol activities or distinct components of the same 

study, such as participant recruitment, interventions, data analysis or data management. 

Good collaboration strategically pools expertise, resources, and infrastructure to enable 

the recruitment of larger and diverse participant cohorts, more inclusive research with 

enhanced statistical power, scientific validity and generalizability, to generate scalable 

evidence for quality research outcomes, public health action or policy formulation.  

Multicentre research spans a wide range of biomedical and health research domains, 

including basic or applied research; genetic and genomic research; epidemiological and 

population-based studies; implementation and health systems research; public health 

surveillance and survey-based research; studies involving the secondary use of data and 

biological samples; multicentric clinical trials of drugs, biologics, vaccines, and medical 

devices; and investigator-initiated clinical studies; among others. Multicentre research is 

also increasingly conducted through national/ regional/ international networks, often 

involving institutions with varying capacities and diverse socio-cultural contexts.  

Effective collaboration in multicentre research relies on mutual trust among 

collaborators, which must be established upfront and reinforced through mutual respect, 

and transparent & continuous communication at every stage of the study. The primary 

role of the Ethics Committee (EC) is to protect the rights, safety, and well-being of 

research participants. The EC must uphold this by ensuring that the research is high-

quality and employs robust tools and methods for safeguarding research participants. 

Creating a supportive research environment in the country will go a long way in 

improving health research outcomes for the population. 

These guidelines have been developed to facilitate the ethics review of all types of 

multicentre biomedical and health research in India, including clinical trials. The 

applicability of these guidelines to regulatory clinical trials is subject to the requirements 

outlined in the Drugs and Cosmetics Act, 1940 & New Drugs and Clinical Trial (NDCT) 

Rules, 2019 & other applicable regulations. 

 

 

The Operational Guidelines for Single Ethics Review for Multicentre Research in India 

are an addendum to the ICMR National Ethical Guidelines for Biomedical and Health 

Research Involving Human Participants, 2017. 
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