SOMREC

CLINICAL TRIAL CHECKLIST AT SUBMISSION 
Introduction
This checklist will be filled for clinical trials at the time of submission of the protocol to SOMREC. It should be filled in addition to the application checklist.   
REC REF Number: …………………………………………….

Study title:………………………………………………………………………………………

…………………………………………………………………………………………………..
Phase I
 Safety data for preclinical studies from at least two studies from different settings though it could be the same country. 
 If data is from only one study, then another study/research should be conducted in the country of origin.
 Evidence of animal studies
 Stamped and detailed Investigator’s brochure. (Summaries are not acceptable)
 Certificate of approval from IND from the originating country 

 Required sample size 10 to 20 participants

 Healthy participants 

Phase II
 Required sample size, a minimum of 50 participants
 “Go –no go” to phase 3 criteria should be part of the proposal

 Stopping rules (Statistical and Safety related)

 Randomization 

 Interim Analysis 

 Follow- up period should be specified

 Data Safety Monitoring Board (DSMB). Members should be independent and have not published with the study investigators for the last 5 years

 Stamped and detailed Investigator’s brochure. (Summaries are not acceptable)

 Results from phase I cited

 An internal monitor
Phase III
 “Go –no go” criteria

 Required sample size 300 to 500 participants

 Results from Phase II
 Data Safety Monitoring Board (DSMB). Members should be independent and have not published with the study investigators for the last 5 years

 Stopping rules (Statistical and Safety related)

 Randomization 

 Interim Analysis 

 Follow- up period should be specified

 Assurance that the control group should be given the drug if found effective

 Stamped and detailed Investigator’s brochure. (Summaries are not acceptable)

 An internal monitor

Phase IV
 The protocol demonstrates effective mechanisms for pharmacovigilance.
Additional requirements for all Phases

1. Data use and sharing Agreement
2. Material Transfer Agreement (MTA) [if applicable]
3. Community Advisory Board (CAB) 
4. Data Safety Monitoring Board (DSMB) Charter for the study
5. Detailed Community Engagement Plan for the study
6. Information leaflet for the study
7. Questionnaire for assessment of understanding of the study information provided to study participants
Remarks ………………………………………………………………………………...

………………………………………………………………………………………….

Signed ………………………………………………………………

Name: …………………………………………Designation: ………………………

Date: …………………………………………………………………
