Appendix II

Instructions for registering trials in the Clinical Trials Registry- India (www.ctri.in) 

The CTRI is an online register of all trials involving human subjects conducted in India. The CTRI does not accept registration of trials that have already commenced at the time of registration.

All trials that have been approved by CMC’s research and ethics committees should be registered in the CTRI before recruiting the first participant.  All interventional clinical trials conducted in India and involving Indian participants need to be registered. 
An interventional clinical trial is any research study that prospectively assigns people to one or more health-related interventions (e.g., preventive care, drugs, surgical procedures, behavioral treatments, etc.) to evaluate their effects on health-related outcomes. Thus, early and late trials, trials of marketed or non-marketed products, randomized or non-randomized trials -- all should be registered.

First time users of CTRI will have to fill in registration details that include creation of a user id and password. Following submission of the personal data, a password confirmation note to the email ID of the registrant will be sent. Thereafter the registrant can use the chosen Username and password to upload the required information for a proposed clinical trial. 
A registrant may fill in the data set items at his or her own convenience by clicking on the save button. A registrant may then edit the fields as required or take a print out of the entered information by clicking on the Print button. The information filled in the fields of the data set items will not be available for the System Administrator till the registrant clicks on the Submit button. Once the data is submitted and until the trial is registered, any trial information is not available for editing by the registrant.

Once the data is submitted, the CTRI staff will check the submitted information for completeness and whether informative entries have been provided. If needed, the registrant will be contacted for any queries. The staff will also verify that the trial is being conducted through the responsible contact person.

1. Please also submit a soft copy (scanned and sent as an email attachment) of the IRB clearance letter to ctr.nims@gmail.com or by post to: The Administrator, Clinical Trials Registry- India (CTRI),  National Institute of Medical Statistics, (Indian Council of Medical Research), Ansari Nagar, New Delhi -110029 – India.

2. Once queries are clarified, the trial will be officially registered and allocated a unique CTRI registration number. Both the date of submission and date of registration will be recorded. Registrants are required to regularly update information on each trial (including patient accrual, trial and publication status).

3. Incomplete entries will be given a provisional registration number that will not suffice for purposes of publication in journals that endorse the ICMJE recommendations for trial registration.

4.  Once registered, changes to the registered details will be permitted but will be shown as amendments; the original entries will be retained to create an audit trail.

5. The CTRI is a Primary Register of the WHO International Clinical Trials Registry Platform and all trials fully registered here will fulfill the ICMJE criteria of prospective trials registration.
6. The "Responsible Registrant" for a trial is either the principal investigator (PI) or the primary sponsor, to be decided by an agreement between the parties. The primary sponsor is ultimately accountable for ensuring that the trial is properly registered. For multi-center and multi-sponsor trials, it is the lead PI or lead sponsor who should take responsibility for registration. However, in case of multi-country trials, the Indian PI should register the trial in CTRI quoting any other Registration number as its Secondary ID.

For any clarifications or help with trial registration, please send an email to research@cmcvellore.ac.in
