FORMAT FOR SUBMITTING FINAL REPORTS FOR INTERVENTIONAL TRIALS APPROVED

BY THE IRB

CHRISTIAN MEDICAL COLLEGE, VELLORE

1. Title of Research Project
2. Clinical Trial Registry- India (CTRI) Registration Number 

3. Other secondary trial IDs if any (e.g.: registration number of other trial registers; UTRN etc) 
4. IRB approval details: (provide month, year, IRB approval number and, if applicable the study account number)
5. Name of the Principal Investigator: 

Designation of Principal Investigator:

Employment Number:

Address for Permanent communication (including telephone and fax numbers and email id): 
6. Name of Guide (for Post-Graduates):

Employment Number:

Address for communication (including telephone and fax numbers and email id): 
7. Name and Designation of Co-Investigator(s), Employment Number and Address 
8. Date, Month and Year of starting the research
9. Date, Month and Year of completing the research 
10. Aims, Objectives and scope of research 
11. Summary of the methods used
12. Results:

a) Participant flow: (number of people screened; number excluded and reasons for exclusion; number randomized in each arm; number in each arm that received interventions; number that completed trial, number analyzed for primary outcome) This can in the form of a description, a table or a flow diagram (see the CONSORT Statement www.consort-statement/org) for an example of a flow diagram).

b) Recruitment: (Dates defining the periods of recruitment and follow-up)
c) Baseline data: (Baseline demographic and clinical characteristics of each group)
d) Number analyzed: (Sample size; Number of participants (denominator) in each group included in each analysis and whether the analysis was by intention to treat. State the results in absolute numbers as well as percentages, when feasible (i.e.: 10/20 (50%)); report means with standard deviations or standard errors).
e) Protocol deviations: (Report deviations from the study protocol with reasons)

f) Outcomes and estimations: (For each primary and secondary outcome, a summary of results for each group and the estimated effect size and its precision (i.e.: odds ratios, relative risks, risk differences, mean differences with their 95% confidence intervals).
g) Ancillary analysis (any other analyses performed, including subgroup analyses and adjusted analyses, indicating those pre-specified and those exploratory)
h) Adverse events (All important adverse events or side effects in each intervention group)
i) Withdrawals and drop-outs (Describe the numbers who dropped out and were withdrawn and the reasons for dropouts and withdrawal)
j) Premature termination: (If the trial was terminated early, please describe reasons)
k) Post trial arrangements: (Describe arrangements for post-trial care of participants)
13. Discussion:
a) Interpretation (interpretation of the results, taking into account study aims and hypotheses, sources of potential bias or imprecision)
b) Generalizability (External validity or ability to generalize the results of the study)
c) Overall evidence (In what  way does this study contribute to current evidence, practice, policy or context of care) 
14. Statement of accounts (Amount sanctioned and utilized and Statement of Expenditure from Accounts Department (enclose on copy)
15. List of equipment purchased, if any

16. Was there any other source of support for this research?

17. Title of papers published or sent for publication based on the work on this scheme. (If not, please describe plans for publication) 
18. Has the work on this research been presented at any scientific Conference/Meeting/Seminar?

19. Is the research being continued or extended?

20. One page structured Abstract 
21. Signature of Principal Investigator
22. Signature of Guide / Head of the Dept or Unit

