Format of Technical Summary and Detailed Protocol

Technical summary

PI should provide a one-page summary including technical details about the protocol.

Detailed Protocol
Introduction and Rationale:
Objectives of the study: 
Inclusion & Exclusion Criteria:
Methodology (including Study Duration):
Study Design, Sample Size, Study Setting
Participant Recruitment: 
Please provide a flow chart for the participant recruitment process
1. Consent (Who, Where & When)
2. No. of Visits during the study
3. What will be done at each visit
4. Standard of care at where participants are recruited
5. What will be done at NIRRCH & other centers
Vulnerability, management of risk & confidentiality
Lab procedures in brief
Expected Adverse events / Serious adverse events & how they will be managed
Reimbursement & Compensation
Expected Outcome:
References:

