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Investigator-Initiated Trial Management Checklist


Study Title: 

IRB #:
Principal Investigator:

This form contains a list of activities for initiation and maintenance of investigator-initiated clinical studies. Investigators holding an IND or IDE (Sponsor-Investigators) are advised to use the SI Trial Initiation Checklist


	Task
	Comments



	Study startup
 FORMCHECKBOX 
 Obtain or develop the lay summary, scientific protocol and informed consent form with HIPAA authorization 

 FORMCHECKBOX 
 Obtain documentation on the study intervention if applicable (e.g.,  investigator’s brochure or package insert for drugs, device manual for devices, information on a dietary supplement)
 FORMCHECKBOX 
 Develop recruitment plan and advertisements
 FORMCHECKBOX 
 Develop case report forms and/or electronic database
 FORMCHECKBOX 
 Develop plan for data and safety monitoring, including self-monitoring at least twice yearly
Obtain required approvals

        FORMCHECKBOX 
  Office of Sponsored Programs via EPEX for grants and contracts or Grady Office of Grant Administration for Grady studies
        FORMCHECKBOX 
 Institutional Review Board (IRB) via eIRB
        FORMCHECKBOX 
 Office for Clinical Research for studies with billable items and services
        FORMCHECKBOX 
 Conflict of Interest (COI) via eCOI
        FORMCHECKBOX 
 Radiation safety and/or Biosafety, if applicable
        FORMCHECKBOX 
 Investigational Drug Service, if applicable
 FORMCHECKBOX 
 Applicable site approvals (Grady, ESJH, and VA) 
 FORMCHECKBOX 
 Clinical and Translational Review Committee for cancer-related studies
 FORMCHECKBOX 
 Complete all sponsor/funder requirements (e.g., financial disclosure forms) 

 FORMCHECKBOX 
 Identify study personnel and document CITI training, protocol training, and  delegation of authority 
 FORMCHECKBOX 
 Create study tools (e.g., logs, checklists)
 FORMCHECKBOX 
 List trial on clinicaltrials.gov, if applicable 
	

	Study maintenance
 FORMCHECKBOX 
 Record adverse events (AE) on AE log with documentation of assessment by a medically qualified study team member
 FORMCHECKBOX 
 Periodically review AE log to determine whether AEs are occurring at the expected frequency, severity, and duration

 FORMCHECKBOX 
 Record protocol deviations (PD) on a PD log and document assessment
 FORMCHECKBOX 
 Periodically review PD log to look for patterns of protocol noncompliance

 FORMCHECKBOX 
 Report AEs, unanticipated problems, and PDs to IRB and drug/device manufacturer, as required by policies, protocol and contract

 FORMCHECKBOX 
 Conduct root-cause analysis and corrective and preventive action (CAPA) plans to resolve patterns of noncompliance

 FORMCHECKBOX 
 Submit continuing review and amendment applications to IRB, Grady, ESJH, and VA as required

 FORMCHECKBOX 
 Ensure that data and safety monitoring plan is followed; send monitoring reports to Clinical Trials Audit and Compliance (ctcompliance@emory.edu)
 FORMCHECKBOX 
 Update clinicaltrials.gov every 6 months, if applicable
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