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Investigator Initiated Trials

Attachment A

Investigator-Initiated Study Management Checklist
Study Title: 

IRB #:
Principal Investigator:

	This form contains a list of activities for initiation and maintenance of Single and Multisite Investigator-Initiated clinical studies

	Study Start-up Tasks
 FORMCHECKBOX 
 Obtain or develop protocol, Informed Consent Form and HIPAA Authorization  
 FORMCHECKBOX 
 Develop recruitment plan engaging any necessary university offices for branding compliance (e.g., social media, recruitment campaign, marketing)
 FORMCHECKBOX 
 Obtain documentation on the Investigational Product, if applicable (e.g., Investigator’s Brochure or package insert for drugs, device manual for devices)

 FORMCHECKBOX 
 Develop a plan for independent Data and Safety Monitoring (DSMP)
 FORMCHECKBOX 
 Develop a plan Manual of Operations and lab manual, as applicable
 FORMCHECKBOX 
 Develop paper Case Report Forms and/or Electronic Data Capture CRFs (e.g., REDCap)
 FORMCHECKBOX 
 Create source document templates or worksheets (e.g., IHIS Smartphrases, logs, checklists)

 FORMCHECKBOX 
 Develop a budget and complete coverage analysis, as applicable
 FORMCHECKBOX 
 Contact Investigational Drug Services for budgeting and operational planning of drug storage and transport, as applicable
 FORMCHECKBOX 
 Complete all essential documents as required by regulations and institutional policies, as applicable (e.g., Form 1572, Financial Disclosure Forms) 

 FORMCHECKBOX 
 Identify study personnel, document protocol training, and complete Delegation of Authority Log (DOA) 

 FORMCHECKBOX 
 Create study record on  clinicaltrials.gov, as applicable 

	Additional Study Start-up Tasks for Multisite IITs (in addition to the items above)
 FORMCHECKBOX 
  Recruit participating institutions and investigators, assess site qualification (SQV) to conduct the trial 
 FORMCHECKBOX 
  Negotiate site budgets and contract or sub-awards with each participating institution
 FORMCHECKBOX 
  Establish IRB of Record and document review has been ceded, if necessary 
 FORMCHECKBOX 
  Complete site SIV, ensuring site team training is documented

 FORMCHECKBOX 
  Collect all site essential documents (e.g., IRB approvals, CVs, medical licenses, GCP and HSP trainings, etc.) for all participating sites, maintaining a Master Trial File
 FORMCHECKBOX 
  Establish a plan for IP shipment, as applicable, if OSUWMC is responsible for direct shipment to the participating institution
 FORMCHECKBOX 
  Ensure that the sites have established policies for IP management as well as appropriate IP storage capabilities (e.g., secure, temperature monitored, etc.), as applicable
 FORMCHECKBOX 
  Establish site recruitment and retention goals 
 FORMCHECKBOX 
  Establish a strong communication plan (e.g., newsletters, email, teleconferences etc.) with all participating sites

	Study Maintenance Tasks
 FORMCHECKBOX 
 Record Adverse Events (AE) on AE log with documentation of assessment by a medically qualified study team member to whom the task has been delegated 

 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 necessary notes to file or corrective action plans

 FORMCHECKBOX 
 Periodically review PD log to look for patterns of protocol noncompliance
 FORMCHECKBOX 
  Periodically review data according to the DSMP, as applicable
 FORMCHECKBOX 
 Report AEs, PDs, and unanticipated problems to the IRB of record and drug/device manufacturer, as required by policies, protocol, and contract

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

 FORMCHECKBOX 
 Update clinicaltrials.gov every 6 months, as applicable

	Additional Study Maintenance Tasks for Multisite IITs (in addition to the items above)
 FORMCHECKBOX 
  Oversee and provide feedback to sites on data quality (e.g., enrollment, eligibility, CFR completion, deviations, etc.)
 FORMCHECKBOX 
  Distribute IND or other safety reports, as applicable, to each participating institution for reporting to IRB or other regulatory bodies
 FORMCHECKBOX 
  Ensure sites are reporting AEs/SAEs following the requirements of the IRB of record

	Study Closure Tasks
 FORMCHECKBOX 
 Ensure all data collection is complete 
 FORMCHECKBOX 
 Review all applicable Regulatory files for completeness (e.g., DOA Log, final 1572, etc.)
 FORMCHECKBOX 
 Reconcile all Investigational Product accountability and shipment records, as applicable
 FORMCHECKBOX 
 Evaluate requirements for data storage as indicated in the IRB application and long-term document retention
 FORMCHECKBOX 
 Update clinicaltrials.gov status and report results, as applicable
 FORMCHECKBOX 
  Prepare for manuscript(s) and presentation(s) submission(s), as applicable
 FORMCHECKBOX 
 Notify the IRB of record of study closure

	Additional Study Closure Tasks for Multisite IITs (in addition to the items above)
 FORMCHECKBOX 
  Ensure that all data queries are appropriately resolved prior to database lock

 FORMCHECKBOX 
  Ensure that IP or other provided equipment is returned or destroyed per protocol and documented appropriately, as applicable
  FORMCHECKBOX 
  Conduct a financial review of payments distributed to participating sites, as applicable
  FORMCHECKBOX 
  Collect participating site’s essential document retention plans  

 




    Effective Date: 16-DEC-2022

