

Table of Contents for Electronic Regulatory Binder (i.e. Dropbox) Example for Single Site Studies:

01. Study Team Contact list  
02. IRB Approvals 
03. Amendments  
04. ORIOS
05. Adverse Events 
06. Informed Consent Documents
07. Protocols
08. IRB documentation
09. Investigator and Staff Qualification Documentation
010. Clinical Research and Study Training (add all trainings related to study)
011. Delegation of Authority
012. Study Communication 
013. Screening/Enrollment Log
014. Signed Consent Documents
015. Unanticipated Problem Log
016. Clinical Site Monitoring Visits and other Audits or Inspections
017. Data and Safety Monitoring Documents
018. Sponsor Correspondence 
019. Manual of Procedures
020. Lab Certifications and accountability
021. FDA Forms
022. Investigational Product
023. Database
024. Meeting Summaries, Agendas, Minutes
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