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TIPS FOR PREPARING A REGULATORY BINDER

e Regulatory binders are required for all human subject

research protocols approved by the Institutional Review RESEA
Board (IRB), regardless of the risk level. - Seeo ”le

* Principal investigators (Pl) are responsible for maintaining / -2
regulatory binder essential documents.

* Perthe UMB Investigator Manual and Good Clinical S
Practice (GCP) (E6) sections 8.1, 8.2, 8.3, 8.4, regulatory
binder essential documents demonstrate the compliance
of standards of GCP and with all applicable regulatory
requirements.

The regulatory binder houses your essential documentation, and
includes information such as:
* |IRB reviewed materials and approvals
* CVs & Medical Licenses
e Screening and Enrollment Logs
* Delegation Logs
e Study team training documentation
¢ Study communications
e Agreements
e Eligibility Checklists
e DSMB (Data and Safety Monitoring) and Adverse Events
o Ensure compliance with the documents required by your sponsor/monitor.

Regulatory binders can be in the form of paper or electronic versions, like Veeva
SiteVault https://sites.veeva.com/solutions/eisf/
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