


Regulatory Binder Checklist – Instructional

	Purpose:
A regulatory binder or regulatory file contains all study-specific information and regulatory documentation in a centralized location. It organizes essential documents, provides easy access to essential documents for review/audit purposes, and allows study team members to reference information. Study documentation should be well organized, providing a complete and thorough history from protocol development to study completion. Maintaining a study binder allows the research team to easily reference information, and provides access to essential documents by trial monitor, auditor, IRB, or regulatory authorities (e.g. OHRP, FDA). 

This document explains the standard content of the regulatory binder. It is the responsibility of the Principal Investigator to ensure compliance with best research practices, institutional review board standards, and applicable regulatory and institutional requirements. 

This document serves as a template and only applicable sections pertinent to your protocol should be included. Omit any unused sections and add sections as needed. 

Guidance:
The regulatory binder may be maintained with hard copies in a physical binder, or electronically as a regulatory file. Where hard copy documentation is not maintained within the regulatory binder, include a signed and dated note-to-file within the binder indicating where documentation is physically stored, who is responsible for the documentation, and when applicable, how long they are maintained.

Documentation should be maintained for the life of the study and for the appropriate archival period. Updates to all documents and all IRB-approved versions of documents should be filed in a timely manner as they are updated throughout the life of the study. Previous versions should be kept on file. Do not remove documents when expired or replaced or removed from the study. There should be valid certifications on file for as long as the study is open.

The bolded section headers below can be used as tabs within the regulatory binder. Not all headers need to be used, only those applicable to the study. Modify the sections to meet the needs of your specific protocol.

Tips for maintaining a regulatory binder/file:
· Keep the binder/file and its contents current and up to date.
· Store in reverse chronological order, with the newest items within a section placed at the front of the section.
· If multiple binders, label each one (e.g. Binder 1 of 3)
· Ensure all IRB correspondence and documents are received and filed in a timely manner.
· Identify an individual who is responsible for maintaining the binder/file and its contents. 
· Store the binder/file in a safe and secure location that is accessible to study staff at all times.
· Participant-specific documentation and information, e.g., signed consent forms, test results, and completed case report forms, should be maintained separately in participant-specific binder/file. 

Note: Participant information should be stored separately in a hard copy binder in a locked cabinet/office or in a secure electronic file. Participant files should include (at a minimum) signed informed consent forms, completed case report forms (CRFs), payment documentation (if applicable), and any additional documents or data specific to each participant.




	Customization:
· Include any relevant study information on the spine of the binder, including but not limited to:
· Sponsor name
· Study identifier (protocol number)
· Site #
· Modify the contents of the binder to fit the study’s needs
· For drug studies, drug-related documentation may be kept in a separate pharmacy binder 




Regulatory Binder Checklist

Principal Investigator: _______________________   Study #: ______________________   

Study Title: _______________________________________________________________




Protocol and Amendments
☐	IRB-approved protocol
☐	IRB-approved amendment(s)
☐	Signed protocol/amendment signature pages
☐   IRB-approved Local Protocol Addendum
☐   Protocol Deviation Log

Informed Consent Documents
☐	 Current IRB-approved Informed Consent form(s) (with IRB watermark)
☐	 Previous IRB-approved Informed Consent form(s) (with IRB watermark)

IRB Documentation
☐	Initial IRB approval letter
☐	Initial IRB application/submission
☐	IRB approval letters for all Modifications (and Revisions from Legacy eIRB, if applicable)
☐	IRB approval letters for all Continuing Reviews
☐	IRB acknowledgement letters for all Report New Information (RNI) submissions (and Safety/Others from Legacy eIRB, if applicable)
☐	IRB correspondence letters related to contingent approvals or stipulations (such as suspensions, deferrals, modifications required to secure approval letters, etc.)
☐	IRB email correspondence (automated eIRB System reminders may be omitted)
☐	IRB Roster (industry-sponsored studies)
· Copies of letters of support / collaboration from locations / IRB approval letters from other study sites

Other IRB Approved Documents
☐	IRB-approved advertisements/recruitment materials
☐	IRB-approved questionnaires, handouts, brochures, and all other documents given to participants

Investigator Documentation
☐	PI and co-investigator CVs (signed/dated every 2 years)
☐	PI and co-investigator clinical (medical, nursing, etc.) licensure, if licensed
☐	PI and co-investigator signed Financial Disclosure Forms


Delegation of Authority
☐	Delegation of Authority Log
☐  All past and present study team members listed
☐	 All entries are initialed/dated by the PI
☐	 The end of the log is signed and dated upon study closure

Training
☐	 Documentation of human subject protection training for all staff members (i.e. CITI training completion reports)
☐	 Other Training Records, as applicable

Participant Logs
☐	 Screening/Enrollment Log (without identifying information)
☐	 Participant Identification Code list (should be kept separately in a secure location)

Case Report Forms
☐	Blank sample Case Report Forms (CRFs)
☐   CRF Completion Guidelines

Laboratory Information
☐	Updated normal-range values for each reference laboratory
☐	A copy of certifications or accreditations (CAP, CLIA, CLIA waiver, and/or state certificate)
☐  CV, license(s), certification(s) of Lab Director
☐	Shipment and Storage Records for Biological Samples

Adverse Event/Serious Adverse Event Documents
☐	Adverse Event (AE) Report Forms or Log
☐	Serious Adverse Event (SAE) Report Forms

Site Monitoring Visits
☐	Site monitoring visit log
☐	Site monitoring visit reports
☐	Site monitoring visit correspondence and letters

Study Communication
☐	 All documents generated to clarify deviations or occurrences (Notes-to-File)
☐	 Contact information of sponsor, and/or CRO personnel as applicable
☐	 Copies of sponsor correspondence


Other Documents
☐	 Grant application
☐	 Data Security Plan
☐	 Certificate(s) of Confidentiality
☐	 Data Safety Monitoring Board reports, minutes, or letters
☐	 Study Audit Documentation (FDA, Sponsor, IRB, etc.) 


Additionally, the following documents (all versions) should be collected and filed in the regulatory binder for Clinical Trials (if applicable):

Investigational Product (Drug/Device) Documentation
☐	 Investigator’s brochure, package insert, product label, and/or instructions for use
☐	 Drug Dispensing Log (drug studies only) or memo as to where records are located (e.g., research pharmacy
☐	 Device Accountability Log (device studies only) or memo as to where records are located
☐	 Unmasking procedures for blinded trials

FDA Documents
☐	Signed and dated Form FDA 1572 Statement of Investigator (IND studies only)
☐	Signed and dated Investigator Agreement (IDE studies only)
☐	Sample of labels attached to investigational product containers
☐	IND Safety or UADE Reports

IND Documents (Northwestern Sponsor-Investigator only)
☐   Initial IND Application
☐   Initial IND Acknowledgement and/or May Proceed letter
☐   IND annual and/or progress report submissions
☐   Initial and follow-up IND Safety Reports
☐   All other supplemental submissions to the IND
☐   Signed and dated Form FDA 1572 from PI at all study sites
☐   Form FDA 1571 for each FDA submission 
☐   Financial Disclosure Forms FDA 3454 for Form FDA 3455
☐   Form FDA 3674
☐	Copies of FDA Correspondence 

IDE Documents (Northwestern Sponsor-Investigator only)
☐   Initial IDE Application
☐   Initial IDE Approval letter
☐   IDE annual and/or progress report submissions
☐   Initial and follow-up Unanticipated Adverse Device Effect (UADE) reports
☐   All other supplemental submissions to the IDE
☐   Signed and dated Investigator Agreement from PI at all study sites
☐	Copies of FDA Correspondence 
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