Research Record Components for Social-Behavioral Studies – Instructional

	Purpose:
The purpose of the research record is to provide investigators or study coordinators the organizational framework and guidance for filing paper or electronic versions of essential study documents in a centralized location. Study documentation should be well organized, providing a complete and thorough history from protocol development to study completion. Maintaining a research record 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, DOD, DoJ). 

This document explains the standard content of the research record. 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 research record may be maintained electronically or with hard copies in a physical binder. Where hard copy documentation is not maintained within a physical binder (or when electronic documentation is not maintained within an electronic file), include a signed and dated note-to-file indicating where documentation is 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/folders within the research record. Not all headers need to be used, only those applicable to the study. Modify the research record to meet the needs of your specific protocol.

Tips for maintaining a research record:
· Keep the 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 file and its contents. 
· Store the 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.
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	Customization:
· Include any relevant study information on the spine of the binder or in the electronic folder name, including but not limited to:
· Sponsor name
· Study identifier (protocol number)
· Site #
· Modify the contents to fit the study’s needs




Research Record Checklist

Principal Investigator: _______________________   Study #: ______________________   

Study Title: _______________________________________________________________




Protocol and Amendments
☐	Current IRB-approved protocol
☐	Previous IRB-approved protocol(s)
☐   Protocol Deviation Log

Informed Consent Documents
☐	Current IRB-approved Informed Consent form(s) (this should have an IRB watermark at the top of the document with the approval period)
☐	Previous IRB-approved Informed Consent form(s) (also with IRB watermark)

IRB Documentation 
· Initial IRB approval letter
· IRB approval letters for all Continuing Reviews
· IRB approval letters for all Modifications
· IRB acknowledgement letters for all Reportable New Information submissions
· Any signed documentation/agreements related to grant or other funding
· Copies of letters of support / collaboration from locations / IRB approval letters from other study sites
· Copies of all email correspondences with the IRB (automated eIRB System reminders may be omitted)

Other IRB Approved Documents 
· Sample debriefing script
· Copies of all advertisements/recruitment materials
· All IRB approved study tools (e.g. questionnaires) or data collection forms

Study Personnel Documentation
· Human subjects training completion certificates for all study personnel (CITI or NIH training)
· Please ensure that all study personnel have up-to-date training
· CVs for all Principal Investigators and Co-Investigators
· CVs should be updated within the last two years
· Delegation of Authority (DOA) Log (recommended but not required)
· Tip: The DOA Log lists study team members, the research tasks for which each member is responsible, the start and end dates that each member works on a study, and signatures of each member. This tool can be helpful to clarify research roles and responsibilities. Template DOA logs can be found on the IRB website.

Participant File Consent Documentation – Signed consent documents should be kept in a separate binder or scanned into a separate electronic file.  

· Complete signed consent form (e.g., all pages) for each participant (if applicable)
· Debriefing script (if applicable)
· Documentation of re-consent
· Online / Verbal consent – confirmation of date and time that each participant consented 
· Consent log which tracks the participants who provided their consent to participate in the research activities and those who have withdrawn their consent.

Other Participant File Documents – Also maintained separately in participant-specific binder/file with signed consent forms

· Coded identifier list that contains participant ID, name, date of consent, 
· Documentation that each participant met eligibility criteria (if applicable)
· Enrollment log that lists the participants enrolled in the study
· Paper data collection forms for each participant (if applicable) and other source materials
· Tip: If a researcher makes an error on a paper data collection form, this should be corrected with a single strike through the error (so it is still legible), the correct response written nearby with the initials and date of the person who made the correction. This is per Good Clinical Practices guidelines. 
· Electronic data files
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