Regulatory Binder Instructions

Purpose:
A Regulatory Binder assists sites in achieving and maintaining regulatory compliance and ensuring the highest standards of human subject research. The binder also provides:

1. Guidance for organization and record keeping

2. Assistance with proper study documentation and successful study management

3. Access to additional information and on-line resources, such UCSF Committee on Research Committee (CHR) policies, guidelines, forms, as well as Federal Regulations 

The QI Unit’s Regulatory Binder is available to assist investigator-initiated study sites who are creating their own binder. 

Each binder section outlines the regulatory requirements, institutional policies, and GCP guidelines for organization and record keeping. The bottom of each binder tab includes QIU tips, links to the HUB and QIU tools, and references for applicable requirements.
General Guidance for Using the Regulatory Binder:
· The Regulatory Binder should be established at the beginning of the study, prior to enrollment. 

· Keep the Regulatory Binder current and up-to-date. 
· Identify individual(s) responsible for maintaining the binder.  Ensure that this person is on file with the IRB as contact person to ensure that all IRB correspondence and documents are received/filed in a timely manner. 
· Store binder in a safe and secure location, but accessible to study staff at all times. If sections of the binder are stored in a separate location (centrally filed) or maintained electronically, write a signed and dated note-to-file indicating the location and who maintains them.  File the note behind the tab to which it applies.
· Subject-specific documentation and information, e.g., signed consent forms, test results, and completed case report forms, should be maintained separately within the subject-specific binder/file.
· Customize the binder to meet the needs of your protocol.  This Regulatory Binder is a template. Include only sections pertinent to your protocol.  Omit unused sections and add sections as needed. See “Applicable sections” below for more information.  If unsure of what sections to include/exclude, contact the QIU Program to clarify.   

· Sections of the binder can be printed from the browser by clicking 'Print this page' link located at the top right-hand corner of each tab. This will send a copy of the current section that you are viewing to your local/network printer.

· If you would like to print all sections, click on the link below to access the complete set of binder tabs. You can print tabs on any compatible set of binder dividers.

· Printable Virtual Binder Tabs
Applicable Sections:
Depending on the nature of the research, some tabs may not be required.  Use the list below to ensure that the applicable sections are maintained.  For questions, contact the QIU Program.
All Studies:
1. Protocol 

2. Staff CVs 

3. Staff Licensures

4. Logs

5. IRB Documents
6. Consent Forms

7. Data Collection/CRFs
Study Specific: 
8. Lab Documents

9. NIH 
10. Sponsor

11. Drug/Device Accountability
12. FDA

13. Financial Disclosure
14. DSMB
Useful Links:
· UCSF QIU Virtual Regulatory Binder  
· Printable Virtual Binder Tabs
· Electronic Records and Signatures
· UCSF Records Management Best Practices and Cost Analysis Guidance
· UCOP Record Keeping and Record Retention Requirement
· Source documentation
Contact Information:
For additional questions or comments related to the Regulatory or Virtual Binder contact the QIU Unit at chr.ucsf.edu 
Please note that the regulatory binder contents are one component of the quality improvement process and are used to ensure compliance with federal regulations, Good Clinical Practice (GCP) guidelines, and UCSF Policies. They should be used as a starting point to ensure compliance.
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