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VANJHCS

Research & Development

Standard Operating Procedures

IRB RECORDS AND RETENTION

IRB Records include:

1. Written operating procedures

2. IRB Membership Rosters

3. Training Records

4. IRB Correspondence

5. IRB Research Project Files

6. Research Project Tracking System

7. Documentation of Exemptions

8. Documentation of Expedited Reviews

9. Documentation of Convened IRB Meetings (Minutes)

10. Other pertinent documentation, including Serious Adverse Event Reports, project tracking documents, and Federalwide Assurances 

The IRB Coordinator will be responsible for:

· Membership Roster.

· The IRB Coordinator will maintain the IRB membership roster and ensure the prompt reporting of any changes in IRB membership to the Office of Research Oversight (ORO) and the Office of Human Research Protections (OHRP).
· Rosters will include the following information:

1. Names of the IRB members and membership status (regular, alternate, ex officio)
2. Gender of IRB member

3. Whether affiliated with the VA NJHCS (directly or if a family member is affiliated)

4. Whether or not the IRB member is a scientist

5. Scientific or non-scientific status or specialty

6. Names of alternate members and the corresponding regular member(s) for whom each alternate may serve

7. Earned degree(s) of each member and alternate

8. Specific scientific qualifications (such as board certifications and licenses) or other relevant experience sufficient to describe each member’s chief anticipated contribution to IRB deliberations

9. The representative capacity of each member and alternate

10. Office (Chair, Alternate Chair)
11. Any employment or other relationship with this facility or this facility’s collaborating institutions (full or part-time employee, stockholder, member of governing board, paid or unpaid consultant) 

· The IRB Coordinator will maintain a resume for each IRB member as part of the IRB records.
· Education and Training Records  (Procedure--Human Subjects Protection Education Program) 

· All investigators, study coordinators, IRB members, IRB staff and administrative support, and all staff associated with the conduct of human studies are required to complete a training program on ethical principles and regulations for protection of human subjects and Good Clinical Practice (GCP).  The web-based program, Overview of GCP and Human Subjects Protection, is suitable for this purpose.  

· Investigators and their research staff must submit certificates of completion to the Research and Development (R&D) Office

· Training must be repeated every year.  

· All human subject education records and a copy of certificates are on file in the R&D Office.

· IRB Correspondence

· The IRB Coordinator and staff will maintain accurate records of all correspondence between IRB and investigators.

· IRB Research Project Files

· A separate file is kept for each research project.  The records are maintained in secure file areas within the R&D Office to protect the privacy and confidentiality.  Assigned administrative staff are responsible for filing documentation in the designated folder. Filing is performed on a regular basis. Each file contains:

1. The Request to Review Research Proposal /Project 

2. The Application To Undertake Research Involving Human Subjects 

3. Project Abstract

4. Protocol

5. Informed consent documents (if applicable) with approval date and valid through dates.  Also to be maintained are any DDHS approved sample consent documents.
6. Authorization for Release of Protected Health Information for Research Purposes (HIPAA Authorization) with approval date OR Waiver of Authorization Request

7. Investigational Drug Information Record 10-9012 (if applicable)

8. Investigator Brochure (if applicable)

9. Advertising materials when applicable

10. VA New Jersey Health Care System Investigator Agreement

11. VA New Jersey Health Care System Financial Disclosure Form

12. New Jersey Health Care System Biohazard & Research Safety Forms

13. VA Project Data Sheet

14. Investigator Data Sheet (for new investigators)

15. IRB Continuing Review/Study Closure Request and accompanying information

16. Amendments  

17. Adverse event reports (both on and off site).  This includes reports of injuries to subjects as per Title 38 CFR 16 part 115 (a) (1).
18. VA Form 10-1223 (Report of Human Studies Subcommittee)

19. Primary reviewer worksheets and comments

20. Reports of protocol violations; and non-compliance with applicable regulations

21. All IRB correspondence related to the research and to or from research investigators and the R&D Committee [VHA Handbook 1200.5 7.i(4)]
22. Scientific evaluations, if any, that accompany the proposal

23. Statements of significant new findings provided to subjects

· The MIRB computer program (MIRB™ is "Software to Manage Your IRB and Other Committees.") assigns a number to each project.  The administrative support staff enters data regarding the project.  The system will include (but not be limited to) the following information 

1. Title of the research project

2. Name of the principal investigator (PI) and any co-investigators or co-PIs

3. Funding source

4. Date of initial approval

5. Date of most recent continuing approval and end of current approval period

6. Type of event (e.g. initial, continuing, amendment, expedited, exempt)

7. Items associated with each event

8. Current status (pending, active, closed, suspended, withdrawn)

9. IRB discussions on the research 

· In accordance with VHA Handbook 1200.5, Requirements for the Protection of Human Subjects in Research, all required IRB records, including the investigator’s research records, will be retained for at least 5 years after the completion, closure or cancellation of the research study and in accordance with VHA’s Records Control Schedule (RCS 10-1), applicable FDA and DHHS regulations, or as required by outside sponsors   These records will be stored in designated, secured areas within the VA New Jersey Health Care System.

· IRB Meetings will be documented through Minutes for each meeting:

1. The minutes are kept on file in the R&D Office

2. IRB actions and modification requests are distributed to the investigators by e-mail or inter-office mail 

3. The minutes are captured on tape and by notes taken by the IRB Coordinator and the administrative support staff

4. Attendance and quorum requirements are documented.  If quorum is lost the IRB will not take any votes until quorum is restored. 
5. IRB actions are documented (including separate deliberations for each action and the basis for requiring modifications and for disapproving research)
6. Votes are counted and documented (for, against, or abstaining)
7. Discussions are documented and findings and determinations noted (including risk level and requirements for the approval of research [per Title 38 CFR 16] and a summary of the discussion of controverted issues and their resolution)
8. The minutes document IRB determinations required by the regulations, and protocol-specific findings justifying those determinations (including: exemption, qualification for expedited review, waiver of HIPAA Authorization, waiver of consent and waiver of documentation of consent).  When there are changes in DHHS approved sample consents, the minutes will document the justification of any deletion or substantive modification of information concerning risks or alternative procedures contained in the DHHS-approved sample consent document.
9. If the IRB decides a proposal is exempt from the common rule (and, therefore further IRB review) or approves a proposal for expedited review, the minutes will quote the regulatory basis for the decision from 38CFR16/45CFR.46 

10. Statements of significant new findings provided to participants when reviewed at an IRB meeting, must be documented in the minutes. [VHA Handbook 1200.5 7.i(6)]

· The R&D office controls access to IRB Records:

1. All records are in secure filing cabinets in the R&D Office.  Access to the records is limited to the ACOS/R&D, the IRB Chairperson, IRB members, IRB Coordinator, R&D support staff, the Research Compliance Officer, authorized VA representatives, accreditation personnel, and officials of Federal and State regulatory agencies, including ORO, OHRP, and FDA. In accordance with VHA Handbook 1200.5, Requirements for the Protection of Human Subjects in Research, All records are accessible for inspection and copying by authorized representatives of VA, OHRP, FDA and other authorized entities at reasonable times and in a reasonable manner.  Research investigators shall be provided reasonable access to files related to their research.

2. The R&D office keeps records regarding access to research project files, utilizing a sign-in and sign-out sheet.  The R&D office can provide information on who accessed the files, what files were accessed, when the files were accessed, and for what purpose the files were accessed.  

3. Both IRB and Investigator Records are the property and the responsibility of the VA New Jersey Health Care System. [VHA Handbook 1200.5 7.j(2)]
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