-Human Research- 

 
Submissions to the IRB

General submission guidance

· All submissions to the Research Office must include the original plus 5 copies of all material.

· The IRB meets the 4th Monday of each month.

· Submission deadline for Initial and Continuing Review is three weeks prior to IRB meeting.
All non-exempt, IRB-approved studies must be re-reviewed at least annually.  The IRB sets a continuing review interval for you at initial review, known as the scrutiny level.

Low Level of Scrutiny: continuing review must occur within 12 months

Moderate Level of Scrutiny: continuing review must occur within 6 months

High Level of Scrutiny: continuing review must occur within 3 months

 

It is your responsibility to submit your continuing review application on time.  If your study does not receive IRB continuing approval within the specified time frame, it will be suspended.  

 

The IRB sends you a copy of the continuing review submission form when you receive initial IRB approval and again three months prior to your continuing review date.  If you have not received a continuing review submission form, please contact Kathy Parks.

Part I (Request to Review) and  Part II (Safety/Biosafety protocol Review) are also required for all new submissions to the IRB.
 

The following materials are required at the time of Initial submission (this also includes submissions for Expedited Review):

1) New Submission Checklist

2) Protocol with references

3) Investigator’s Brochure (study drugs)

4) Documentation of IND if applicable

5) Report of prior investigations (devices)

6) Documentation of IDE if applicable

7) Proposed informed consent document

8) Request for waiver of informed consent, if applicable

9) DHHS-protocol and sample consent when applicable (This requirement is for IRB review purposes only, VAPHS protocol and consent form templates must be used for local protocol and consent documents.)

10) Request to Review forms

11) Abstract (summary of the protocol including information about subject recruitment and selection, the research plan, risks and benefits, privacy and confidentiality protections, safety monitoring, informed consent procedures, protections for vulnerable subjects)

12) Recruitment Materials (including all proposed advertisement material)

13) Questionnaires

14) List of Designated Representatives to administer informed consent

15) Research Staff Form

16) Budget

17) Letters of Support from affected services

18) Investigational Drug Information Record (VA Form 10-9012)

19) Consent for Use of Picture and/or Voice

20) Investigator Data Sheet (page 18)

21) VA Conflict of Interest Statement

22) Any relevant merit reviews or grant applications

23) Appendices C and D when applicable

24) Off-Site Request when applicable

The following materials are required at the time of Continuing Review submission:

1) A copy of the complete currently approved protocol.  Also, if changes are being requested at the time of this continuing review, a copy of the revised protocol with changes highlighted.

2) The current consent form and a clean copy of the revised consent form, with an updated version date; Required Elements of Informed Consent

3) A brief summary of any recent literature with references

4) Findings obtained thus far, including a summary of subject experiences (benefits, adverse reactions)

5) Amendments/Modifications


a.
A memo outlining previously approved amendments or modifications to 

the research since the last review. 


b. 
If amendments are being requested at the time of this continuing review, a 
Modification Request Form with revised documents (including currently 

approved versions, versions with changes highlighted, and clean versions 

with updated version dates). 

6) All Data Safety Monitoring Board/Committee Reports EVEN if already submitted to IRB.  Also, submit other reports on multicenter trials and any other information relevant to risks of the research. 

7) A description of any adverse events or unanticipated problems involving subjects or others since the last initial or continuing review

8) Complaints about the research

9) A completed Continuing Review form

10) An abstract

11) Total number of Subjects enrolled (list BOTH the number at VAPHS AND total number enrolled if a multisite study).


a.
The gender and minority status of those entered into the protocol.


b.
The number of subjects considered as members of specific vulnerable 

populations.


c. 
The number of subjects withdrawn from the research (including the reason 
for withdrawal).


d.
If your protocol identified several different categories of subjects to be 

enrolled, specify the number enrolled in each category. 

12) Is there a signed consent form is in your files for each subject entered into this study?  Was informed consent obtained prior to initiating research? Is there a progress note in the electronic medical record (CPRS) for each subject entered into this study?

13) Total number of subjects entered into the study since the last report (list BOTH the number at VAPHS AND total number enrolled if a multisite study).

14) Have one or more subjects claimed injury from participating in this study (including previously reported adverse events)?

15) Current copy of signed VA Form 10-9012(s), Investigational Drug Information Record from investigator’s files; OR if changes are required at the time of this continuing review updated VA Form 10-9012(s).

16) An updated Appendix C (Data Security Checklist) and Appendix D (Principal Investigator's Certification) and a copy of the approved or pending Request for Approval of Off-Site Storage/Transfer of Research Data.

17) An assessment of the risk, either greater than minimal risk OR minimal risk. Minimal Risk is defined to mean that the probability and magnitude of harm or discomfort in the research are not greater in and of themselves than those encountered in daily life or during the performance of routine physical or psychological examinations or tests. Along with the risk assessment, include a brief statement explaining your rationale for the risk classification. This assessment should include your opinion regarding the physical, social, economic and psychological risk of your protocol.

18) Human Subject Education Certification

19) Conflict of Interest Statement

20) Advertisement/Recruitment Materials

21) Questionnaires/Surveys

22) Research Answering Service Investigator Profile (for Greater than Minimal Risk Studies)

23) Research Staff Form

24) For R&D Committee purposes, be sure to include the following:  


a.
copies of any manuscripts submitted for publication or peer reviewed 

abstracts of work presented during the past year, 


b.
a description of any changes, since the last report, with respect to the PI's 

role at the VA and to the programmatic relationship to VAPHS R&D 

activity, and 


c.
an updated conflict of interest form for the PI, and each investigator, co-

investigator, or collaborator devoting 5% or more effort to the project.  

**The Conflict of Interest form must be updated annually. **

25) Listing of Authorized Representatives to administer informed consent

Exempt Protocol Submission:

Human Subject Exemption Request - For IRB consideration of a request for exemption, please submit a  Request for Exempt Review and your research protocol using the IRB Protocol Template, Part 1 (Request to Review), Abstract, Budget, Appendix C (Data Security Checklist) and Appendix D (Principal Investigator's Certification), and Conflict of Interest Statements for the PI and any other researcher devoting 5% or more effort to the project.
Other Types of Submissions to the IRB

Modification/Amendment:

All modifications to an approved study must be submitted to the IRB and approved prior to implementation.  

If you make any research staff changes you must submit a modification to the IRB, even if you are not making any other study changes. Addition of Research Staff to Approved Project 

· Modification Request form must be completed when requesting IRB approval for changes to study procedures and documents.  The Modification Request Form is not required for research staff changes alone (those that do not involve associated changes to the protocol or consent form).

· All revised documents (including currently approved protocol and Informed consent, versions with changes highlighted, and clean versions with updated version dates). 
 

Adverse Event Report:

All studies are assigned to an Adverse Events Level (AE1 or AE2) when approved by the IRB.  See the adverse event policy for information on when and how to report adverse events for your study.

Adverse Event Policy – 

Adverse Event Report Form - 

External Log AE Coversheet - 

External Log-

 

 

Unanticipated Problems (including protocol deviations):

Any unanticipated problems (including deviations from the written protocol or from standard procedures) must be reported to the IRB.  See Unanticipated Problems Reporting Policy for additional information.

Study Closure:
All studies must either undergo continuing review (at intervals determined by the IRB) or be closed.  Closure requires a submission to the IRB and IRB approval.

If a PI departs VAPHS it is their responsibility to notify the IRB at least 30 days before leaving.  See complete instructions in: Change in Principal Investigator of a Approved Study 

Quality Assurance / Quality Improvement Projects:

Use this guidance and worksheet to help determine if your project is a QA/QI project or a research study.  For IRB consideration of a QA/QI project, please submit an abstract addressing the QA/QI elements, a QA/QI Charter or Program Description (if available), and a completed QA/QI Worksheet.  Please be advised that you may be asked to submit additional items once the request is reviewed by the IRB Chairman.
Quality Assurance-Quality Improvement Studies – Policy
Quality Assurance-QI Worksheet

 

Other Guidance

· Please refer to the Forms and Templates page for the most current version of IRB approved documents.

· Please refer to the Policy Page for the most current policies and updates set forth by the IRB.

