

James H Quillen VA Medical Center (JHQVAMC) Guideline for Submitting Applications to Conduct Human Subject Research

Principal Investigators (PI) ultimately are responsible for overseeing and conducting VA research projects (Note. Students and residents are prohibited to serve as PIs on VA research projects).  PIs are encouraged to use this guideline when submitting applications to conduct Human Subjects Research at the James H. Quillen VA Medical Center (JHQVAMC).  The JHQVAMC Research and Development (R&D) Service (151) is the central point of contact for collection and dissemination of all VA research documentation to the East Tennessee State University (ETSU)/VA Institutional Review Board (IRB), the Subcommittee on Research Safety (SRS) and the JHQVAMC R&D Committee.  The IRB primarily is charged with reviewing studies for scientific integrity and human subject protection.  The SRS review focuses on subject and staff protection from biohazards.  The R&D Committee oversees the IRB and SRS reviews, and also reviews studies from VA’s perspective to ensure compliance with privacy, data security, personnel qualification, in addition to several other VA regulations.  These collective reviews are forwarded to the Associate Chief of Staff for Research (ACOS/R&D), who is the final approving authority for all initial and continuing review applications. The goal of this guideline is to assist PIs and study personnel in ensuring accurate completion and compliance with required research documentation for each application.
Personnel Documentation and Training Requirements
Before submitting any type of application for review, the PI must ensure that all study staff personnel who are at the VA and/or will have access to VA data have completed and/or are current on all required research training and personnel documentation.  The R&D office is required to maintain a current copy of all training certificates and personnel documentation on each study staff member (including the PI), which must be supplied to the R&D office by the PI and/or study staff member.  Training requirements and personnel documentation can differ for study personnel members depending on their role in the study and/or their type of VA appointment.  As a courtesy, the R&D office will track individual study personnel training requirements and send an email notification to the study staff members who have training requirements that are due for renewal.  The PI ultimately is responsible for ensuring that study staff members are current for personnel-related requirements.  Lapses in training requirements or personnel documentation may result in study suspension and/or cause delays when submitting study applications for review.  Appendix A includes a checklist regarding personnel requirements that can be used to ensure that all requirements are met for each study staff member, including the PI, prior to submitting a study to the R&D office for initial, continuing, or modification requests that include personnel changes.  


(1) Required Training and Documentation for ALL Study Personnel:
Training
· CITI (annual VA requirement) Website: www.citiprogram.org (Note: VA requires that each study staff member complete a CITI course for conducting research at VA [e.g., Group 2--Biomedical or Group 4—Social/Behavioral] and that this occurs on an annual basis. Even though ETSU requires CITI training every 3 years, VA requires annual CITI training).   
· Information Security 201 for Research Personnel (one-time requirement only): VA employees must log on to LMS, click on catalog, click Information Technology/Information Security; non-VA employees must use the following website: www.ees-learning.net.

Personnel Documentation
· Current CV (updated every 2 years) that must show preparation date and current VA appointment.
· Scope of Practice form (one-time requirement only):  JHQVAMC credentialed medical staff members are exempt from completing this form if research specifically is listed as a hospital privilege.  Otherwise, all study staff personnel must complete this form, which can be found on the IRB website under VA forms.  Note: If a given individual is listed as study personnel on multiple studies and that individual will have different scopes of practice among the studies, then a separate Scope of Practice form for each study is required for that individual.
· VA Financial Conflict of Interest (FCOI) form (re-certified every 3 years): VA FCOI form can be found on the IRB website under VA forms. Note: The VA FCOI Form (person-specific) is separate from the ETSU IRB Conflict of Interest Form (study specific). PI is required to complete both forms. 

(2) Additional Personnel Documentation for PIs Only
· R&D Information System Investigator Data Form (VA Form 10-5368), also known as "Page 18" (one-time requirement only):  Page 18 and instructions can be found on the IRB website under VA Forms.  
· Federal Wide Assurance (FWA) Certification Memo and Checklist; (one- time requirement only):  Certification Memo and Checklist can be found on the IRB website under VA Forms.

(3) Additional Personnel Documentation for Work Without Compensation (WOC) Appointees
· WOC application packet (one-time requirement only): Contact VA Human Resources Office for these forms (423) 926-1171 ext. 7181
· Intellectual Property/Agreement (one-time requirement only): Intellectual Property Agreement form can be found on the IRB website under VA Forms.
· Rules of Behavior form (annual requirement): Rules of Behavior form can be found on the IRB website under VA Forms.



The following information outlines the required documentation for applications depending on the type of reviews including: (1) initial reviews, (2) continuing reviews, (3) study modifications, (4) study closures, and (5) Just-In-Time (JIT) reviews. Please note that the IRB, SRS, and R&D Committees may be involved with the review of certain applications.  For questions concerning the completion of the documentation for a particular committee, the PI is encouraged to contact a representative of that committee.  

 (
Important Contacts
ETSU/VA IRB
—ETSU Campus, Ada House (
Box 70565)
Janine Richardson, 
HRPP
 Director
(423) 439-6054
 
Email:      
RICHARDF
@etsu.edu
Teresa Doty, IRB 
Medical Coordinator
(423) 439-6055
Email:     
Doty
@estu.edu
SRS (Biosafety)—
 
Building 5, VA Campus (151)
Elaine Walker, Research Safety Officer, SRS Chair  
(423) 926-
1171 ext
 7363
  
elaine.walker@va.gov
Paul Williamson, Administrative Officer
 
(423) 979-4345
  
paul.williamson@va.gov
Research and Development—Building 5
,
 VA Campus (151)
Paul Williamson, Administrative Officer
(423) 979-4345
paul.williamson@va.gov
Sharon Neas, Administrative Assistant 
(423) 979-2859
sharon.neas@va.gov
Sherri Smith, R&D Chair
(423) 926-1171 ext. 7569
sherri.smith@va.gov
Jesse White, Research Compliance Officer
(423) 979-4325
j
esse.white@va.gov
)


(1) Initial Review Application
The PI is responsible for obtaining, completing (including obtaining the appropriate signatures as indicated on the forms, e.g., service chief, PI, study staff, etc.), and submitting all required documentation to the R&D Office for initial review.  The complete initial review application must contain the following three separate sections, which include documentation to be reviewed by the IRB, SRS, and R&D committees: 

	(1) IRB section, 
	(2) SRS section, and 
	(3) R&D section.  

Because certain documentation is required by more than one (sub)committee, copies of certain forms are requested to be duplicated in more than one section of the initial review application. The PI is responsible for compiling (including obtaining the appropriate signatures as indicated on the forms) and copying forms for each section of the initial review application. The R&D office is required to maintain a study file which contains a copy of all final versions of all forms from all three sections.  The PI also is required to keep a copy of all final completed and signed versions of all forms from all three sections, along with all IRB, SRS, R&D, and ACOS/R&D correspondences in the PI's study regulatory binder for auditing purposes (See Appendix E for regulatory binder checklist).  

All required VA, SRS, and IRB forms can be found on the ETSU/VA IRB website (http://www.etsu.edu/irb/formsdoc.html).  In addition, the IRB website contains several instructional documents that offer guidance when completing certain forms. 
  
Note.  IRB and VA Forms are updated regularly to meet changes in Federal and/or VA Policies and Regulations for human subjects' research.  The PI strongly is encouraged to download the most recent versions of the forms when submitting an initial review.  Failure to use the most recent versions of the required form may result in delays in the review process.    

Section 1: IRB Section of Initial Review Application
For clarification and guidance on completing and submitting forms for the IRB section, contact the IRB Office at (423) 439-6054 or visit www.etsu/edu/irb

The following forms are required as part of the IRB section of the Initial Review Application for VA studies.    
· IRB Form 103 
· VA Narrative (Note:  The VA now has its own narrative.  Do not use the ETSU Narrative, but rather the new VA narrative.   See instructions on completing narrative for VA studies on IRB website.  There are several suggestions on completing narrative questions that are of particular importance for complying with VA rules/regulations pertaining to recruitment of subjects, data security and privacy).  
· ETSU Conflict of Interest Form (Note. This is a different form from the VA Financial Conflict of Interest Form)
· CV for PI only

Additional forms may be required for the IRB section of the Initial Review Application depending on your study.  Possible additional forms for VA Studies, if applicable, are as follows:
· VA Form 10-1086 Informed Consent Document (ICD) with embedded HIPAA (HIPAA stand alone form is no longer authorized)
· HIPAA De-Identification Certification Form
· HIPAA Waiver of Authorization
· HIPAA IRB Waiver of Authorization for Recruitment (Note. If any individually identifiable information will be used to pre-screen or identify potential subjects for recruitment purposes, then this form is required)
· VA Form 10-3203 for studies that are obtaining picture or video information from subjects
· Advertisements or letters for subject recruitment (See IRB website for required information to be included in advertisements or letters)
· Any questionnaires, test forms, etc., for subject use
· Grant application (For funded studies or studies being submitted for funding)
· Investigator's brochure (FDA studies)
· Complete protocol (FDA studies)
· Supplemental forms for studies involving investigational devices or drugs 
· Any supplemental forms for vulnerable populations (Note: VA prohibits studies on children or prisoners)
Section 2: SRS Section of Initial Review Application
Each study must be reviewed from a biosafety perspective by the Research Safety Officer (RSO) and/or by the convened SRS.  Studies that include biohazards will require a full review by the convened SRS, which also may require that the PI attend the SRS meeting to present their study proposal.  The SRS only meets quarterly. Questions regarding meeting dates or clarification regarding the SRS documentation may be made to the RSO or to the R&D Office (423) 979 – 2859.  The SRS forms can be found on the IRB website under VA forms.

The PI must have the following documentation in the SRS section of the initial review application: 
· Research Protocol Safety Survey, VA form 10-0398 (with PI's signature and date)
· VA Request for Review  
· VA Abstract

After the initial review application is reviewed and approved, the PI will be provided with a signed copy of the approved VA Form 10-0398 to place in the PI’s regulatory binder.   
 
Section 3: R&D Section of the Initial Review Application 
The following documentation is required for the R&D Section of the Initial Review Application.  The forms can be found on the IRB website under VA forms.  Contact the R&D Office for questions regarding the R&D documentation, (423) 979-2859. 

The following documentation is required for the R&D section of the initial review application:  
· VA Request for Review  (copy of form completed for the SRS section) 
· VA Abstract
· VA Personnel list
· A copy of ALL required training certificates and personnel documentation for each new study staff member or updated training certificates and personnel documentation for each established study staff member whose study personnel paperwork is on file in the R&D office.
(Note. PIs are encouraged to submit personnel paperwork to the R&D office as they are updated and to verify with the R&D office that any established study staff members are up to date on all requirements prior to submitting a study for review.  Use of the checklist in Appendix A may be helpful.)
· VA Data Use and Data Transfer Agreement (if applicable) 
Note. This form is required if sensitive data is going to be transferred to or stored at a Non-VA location.  
· VA Investigational Drug Form 9012 (if applicable, which must be completed if the project involves investigational drugs) 
· FDA form 1572 (if applicable, which is the agreement between the FDA and study sponsor)
· Letter of VA Union Representative (if applicable, and only if the study is specifically targeting VA employees only) 
Appendix B contains a checklist of the documentation required for each section of the initial review application, including the number of copies needed for each form in each section. The completed initial review application must be separated into three sections [(1) IRB section, (2) SRS section, and (3) R&D section], and submitted to the R&D Office (VA Campus, Building 5, 2nd floor, Room V210).  The R&D Office staff, along with the Information Security Officer, Privacy Officer, Research Compliance Officer, and a voting member of the R&D committee, will conduct a review of the initial review application before the application is forwarded to the IRB and/or SRS for their review.  If additional clarification or documentation is required by the R&D Office, then the R&D Office will notify the PI.  If the additional and/or corrected documentation is not received by the R&D Office within 30 days of the request, then the entire application will be returned to the PI for resubmission. This review process will assist PIs in ensuring that all VA requirements are met prior to IRB and SRS review, and is intended to expedite the process.  This R&D review process also is intended to assist the PI and study staff members in ensuring compliance with VA regulations and policies.  
The IRB and/or SRS may correspond to the PI directly if additional clarification or information is required for their section of the initial review application.  The PI should correspond directly back to the IRB or SRS if such information is requested.  In addition, the IRB will send an approval letter and the R&D Office will send the SRS- approved Research Protocol Safety Survey to the PI directly.   VA studies CANNOT be initiated until the PI receives a final approval letter from the ACOS/R indicating that the study met all (sub)committees' requirements and contingencies. The PI must keep a copy of all correspondences in the study regulatory binder.

(2) Continuing Review Applications
All VA studies (except those granted Exempt status from the IRB) require annual reviews by the R&D Committee and IRB.  If the study involves biohazards and had an initial full review by the SRS, then an SRS review also is required during the Continuing Review process.  The PI will receive warning notification letters of study expiration from the IRB.  Prompt submission (e.g., within 2-4 weeks of receiving the IRB warning letter) of the continuing review application to the R&D office (R&D will forward the application to the IRB after the R&D review) is recommended highly in order to avoid study expiration. 

The PI is responsible for completing the following documentation during a continuing review:  
· Verify and/or submit any renewal training certifications and personnel documentation for study staff if necessary (Use Personnel Checklist in Appendix A and/or verify personnel training/documentation with R&D office, (423) 979-2859)
· IRB Form 107 (Application for Continuing Review/Study Closure)
· VA  Supplemental Narrative Form 
*Note.  Additional questions were added to the Narrative form (version date 09-25-2009.  If your currently-approved narrative was completed prior to this new version, then the PI must complete the VA Supplemental Narrative Form to answer additional questions for the continuing review application. 
· Updated VA Form 10-1086 Informed Consent Document (ICD) with embedded HIPAA (most recent version template is required), if applicable.
†Note.  Local policy requires the use of the VA Form 10-1086 with the embedded HIPAA.  If your current ICD does not have the HIPAA embedded, then the PI must submit a study modification with the continuing review application to include the most recent version of the VA Form 10-1086 with embedded HIPAA (new version date 04-1991 
· Updated VA Abstract (update the Study Findings Section of the VA abstract and also email a copy to sharon.neas@va.gov)


Appendix C provides a checklist for continuing review applications, including the number of copies needed of each form.  The continuing review application must be submitted to the R&D office.  To avoid delays in the review process among the (sub)committees, the R&D office will review the continuing review application and then will forward the application, along with any R&D or SRS requests for changes, to the IRB.  The IRB will notify the PI if any changes are needed to any documentation on behalf of the SRS, R&D, and/or IRB.  The PI should submit any requested documentation changes (except those related to study personnel) to the IRB.  As a courtesy, if the R&D office notes any delinquencies regarding study staff training and/or personnel documentation during the R&D review of the continuing review application, then an email or letter will be sent to the PI or study staff to clear these delinquencies so that the IRB is not delayed in their review of the continuing review application.  The continuing review application must be approved by the IRB, SRS (if applicable), and R&D Committee prior to the ACOS/R&D making the final approval for the continuing review.  The PI will receive a notification letter from the ACOS/R&D that all approvals have been obtained. Again, the PI strongly is encouraged to submit the continuing review application packet in a prompt manner to avoid study expiration.  

(3) Study Modification Application
Amendments to the study protocol, subject forms or documentation, and/or personnel require approval of the modification prior to the modification being implemented (Note:  The only exception to implementing a change prior to approval is when the change is necessary to eliminate apparent immediate hazards to the research subjects. In such a rare case, the IRB must be informed of the change promptly within 5 days using Form 109 found on the IRB website).  Modifications to biohazards also require SRS approval.  Major modifications (e.g., more than minimal risk) may require approval by the full board of the (sub)committees whereas minor modifications may be approved outside of committee meetings by designated committee members.  The checklist in Appendix D may assist the PI with submitting a complete study modification application.  
The PI must complete the following documentation for study modification applications:
· Request for Modification Approval Form (follow guidance found in form for  documentation requirements and number of copies to be submitted) 
· Updated VA Personnel List (found on ETSU website under VA Forms) if there are any changes in study personnel.  
· Note:  The addition of new study personnel also requires submission of that individual's training certification and personnel documentation. (See Checklist in Appendix A).

The PI must submit the completed study modification application and any other documentation requirements to the R&D office for review.  The R&D office will forward the packet to the IRB and/or SRS for review.  Once the PI receives approval for the study modification from the IRB and/or SRS, then the PI can implement the modification.  The PI does NOT need final approval for study modifications from the ACOS/R to implement the modification.  

(4) Study Closure Application
At the conclusion of a study, PIs are required to close the study with the IRB and R&D offices.  Visit the IRB website for information regarding requirements for when a study is eligible for closure.  
For studies that were granted either "Expedited" or "Full" status by the IRB initially, the following documentation must be completed for a study closure application:
· IRB Form 107 (Application for Continuing Review/Study Closure)
· Final VA Abstract (VA Abstract template at ETSU IRB website under VA forms)
For studies that were granted "Exempt" status by the IRB initially, the following documentation must be completed for a study closure review:
· Final VA Abstract (VA Abstract template at ETSU IRB website under VA forms)

The PI must submit 2 copies of the completed and signed study closure application to the R&D office for review.  The R&D office will forward the packet to the IRB and/or SRS for review.  The PI will receive written notification from the subcommittees and R&D office indicating approval of the study closure.  

(5) Just-In-Time Review (JIT) Application
PIs submitting VA study proposals for VA or non-VA funding must have R&D committee approval prior to submitting the grant application.  This approval is called the Just-In-Time (JIT) approval.  The JIT review and approval process ensures that the proposed study being submitted for funding consideration is relevant to VA, is of scientific quality, that the PI is qualified to conduct the study, and that the PI has adequate resources to conduct the study, if funded.  This JIT review and approval does not constitute approval to conduct the research, but only approves the proposal for submission of the grant application to the funding agency.  When the PI receives funding, the PI must then submit an initial review application before initiating the research. 

Prior to the submission of the full grant application, the PI should submit the following documents as part of the JIT application to the R&D office at least 10 days in advance of  the R&D Committee meeting, which meets the last Wednesday of the month:

· VA Request for Review 
· Copy of PI and/or Co-PI's CV
· Abstract of study proposal (PI can use grant abstract or VA Abstract template found on ETSU website under VA forms)

The PI should make arrangements to attend the R&D Committee meeting to present their VA study.  If the JIT application is approved, then a JIT approval letter will be sent to the PI to include in the grant application. Again, the JIT approval letter does not constitute approval to conduct the research, but only approves the proposal for submission of the grant application to the funding agency.  

Appendix A
Training Certificates and Personnel Documentation Checklist

Note.  This checklist is for study staff use and does NOT need to be turned in with any application. A copy of ALL training certificates and personnel documentation for each study staff member, however, must be submitted to the R&D office if current copies are not already on file with R&D.  Established study staff personnel requirements can be verified with the R&D office by calling (423) 979-2859.  

Name of Study Staff Member:  _______________________________________

Role in Study (Circle one):     PI/Co-PI	Investigator/Coordinator/Assistant	

Note: PIs and study personnel can be WOC employees, however, PIs that are WOC employees are not eligible to apply for VA funding.


Training Certificates (all study staff)

□		CITI training with VA affiliation   (annual requirement)
		
□		Information Security 201 for Research Personnel (one-time requirement)

Personnel Documentation (all study staff)

Yes	N/A
□		Current CV that shows preparation date and current VA appointment

□		VA Financial Conflict of Interest (FCOI) (required every three years)

□	□	Scope of Practice form (only for study staff who are not credentialed healthcare providers with research privileges in the VA Medical Center) 


First-Time VA PIs Only (additional required documentation)

□			R&D Information System Investigator Data Form, VA Form 10-5368, also
			 known as "Page 18" 

□		Federal Wide Assurance Certification Memo and Checklist 

WOC (additional documentation)

□		Intellectual Property/Agreement (one-time requirement)

□		Rules of Behavior form (annual requirement)
			


Appendix B
Initial Review Application Checklist for VA Studies

The Initial Review Application must be submitted to the R&D office, with copies for each section in a separate folder.  

 (
Folder for IRB Section of Initial Review Application
CALL THE IRB WITH ANY QUESTIONS ABOUT THE IRB SECTION
Required forms for ALL Studies
□
Form 103 (original plus 3 copies)   
□
VA 
Narrative (original plus 3 copies)
□
ETSU Conflict of Interest Form (original plus 3 copies)
□
CV for PI only (original plus 3 copies)
Additional Forms that 
MAY
 B
e Required if 
A
pplicable 
to
 Your Study
□
VA Form 10-1086 (ICD with embedded HIPAA) (5 original
s
)
□
HIPAA De-Identification Certification Form (original plus 3 copies)
□
HIPAA Waiver of Authorization (original plus 3 copies)
□
HIPAA IRB Waiver of Authorization for Recruitment
 (original plus 3 copies)
□
VA Form 10-3203 (picture/video ICD) (original plus 3 copies)
□
Advertisements or letters for subject recruitment (original plus 3 copies)
□
Questionnaires, test forms, etc., for subject use (original plus 3 copies)
□
Grant application (original plus 3 copies)
□
Investigator's brochure (original plus 5 copies)
□
Complete protocol (original plus 5 copies)
□
Supplemental forms for investigational drugs or devices (original plus 3 copies)
□
Supplemental forms for vulnerable populations (original plus 3 copies)
Note. If your study requires a Full Review from the IRB (e.g., more than minimal risk), then a copy of the IRB forms also need to be burned onto a CD
.
Folder for SRS Section of Initial Review Application
CALL THE RSO or 
VA 
R&D OFFICE WITH ANY QUESTIONS ABOUT THE SRS SECTION
□
Signed VA Form 10-0398 (Research Protocol Safety Survey) (original)
□
VA Request for Review Form
 (1
 copy)
 
□
VA 
Abstract
 (1 copy)
Folder for R&D Section of Initial Review Application
CALL THE 
VA 
R&D OFFICE WITH ANY QUESTIONS ABOUT THE R&D SECTION
Required forms for ALL Studies
□
VA Request for Review Form (original)
□
VA 
Abstract (original, plus email a copy to 
sharon.neas@va.gov
)
□
VA 
Personnel List (1 copy)
□
Training certificates and personnel documentation for 
each
 study staff member 
(1 copy of each, for each staff member)
Additional Forms that 
MAY
 B
e Required if Applicable to Your Study
□
VA Investigational Drug Form 9012 (
original
)
□
FDA Form 1572 (
original
)
□
VA Data Use and Transfer Agreement (original)
□
VA Union Representative Letter (original)
)









Appendix C
Continuing Review Application Checklist for VA Studies

If a check box is under the Yes column, then the form is required.  If a check box is under the N/A column, then the form may or may not be required. Check with the IRB and/or R&D office with questions for completing the continuing review application. 

Yes	N/A
□		IRB Form 107 (original plus 1 copy)

□		Verified training and documentation is current for each study staff member 
and/or copies of updated/renewed training and documentation is provided

□	□	VA Supplemental Narrative Form- (this is required if currently approved VA Narrative was prior to 10-01-2009) (original plus 1 copy)

□	□	VA Form 10-1086 (VA ICD with embedded 	 HIPAA):  If the version date on your current VA Form 10-1086 was prior to 04-1991 then the new version this form is required.  (3 original copies)
	Note: This change also will require a study modification application to be completed.  

□	Updated VA Abstract (Update the Study Findings Section in the VA Abstract with any study results over the past 12 months) (original, plus email a copy to sharon.neas@va.gov)

□	□	Request for Modification Approval Form (if also submitting modification
		requests) (original, plus 1 copy)


Submit Completed Continuing Review Application to the R&D OFFICE
Building 5, 2nd Floor, Room V210







Appendix D
Study Modification Application Checklist for VA Studies

If a check box is under the Yes column, then the form is required.  If a check box is under the N/A column, then the form may or may not be required. Check with the IRB and/or R&D office with questions about completing the Study Modification Application. 


Yes	N/A
□		Request for Modification Approval Form (follow guidance found in form for
		documentation requirements and number of copies to be submitted) 

□	□	Updated VA Personnel List (original)

□	□	Training certificates and personnel documentation (1 copy of each for each NEW study staff member)
	



Submit Completed Study Modification Application to the R&D OFFICE
Building 5, 2nd Floor, Room V 210

Appendix E
Regulatory Binder Checklist for VA Studies

Regulatory Study Binders must be maintained by the Principal Investigator and are required for each approved research protocol per R&D policy. The Regulatory Binder is part of the Regulatory Audits required by the Office of Research Oversight for all studies and conducted locally by the Research Compliance Officer (RCO) every 3 years.  It is recommended that the documentation listed below is filed in chronological order in a 3-ring binder.  If you have any questions, then please contact the RCO, Jesse White, at (423) 979-4325.

The Regulatory Binder Checklist listed below should help PIs to ensure that all required documentation is compiled in the Regulatory Binder.  PIs also can obtain this checklist from the RCO.  

If a check box is under the Yes column, then the documentation is required.  If a check box is under the N/A column, then the documentation may or may not be required.
                                              
Yes	N/A
□	Copy of all required IRB, SRS and R&D documentation for initial reviews, continuing reviews, and study modifications (See checklists A-D for a detailed list)
□	Copy of all forms with approval signatures/stamps for initial, continuing reviews, and study modifications (e.g., Signed VA Form 10-0398, stamped ICD/HIPAA form, etc.)
□	All correspondences to and from all (sub)committees and the ACOS/R&D for initial and continuing reviews
□		All correspondences to and from all (sub)committees for study modifications
□	□	Any reports of non-compliance 
□	□	Any correspondences to or from (sub)committees, RCO, and/or ACOS/R&D of non-compliance
□	□	Reportable Protocol Events (Serious Adverse Event, Unanticipated Problems-UPIRTSO) 
□	□	Any correspondences to or from (sub)committees, RCO, and/or ACOS/R&D of reportable protocol events
□	□	Data safety and monitoring reports
□	□	Recruitment Brochure
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