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Institutional Review Board

New Project User Guide

Step 1: Entering New Project in IRBNet

1. Log into gov.irbnet.org 

2. Click Create a New Project  (see Figure 1, black arrow) 
3. Enter the new project information [i.e. Title, PI Name, Keywords, Funding Sponsor, Internal Reference Number (optional)] 
Figure 1
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Step 2: Downloading Forms from the Forms and Templates Library

1. Click Forms and Templates  (see Figure 1, blue arrow)
2. Go to  library “TVHS Research Administration, Nashville, TN – Documents for Researchers
3. Save the required forms to your computer.
4. Complete and Save the complete forms to your computer.
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These libraries have been made available to you by your Boards so that you can easily download blank forms, document
templates and reference materials to assist you in your work.

Select a Library:

TVHS Research Administration, Nashville, TN - Documents for Researchers v





NOTE: Most quality improvement (QI) efforts are not research subject to the HHS protection of human subjects regulations.  QI activities do not fall under the HHS regulations (45 CFR part 46) if their purposes are limited to: (a) delivering healthcare, and (b) measuring and reporting provider performance data for clinical, practical or administrative uses.  If this is a QI project, complete _Form 033_Quality Improvement vs. Research Evaluation Request and skip to Step 7.
Required Forms for New Projects (Ensure use of most current version by downloading from the Forms and Templates Library)
· *VA-IRB Information Sheet (Smart Form/On-Line Wizard)
· *VA-Project Cover Sheet (Smart Form/On-Line Wizard)
*Note: These On-line forms are not in the Forms and Templates library.  See instructions below for attaching the two “Smart Forms” to Submission Package. 
· _Form 001_Study Personnel Listing 

· _Form 002_Request for Cost Impact
· _Form 008_Privacy Review Checklist (Only the first page needs to be filled out)
· _Form 008a_Information Security Checklist (ERDSP)

· _Form 036_ COVID Risk Assessment
· _Form 006_Research Safety (RSS)_Initial Application 

· _Form 011_ Conflict of Interest Statement (required for investigators - PIs, Co-PIs, Site Investigators, co-investigators, etc.) COIs will need to be sent to TVH_COI@va.gov via an encrypted email. Do not upload to IRBNet. 
· Protocol

· Consent Form/Form 025 HIPAA Authorization OR Supplement L Waiver of HIPAA and Consent Process
· Full Grant

· Additional forms may be required depending on the study
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Step 3: Uploading Completed Forms to Submission Package

1. Click Designer (see Figure 2, black arrow)

2. Click Attach New Document
3. After selecting the document, select the Document Type.

4. Repeat steps 4-7 until all completed documents have been uploaded.
Figure 2
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Step 4: Attaching the two “Smart Forms” to Submission Package

Every New Project will require two “Smart Forms” (On-Line Documents).    These forms are called the VA-IRB Information Sheet and VA-Project Cover Sheet
1. Click Designer (see Figure 2, black arrow)

2. Click Start a Wizard
3. Select the VA-Project Cover Sheet form from the On-Line Document drop down menu. (see Figure 3, black arrow)
4. Complete this On-Line “smart form”.  

5. Repeat steps 3-6 to add the VA-IRB Information Sheet.
Figure 3
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Step 5: Sharing Staff on Project

1. Click Share this Project  (see Figure 4, black arrow).

2. Click on Share to share with local staff. If multisite, click on Multisite (see Figure 5, black arrow).

3. Type “TVHS” in the Search for an Organization box, then click Search (see Figure 6).

4. Click on VA Tennessee Valley Healthcare System then Click Select Organization (see Figure 7). 

5. Search for User - Type in first few letters of last name and click Search 

Note: You can change level of access of persons, by clicking on their name.

6. Select the desired level of Permission Access and click Save. (Different levels of access are explained on that next screen).
Figure 4
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Figure 5
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5 Messages & Alerts

Share Project

You may share this project with other Researchers, Committee Members, Administrators and Sponsors. You may also
send a complete copy of this project to a Principal Investigator at another site f this is a multi-site project. You may also
transfer ownership of this project to another indvidual

o Share: Use this option if you wish to share your project with other Reseatchers, Committee Mernbers,
Administrators or Spansors at your own institution or any other institution. For example, you may wish to share this
project with other mernbers of your research team o that you may collaborate in the design and development of the
project, or with a selected Committee Member o Administrator to solcit feedback prior to subrmitting your project for
teview. You may provide any indiidual with Full, Write or Read access.

o Multi-site: Use this option only if your project is a multi-site project and you wish to send a complete and
independent copy of this project to a Principal Investigator at another site. The lacal Principal Investigator will be able
to abtain project documents from the lead site and may modify their copy of these documents (such as consent
forms) to meet the requirernents of their lacal Board. You will be able to manitor the progress of this project at every
local site. The other local Principal Investigators will also be able to monitor the progress of this project at every lacal
site (including your own).

o Transfer: Transfer your ownership of this project to another user. In doing 5o you willrefinquish all access to this
project and the designated user will be granted Full access.




Figure 6
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Figure 7
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Step 6: Verifying Staff Training

1. Click Designer  (see Figure 2, black arrow).
2. Click on Link/Un-Link Training Records to view training/credentialing records (see Figure 8, black arrow).
3. DO NOT LINK THE TRAINING RECORDS.  This means that you leave the boxes unchecked next to each record.  

4. Ensure that all members of your research team listed in Form 001 and Shared on this project have competed the required training. 

5. Double-Click file below for list of required training.
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Figure 8
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Download blank forms, document templates and reference materials to assist you in assembling your document package.

Selecta Library: | Documents for Animal Researchers
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Step 2:

Assemble your document package here. You can add new project documents, revise existing project documents while
maintaining version history, and link your project team's Training & Credentials to your package. | Leam mare |
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Step 7: Signing the Submission/Package
1. Click Sign this Package (see Figure 4, blue arrow).
2. Specify your role in the Drop Down box.

3. Click Sign.

4. Enter your IRBNet username and password, then Click Continue.

Step 8: Submitting the Package for Review

1. Log into gov.irbnet.org 

2. Click the project title.  
3. Click Submit this Package on the left side bar.

4. Click TVHS Research Administration, Nashville, TN and click Continue
5. Select the correct submission type and click Submit
Never include Protected Health Information on any document uploaded to IRBNet  
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FORMS REQUIRED – NEW PROJECT

IRBNet SUBMISSION 



1)	 VA-Project Cover Sheet (referred to as SMART FORM)

·	Required first initial time only

·	Located within the “DESIGNER”  option of your submission



2)	VA-IRB Information Sheet (referred to as SMART FORM)

·	Required first initial time only

·	Located within the “DESIGNER”  option of your submission



3)	IRB Application/Part 2

·	Required first initial time only

·	Located within the “FORMS & TEMPLATES” option on left side/bottom



4)	Study Personnel Listing (form 001)

·	Inclusive of all listed staff on project

·	All required training and VA status must be current

·	Scope of Research Practice must be current for each listed 

·	Located within the “FORMS & TEMPLATES” option on left side/bottom



5)	COI/Conflict of Interest Statement (form 011)

·	Required for investigators - PIs, Co-PIs, Site Investigators, co-investigators, etc.

·	Each block of each section must be addressed

·	Should any “conflicts” be noted it must be explained fully within provided space

(Noted conflict should be with this particular project only)

·	Initials must be entered on last page within spaces provided

·	Signature of applicant must be present on last page

·	Located within the “FORMS & TEMPLATES” option on left side/bottom

·	Send via encrypted email to TVH_COI@va.gov 



6)	Request for Cost Impact (form 002)

·	Must have required Departmental/Service signatures

·	Located within the “FORMS & TEMPLATES” option on left side/bottom



7)	Form 008 Privacy Officer checklist

·	Only the first page is filled out by the PI

8)	Protocol 



9)	Expedited Review Request (Supplement E) *(if applicable)

·	Required for “EXPEDITED” requests only

·	Located within the “FORMS & TEMPLATES” option on left side/bottom



10)	Exemption  Review Request (Supplement D) *(if applicable)

·	Required for “EXEMPTION” requests only

·	Located within the “FORMS & TEMPLATES” option on left side/bottom



11)	Multisite Collaborative Research (Supplement G) *(if applicable)

·	Required when project data/PHI is shared with outside entity other than VA)

·	Vanderbilt IS CONSIDERED an outside entity

·	Located within the “FORMS & TEMPLATES” option on left side/bottom



12)	 Consent Form(s) *(whichever is applicable to your project)

·	Forms 020, 021, 022, 023 and/or 024

·	Located within the “FORMS & TEMPLATES” option on left side/bottom



13)	HIPAA Authorization Template *(if applicable)

·	Used when consenting patients/participants 

·	Located within the “FORMS & TEMPLATES” option on left side/bottom



14)	Waiver of Consent or HIPAA Authorization (Supplement L) *(if applicable)

·	Used when NO patient/participant consenting is done

·	Used normally with “Expedited/Chart Review” projects

·	Located within the “FORMS & TEMPLATES” option on left side/bottom



15)	Request for Waiver of Screening (Supplement LL) *(if applicable)

·	Used when records are accessed in advance of consent for screening/recruitment

·	Used with Consent/Consenting process to pre-screen to determine eligibility criteria

·	Located within the “FORMS & TEMPLATES” option on left side/bottom



16)	Data Repository Forms (Supplements M, Mm, N, and/or Nn) *(if applicable)

·	Choose one(s) that best fits the intent of your project

·	Located within the “FORMS & TEMPLATES” option on left side/bottom



17)	Investigational Drug Record/10-9012(form 026) *(if applicable)

·	Required when project utilizes investigational drugs 

·	DSMB/Data Safety Monitoring Board must be identified

·	Reports must be included during annual Continuing Review period

·	Select any other “form or supplement” that would be applicable to your project and the specific requirements of your project submission from the “FORMS & TEMPLATES” option…
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Type A (Human Study - Access to PHI)

Training: VA Information Security Awareness and Rules of Behavior (Annually) * Training: VHA Privacy Training (HIPAA) (Annually)                                                   Training: VA CITI Human Subjects Protection Training (Bi-annually)



VA Appointment (WOC/IPA)

CV (PI or Co-PI)

Scope of Research Practice (Annually)

US  Licensure (if licensed)

TVHS Privileges (if licensed) 

Type B (Human Study- No Access to PHI) 

Training: VA Information Security Awareness and Rules of Behavior (Annually) Training: VA CITI Human Subjects Protection Training (Bi-annually)

VA Appointment (WOC/IPA)

CV (PI or Co-PI) 

Scope of Research Practice (Annually)

US  Licensure (if licensed)

TVHS Privileges (if licensed)






