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Research Safety Subcommittee
Amendment/Modification User Guide

Required Forms for Amendment/Modification
· _Form 006_Research Safety (RSS)_Initial Application 
· Any revised documents
Step 1: Accessing Blank Forms and Templates in the Library 

1. Log into www.gov.irbnet.org
2. Click Forms and Templates  (see Figure 1, black arrow) 
3. Save the required form to your computer (_Form 006_Research Safety (RSS)_Initial Application).
4. Complete and Save the complete forms to your computer
Figure 1
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Step 2: Accessing, Saving and Revising Previously Submitted Forms

1. Click the project title.  

2. Click Designer  (see Figure 2, blue arrow) 
3. Existing documents from previous packages are located at the bottom of the Designer screen.  You may save these documents and make revisions.  To save the file click on the Document 

 icon or the document type (in blue font). 
4. Save a copy of the document on your computer.  Then locate and open the document to make the revisions. 
5. To upload documents over the existing document, click the 

 pencil icon.  This allows you to maintain a version history by stacking the revised document on top of the existing document.  
Step 3: Creating the Amendment/Modification Package

1. Log into www.gov.irbnet.org 

2. Click the project title.  

3. Click Project History (see Figure 2, black arrow)
4. Click Create New Package (Figure 3, black arrow)
5. Click New Document Package (Figure 4, black arrow).  You are now on the Designer page and are ready to upload documents into your package.
Figure 2
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Figure 3
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Your current document package has already been submitted and is presently locked by your Board. You may prepare new
or modified documents (such as Revision/Amendment materials, Renewal/Continuing Review materials, and Adverse Event
Reports) by creating a new document package

Create New Package





Figure 4
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Step 4: Uploading Completed Forms to Submission Package

Upload Revised/Previously Submitted Forms
1. Click the project title.  

2. Click Designer (see Figure 2, blue arrow)

3. To upload the document over the existing document, click the 

 pencil icon.  This allows you to maintain a version history by stacking the revised document on top of the existing document.  
4. Click Browse to locate the revised version.
5. Click Update.
6. Repeat steps 3-5 until all completed documents have been updated.
Upload Other New Forms (not previously submitted) and New Documents
1. Click the project title.  

2. Click Designer (see Figure 2, blue arrow)

3. Click  the Add New Document
4. Select Document Type.
5. Click Browse to locate the saved document. 
6. Click Attach.
7. Repeat steps 3-6 until all completed documents have been updated.
Step 5: Verify Staff Listing

1. Log into www.gov.irbnet.org 

2. Click the project title.  

3. Click Project Overview  (see Figure 5, black arrow).
4. Verify the staff listed at the bottom of this page complete and accurate and matches the Form 001 Study Personnel Listing (Form 001 can be viewed in the Designer).
5. To remove individuals, click on their name (in blue), then click No Access.

6. To add individuals, continue to Step 6.
Figure 5
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Step 6: Add Staff on Project

1. Click Share this Project  (see Figure 6, black arrow).

2. Click on Share (see Figure 7, black arrows).

3. Type “TVHS” in the Search for an Organization box, then click Search (see Figure 8).

4. Click on VA Tennessee Valley Healthcare System then click Select Organization (see Figure 9). 

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 the screen).
Figure 6
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Figure 7
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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.
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Figure 9
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Step 7: Verifying Staff Training

1. Log into www.gov.irbnet.org 

2. Click the project title.  
3. Click Designer  (see Figure 2, blue arrow)
4. Click on Link/Un-Link Training Records to view training/credentialing records (see Figure 10, black arrow).
5. DO NOT LINK THE TRAINING RECORDS -- Leave the boxes unchecked next to each record.  

6. Ensure that all members of your research team listed in Form 001 (and shared on the project) have competed the required training. 

7. Double-Click file below for list of required training.


[image: image13.emf]Required Training  (Attachment A)


Figure 8
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Step 8: Signing the Submission/Package
1. Log into www.gov.irbnet.org 

2. Click the project title.  

3. Click Sign this Package (see Figure 6, blue arrow).
4. Specify your role in the Drop Down box.

5. Click Sign.

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

Step 9: Submitting the Package for Review

1. Log into www.gov.irbnet.org 

2. Click the project title.  
3. Click Submit this Package (see Figure 5, blue arrow)..

4. Type “TVHS” in the Search for an Organization box, then click Search.
5. Click on VA TVHS Research Administration then Click Continue. 

6. Click on Amendment/Modification. (If this is not a New Project select the appropriate submission type).  
7. Click Submit.  
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Type A (Human Study - Access to PHI)

Training: VA Information Security Awareness and Rules of Behavior (Annually) * 

Training: VA CITI Human Subjects Protection Training (Bi-annually) §

Training: VHA Privacy Training (HIPAA) (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)

Type C (Animal Research Personnel)

Training: VA Information Security Awareness and Rules of Behavior (Annually) * 

Training: VA ORD Biosecurity Training(One-Time Requirement) §

Training: Working with the IACUC (Bi-annually) §

Training: Working with Animal Specific Training(Bi-annually) §

VA Appointment (WOC/IPA)

Scope of Research Practice (Annually)

CV (PI or Co-PI)

Type D (Animal Research Personnel-- NO Contact with Animals)

Training: VA Information Security Awareness and Rules of Behavior (Annually) * 

Training: VA ORD Biosecurity Training(One-Time Requirement) §

VA Appointment (WOC/IPA)

CV (PI or Co-PI)

Scope of Research Practice (Annually)

US  Licensure



Type E (Laboratory Only Study-Not Animal or Human Related)

Training: VA Information Security Awareness and Rules of Behavior (Annually) * 

Training: VA ORD Biosecurity Training(One-Time Requirement) §

VA Appointment (WOC/IPA)

Scope of Research Practice (Annually)

CV (PI or Co-PI)

US  Licensure






