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Required Documents for Adverse Event or Incident Reporting
· Form 010 Adverse Events-Unanticipated Problems Form (for Adverse Event (AE) Reporting)
· Form 031 Protocol Incident Reporting Form (for all other non-AE types of reports)
· Include any related correspondence (i.e. reports from sponsor, Data Safety Monitoring Boards, Research Compliance Officers, etc.)
Accessing Blank Forms and Templates in the Library 

1. Log into gov.irbnet.org
2. Click Forms and Templates  (see Figure 1, black arrow) 
3. Save the required form to your computer (Either Form 010 AE Report or Form 031 Incident Report).
4. Complete and Save the complete form to your computer
Figure 1
[image: image1.png]Welcome to IRBNet
Jane Smith

My Projects
Create New Project
¥ My Reminders (37)

Other Tools
Forms and Templates




 
Step 1: Creating the Electronic Submission Package

1. Click the project title.  

2. Click Create New Package (Figure 2, black arrow)
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Step 3: Uploading Completed Forms to Submission Package

1. Click the project title.  

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

3. Click Attach New Document
4. Repeat until all completed documents have been updated.
Step 4: Signing the Submission/Package
1. Click Sign this Package (see Figure 5, black arrow).
2. Specify your role in the Drop Down box.

3. Click Sign.

4. Enter your IRBNet username and password, then Click Continue. 
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Step 5: Submitting the Package for Review

1. Click Submit this Package (see Figure 5, blue arrow).

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

4. Select applicable Submission Type (Adverse Event; Protocol Deviation/Violation; Other Reportable Event) 
5. Click Submit.  

Never include Protected Health Information on any document uploaded to IRBNet  








2 | Page 

Version 1.2

