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VA Tennessee Valley Healthcare System






Institutional Review Board

Personnel Modification User Guide

Note: There are two types of personnel modification requests: those that require an amendment to the Institutional Review Board (IRB), and those requiring a simple administrative change submitted to the Research Service.  An amendment to the IRB is required if a change involves removing or replacing an individual listed in the research protocol or consent by name. Individuals listed by name rather than by a position title cannot be removed using only the simplified administrative form (Form 001a).  Instead a request (Form 009) to the Institutional Review Board to amend the protocol and remove/replace the individual is required.
Documents for Personnel Modifications [requiring a change to the protocol]

(See note above for explanation) 
· Revised Study Personnel Listing (Form 001)
· Form 001a Modification to Study Personnel Listing 
· Form 009 IRB Amendment Request Describe the modification toe personnel and the amended pages of the protocol and/or consent documents.  
Documents for Personnel Modifications [no change to protocol/consents]
(See note above for explanation) 
· Revised Study Personnel Listing (Form 001)
· Form 001a Modification to Study Personnel Listing 
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 (Form 001a and/or Form 009)
4. Complete and Save the complete form to your computer
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Step 1: Creating the Continuing Review Package

1. Click the project title.  

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

Revising Existing (Previously Submitted) Forms
1. Click Designer (see Figure 2, blue arrow)

2. Upload the revised documents (ie. Form 001 and any amended documents, such as protocol/consent) over the existing document, by clicking the 

 pencil icon.  This allows you to maintain a version history by stacking the revised document on top of the existing document.  
3. Click Browse to locate the revised version.
4. Click Update.
5. Repeat until all completed documents have been updated.
Upload New Forms and Documents (not previously submitted)
1. Click Designer (see Figure 2, blue arrow)

2. Click Attach New Document
3. Repeat steps 3-6 until all newly completed documents have been uploaded.
Step 5: 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 6: 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 (Amendment/Modification) 
5. Click Submit.  
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