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I: General Information on Phase II Process 
 
Overview: The Phase II process supports a researchers request for individual-level data from registries 
and provides a tracking system to monitor the review status of the request.  The process of requesting 
data through the VPR-CLS is facilitated in the following ways: 

 Templated IRB/Registry Application (TIRA): A single online application that has been adopted by 
most, but not all, participating registries.   

 List of Additional Documents: For registries that cannot use the TIRA or registries that require 
additional documents not routinely uploaded to the VPR-CLS, the Requestor is provided a list of 
these documents, along with a URL, and person to whom the documents should be sent.  

 Interactive Tracking System:  The VPR-CLS includes a tracking system that is updated by both the 
Requestor and the VPR Liaison in each registry (see Appendix 1). The tracking system allows the 
Requestor to monitor approvals and future due dates. 

 Notifications and Reminders: Based on the status if the request, key dates in the tracking 
system, and actions taken, both the Requestor and the Registry Liaison receive automated 
notifications and reminders to ensure timely, forward progress. 

 
Activities handled inside and outside the VPR-CLS:  While the VPR-CLS is designed to streamline the 
application process, there are some activities that occur outside the system.   

• Activities handled within the VPR-CLS: 
• Submission of TIRA and supporting documents 
• List (and URL) of state-specific applications and additional required documents 
• Data entry for tracking submission, status of review, and future due dates for all 

registries 
• Upload of select documents 

• Activities handled outside the VPR-CLS: 
• Submission of state-specific applications and additional documents (tracked in VPR-CLS) 
• Registry and IRB questions for Requestor  
• Notification of IRB Determination 
• Negotiation of Registry DUA  
• Transmission of individual-level registry data to requestor 

 
General Phase II Workflow: The general Phase II workflow proceeds according to the following steps. 

1. Requestor reviews Phase I match counts and selects registries to proceed to Phase II 
2. Requestor submits TIRA and supporting documents 
3. NAACCR reviews TIRA and once approved, TIRA packet (zip file) is released to registries as 

appropriate 
4. Requestor submits state-specific applications and additional documents  
5. VPR Liaison prompted to enter IRB/Registry estimated review date(s) 
6. IRB and registry reviews proceed according to routine practices 
7. Reminders sent to enter status of request after estimated review date has passed 
8. VPR Liaison enters registry review status 
9. Requestor receives IRB determination via email, enters the IRB review status and uploads the 

IRB Determination Letter 
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10. When approved by all parties, VPR Liaison and Requestor notified 
11. VPR Liaison uploads Fully Executed DUA, if applicable, and Requestor is notified to review and 

enter key dates  
12. VPR Liaison sends de-identified, individual-level data to Requestor (outside the VPR-CLS) 

 
Specific Phase II Workflows: Each of the Registry Application Groups (definitions in Section II, Table 1) 
has a detailed workflow that guides how the VPR-CLS processes the request and sends reminders.  
These workflows take into account the number of reviews (IRB, Registry, or both), the order of reviews, 
and whether the Templated IRB/Registry Application (TIRA) is used by the reviewing body.  It is 
important that registries familiarize themselves with the workflow and their role in the process.  
Appendix 1 of these instructions provides detail on the VPR Liaison data entry responsibilities.  The 
specific Phase II Workflows have been sent to registries as a separate document. 
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II: Edit Registry Profile 
The Registry Profile captures information about your registry that is essential for the Phase II VPR-CLS 
workflow. The VPR Liaison can review and update the Registry Profile using the instructions below.   

1. Click the arrow underneath your name in the upper right hand corner and select “Edit Registry 
Profile” 

 
 

2. A screen will appear with all the Registry Profile parameters 
3. Registry Application Group: Based on previous communication with NAACCR, each registry has 

been assigned a Registry Application Group.  The categories reflect the type of review (registry, 
IRB, or both) and whether the Templated IRB/Registry Application (TIRA) is able to be used by 
the reviewing body.  Based on your Registry Application Group, there will be a handful of 
additional questions.  A list of Application Groups is provided in Table 1 below.   

a. PLEASE NOTE: Reference to the “registry” forms or review process is a general term that 
describes any non-IRB reviewing body(ies), such as an advisory/research committee, 
data release committee, etc. 

b. If there are any questions about or changes to your Registry Application Group, please 
contact Castine Clerkin (cclerkin@naaccr.org).  

4. State-Specific Forms: For registries where the TIRA is unable to be used, the VPR-CLS will provide 
the requestor with a list of registry/IRB forms and their associated URLs (see example 1) that 
must be completed and submitted according to the normal practices, outside of the VPR-CLS.  
The URL is pulled from the CaRRI Database and displayed in your profile.  Any changes to the 
URL must be made in the CaRRI Database. 

5. Additional Documents: Within the VPR-CLS requestors upload supporting documents that are 
generally needed for the IRB/Registry review process.  These documents, as well as the TIRA (if 
applicable), are made available in the VPR-CLS.  If any additional documents (e.g. DUA, 
confidentiality agreement, etc.) are required for a complete application packet, they should be 
added to your registry profile.  A list of additional documents will be provided to the requestor 
within the VPR-CLS (see Example 1) and they will be instructed to submit them outside of the 
VPR-CLS.   

a. PLEASE NOTE: If a registry or IRB uses their state-specific form, it is not necessary to list 
the additional documents that the reviewing body requires since the requestor will be 
following the instructions on the state-specific form or website.   

b. If there is no URL for the required document, please leave the “Link/URL” field blank and 
enter a “Description/Instructions” about how to retrieve the document (e.g. Request 
document from the contact provided).   

c. Text in the Description/Instructions should be kept simple and succinct. 
6. Submit/Confirm Information: Once you have reviewed, edited, and entered all the necessary 

information, please click on the “Submit/Confirm” button.   
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Table 1: Registry Application Groups – with number of registries shown in (#)  

Group A: Templated IRB/Registry Application used by all reviewing bodies 
      A3: TIRA for Registry (15) 
 A4: TIRA for IRB (3) 
 A5: TIRA for both IRB and Registry (10) 
Group B: Combination of TIRA and state-specific application 
 B1: State-specific IRB Form and TIRA for Registry (2) 
 B2: State-specific Registry Form and TIRA for IRB (2) 
Group C: State-specific applications only 
 C1: State-specific Registry Form (2) 
 C2: State-specific IRB Form (0) 
 C3: State-specific IRB and Registry Forms (3) 

 

Example 1: Screenshot of additional applications and forms that will be presented to the Requestor  
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III: Locate a request your registry is participating in 
1. Make sure you are logged in 
2. Go to the Requests menu and select “My Requests” 

 
3. Then select the request from the list: 

 
4. Click on the request in the list to go to that request 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



7 
 

IV: Download TIRA packet 
For states utilizing the TIRA, the VPR Liaison will be notified when the TIRA packet is available on the 
VPR-CLS.  The TIRA packet is posted for states to download and share with reviewing bodies that accept 
the TIRA.  The TIRA packet is a Zip file that includes the TIRA and all supporting documents uploaded by 
the requestor (e.g. study protocol, current letter of approval from researcher’s institutional IRB, 
consent/assent form or documentation of waiver of informed consent, curriculum vitae for PI/Co-PI, 
copy of certificate of human subjects training for PI/Co-PI, and a list of requested data items).   
 
To download the TIRA packet for a given request, please do the following: 

1. Go to the request 
2. On the Documents Tab, there will be a button in the lower left-hand corner labeled “TIRA 

PACKET DOWNLOAD” 
3. Click the button 
4. Depending on your browser, the file will be downloaded to your “Downloads” directory or the 

browser will give you the opportunity to save it where you want. 
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V: Update Registry Review or State IRB Information 
The VPR Liaisons are responsible for entering key pieces of information related the review and approval 
process (see Appendix 1). The information entered drives automated reminders that ensure timely, 
forward progress, so it is essential that information be populated throughout the review process.  To 
update the Registry Review or State IRB information for a request, please do the following: 

1. Log into the VPR 
2. Go to the request you need to update  
3. Select the “Phase II Process” tab 
4. To enter information, click on the edit pencil next to the Registry Information section label or 

the State IRB Information section label 

 
5. When the edit pencil is selected, the screen will refresh and edit boxes will appear for that 

section: 

 
6. Update the fields necessary 
7. Attach any necessary files (see specific instructions on how to attach files) 
8. Click the “Save/Attach” button at the bottom of the screen 
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VI: Attach a file to the Registry Information or State IRB Information section 
While editing the Registry Information section or State IRB Information section, there will be an “Attach 
Files” section.    

1. Click the “Browse…” button or “Choose Files” button (text will be different depending on your 

browser)  
2. Browse to the file you want to attach and click the Open button on the browse window 
3. The file will then be listed under the Attach Files section 
4. You must then select the document type: 

 
5. Once the document type is selected, click the “Save/Attach” button 
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APPENDIX 1: Data entry into the VPR-CLS 

The following two tables list the key data items and files related to the IRB and Registry review, who is 
responsible for entering or uploading the information, and why it is important.  In general, the VPR Liaison 
is responsible for entering estimated review dates for both the IRB and Registry review and then tracking 
the status of the Registry review.  The Requestor is responsible for tracking the status of the IRB review. 

Table 1: Data entry for the IRB-related information 

 

 

Table 2: Date entry for the Registry-related information 

 


