
Post Approval Submission Form 
IRB Administration



UC Davis – Post Approval Submission Form (PAS) 

 NEW IRBNet Wizard 
 Smart form helps create a complete submission
 Streamlined submission process
 Replaces ALL of the following:

 Form HRP-212 Continuing Review Progress Report

 Form HRP-213 Modification

 Form HRP-214 Reportable New Information

Overview



How is it used?

Online Form
 Complete the document wizard in IRBNet.
 Start a wizard for the first use only.
 Use the pencil icon to update the form.
 Version history stored in IRBNet for each submission.
 Requires IRBNet electronic signature.

Similar to the Initial Review Application

Dynamic Form
• Changes based on information provided
• Sections not relevant to the submission marked “NA”
• Prompts submitter for required information/documentation



How is it used?

 Continuing review progress report /Closure

 Report of new information

 Modification

 Any combination of the above submission types

Submit for any of the following

Continuing Review & Modification

Modification & Report of New Information

Continuing Review & Report of New Information

Continuing Review, Modification, & Report of New Information



What’s New?

 Site language is generic – can be used for non-UC Davis sites.

 Vulnerable population checkboxes; no longer report number enrolled.

 Modifications: "date current/former subjects will be notified“ is no longer required.

 Smart form triggers required modifications in some situations.

Minor Changes to Questions You’ve Seen Before



What’s New?

Removed one question in the Continuing Review enrollment numbers section

HRP-212 Post Approval Submission Form

Number subjects IRB approved Number subjects IRB approved

Total subjects consented *Question Removed*

Total subjects consented, met 
eligibility criteria and enrolled

Total subjects consented, met 
eligibility criteria and enrolled

Screen failures Screen failures

Discontinued Discontinued



What’s new?
New Questions

Question Purpose

Sponsor Verification Confirm sponsor information in IRBNet 
Project Overview is accurate.

Reportable New Information Details Follow-up questions specific to the type 
of information being reported. 



Completing the Post Approval Submission Form

The first time the form is completed all fields will be blank. After the first time, 
some data will carryover and other data will be unique.

Carryover Data
 Answers carryover from previous versions of the form. 
 Submitter is responsible to review the information and confirm it is accurate.

Unique Data
 Answers do not carryover from previous versions of the form.
 Submitter must enter this information with each submission. 

Two types of questions



Creating a Post Approval Submission Form



How to submit the first Post Approval Submission Form for any project

Upload/edit other study documents as needed, collect signatures and submit the package

Click “Next” to move through the form. You may also save and exit at anytime.

Select “UC Davis – Post Approval Submission Form” from the dropdown list

Click “Start a New Wizard”

Click “Create a New Package.” Click “Designer” from the left hand menu

Go to IRBNet.org, login, and click the project title to open the project

Presenter
Presentation Notes
To submit a continuing review progress report, closure, report of new information, or modification for any study that has already gone through an initial review you must click on the project title to open the project in IRBNet and click “Create New Package” from the left-hand menu. This will create a new package within the project. Each package is a unique submission. Within the new package, you can edit project details, update the initial review application, update the post approval submission form, and upload new or modified study documents. You should only create a new package when the review of the last package has been completed and a determination has been issued, or when you need to submit a report of new information that requires prompt reporting to the IRB. If you have questions about when to create a new package, contact IRB Administration at 916-703-9158.





UC Davis – Post Approval Submission Form 

Presenter
Presentation Notes
If you are creating a Post Approval Submission Form for the first time you would: 
Click “Start a Wizard.”
Select “UC Davis – Post Approval Submission Form” from the dropdown menu. 
Use the IRBNet Document Wizard to create a new wizard from scratch. 

 



How to submit the PAS once it already exists in a project

Upload/edit other study documents as needed, collect signatures and submit the package

Jump to the desired location or click “Next” to move through the form. You may also save and exit at anytime.

Click the pencil icon at the far right to open the document for editing.

Locate the “UC Davis – Post Approval Submission Form” in the “Documents from Previous Packages” section

Click “Create a New Package.” Click “Designer” from the left hand menu

Go to IRBNet.org, login, and click the project title to open the project

Presenter
Presentation Notes
To submit a continuing review progress report, closure, report of new information, or modification for any study that has already gone through an initial review you must click on the project title to open the project in IRBNet and click “Create New Package” from the left-hand menu. This will create a new package within the project. Each package is a unique submission. Within the new package, you can edit project details, update the initial review application, update the post approval submission form, and upload new or modified study documents. You should only create a new package when the review of the last package has been completed and a determination has been issued, or when you need to submit a report of new information that requires prompt reporting to the IRB. If you have questions about when to create a new package, contact IRB Administration at 916-703-9158.





How to submit PAS once it already exists in a project 



Completing the Post Approval Submission Form



Start the form by clicking “Next”. 

UC Davis – Post Approval Submission Form 

Presenter
Presentation Notes
Whether you are creating a Post Approval Submission Form for the first time or you are editing the Post Approval Submission Form from a previous package, you will be brought to the “Instructions” screen. This is the correct design of the form and you should progress through each of the questions. 

If you are editing a Post Approval Submission Form from a previous package you will be able to jump to different sections of the form, similar to the Initial Review Application. The jump feature should only be used when a reviewer has requested revisions to the information in that specific package.

In addition, some information in the form will be saved so you don’t need to enter it each time the form is completed. For example, the enrollment numbers will auto-fill the information that was entered for the last continuing review so you do not have to edit it unless it has changed. 




Current Study Status

 Current study status is recorded with each submission. 
 If the form was completed in the past, study status will default to the last option 

selected.

Presenter
Presentation Notes
This is also the section to submit for study closure. Please note you are required to answer all remaining questions.



Continuing Review Submission

 Data pulls from IRBNet Project Overview page
 Data does NOT pull data from the Initial Review Application

If the sponsor 
information is 
incorrect select 

“No”

Presenter
Presentation Notes
If you are submitting a continuing review you will be asked a sponsor verification question. The “Sponsor Verification” page lists the sponsor you entered on the “Project Overview” page. If the sponsor listed is incorrect, select “No”. This will bring you to a reminder screen which will ask you to complete the modification section to update your sponsor as well as update the sponsor information in the “Project Overview” page. 




Continuing Review

 Modification required with this submission
 Sponsor update will appear on the Form Complete Page
 Edit the Project Overview page in IRBNet to correct the sponsor information
 Verify that the correct sponsor is listed on all study documents

Sponsor Update Reminder



Continuing Review Submission

Report cumulative enrollment numbers. 

If you have enrolled more 
subjects than the IRB approved, 

select “yes.”

Presenter
Presentation Notes
Please note the enrollment numbers section refers to the total cumulative number of subjects approved for enrollment and actually enrolled. The number of subjects the IRB approved for enrollment can be found in the “Participant Information” section of the Initial Review Application or the “Subjects” section in your approval letter.  

This differs from the “Current Enrollment Numbers” section after the modification page because is asks for the subjects actively participating in research, not the cumulative total.




Continuing Review Submission
 IRB approved local enrollment numbers found in 

initial approval letter
OR

 IRB approved study-wide and local enrollment 
numbers found in the “Participant Information” 
section of the Initial Review Application.  

Presenter
Presentation Notes
Please note the enrollment numbers section refers to the total cumulative number of subjects approved for enrollment and actually enrolled. The number of subjects the IRB approved for enrollment can be found in the “Participant Information” section of the Initial Review Application or the “Subjects” section in your approval letter.  

This differs from the “Current Enrollment Numbers” section after the modification page because is asks for the subjects actively participating in research, not the cumulative total.




Continuing Review Submission

No longer report numbers

Vulnerable Populations



Continuing Review Submission

“Yes” response will trigger additional submission requirements on the Form Complete page

Project Events



Continuing Review Submission

“Yes” response will trigger required modification with this 
submission describing the financial interest.

Related Financial Interest



Continuing Review Submission

“Yes” response will trigger additional submission requirements on the Form 
Complete page

Personnel Updates



Continuing Review Submission

 Continuing Review is due at least 45 days before IRB approval expires.
 IRB expiration date is found on the project overview page.

If submitting late 
select “No”

Submission Date



• Multiple options can be selected.
Each selection will trigger follow-up questions.
Click the hyperlink for information about reporting categories.

Reportable New Information Submission

Presenter
Presentation Notes
Multiple options can be selected in the reportable new information section. Based on the options selected, you will be asked follow up questions later in the form. 



Modification Submission

 There are three questions that can trigger a required modification.
 If a modification is required, you will be taken directly to Modification 

Detail page.

Modification List



Modification Submission

 If there are no required modifications, you will be asked if you a 
submitting a modification.

 “Yes” response will go to Modification Details page. 

Modifications



Modification Submission

 Why is this change necessary to conduct the research?
 Remember, the research was approved with the expectation that it 

can be completed as described. Any changes must be justified.

Modification Details



 Report the number of subjects currently actively participating

 Describe if subjects are receiving any form of treatment.

 The IRB must assess any changes to risk and the need to re-consent subjects.

Modification and Reportable New Information Submissions

Presenter
Presentation Notes
As described in a previous slide, the enrollment section of the continuing review section is a cumulative total but the “Current Enrollment Numbers” section after the modification page is only asking for subjects who have provided consent, met eligibility criteria, and are currently actively participating in research at this institution. This is the local number of subjects, not subjects study wide. 






All Submission Types 
Form Complete
 List of supporting documents required with this submission.
 Based on the answers provided.
 Must load from the previous page to be accurate (do not use Jump to access)

Presenter
Presentation Notes
Once you complete the form, a “Form Complete” page will appear. The list of required items are based on your answers in the form. For example if you were completing a continuing review and answered “No” to the Sponsor Verification question “Is this a complete and accurate list of the financial sponsors of this research?” the “Update the Sponsor field in the Project Overview with the correct sponsor information. Include with this submission updated versions of any study documents which state the sponsor information (e.g. Initial Review Application, consent form, etc.).” bullet will appear as an item in Form Complete as a reminder to update sponsor information. In this example I also marked the RNI section “Ancillary approval not previously reported (e.g. Radiation Use Committee, Institutional Biosafety Committee, etc.)”. Similar items will appear for other items requiring an action. 



Electronic Signature

• PI or CoPI must use IRBNet “Sign this Package” to electronically sign submission.
• Designee Signature Mode is not accepted.

Presenter
Presentation Notes
Once you have completed the Post Approval Submission Form, updated the necessary information, and uploaded all additional documents the PI will be required to electronically sign the submission. 

Adding your Electronic Signature
From the left hand menu click “Sign this Package”
Use the dropdown list to select the appropriate role and click “Sign” Note: if you have previously signed this package, the system will ask you if you wish to sign it again. If you need to re-sign the package for any reason, click “OK”
Enter your user name and password to validate your identify and click “Continue”
Your electronic signature has been applied to the contents of this package. IRBNet will send a notification to all users who have full access to this project.




Updating the Document Description

 Locate the document on the “Designer” page
 Double click in the description field to edit the Document Description
 Describe the submission type

Continuing Review (Cont. Review)

Report of New Information (RNI)

Modification (Mod)

Researcher must update the description



Submit the Package 

When you are ready to submit the application to IRB Administration you must click “submit 
this package” button from the left-hand menu. After you click the button, complete the 
subsequent steps to submit the package.

Presenter
Presentation Notes
The last step after obtaining the PI’s electronic signature is to submit the package. When you are ready to submit the application to IRB Administration you must click “submit this package” button from the left-hand menu. After you click the button, complete the subsequent steps to submit the package.




How is it used?

 IRBNet Document Type “UC Davis – Post Approval Submission Form”
 IRBNet Document Description updated with submission type
(e.g. Cont Review, Mod, RNI, or any combination of these)

What will Reviewers see?

Click the stack of 
papers to see the 
document history



How is it used

 PDF output generated by IRBNet
 Questions truncated and separated into sections
 “NA” marked when a section is not relevant 
 Continuing Review (sections 1-9)
 Reportable New Information (sections 1, 10-15, 17)
 Modification (sections 1, 16, 17)

What will reviewers see?



Send feedback

Complete the 
PAS Form Researcher Feedback

Thank you

IRB Administration is collecting user feedback.

https://ucdavis.co1.qualtrics.com/jfe/form/SV_ekXKCehU64XuGlT


Implementation

Pilot phase – Please 
provide feedback

Send feedback to 
IRBNet 

Campus-wide training
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