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UC Davis — Post Approval Submission Form (PAS)

Overview

e NEW IRBNet Wizard

e Smart form helps create a complete submission
e Streamlined submission process

e Replaces ALL of the following:

v Form HRP-212 Continuing Review Progress Report
v" Form HRP-213 Modification

v" Form HRP-214 Reportable New Information
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How is it used?

Similar to the Initial Review Application

Online Form

e Complete the document wizard in IRBNet.

e Start a wizard for the first use only.

e Use the pencil icon to update the form.

 Version history stored in IRBNet for each submission.
e Requires IRBNet electronic signature.

Dynamic Form

« Changes based on information provided

» Sections not relevant to the submission marked “NA”

* Prompts submitter for required information/documentation
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Submit for any of the following

How is it used?

e Continuing review progress report /Closure
e Report of new information
e Modification

e Any combination of the above submission types

Continuing Review & Modification

Modification & Report of New Information

Continuing Review & Report of New Information

Continuing Review, Modification, & Report of New Information

UCDAVIS
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What's New?

Minor Changes to Questions You’ve Seen Before

e Site language is generic — can be used for non-UC Davis sites.
e Vulnerable population checkboxes; no longer report number enrolled.
e Modifications: "date current/former subjects will be notified” is no longer required.

e Smart form triggers required modifications in some situations.
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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 Total subjects consented, met
eligibility criteria and enrolled eligibility criteria and enrolled
Screen failures Screen failures

Discontinued Discontinued

UCDAVIS
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What's new?

New Questions

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.
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Completing the Post Approval Submission Form

Two types of questions

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
e Answers carryover from previous versions of the form.

e Submitter is responsible to review the information and confirm it is accurate.

Unique Data

e Answers do not carryover from previous versions of the form.

e Submitter must enter this information with each submission.
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Creating a Post Approval Submission Form
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How to submit the first Post Approval Submission Form for any project

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

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

Click “Start a New Wizard”

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

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

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

UCDAVIS
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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.




Form

UC Davis — Post Approval Submission

IRENet ID: 5729210

IRBMNet.

‘»

Welcome to IRBNet
Davis Researcher

) Help
My Projects

Create Mew Project

¥ My Reminders (21)

Project Administration
Project Overview

Designer

Share this Project

Sign this Package

Submit this Package

Delete this Package

Send Project Mail

Reviews

Project History

T Messages & Alerts (6]

Other Tools
Forms and Templates

USER PROFILE  LOGOUT

Designer

[57292] Online Post Approval Form - TEST STUDY

Package: ~ 57292-10 Workin progress (Mot submitted)

[ Click to add & package description or notes.

| MNeed Forms? Show Form Libraries |

Assemble your document package here. You can add new project documents, revise existing project documents while
maintaining version history, and link your project team’s Training & Credentials to your package. | Learn more |

Documents in this Package:

There are no documents in this package.

There are no Training & Credentials records linked to this package.

Start a Wizard

Augusta - Continuing Review Form

Augusta - Core Data Form

Crlando Health - IRB Application

SUMY Stony Brook - Registration Form for Expedited or F_..

UC Dayis is celicatizo

UC Davis - Post Approval Submission Form
T P

Attach Mew Document

| Link/Un-Link Training Records |

When should | do this?)

UKCP - IRE Initial Application - Part 1

Revise: (When should | do this?)
1 Last Submission
m Modified Date
- — 017 111282017 3
ucC Da\.rlls - Post Approval Submission Form I J Q] &
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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

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

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

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

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

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

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

Documents in this Package:

There are no documents in this package.

There are no Training & Credentials records linked to this package. | Link/Un-Link Training Records |

Start a Wizard

OR

Documents from Previous Packages that you can Revise:

Attach New Document

{(When should | do this?)

(When should | do this?)

Pkg . Last Submission
# Document Type Description Modified Date
4 Consent Form HRP-502-TEMPLATE-CONSENT- 11/3072017 11/30/2017 ‘?
DOCUMENT-clean 04:03 PM J %
4 Consent Form HRP-502-TEMPLATE-CONSENT- 11/30/2017 11/30/2017 ‘?
DOCUMENT-marked 04:03 PM J %
4 UC Davis - Post Approval Submission Cont Review, Mod 11/30/2017 11/30/2017
‘ Form 04:03 PM &y
2 Protocol HRP-503-TEMPLATE-PROTOCOL-clean 11/30/2017 11/30/2017 ‘?
03:39 PM J %
2 Protocol HRP-503-TEMPLATE-PROTOCOL-marked 11/30/2017 11/30/2017 ‘?
03:39 PM J %
1 UC Davis - Initial Review Application UC Davis - Initial Review Application 11/30/2017 11/30/2017 ‘?
03:24 PM J %
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Completing the Post Approval Submission Form
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UC Davis — Post Approval Submission Form

Start the form by clicking “Next”.

=T AN

IRBNet Document Wizard
UC Davis - Post Approval Submission Form - [57292.9] Online Post Approval Form - TEST STUDY

Jump To: Instructions Y m

Instructions

Welcome to the UC Davis - Post Approval Submission Form. Flease answer all questions and check all
appropriate boxes for this submission. Your progress will be saved each time you click "Next” or "Save and
Exit.™

This form is used to submil modifications to approved research, reports of new information, and continuing
review repors. You can use this form to submit one item or a combination of items simultaneoushy.

At the end of the form a list of required documents will be presented to assist you with compiling a complete

Designer

Share this Project
Sign this Package
Submil this Package
Delate this Package

submission.
Send Project Mail
Reviews



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

e Current study status is recorded with each submission.

e |f the form was completed in the past, study status will default to the last option
selected.

&) Help Jump To: Current Study Status ¥

My Projects Current Study Status *
Create New Project

¥ My Reminders (34)

Indicate the current study status.

Project Administration Research not started at this site or any site relying on this site's IRB.

Project Overview ¢ Open to Accrual of new participants/Collecting data about new participants.
Designer
Share this Project Closed to Accrual: Accrual is temporarily closed.
Sign this Package Closed to Accrual: Clinical interventions, surveys, or similar participant interactions continuing or
Submit this Package collection of new data about participants is ongoing.
Delete this Package Closed to Accrual: Remaining activities limited to collection of participant long-term follow-up data and
Send Project Mail participants are not participating in any protocol required procedures involving more than minimal risk
Reviews including imaging studies involving radiation.
Project History Closed to Accrual: Remaining activities limited to analysis of identifiable specimens/data that have
*  Messages & Alerts (12) been already collected.

Closed: Final Continuing Review Progress Report. - All research activities and all identifiable data
Other Tools

= | analysis is complete, requesting Closure of IRB File.

| Saveand Exit ||  Preview | (* required ) | Previous || Next |

UCDAVIS
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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

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

IRBNet ID: 5729210

IRBNet.

Welcome to IRBNet
Davis Researcher

&) Help
My Projects

USER PROFILE  LOGOUT

‘»

If the spc;nsor

UC Davis - Post Approval Submission Form - [57292-10] Online Post Approv:

Create New Project

¥ My Reminders (21)

Project Administration
Project Overview

Designer

Share this Project

Sign this Package

Submit this Package

Delete this Package

Send Project Mail

Reviews

Project History

- Messages & Alerts (6)

Other Tools
Forms and Templates

information is

wmpto incorrect select
Sponsor Verification * ”NO”

List of sponsors from the Project Overview page: Departmental

Is this a complete and accurate list of the financial sponsors of this research?

1 Yes
1 Mo

| Saveand Exit ||  Preview (* required ) [ Previous || Next

_DAVIS

OFFICE oF RESEARCH



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

Sponsor Update Reminder

e Modification required with this submission

e Sponsor update will appear on the Form Complete Page

e Edit the Project Overview page in IRBNet to correct the sponsor information
e Verify that the correct sponsor is listed on all study documents

Sponsor Update Reminder

You have indicated that the sponsor information is inaccurate or incomplete. Complete the modification
section of this form and update the sponsor information. Before you submit this package 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, efc.).

UCDAVIS
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Continuing Review Submission

Report cumulative enrollment numbers.

IRBNet Document Wizard
UC Davis - Post Approval Submission Form - [57292-10] Online Post Approval Form - TEST STUDY

Jump To: Enrollment Humbers -

Enroliment Numbers

Approved Subjects at this Site *
How many subjects did the IRB approve for enroliment at this site?

Approved Subjects Study-wide *
How many subjects did the IRB approve for enrollment study-wide?

Subjects Providing Consent, Met Eligibility Criteria, Enrolled at this Site *
How many subjects have provided consent, met eligibility critenia, and enrolled in this studw at this site?

Subjects Providing Consent, Met Eligibility Criteria, Enrolled Study-y ”: )’OU have enI’O”eCI more
How many subjects have provided consent, met eligibility critena, and enrolled stu SUbieCtS thqn the IRB Gpproved,
select “yes.”

Enrolled Subjects Exceeds Approved Subjects * —
Does the number of total enrolled subjects exceed the number approved by the IRE

UCDAVIS

FSamand i | [ Prevew. ] { * required ) [ Previous || Meaxt | OFFICE oF RESEARCH



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

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

ied number of participants to be enrclled in this study?

Wulnarable Participants
B Chelcdiren B Prognant Wormesn T eluse
F  Noeonates & Cogmieesly mpaered Adully

B Preomasrs E gy ol LN

2]

Cawwrs

Shiatents of T (AW gl averboiod
Py

Wil participants receive payment for partcipstion in this ressarch?
Farbcpants b companraied o Thos e
e pits, il B Powrdn it b wer oaguva

g ParSoponts will nol e commgervaled of iornksersad

Tolal Compenastion
Companiation Pro-aton

UNIVERSITY OF CALIFORNIA, DAVIS

BERKELEY + DAVIS = TVINE -

L0S ANGELES -

MERCED » RIVERSIDE +» SANDIEGO + SANFRANCISCO | SANTABARRARA - SANTA CRUZ

OFFICE OF RESEARCH

TELEPHONE: 015 703-9151
FAX: 016 703-9160

November 28, 2017

Lionel Messi, FhD

SACRAMENTO, CALTFORNIA 95817

Depariment: Exercise Science

Phone: 916-709-9151
Email: lionelmessi@ucdav

Dear Dr. Messi:

is.edu

On November 28, 2017 the UC Dawis Clinical Committee A reviewed the following protocol:

Type of Review:

Confinuing Review/Progress Report

Title:

Online Post Approval Form - TEST STUDY

Investigator:

Messi, Lionel, PhD

IRB ID:

57292-5

Funding:

Deparimental

Grant ID and Title:

None

IND, IDE or HDE:

+ IND Numbers
= 543210

Approval Period and
Continuing Review
Requirement:

The IRE approved the protocol from November 28, 2017 to April 16, 2018
inclusive.

Before March 2, 2018 or within 25 business days of study closure, whichever
is earlier, you are to submit a completed “FORM: Continuing Review
(HRP-212)" and required attachments to request confinuing approval or
closure.

If continuing review approval is not granted before the expiration date of April
16, 2018 approval of this protocol expires on that date.

Risk Determination:

More than Minimal Risk

Comments/Conditions:

In conducting this protocol you are required to follow the requirements listed
inthe INVESTIGATOR MANUAL (HRP-103).
[If applicable add to this section.]

Subje%

’ * The IRB approved enrollment of up to 50 subjects

Consent:

= A written consent form signed by study participants.

UCDAVIS
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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

Mm ’ -
4 = .

lelcome to IRBNet IRBNet Document Wi
iavis Researcher

UC Davis - Post Approval Submission Form - [58579-5] Post Approval Submission Form Training

9 Help Jump To: Vulnerable Populations Enrollment ¥

ly Projects Vulnerable Populations Enrollment *
reate New Project

7 My Reminders (34)

Indicate if any members of the following vulnerable populations have been enrolled in this study. Please
select all that apply.

roject Administration

roject Overview ¢ Children

Jesigner Pregnant Women

share this Project Neonates of uncertain viability
sign this Package

submit this Package Prisoners

Jelete this Package

»end Project Mail
leviews Students or Employees of this institution

roject History
" Messages & Alerts (12)

ither Tools | Saveand Exit ||  Preview | (* required ) | Previous || Next |

‘orms and Templates |
UCDAVIS

OFFICE oF RESEARCH

Cognitively Impaired Adults

None of the above/This data is not collected




Continuing Review Submission

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

noacal wiici

UC Davis - Post Approval Submission Form - [58579-5] Post Approval Submission Form Training

p Jump To: | Project Events v [
SESEN Project Events
i Ne-w Project Provide answers for all study sites since the last continuing review progress report.
Reminders (34)
+t Administration Relevant Publications on Risk/Benefit *
14 Overview Have there been any publications in the-fteTattresglevant to risks or potential benefits?
ner
this Project No
his Package
it this Package Interim Findings *
: this Package Have there been any interim findings?
Project Mail o
ws
it History No
ssages & Alerts (12) Multi-center Trial Reports *
Tools Have there been any multi-center (anpeetrtrakgports?
i and Templates |
No

Data Safety Monitoring Board (DSMB) Reports *

Have there been any data safety moepons’?

No

OFFICE oF RESEARCH




Continuing Review Submission

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

Related Financial Interest (New RFI/Change to existing RFI) *

Do you or any personnel involved in the design, conduct, or reporting of the protocol have a Related
Financial Interest that has not been reported to the IRB or a change to a previously reported Related

Financial Interest?
® Yes

No

Save and Exit Preview (* required ) Previous Next

UCDAVIS
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Continuing Review Submission

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

Personnel Updates *

All personnel assigned to this study must be qualified to perform the protocol procedures assigned to them,
must report any and all conflicts of interest, must complete required human research protections training and
must receive appropriate training on the protocol prior to engaging in research activities.

For UC Davis sites, individuals included on the research personnel list must be UC Davis faculty, employees,
students, volunteers or outside collaborators working under the oversight of the UC Davis Principal
Investigator and covered by an Individual Investigator Agreement. Contact the IRB if you have questions
regarding research personnel.

Have there been any changes to the research personnel list that have not been reported to the IRB?

Yes
e No

Save and Exit Preview (* required ) Previous Next

UCDAVIS
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Continuing Review Submission

e Continuing Review is due at least 45 days before IRB approval expires.

* |RB expiration date is found on the project overview page.

IRBNet ID: 5729210

[RBNet

Welcome to IRBNet
Davis Researcher

9 Help
My Projects

Project Status as of: 12/06/2017

Reviewing Board

Initial Approval
Date Project Status

Expiration Date

UC Davis Clinical Committee A, Davis, CA
UC Davis Clinical Committee B, Davis, CA

UC Davis IRB Administration, Davis, CA

11/30/2017 Active - Open to Enrollment C11/29/2019 )

11/30/2017 Active - Open to Enrollment

11/29/2019

IRBNet Document Wizard

UC Davis - Post Approval Submission Form - [37292-10] Online Post Approval Form - TEST STUDY

Jump To: Submission Date -

Submission Date *

Create New Project

¥ My Reminders (22)

Project Administration
Project Overview

Federal regulations require the IRB to conduct continuing review before the expiration of IRB approval. The

IRB requires information from the investigator to complete the continuing review process and needs sufficient
time to conduct this review. For this reason the administrative due date for continuing review is 45 days

before the expiration of IRB approval.

Designer

Share this Project

Sign this Package

Submit this Package

Delete this Package

Send Project Mail

Reviews

Save and Exit || Preview

Is this continuing review report being submitted on or before the administrative due date?

@ Yes
o If submitting late
(* required ) select “No”

DAVIS
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Reportable New Information Submission

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

IRBNet ID: 57292-10 USER PROFILE  LOGOUT
Welcome to IRBNet IRBNet Document Wizard

Davis Researcher UC Davis - Post Approval Submission Form - [57292-10] Online Post Approval Form - TEST STUDY

& Help Jump To: Reportable New Information -

My Projects Reportable New Information *
Create New Project . . )
¥ My Reminders (29) Click here for information about what must be reported to the IRB.

Do you have any of the following to report to the IRB? You may select more than one.
Project Administration

Project Overview Information that indicates a new or increased risk or increase in frequency or severity of a known risk.
Designer
Share this Project

O

Change (e.g. protocol violation) made to research to prevent imminent harm to subjects or others.

Sign this Package Mon-Compliance with the federal regulations governing human research, with the protocol or with the
Submit this Package requirements or determinations of the IRB.

Delete this Package I Ancillary approval not previously reported (e.g. Radiation Use Committee, Institutional Biosafety
Send Project Mail Committee, etc.).

Reviews Subject complaint that cannot be addressed by research team.

Project History

i Messages & Alerts (7) [] Incarceration of a research subject.

Other Tools | Other

Forms and Templates | ] Mone of the above.

| Save and Exit || Preview ( * required ) Previous || Mext UC DAVIS

OFFICE oF RESEARCH



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

e There are three questions that can trigger a required modification.

e If a modification is required, you will be taken directly to Modification
Detail page.

Modification List

Based on the answers provided modifications to this research are required. Below is a list required
modifications.

» Change in sponsor.
+ Update to enrollment numbers.
» Related Financial Interest Update.

Save and Exit Preview Previous Next

UCDAVIS

OFFICE oF RESEARCH




Modification Submission

Modifications

e |f there are no required modifications, you will be asked if you a
submitting a modification.

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

Modifications *

Are you submitting modifications to the project at this time?

Yes

No

Save and Exit Preview (* required ) Previous Next

UCDAVIS
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Modification Submission
Modification Details

Modification Description *
Describe/summarize the modification. Just listing the documents submitted is not acceptable as a summary.

Note: If modifying/amending the IRBNet Initial Review Application include the following information. Name of
the page where changes are being made, information being removed, and/or information being added.

Revision Rationale *
Provide a rationale for the requested revision:

e Why is this change necessary to conduct the research?

e Remember, the research was approved with the expectation that it
can be completed as described. Any changes must be justified.

UCDAVIS
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.

Modification and Reportable New Information Submissions

e Report the number of subjects currently actively participating

e Describe if subjects are receiving any form of treatment.

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

IRBNet ID: 5729210

IRBNet.

Welcome to IRBNet
Davis Researcher

USER PROFILE  LOGOUT

g
ik

e

IRBNet Document Wizard
UC Davis - Post Approval Submission Form - [57292-10] Online Post Approval Form - TEST STUDY

& Help Jump To: Current Enrollment Mumbers -

My Projects Current Enroliment Numbers *
Create Mew Project

¥ My Reminders (22} Ht_:»w many suhject_s havg pr_wlded consent, met eligibility criteria, and arctwely participating in
this research at this institution?

Project Administration
Project Overview
Designer

Share this Project

Sign this Package
Submit this Package

Save and Exit || Preview (* required ) Previous || Next

UCDAVIS
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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

e List of supporting documents required with this submission.
e Based on the answers provided.

® Must load from the previous page to be accurate (do not use Jump to access)

UC Davis - Post Approval Submission Form - [57292-10] Online Post Approval Form - TEST 5TUDY

Jump To: Form Complete * | Jump

Form Complete

Thank you for completing the UC Davis - Post Approval Submission Form. Based upon your responses,
please include the following with your submission to the IRB:

« 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.q. Initial
Review Application, consent form, etc.).

* Ancillary approval document.

SaveandExit || Preview Previous UCDAVIS

OFFICE oF RESEARCH



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

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

Welcome to IRBNet
Davis Researcher

) Help
My Projects

Create New Project

¥ My Reminders (35)

Project Administration
Project Overview

Designer

Share this Project

Sign this Package

Submit this Package

Delete this Package

Send Project Mail

Reviews

Project History

Sign Package

[58579-5] Post Approval Submission Form Training

| Davis Researcher, as v |, certify that to the best of my knowledge the information contained
in this package is accurate and complete, has been prepared in accordance with all applicable institutional requirements

and is ready for submission. | further certify that this electronic signature is intended to be the legally binding equivalent of a
traditional handwritten signature.

To sign on behalf of another person, switch to Designee Signature Mode.

This package has been signed by:

Date Signed By Role

12/07/2017 09:59 AM  Davis Researcher Principal Investigator Details

OFFICE ofF RESEARCH



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

Researcher must update the description

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

Continuing Review (Cont. Review)
Report of New Information (RNI)
Modification (Mod)

Documents in this Package:

Document Type -
LUC Davis - Post Approval Submission Cont Review, M | 05/04/2018 j %
Form ~—_ —— 01:51 PM % ~

UCDAVIS

OFFICE oF RESEARCH




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.

Project Overview

[67265-1] Example Study Title

Research Institution University of California Davis, Davis, CA

Title Example Study Title
Principal Investigator Researcher, Jane

The documents for this project can be accessed from the Designer.

Project Status as of: 05012017

There is no Project Status infarmation fo display as of 05012017

Package 572551 is: Work in progress i4 4 Package 1071 b ki | Jump W |

Thiz package has mal been submited

UCDAVIS

OFFICE oF RESEARCH



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?

What will Reviewers see?

® [RBNet Document Type “UC Davis — Post Approval Submission Form”
e [RBNet Document Description updated with submission type
(e.g. Cont Review, Mod, RN, or any combination of these)

Documents in this Package:

Document Type « Description Il-ﬂ“:)st:iﬁe d
UC Davis - Post Approval Submission Cont Review, Mod 12/05/2017 % e
Form 12:01 AM :
)
| Document Revision History | Help | ]
Pkg . . Last Submission
# Document Type Description Modified Dat
5 UC Davis - Post Approval Cont Review, Mod 12/05/2017
Submission Form 12:01 AM J
4 UC Davis - Post Approval Cont Review, Mod 11/30/2017  11/30/2017 ClICk the StOCk OF
Submission Form 04:03 PM _] I — pd pers 1-0 See i-he
orm .
3 UC Dauvis - Post Approval RNI 11/30/2017  11/30/2017 m ni‘ h| 1' r
] Submission Form 03:53 PM J s wi dOCU e SIo y
2 UC Davis - Post Approval Modification 11/30/2017  11/30/2017
| Submission Form 03:36 PM J
oproval Submission Cont Review, Mod TZT0orZ0TT7 UC DAVIS

12:01 AM j % OFFICE oF RESEARCH




How is it used

What will reviewers see?

e PDF output generated by IRBNet

e Questions truncated and separated into sections
e “NA” marked when a section is not relevant

e Continuing Review (sections 1-9)

e Reportable New Information (sections 1, 10-15, 17)
* Modification (sections 1, 16, 17)

University of California, Davis
Institutional Review Board
Post Approval Submission Form

Last edited by: Davis Researcher

Project Title: [58579-5] Post Approval Submission Form Training
Last edited on: December 4, 2017

[click for checklist]

I. Study Information

Current Study Status: UC DAVI s

[~ Research not started at this site or any site relying on this site's IRB. OFFICE oF RESEARCH

¥ Open to Accrual of new particinants/Collecting data about new participants.



P
Send feedback

IRB Administration is collecting user feedback.

Complete the

PAS Form Researcher Feedback

Thank you

UC DAVIS

FFFFFFFFFFFFFFF



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

Implementation

Send feedback to
IRBNet

Campus-wide training

S
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