UCLAwebIRB

Creating a New Study Application

Training Course for Investigators and Study Staff



This training will cover...

vV VYV V V V

Navigating the OHRPP website
Requesting a webIRB account
Creating a New Study application
Responding to IRB Requests

Additional resources



This training will NOT cover...

» Detailed review of the IRB application

» Protocol development/questions within the

application

» Post-approval applications (AM, CR & PAR)



Before getting started

Visit the OHRPP website for the following
resources:

» Guidance and policy

» Forms and templates

» Decision trees

» More information about the UCLA IRBs



https://ohrpp.research.ucla.edu/

OHRPP Website

Click here to access

To access this information: guidance and templates

Quality Improvement and Education v = For Research Participants v = Q

UCLA Research Administration The UCLA IRB Office v

Human Research Protection Program

For Researchers v

. Getting Started E

Welcome to OHRPP it i

Clinical Research Toolkit

HIPAA

Informed Consent Templates

IRB Reliance

search Participants

Letter for Sponsor (PDF)
Bill of Rights
< Post Approval Reporting

Revised Common Rule

Electronic Submission Systems

The Office of the Human Research Protection Program (OHRPP) is the administrative arm of the UCLA Human Research Protection Program (HRPP). The OHRPP
in partnership with the research community is responsible for ensuring the safety and welfare of participants in Human Research Projects conducted under the
aegis of UCLA. The OHRPP, which is a Division within the Office of Research Administration, provides the campus and the five UCLA Institutional Review Boards

(IRBs) with professional guidance and administrative support.



Guidance Documents

4. Applying to the IRB

Pre-IRB Submission:

UCLA HRuems:earch Adn;!ggg"atlon The UCLA IRB Office v Qua|i Getting Started with an IRB Application-A Guide for Investigators and Research Staff
Brief Overview of webIRB Submission Procedures

Conducting Risk-Benefit Assessments and Determining Level of IRB Review

Policies and Guidance

Describing Research Design and Methods
Scientific or Scholarly Review of Human Subjects Research Protocols

Tip Sheet: Minimal Risk
1. Authority and Overview of the Human Research Protection Program
Funding Considerations for Federally-Funded and Industry Sponsored Human Research
2. OHRPP Educational Outreach and Requirements
Funding Applications and UCLA IRB Review
3. Activities that Require IRB Review

4. Applying to the IRB

o Pre-IRB Submission

Tip Sheet: Delayed Onset Determinations
Research Supported by the Department of Defense

Additional Requirements for Federally Supported Research
o Levels and Types of IRB Review

o Post-IRB Submission
Learn about the acceptable informed consent and
8 R e N R e recruitment methods, and how to incorporate required
7. Research Involving Use and Storage of Data and/or Human Biological Specimens . . . . .
information into recruit material

8. Types of Research and Procedures

o

Biomedical

Social, Behavioral and Educational Research Social, Behavioral and Educational Research

9. Populations Research Involving the Internet
Tip Sheet: Online Survey Protection Considerations

Deception or Incomplete Disclosure

Research Involving Students and/or Conducted in Educational Settings




CITI Training

y/ (Visit the OHRPP CITI training help page to A
i C ITI determine the appropriate training required:
“! PROCRAM https://ohrpp.research.ucla.edu/citi-training/ )

Before you can submit your project, all persons listed in the study
application (Section 1.1) who will engage in human subjects research
must complete either the Human Subjects Research Training OR the
Good Clinical Practice (GCP) training. Both trainings are valid for
three years.

» NIH-funded clinical trials require GCP training

» If accessing medical records, UCLA research HIPAA training is
required. Research HIPAA training is only required once, no
expiration.


https://ohrpp.research.ucla.edu/citi-training/

How to reguest a weblRB account

To request a weblRB account, email:
weblirbhelp@research.ucla.edu

If you are not qualified to be a Pl under UCLA
Policy 900, you must secure a faculty sponsor
and have them email the following information:

Your full name

Your email address

Your UCLA Logon ID

Your 9-digit UID

Your department/division



mailto:webIirbhelp@research.ucla.edu
http://www.adminpolicies.ucla.edu/APP/Number/900

webIRB Official Site

Once you are ready to set up your webIRB
account and create a New Study application visit:

https://webirb.research.ucla.edu

UCLA
Web I R Research Administrations

webIRB Home

webIRB Home

> Login

[ Training Information webIRB Home

> webIRB Accounts

b ScI!eduIe of System The new OHRPP submission system, BruinIRB, is now accepting submissions ONLY for:
Maintenance and
Upgrades e Humanitarian Use Devices (HUD)

I Quick Reference Guides ° Emerg:né:y Use
& Training Materials : xpanded Access

Right to Try applications
[ Forms to Upload in
webIRB All NEW Emergency Use, HUD, Expanded Access, and Right to Try applications must be submitted in BruinIRB and we are no longer accepting these

applications in webIRB. If you have any questions, see BruinIRB introduction or contact us at chrpp@research.ucla.edu or (310) 825-5344.
> webIRB Frequently

Asked Questions (FAQ)
[ Contact Us

Weekly Maintenance and/or Upgrades
Return to

Every Thursday evening from 5:00 pm to 1:00 am and every Sunday morning from 12:00 am to 12 noon, but occasionally the entire maintenance
Uca window is not needed and access is restored as soon as work is completed.

O e Hom Reseac Potct P, \

Welcome to webIRB

webIRB is UCLA's internet-based software application for the submission and review of research projects involving human subjects. All levels of review
use the same webIRB application, which is designed to branch in response to information provided about the study procedures. Click here for the OHRPP
guidance document "Brief Overview of webIRB Submission Procedures."

To begin using webIRB, click the Login button at the top right of the screen. Please note that you must have a webIRB account to log on.
To obtain an account, please select webIRB Accounts from the menu to the left.


https://webirb.research.ucla.edu/

Login

1. Enter your UCLA
Logon ID and
password

2. Click Sign In

Sign In with your UCLA Logon ID

‘ Your UCLA Logon ID ‘

‘ Your UCLA Logon Password

Forgot your UCLA Logon ID or Password?
Need a UCLA Logon ID?




"My Home"” Page

Breadcrumb: webIR

F|nd your Way webIRB Home ' IRB Protocols
throughthe |

UCLA

Research Administration.. ===

k‘,ulllllw

study |

| | Page for A PI1

workspaces My Roles

Study Team

Create New Study

Welcome to your Home Page.

This page has links to all of the items applicable to your role as an iny

}“ulllmw

Navigation Bar
My Home: find your way home

Your Name: Update your
contact information

API1 | MyHome | Logoff

e Inbox: Displays your studies that have a task requiring comp| e

e Other Tabs: Provide links to your studies and personal profile

New Study

My Inbox: contains links to
submissions that need your
attention:

NS = New Study

PAR = Post-Approval Reports

& Single Subject Exception

AM = Amendment

CR = Continuing Review or
Closure

Click here for a Quick Reference Guide.

We are interested in your feedback about webIRB.

| webIRB Survey Archived: contains studies that
After you have used the program to submit a study, please ¢ have been W|thdrawn, Closed,

/W‘— and don’t require UCLA IRB

R JRB#12-000004-PAR-00000001 test

My IRB Studies: contains all
open studies

S —— ”

Displays all iteny# which require action by the study team. Cli reVIeW.

Filter 1D v Advanced

1D Name State Last State Change
IRB# J2-000006 Sample Approved Study for webIRB Training - 1 - DO NOT TOUCH Pre Submission 7/18/2012 7:34 AM
IRB#12-000004-CR-00006 2013 Review for IRB#12-000004 Pre Submission 7/19/2012 2:43 PM
@) IR§=12-000004-AM-00006 Example of linked AM Pre Submission 7/19/2012 2:05 PM
@) 1gB#12-000004-AM-00005 Amendment #5 for webIRB Study IRB#12-000004 Pre Submission 7/18/2012 11:18 AM

Pre Submission 5/1/2012 1:47 PM

PI
PI1
PI1
PI1
PI1
PI1



Create a "New Study” application

API1 | MyHome | Logoff

Web I R g*sce';:?h Administration.,

webIRB Home ' IRB Protocols
Page for A PI1 <

The account

| | Page for A PI1 < you |Ogged
My Roles Welcome to your Home Page. | n to W | I I
CI iC k to Study Team This page has links to all of the items applicable to your a p p ea r h e re .
Inbox: Displ tudies that h task reqUTCOTDTEUOT
C rea te a Create New Stud : (;Ithe): Tallwsse gzgvsilggrlizk% Lzssyouar s:tLau\:llieesa a:z preercsonal profile s

New Study

N ew Stu d y Click here for a Quick Reference Guide.

| webIRB Survey

We are interested in your feedback about webIRB.
After you have used the program to submit a study, please click here to respond to a user survey.

m My IRB Studies Archived Profile

Displays all items which require action by the study team. Click on links for more information.

Filter by ID v Advanced

D Name State Last State Change PI
IRB#12-000006 Sample Approved Study for webIRB Training - 1 - DO NOT TOUCH Pre Submission 7/18/2012 7:34 AM PI1
IRB#12-000004-CR-00006 2013 Review for IRB#12-000004 Pre Submission 7/19/2012 2:43 PM PI1
IRB#12-000004-AM-00006 Example of linked AM Pre Submission 7/19/2012 2:05 PM PI1
IRB#12-000004-AM-00005 Amendment #5 for webIRB Study IRB#12-000004 Pre Submission 7/18/2012 11:18 AM  PI1
(D IRB#12-000004-PAR-00000001 test Pre Submission 5/1/2012 1:47 PM PI1



“General Information” Page

webIR

<< Back

study.

1.0

2.0

3.0

r General Information

UCLA

Research Administration

Save | | Print...

Warning: Save your work at least every 15 minutes by dicking “Save” or “Continue.”

New: Study

£

Continue >>

Smartform FAQ

All items marked with a red asterisk (*) are required. Items without an asterisk may or may not be required depending on whether the items are applicable to this

*Full Title of the Submission: &

1.1 Protocol Version Date and/or Number: & \

*Working or Lay Title: &

Principal Investigator:

3.1 *Name: [None] | Select... |
3.2 UCLA Title:
3.3 Affiliation(s): There are no items to display

Other Affiliations:
(if nrovided)

Note: The information for items
3.2 through 3.4 will automatically
appear after you click Save.

The General
Information Section of
the Study Smartform
will appear.

Provide a response to
each question.

The questions with a red
asterisk (*) are
required.

For help with answering a
question, click on

or refer to the guidance
in the grey text box.

Insert the descriptive
title. Avoid using
generic titles like, "My
Thesis” or "New Study”.




Tip: Save your work!

| UCLA
| Web I R Research Administration..

<) print...

Smartform FAQ

Warning: Save your work at least every 15 minutes by dicking “Save” or “Continue.”

New: Study M

After completing all required
items on this page, click Save
after completing the entire
General Information section.

- General Information

All items marked with a red asterisk (*) are required. Items without an asterisk may or may not be required depending on whether the items are applicable to this
study.

= *Full Title of the Submission: &
1.1 Protocol Version Date and/or Number: (]
\
20 *Working or Lay Title: &
\
3.0 Principal Investigator: Note: The information for items
3.2 through 3.4 will automatically
3.1 *Name: [None] (Select.) appear after you click Save.
3.2 UCLA Title:
3.3 Affiliation(s): There are no items to display

Other Affiliations:
(if provided)

3.4 Department:

3.5 *Will the Principal Investigator conduct the informed consent process with potential study
participants? @

Before moving to the next
page or logging off, select
“Save”. After clicking “Save”
more activities will appear at
the top of the page.




Tip: Save your work!

Edit: Study - PRE#09-000006 §

(1
il
||||m

W
i

Note the additional webIRB A

H H P> save | Exit | Hide/Show Errors| Print... | Jump To: - 1.1 - Study Title and Key Personnel ~ '
actions that will -

» Reviewer Notes (0 Notes Total)
appear in the menu
bar after clicking Smartomea0
Save.

Warning: Save your work at least every 15 minutes by clicking “Save” or “Continue.”

r General Information

All items marked with a red asterisk (*) are required. Items without an asterisk may or may not be required depending on whether the items are applicable to this

Important Note: i

Lo *Full Title of the Submission: @

° WebIRB does not Test Study for PI/Study Staff Training
have an auto-save
feature.

* Click Save
pe riOdicaI |y (eve ry 2.0 *Working or Lay Title: &@
1 5 m i n u tes) to Test Study for PI/Study Staff Training
ensure that your = Misabbsidi L

appear after you click Save.

Protocol Version Date and/or Number: (]

Work is Saved 3.1 *Name: Principal Investigator [ Select... |
.
3.2 UCLA Title: Clinical Instructor
3.3 Affiliation(s): UCLA

Santa Monica-UCLA

Other Affiliations:
(if provided)

3.4 Department: MEDICINE-GASTROENTEROLOGY




Navigation Tools

webIR

<< Back I

UCLA

Research Administratiof

.») Reviewer Notes (0 Notes Total) Add

Save | Exit | Hide/Show Errors| Print... | Jump To:
A

1.1 - Study Title and Key Personnel ~

Edit: Study - IRB#09-000003 =

Continue >> I

Delete

Use Exit to go to the

Study workspace.

Ilarning: Save your work at least every 15 minutes

~General Information
All items marked with a red asterid
1.0 *Full Title of the Sy
Test Study for P11/§
1.1 lpr_o
2.0 *Working or Lay T

The Jump To Menu can
be used to go to specific
sections of the
application.

* Red Title - where you are

e Black Titles - sections that
will be required

1.1 - Study Title and Key Personnel
1.13 - Other Personnel

1.2 - Conflict of Interest Information
2.1 - Project Identification Information
2.2 - Lay Summary and Keywords

5.1 - Type of Study Review

6.1 - Funding and Other Study Characteristic:

6.2 - Funding - Description

7.1 - Study Locations

7.2 - UCLA or UCLA Network Sites

8.1 - Methods/Procedures - Descriptors

8.3 - Clinical Trial of a Behavioral Intervention]
8.6 - Drugs/Biologics/Dietary Supplements
8.10 - Regulatory and Committee Approvals

9.2 - Information about Study Data
9.3 - Data Security
9.4 - Data Security Plan

q

2 |

Use Continue to
navigate forward
through the form
to the next
section (this
activity will also
save the changes
made in the
current section)

5

Note: More sections may
appear as you answer items
in the form




Checking Your Progress

1. Click Hide/Show Errors

DEVELOPMENT

CLAwebIRB

<< Back

\») Reviewer Notes (0 Notes Total)

Save | Exit | Hide/Show Errors| Print... | Jump To: - 1.1-
Study Title and Key Personnel +

Continue >>

Smartform FAQ
Warning: Save your work at least every 15 minutes by clicking “Save” or “Continue.”

r General Infol ion

All items marked with a red asterisk (*) are required. Items without an asterisk may or may not be required depending on whether the items are applicable
to this study.
E0 *Full Title of the Submission: &

Mark & Anthony - Case #18 NSWF A

11 Protocol Version Date and/or Number:
JJune 25, 2009

2.0 *Working or Lay Title:

Sample study for Anthony and Mark for case #18
3.0 Principal Investigator: Note: The information for items

3.2through 3.4 will =l

Error/Warning Messages

rash

Message Field Name Jump To
@ This is a required field; therefore, you must provide a value. PI Will Obtain Consent 1.1 - Study Title 3nd Key
Personnel

@ This is a required field; therefore, you must provide a value. Funding Source.Type of Award 6.2 - Funding - Dscription ~ —

@ This s a required field; therefore, you must provide a value. Select All That Apply to Access or 9.2 - Informationfabout

3. Remember to click Save after
providing your response(s).

<< Back

DEVELOPMENT

UCLAwebIRB‘

(») Reviewer Notes (1 Note Total) Add| Delete

Edit: Study - IRB#09-000275 &

= -

ave | Exit | Hide/Show Errors| Print... | Jump To: - 1.1-

Study Title and Key Personnel +

Continue >>

Smartform FAQ

Warning: Save your work at least every 15 minutes by clicking “Save” or “Continue.”

rGeneral I i ||
All items marked with a red asterisk (*) are required. Items without an asterisk may or may not be required depending on whether the items are applicable
to this study.
ey *Full Title of the Submission: &
Mark & Anthony - Case #18 NSWF |
1.1 Protocol Version Date and/or Number:
Pune 25, 2009
2.0 *Working or Lay Title:
[Sample Study for Anthony and Mark for case #18]
3.0 Principal Investigator: Note: The information for items
3.2 through 3.4 will
e automatically appear after you
3.1 *Name: Rebecca Simms (PI) ( Select. dlick Save. i e g

Error/Warning Messages

No Errors Found

Refresh

Included Identifiers Study Data
@ This is a required field; therefore, you must provide a value. Subjects Incur any Financial Obligations 16.3 - Costs Relgfed to
N Study Participatifn 5l T
Dene [T [ [3]@ mtemet [®100% - ,
—

2. A screen will appear with links to
pages needing completion. Click
the links to go to the pages.

4. Update the list of items needing

completing by clicking Refresh.
The error screen will update.

Click Hide/Show Errors again to
hide the screen




Navigation Tools

API1 | MyHome | Logoff

| I UCLA A
I We Research Administra
IRB Protocols .

IRB Protocols > Test Study for webIRB Training- Basic 1

Current State

Click Edit Study to ['™"9- Basic?

(5 et stuay +—= go back to the Pasets,
[: Printer Version ] P S m a rtfo rm
[TE View Differences ]
[_é View SmartForm Progress | | Principal API1
o igator:

SR Faculty Advisor: API3
My Activities

Send Notification to FS

for FSA Assurances PI Proxy: Rebecca Simms (PI)
Submit Study API2

Send Training Reminder
Withdraw PI Assurances: Pending...

= FS Assurances: Pending...

Edit PI Proxy

Study Team - Log

Private Comment

History Attachments IRB Requests TrLa‘;r;mg Clljggge

This area shows instructions and questions and important notifications regarding this Study.

Activity Author ) Activity Date
Notification Sent to FS for FS Assurances PI1, A 3/5/2012 2:48 PM PST
Edited PI Proxy PI1, A 3/5/2012 11:58 AM PST

Reactivated PI1, A 3/1/2012 10:25 AM PST




Study Workspace

WO CERGIEE IRB Protocols

IRB Protocols > Test Study for webIRB Training- Basic 1

I
St a te Current State
" [ ] Edit Study
VIeWS Of [@ Printer Version
the StUdy [ EE View Differences
[ [ view SmartForm Progress
My Activities
Send Notification to FS
Study for FS Assurances
Submit Study
Activities (=) :

= | Send Training Reminder

D Withdraw

a7 Edit PI Proxy

ﬁ{ Study Team - Log Private

Comment

UCLA

Research Administram

A PI1

I

Summary information
about the Study

| My Home |

Logoff

Study: Test Study for webIRB Training- Basic 1

Full Title of Study:

Protocol ID:

Principal
Investigator:

Faculty Advisor:

PI Proxy:

PI Assurances:
FS Assurances:

Test Study for webIRB Training- Basic 1
(NOTE: For Use in WebIRB Training Class only)

IRB#11-000001

API1 Study Contact

Person:

Rebecca Simms (PI)

Study Staff1

Pending...
Not Required

Information Tabs

N

Attachments

Training  Change

IRB Requests Log Log




Current State of the Application

Current State As your application is

| triaged through the IRB
(19 Edit Study | review process, the

FEE e version 1 Current State of your
L application will change.

[EJ,_L View SmartForm Progress W

Note: Your study application may remain in the same current state for
several days or weeks depending on various factors including your
response time, the volume of submissions or the type of review
(exempt, expedited or full board).



Current State of the Application

Pre-

= Assigned to
Submission 9

4 N

In IRB Staff
. Review OR In .
Review — el IRB Meeting

\_ Review J

Pre-Review Accepted Deferred OR
Changes Pending Accegted
Requested Modifications Hzallig)

Modifications

As your study application undergoes the IRB review
process, the IRB might ask for additional clarification
or information prior to moving your application along
to the next phase of the review process. To avoid
delays, please respond to any requests for clarification
or additional information within a timely manner.

Final Review
Determination

Chair
review of

APM

/IRB final review
determinations
can be:

« Approved

« Approved-No CR
« Certified Exempt
 External Review

Accepted
& Disapproved /




Note: IRB#

» Before submission, studies get a PRE#.
For example, PRE#21-000010

» After submission, studies get an IRB#.
For example, IRB#21-000325

Note: The PRE# and the IRB# will not match

When corresponding with the IRB, the staff may ask for

It is important to note your assigned IRB# for the study.
your IRB# to easily identify your study.




Study Workspace

My Home |

I UCLA
We Research Administration
IRB Protocols

IRB Protocols > Test Study for webIRB Training- Basic 1

Current State Study: Test Study for webIRB Training- Basic 1
[ 3 edit Study ] Full Title of Study: Test Study for webIRB Training- Basic 1
(NOTE: For Use in WebIRB Training Class only)
(& printer version ] | Protocol ID: IRB#11-000001
[ }E View Differences ]
(B View smortrorm progress ) | Principal e e b
Faculty Advisor:
{ My Activities
Send Notification to FS :
Study for FS Assurances PI Proxy: Rebecca Simms (PI)
. ag. [@ Submit Study
ACtIVItIes T 7 PI Assurances: Pendin
{ = | Send Training Reminder s g..A.
FS Assurances: Not Required

D Withdraw
a7 Edit PI Proxy

Study Team - Log Private B
\ ﬂ Comment Attachments IRB Requests Tﬁ;’;‘"g Clljggge




My Activities

| Study Staff

My Activities
l =) | Send Ready Notification
l =) l Send Training Reminder

l o lWithdraw

@ Study Team - Log Private
' Comment

I PI Proxy

My Activities
[@] Submit Study
I 0 ] Send Training Reminder

l e, |Withdraw

[ﬁ’] Study Team - Log Private
Comment

Available activities differ by the current
state of the protocol and role of the

person.

P! l

My Activities
l 0 | Send Notification to FS for

FS Assurances

[@ Submit Study

[E] Send Training Reminder
m Withdraw

m Edit PI Proxy

@ Study Team - Log Private
: Comment

| Faculty Sponsor |

My Activities
l@:l Submit Study
[ @ I Faculty Sponsor

Assurances

l 0 I Send Training Reminder

[ o lWithdraw

[ a I Study Team - Log Privatc
: Comment




My Activities: Send Notification to FS

« If you have a Faculty
Sponsor (FS) for the study,
his/her assurances are
required before the study
can be submitted.

* Click on the activity Send
Notification to FS for FS
Assurances to send an
email notification to your FS.

» The email will provide a link
to the study workspace.

» This activity is only available
to the PI.

My Activities

_.Eﬁ Send Notification to FS for

FS Assurances
|Cf’| Submit Study

@ Send Training |
m Withdraw
m Edit PI Proxy
@ Study Team - |

Comment

e https:,f,fwebirbtest.research.ucla.edu;‘sandbox;‘ResourceAdministration,fActivitw‘form?_webrNew=aI]&Atj % ‘

Send Notification to FS for FS Assurances

Send notification to FS for his/her assurances

Executing this activity will notify the Faculty Sponsor that this protocol is ready for
his/her assurances.

You may also add comments using the area provided below.
Click OK to send your notification to FS, or Cancel to exit without saving.

Comments to Faculty Sponsor:

-

=
=
Cancel | zl
Done [T 3@ mtemet [*®100% -~ 4




My Activities: Submit Study & Send

Ready Notification

My Activities

Click on the activity
Submit Study when the
application is complete.

This activity is only
available to the PI, PI
Proxies, and FS.

[ ] Send Notification to FS for

FS Assurances
> l:}a' Submit Study

[ =) | Send Training Reminder

[ Fe Withdraw

[ a ] Edit PI Proxy

Send Ready Notification
is available to all

personnel listed in section
1.1.

An email will be sent to
the PI, PI Proxies, and FS
that contains a link to the
study workspace.

[ Qf l Study Team - Log Private

Comment

My Activities
_’I = | Send Ready Notification

I = | Send Training Reminder

l re IWithd"aw
l ﬁf l Study Team - Log Private

Comment




My Activities: Submit Study or Send
Ready Notification

|g https:.f.l'webirbtest.research.ucla.edu)’sandbox.l’ResourceAdministration)’Acti'j! % \

Submit Study =

If the application is complete, you
If you have finished filling out your application click OK. After you i i
click OK, you will no fonger be able to edit the application. You will Wi ” get d Su bm It Study screen.
receive an email when your study has been reviewed. . .
/| Click OK to submit.

If you are not ready to submit your application, click Cancel.

JRI=TEY
]Ig https:/fwebirbtest.research.ucla.edufsandbox/ResourceAdministration/ProjectValidateProje L“ %
Error/Warning Messages Refresh | :J
ﬂl Cancel l ] Study
MNane [—[—[— [— [— ﬁl@ Trnkarnak |  1NNoL - v Message Fleld Name JUmD TO
° This is a required field; therefore, Interest 1.2 - Conflict of
- you must provide a value. Exists Interest Information
- If there are still items to complete, Cose |
you will get an Error/Warning
Message.
» Use the blue link to jump to the

Section with the incomplete item(s). s R T R L/I




My Activities: PI Assurances

BIRB ...
we Research Administratiofie

WD CLER LR IRB Protocols

API1 | MyHome | Logoff

m,|l|“'l<

IRB Protocols > Training Study for MIRB1&3 Staff (Y)

Current State

Study: Training Study for MIRB1&3 Staff (Y)

Full Title of Study: Training Study for MIRB1&3 Staff (Y)

[ [ view Study

Protocol ID: IRB#10-000163

LEL Pprinter version

[EE View Differences

Owner (IRB Staff):

My Activities

A/T @ PI Assurances

« After the study is
submitted, the PI

Assurances activity will
become available to the PI.

« The PI Assurances must be

completed by the

PI (and

only the PI) before the
study can be approved.

Principal API1 Study Contact
Investigator: Person:
Faculty Sponsor: Review Type:
Committee: Medical IRB 1
Initial Submission 4/22/2010 .
Date: The study team can check to see if
PLassurances:  Pending.. <= the @ssurances are completed on
FS Assurances: Not Required
, the summary screen
minder
Training Change
W Attachments IRB Requests Correspondence Log Log
Activity Author Activity Date &
W 7> Study Submitted for Review CARRIE FISHER 4/22/2010 12:12 PM PDT
©) Created Study CARRIE FISHER 4/22/2010 12:08 PM PDT
g
t




My Activities: PI Assurances

Carefully read all
assurances before
selecting “"OK”,




Current State of the Application

Assigned to Final Review

Pre-
Submission IRB Meeting Determination

" )
In IRB Staff
SET Review OR In
eview Expedited

\_ Review J

Pre-Review Accepted Deferred OR Chair
Changes Pending Accepted review of
o . Pending
Requested Modifications Modifications APM

Once your application has been submitted, the current state of the
application will change to “"Pre-Review”. At this time, if the IRB
analyst assigned to your project determines that you are missing
documents or information or requests clarification, then the status
will change to "Pre-Review Changes Requested”.



My Activities

If OHRPP staff
request
modifications
or additional
information,
the current
state of the
study will
change.

webIR

WD CLER LR IRB Protocols

IRB Protocols > Training Study for MIRB1&3 Staff (Y)

Current State

|

[ [ view Study

[_@ Printer Version

[EE View Differences

Owner (IRB Staff):

SEEEEEE

y Activities

PI Assurances

Send Training Reminder
Withdraw

Edit PI Proxy

Copy Study

Send Inquiry or Reply to
IRB

Study Team - Log
Private Comment

UCLA

Protocol ID:

Principal
Investigator:

Faculty Sponsor:
Committee:

Initial Submission
Date:

PI Assurances:
FS Assurances:

Research Administratiq)‘

Full Title of Study:

IRB#10-000163

API1 | MyHome | Logoff

Study: Training Study for MIRB1&3 Staff (Y)

Training Study for MIRB1&3 Staff (Y)

API1 Study Contact

Person:

Review Type:
Medical IRB 1
4/22/2010 Meeting Date-Time - N/A
Pending...
Not Required

Attachments IRB Requests Correspondence I:rgammg L%r;ange
Author Activity Date &

Activity

7> Study Submitted for Review

zﬁi Created Study
u

CARRIE FISHER
CARRIE FISHER

4/22/2010 12:12 PM PDT
4/22/2010 12:08 PM PDT



Current State of the Application

Assigned to Final Review

Pre-
Submission IRB Meeting Determination

-
In IRB Staff
SEvT Review OR In
eview Expedited

\_ Review J

Pre-Review Accepted Deferred OR Chair
Changes Pending Accepted review of
o . Pending
Requested Modifications Modifications APM

During the review process, the current state of your application will
change. If your application is in any of the states at the top, it
means the IRB has your application. If your application is any of the
bottom states, it means action is required on your part to move
your application along.



IRB Correspondence

« The PI, PI Proxies,
FS, and Contact
Person will receive an
email notification
when the IRB:

* requests pre-
review changes

% issues a letter (i.e.,
IRB Determination)

« Use the link in the
email to go to the
project workspace
and respond to the
IRB requests.

- Do Not Reply to
the email.

oAl | EgForward W - - B & & X ERAR R 4

DATE: Today’s date and time
TO: Name of PI
FROM: Name of IRB Staff

RE: Request for Additional Information
LINK: (JRB#12-00111
ITre~ei—atde

Additional information and/or changes are needed to complete the submission for the
above-referenced study. A detailed list is provided under the IRB Requests tab in the study
workspace. Please use the above link to go to the study workspace.

Important Note: Click here for instructions on How To Respond to IRB Requests. Please
remember to click Submit Response activity when you have completed the requested changes. This will

send the study back to the IRB for further review.

CC: Name of PI Proxy
Name of Faculty Sponsor
Name of Study Contact

Example of webIRB email notification the PI will receive
when the IRB requests Pre-Review Changes to his/her study

application.

®


https://webirb.research.ucla.edu/WebIRB/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5BOID%5BEF35CB62F36F08488EA19301A02ECE9C%5D%5D

Responding to IRB Requests

» When responding to an IRB request
for a Study click “Edit Study”

« Section 1.1 of the Study Smartform
will appear.

UCLA
Research Administral@l‘

webIR

WED LR LTS IRB Protocols

\ IRB Protocols > Test Study for PI13 (lucky thirteen)/Study Staff13(lucky thirteen) Training

Current State

Study: Test Study for PI13 (lucky thirteen)/Study Sta

Full Title of Study:
Protocol ID:

Test Study for PI113/Study Staff13 Training
IRB#09-000015

|
)
(& printer version ]
)

Edit Study
Principal API13 Study Contact
% view Differences Investigator: Person:

Faculty Sponsor: Review Type:

« To view the IRB requests in Section
1.1, click the arrow 2] so that it
points down 2'

- If there are no IRB requests for
Section 1.1 you will see the
message:

“There are no items to display”.

UCLA
Research Administratio_u‘

2}) Reviewer Notes (0 Notes Total)

Save | Exit | Hide/Show Errors | Print... | Jump To: 1.1 - Study Title and Key Personnel ~

Warning: Save your work at least every 15 minutes by clicking “Save” or “Continue.”

[—Study Title and Key Personnel

Click on “"Next” to view the next
section with an IRB request.

UCLA
Research Administratia_l‘

webIR

Save | Exit | Hide/Show Errors | Print... | Jump To: 1.1 - Study Title and Key Personnel =
Roui dotasS{ nex: |
Type Reviewer Date Cr:

There are no items to display




Responding to IRB Requests (cont’d)

Edit: Study - IRB#12-000001 |ig

i

m

I UCLA - : == 3 52
We Research Administrationi : ® ®

Save | Exit | Hide/Show Errors | Print... | Jump To: 10.1 - Study Summary - Research Study ~

v Reviewer Notes B

Advanced

Reviewer Date Created (1) Date Modified

Filter by Type v
IRB Staff1 3/5/2012 4:30 PM  3/5/2012 4:30 PM

Type
@ IRB Request

5.0 Please complete this item to include how much time will be required of the subjects, per visit or contact, and in total for the study

i Response Required! Click here to respond...

DO NOT select “Click here to respond...” yet, instead:

1. Make all the requested changes in the Smartform.

2. Click Save after making changes to the Smartform.
3. When the changes are complete (make sure to SAVE your changes), click - Click here

to respond... A dialogue box will open.




Responding to IRB Requests (cont’d)

When the dialogue box opens:

a. Use the drop-down menu to
indicate how you are
responding.

b. Write a response to the IRB in
the text box (e.g., Done,
Complete). You do not need to
repeat the response provided in
the Smartform.

c. Click OK

/2 Respond to Reviewer Notes - Windows Internet Explorer I -10f x|
=2 http:Hwebirbdev.research.ucla.edulWEBIRBDEWResourceAdministratiaanrojectIReviewerNoteForm?reviewerNoteOID=com.webridge.entity.Entity°/oSBOID°j
Respond to Reviewer Notes

Author: IRB Senior Staff Test
Section 18.1/Item 1. Sample IRB Request

* User: Rebecca Simms (PI)

* Type: IChange Request Completed j“ a

Ty T8 Chande Reguest Completed —.‘_I
P Change Request Not Completed

Information Only

C

* Required %I Cancel

<< Back

) Reviewer Note

Save | Exit | Hide/Show Errors| Print... | Jump To: 1.0 - Description of Amendment ~ Continue >> I

Your response will ,
] Filter by |Type
appear in a green text e

bOX rea| OPRS-IRB Request
.

Item #6 - Please provide a description of the requested amendment and reason for the change in

item 6.

LI | EI Clear | Advanced
Reviewer = Modified
IRB Senior 4/28/2009 2:15 PM
Staff Test

Xyz

™ paul Investigator - Change Request Completed - 4/28/2009 2:15 PM




Responding to IRB Requests (cont’d)

When the il BEFORE
response has Filter by | Type K| Go| Clear | Advanced RESPONSE
been com p leted ’ Type Reviewer (@ Modified
the color of the fiRew) OPRS-IRB Request IRB Senior  4/28/2009 9:51 AM
notes will cha nge u| Response Requireg! Click here to respond... Staff Test
from red to Item #6 - Please provide a description of the requested amendment and reason for the change in I
g reen. item 6.

<< Back | Save | Exit | Hide/Show Errors| Print... | Jump To: 1.0 - Description of Amendment ~ Continue >> |

¥’ Reviewer Note AFTE R
Filter by |Type =l Elﬂl:;dvanced RESPONSE

Type Review
1rea| OPRS-IRB Request ISFéBffS{e_nitzr 4/28/2009 2:15 PM
a es!

Item #6 - Please provide a description of the requested amendment and reason for the change in
item 6.

H paul Investigator - Change Request Completed - 4/28/2009 2:15 PM

Xyz
When there is
more tha n one Save | Exit | Hide/Show Errors | Print... | Jump To: 10.1 - Study Summary - Research Study ~
request, click e
Next to complete || Fiterby 1ype . Advanced
the add|t|0na| Type Reviewer
req uests [1ren] IRB Request IRB Staff




Responding to IRB Requests (cont’d)

Click Exit to go back to the Study
Workspace

Click Hide/Show Errors to
view any incomplete Sections

webIRB Y

Research Administration
¥ Reviewer Notes

Edit: Study - IRB#12-000001 |i§

Save | Exit | Hide/Show Errors | Print... | Jump To: 20.3 - Description of the Consent Process ~

Filter by Type Advanced

Type Reviewer
rea| IRB Request IRB Staff1

Date Created [ Date Modified

11/21/2011 1:53 PM 11/21/2011 1:53 PM
Please revise the consent form to remove the footer. Attach both a marked and clean copy of the revised consent form.

= Change Request Completed - A PI3 - 3/5/2012 4:23 PM
done
Warning: Save your work at least every 15 minutes by clicking “Save” or “Continue.”
I—Description of the Consent Process




Responding to IRB Requests (cont’d

webIRB Y4

LA CEIETIEY IRB Protocols
* Wh Il of th
e n a 0 e IRB Protocols > Test Study for P113 (lucky thirteen)/Study Staff13(lucky thirteen) Training

req u eStS h ave bee N Current State Study: Test Study for PI13 (lucky thirteen)/Study Staffi13(lucky thirteen)
com p | eted , yo ur | | :::,Itzict(l:;I;:Studv: ;r:;;z;%gz;grl:na/smdy Staff13 Training

[ edit study ]

reS po n Se W i I | a p pea r \ @m Principal API13 Study Contact Study

[ % view pifferences ]

- - < P 2
in a green text box in il e

L&l ss-Print All Request Notes Initial Submission 12/26/2009 Meeting Date-Time “N/A
the IRB Requests

PI Assurances: Completed
ta [ Owner IRB Staff): FS Assurances: Not Required
CARRIE HER

« All IRB requests i

i Trainin Change
b =] Submit Res| History  Attachments I s CLREVTEE S8 Correspondence Loql ing on g
I I l U St e &) PIAssurances Filter by [Type =l Go| _Clear | Advanced

completed/addressed =2 i i e
m WY m JIL‘}nB10R1%g:uf[S)F1 - Study Summary - Research Study E!AST-FEIIE 2

before the response (&%) EditPIProxy
N [ﬁ] Copy Study
can be submitted. () seva iy o oy o e

@ Study Team - Log =

5.0 The response to this item is not complete. Please indicate how much time will be required
of the subjects, per visit or contact, and in total for the study.

Private Comment

© 2010. UCLA Office of ch Administration

TS (@ meemet




IRB Requests — Tips (cont’d)

The OHRPP Staff
working on your
study is listed
here. Click their
name for contact

UCLA g
Research Administrations

webIR

VSO CER LT IRB Protocols

IRB Protocols > Test Study for PI113 (lucky thirteen)/Study Staff13(lucky thirteen) Training

A PI13

Current State

[ ] Edit Study

&L printer version

[75 View Differences

% SS-Print All Request Notes

information. \
e e e
» Use the Send R

Inquiry or Reply
to IRB activity to
communicate with
IRB staff.

« An email
notification will be
sent to the Owner
(IRB Staff).

[a Submit Response

[@ PI Assurances

[E] Send Training Reminder
m Withdraw

[?] Edit PI Proxy

[ﬁ] Copy Study

=) Send Inquiry or Reply to
IRB

E‘f Study Team - Log

Private Comment

Study: Test Study for PI13 (lucky thirteen)/Study Staff13(lucky thirteen)

Training

Full Title of Study: Test Study for P113/Study Staff13 Training

My Home |

Logoff K

Protocol ID: IRB#09-000015

Principal API13 Study Contact Study Staff13

Investigator: Person:

Faculty Sponsor: Review Type:

Committee: Medical IRB 2

Initial Submission 12/26/2009 Meeting Date-Time - N/A

Date:

PI Assurances: Completed

FS Assurances: Not Required

History  Attachments RCGRELIEDON  Correspondence Jc:;'"'ng L((:)I';ange

Filter by IType _'J | GO| ClearlAdvanced
Type Reviewer Modified

(iren) IRB Request CARRIE 8/9/2010 10:31 AM
Jump To: 10.1 - Study Summary - Research Study FISHER

5.0 The response to this item is not complete. Please indicate how much time
will be required of the subjects, per visit or contact, and in total for the study.

M ap113- Change Request Completed - 8/9/2010 10:31 AM

Done

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, =l

[T T T T T3 @ mtermne

H100% v 4




Responding to IRB Requests

Study Staffl | My Home

IR UCLA g R s - ;
We Research Administram‘ - : -
IRB Protocols

IRB Protocols > Test Study for webIRB Training- Basic 1

Current State Study: Test Study for webIRB Training- Basic 1

Full Title of Study: Test Study for webIRB Training- Basic 1
(NOTE: For Use in WebIRB Training Class only)

[Cl Edit Study ] L
Protocol ID: IRB#12-000001
[_ Printer Version ]
[75 View Differences ] —
Principal API1 Study Contact Study Staff1
Investigator: Person:
[_@ SS-Print All Request Notes | Faculty Sponsor: Review Type:
Committee: Medical IRB 1
Initial Submission 3/5/2012 Meeting Date-Time -N/A
Date:
?Rvgl;etzr ngB Staff):
3 =
PI Proxy: ;lepblgcca Simms (PI) PI, PI Proxy, a nd FS:
Click Submit Response to submit the
3 Send Ready Notification T peniing R . . .
[D ] Send Training Reminder F - Not Required reV|Sed appllcatlon tO the IRB for reVIeW.
[@3] EgggsééExtension ko Request to Continue Participa = roval Lapse:

(Y ithciaw Study Staff: -
Use the Send Ready Notification to let
the PI know that the response is ready to
be submitted.




Current State of the Application

Assigned to Final Review

Pre-
Submission IRB Meeting Determination

4 )
In IRB Staff
SEvT Review OR In
eview Expedited

\_ Review J

Pre-Review Accepted Deferred OR Chair
Changes Pending Accepted review of
o . Pending
Requested Modifications Modifications APM

Once all requested changes are made, the current state of your
application may return to, “"In Review” on your end. However,
during this current state, your study has been assigned to a
designated reviewer. If the designated reviewer or the IRB have any
changes they would like you to make, the current status will change
to "Accepted Pending Modifications”.



Current State of the Application

Pre- ( IRB Staff ) ' i [
Subrmicsion In ooRB Staff Assigned to Final Review
. view OR : ; .
Review Expedited IRB Meeting Determination
\_ Review J
Pre-Review Accepted Deferred OR Chair
Changes Pending Accepted review of
oo . Pending
Requested Modifications Modifications APM

If the current state changes to "Accepted Pending Modifications”,
it means the designated reviewer requests changes to your

application.



Current State of the Application

Pre- ( IRB Staff ) ' i [
Subrmicsion In ooRB Staff Assigned to Final Review
. view OR : ; .
Review Expedited IRB Meeting Determination
\_ Review J
Pre-Review Accepted Deferred OR Chair
Changes Pending Accepted review of
o . Pending
Requested Modifications Modifications APM

If your study requires review by the full board, the current state will
change to "Assigned to IRB Meeting”. After the IRB reviews your
project, they will issue a review determination.



Current State of the Application

Pre- [ IRBStaff ) : : :
Submission Review OaR In Assigned to Final Review
Expedited IRB Meeting Determination
\ Review Vi
Pre-Review Accepted Deferred OR Chair
Changes Pending Accepted review of
Requested Modifications Pending
Modifications APM

If the IRB does not approve your project after their initial review, it
means they need more information for which the current state of
your study will reflect either "Deferred” or "Accepted Pending
Modifications (APM)". If the IRB defers your study, it means that
the IRB lacked sufficient information to make a review determination.
Therefore, the IRB will have to obtain additional information from
you then the IRB will re-review your study at the next IRB meeting.
You will receive an email if any additional action is requested.



Current State of the Application

Pre-
Submission IRB Meeting Determination

' N
IRB Staff Assigned to Final Review
Review OR In
Expedited

\_ Review J

Pre-Review Accepted Deferred OR Chair
Changes Pending Accepted review of
o . Pending
Requested Modifications Modifications APM

If the IRB determines your study is "Accepted Pending
Modifications (APM)”, then you will be required to submit the
changes requested in order to receive approval of your study. Upon
submitting the changes, the IRB Chair will review and confirm these
changes.



Current State of the Application

Pre-
Submission

" )
In IRB Staff
Revi Review OR In
eview Expedited

Assigned to
IRB Meeting

\_ Review J

Pre-Review Accepted Deferred OR
Changes Pending APpprg_ved
Requested Modifications ending

Modifications

Once the designated reviewer or IRB Chair confirms
that all the requested changes have been made, a
final review determination will be issued.

Final Review
Determination

Chair
review of

APM

/ IRB review

determinations
can be:

Approved
Approved-No CR
Certified Exempt
External Review
Accepted

Disapproved /

o




Note: IRB Determinations

The “"Current State” will reflect one of the following
depending on your study type once the designated
reviewer or the IRB determines your study may
proceed:

> Certified Exempt: Exempt studies that are minimal risk and do not
require review by the IRB. No Continuing Review (CR) required but
annual assurance is required.

> Approved-No CR: Most Expedited studies that are minimal risk
that meet certain criteria will receive approval that does not expire,
no Continuing Review. Annual assurance is required.

> Approved: Some Expedited studies and studies requiring
review which are greater than minimal risk and will have an
expiration date of no greater than one year. About 2 months before
expiration of IRB approval, you will need to submit a CR application.



Note: IRB Determinations

If UCLA is relying on another institution for the IRB review
of your collaborative (multi-site) research study and the
UCLA IRB determines it is appropriate to cede review to
another institution, the IRB determination will state,
“"External Review Accepted”. The UCLA IRB may require
additional documentation of the external review. When
UCLA relies on another institution, continuing review is not
required at UCLA however, annual assurances must be
completed. For more information about collaborative
research, please review OHRPP guidance on reliance.

Please review OHRPP guidance on the results of IRB
review for more information about IRB

determinations.


https://ora.research.ucla.edu/OHRPP/Documents/Policy/3/Reliance.pdf
https://ora.research.ucla.edu/OHRPP/Documents/Policy/12/IRB_Review_Results.pdf

Approved Study Workspace

Current State

Study: Sample Approved Study for webIRB Training - 10

|

[ ) view Study

[_% Printer Version

[ 23: View Differences

[E $S-Print All Request Notes ]

Owner (IRB Staff):
IRB Staff1

My Activities

] Send Notification to FS
for FS Assurances

[‘Z PI Assurances
] Send Training Reminder

ar Edit PI Proxy
5] Send Inquiry or Reply to
IRB

[@] PI Suspend

Q{ Study Team - Log Private

Comment

Full Title of Study:  Sample Approved Study for webIRB Training - 10

Protocol ID: IRB#11-000051
Principal API10 Study Contact Study Si
Investigator: Person:
Faculty Sponsor: Initial Submission

Date:
Review Type: Full IRB Review Committee: Medical
Approval Date: 11/22/2011

Expiration Date: 11/21/2016

PI Proxy: Rebecca Simms (PI)
PI Assurances: Completed
FS Assurances: Not Required

Request to Continue Participants during Approval Lapse:

3 Continuing Review  Post-Approval Reports & Approved Complete 4 =
| History I Amendments or Closure Single Subject Exceptiorll * Documents | IRB Reques! pirEs

w New Post-Approval Report
1 or Single Subject Exception

New Amendment

Continuing Review or Closure

]
)
)

J

{_!fview Correspondence Letter

Activity Author 2 Activity D

Project Snapshot Generated Administrator, System 11/22/2011
£ View Project Snapshot 5

Shudindansmuad Staff1, IRB 11/22/2011

Unique features:

1. Create, but not
submit, post-
approval
applications (i.e.,
AM, CR, and PAR).

2. All other
workspaces are
accessible.

3. Contains all
currently approved
documents

4. Contains all
approval letters.

5. Contains a copy of
the application.



View Active Studies

Click on My Home

Web I R gc':"lfn Administratio_n!

webIRB Home ' IRB Protocols

Page for A PI5S

Page for A PI5

My Roles Welcome to your Home Page.

Study Team This page has links to all of the items applicable to your role as an investigator or study personnel.

e Inbox: Displays your studies that have a task requiring completion.

Erente Meus Sludy; e Other Tabs: Provide links to your studies and personal profile

NewStudy )
Click on the My IRB
Studies tab.

Click here for a Quick Reference Guide.

| webIRB Survey

are interested in your feedback about webIRB.
have used the program to submit a study, please click here to respond to a user survey.

My Inbox My IRB Studies Archived Profile

Displays IRB related studies you are associated with but do not require any action by the study team at this time.

Filter by 1D v Advanced
Yo u m ay a Ccess yo u r' D Name State Last State Change PI
. IRB#12-0000 Text Changes (short title) Approved 4/12/2012 7:14 PM PI1
app roved stu dy under this 1RB#11-09#005 Test Study for webIRB Training- Basic 5 Pre-Review Changes Requested  6/13/2012 3:14PM  PIS
IRB#11000046 Sample Approved Study for webIRB Training - 5 Approved 11/22/2011 10:52 AM PIS

tab. All studies that you are
listed on will appear here.
Select the study title to view
the study.




Other Considerations

During this process, you may need to make
additional changes such as:

» Update contact information
» Withdraw your application
» Edit the Pl Proxy

» Discuss changes amongst the study team



Update Your Contact Information

webIR

Page for A PIS

webIRB Home ' IRB Protocols

My Roles
Study Team

Create New Study

New Study

API5 | MyHome | Logoff

UCLA
Research Administraf“l‘

1. Click on your name.

Page for A PI5

Welcome to your Home Page.
This page has links to all of the items applicable to your role as an investigator or study personnel.

e Inbox: Displays your studies that have a task requiring completion.
e Other Tabs: Provide links to your studies and personal profile

Click here for a Quick Reference Guide.

| webIRB Survey

We are interested in your feedback about webIRB.
After you have used the program to submit a study, please click here to respond to a user survey.

My Inbox My IRB Studies Archived Profile

Displays IRB related studies you are associated with but do not require any action by the study team at this time.

Filter by 1D ¥ Advanced

ID Name State Last State Change PI
IRB#12-000004 Text Changes (short title) Approved 4/12/2012 7:14 PM PI1
IRB#11-000005 Test Study for webIRB Training- Basic 5 Pre-Review Changes Requested 6/13/2012 3:14 PM PIS
IRB#11-000046 Sample Approved Study for webIRB Training - 5 Approved 11/22/2011 10:52 AM PI5




Update Your Contact Information (cont’'d)

API5 | MyHome |

UCLA :
WebI R Research Administra

| | ;
bIRB H IRB Protocol 4. Click M
2. Update your ek S s y
) S Home to
information in the B A it
. return to
Properties tab.
A PI5 your
.\ homepage.
Changes to your Account Profile can be made below.

Account Profile

Honorific:

* First Name: |

Middle I
Name:

|
|
* Last Name: |p15 |
|
|
|

* preferred |

Email: 3. When you are
m‘f:e #: | done, click
Degree(s): | Apply_

* Required Apply



My Activities: Withdraw

- Use carefully: Use the My Activities
Withdraw activity if [ = ] Send Notification to FS for
FS Assur S
you are no longer oy SSSUEneE S
planning to conduct the [G=) Submit Study
study. l = ] Send Training Reminder
) The StUdy WI“ be | 0:) v‘/ithd'-a\N Qo https://webirbtest.research.ucla.edu/sandbox/ResourceAdministration/Activity/fo N [ 53

archived.

2 ) £ | https:{{webirbtest.research.ucla.edufsandbox/ResourceAdministrationfActivity/form?_webrNew=all&ActivityType=com.u ﬂ % ‘
l a ] Edit PI Proxy -
Withdraw —

» This activity is available
Study Team|| nstructions:
to everyone. By Study i

Comment e Use this activity to withdraw the item from further review
e Once withdrawn, the item is archived and no further actions may be taken on it

* A withdrawn Study can

be reactivated using the + Reason For Withdrawal: | |
Reactivate activity. The | Comments: L
Reactivate activity is

only available to the PI,

PI Proxies, and FS. o

Ol/! Cancel :]

) — Byl v

[T T T 3/ mtemet [R1o0% -




My Activities: Edit PI Proxy

Only the PI can add a PI
Proxy using the activity
Edit PI Proxy. A study
team member must be
listed as the Study
Contact Person or Key
Personnel in order to be
added as a PI Proxy. To
use this feature, the
person on must be
currently listed on the
study in Section 1.1.

My Activities

Send Notification to FS for

FS Assurances

lr:,::l Submit Study

l I Send Tr alnlﬂO @ Execute "Edit PI Prowy” on IRBZ11.000001 T Mozia Frerex u |

l e, |W|thd.av.v
| a | Edit PI Proxy

| £} ucla.edu | https

arch.ucla.edu/SANDBOX/ResourceAdministration/Activity/form?Activity Ty

Edit PI Proxy

Editing the PI Proxy: This activity allows a PI or IRB administrative staff to specify up to two other users that can
act on the PI's behalf with regards to editing the study and executing activities.

ONLY PEOPLE WHO ARE ALREADY LISTED ON PAGE 1 OF THE IRB PROTOCOL APPLICATION CAN BE
ADDED AS PI PROXIES.

To complete this activity:
® Select the person(s) (below) who will act as proxy for PI, they will have the same permissions as the PI.
® Provide a brief description for the reason for editing the PI proxy in the space below (if necessary).
® NOTE: if there is a Faculty Sponsor, this person is AUTOMATICALLY a PI Proxy. If you want to remove this

person as a PI Proxy, you will first need to remove the person as the Faculty Sponsor in the IRB Protocol
Application.

Study Staff - PI Proxy: Rebecca Simms (PI)
Study Staff - PI Proxy: A PI2

Comments:

Once this activity is executed the person selected above will have edit rights to the Study form. Click OK to
commit your changes, or Cancel to exit.

If you are ready click ok or else click cancel.




My Activities: Log Private Comment

« To communicate within
the Study workspace
use the activity Study
Team - Log Private
Comment.

* A pop-up screen will
appear. Select the
study team members
who should receive an
email notification
about the comment.
The email will contain
a link to the study
workspace.

* The comment will be
visible to all study
team members in the
History tab and this
activity is only
available to study
team members.

My Activities
[ ] Send Notification to FS for

FS Assurances

l:}a' Submit Study

(&) nttps://webirbdey

.research.ucla.edu/WEBIRBDEV/ResourceAdministration/Activity/form?_webrN

[ =) | Send Training Reminder

[ Fe Withdraw

—f@ Study Team - Log Private

Comment

[ ] it PI Pr -
a Edit PI Proxy [ =

i Study Team - Log Private Comment

Please add comments for STUDY TEAM in the box below and attach documents if needed. Comments and

attachments will NOT be seen by IRB Staff or IRB Committee Members.

Select the Team member(s) who should receive an email about this comment:

Name
Principal Investigator

Rebecca Simms (PI)

Comments:

Attachments (if needed):

Document Name
There are no items to display

Document Version #

o (cocel) |




Kex Take-Awaxs

After your study has been approved/accepted
by the IRB keep in mind:

Any changes to the study will require submission of an
Amendment (AM) application

« Once you have completed your research, review the OHRPP
guidance on Study Closures

« Use the “Edit Study Personnel” activity to make changes to
study personnel. Changes to the faculty sponsor, Pl or
“Others” will require submission of an AM application.

« Complete Annual Assurances within a timely manner. The IRB
will administratively close any studies where assurances were
not completed within three months

« Submit CR applications at least 60 days before the expiration
date to prevent a lapse in approval



https://ora.research.ucla.edu/OHRPP/Documents/Policy/11/Study_Closure.pdf
https://webirb.research.ucla.edu/WEBIRB/Doc/0/8LK6H7RCM8L41AD90ASEID0N21/Video-%20New%20webIRB%20Functions%20Automatic%20Training%20Checks%20and%20Edit%20Study%20Personnel.mp4

Resources

Login
Training Information For Investigators & Research Staff

webIRB Accounts

IMPORTANT NOTE: Be sure to click the Submit button if you want any activity to be
reviewed or approved by the IRB. This button is located on the left hand side of the webIRB screen
under "My Activities."

Quick Reference Guides Video Tutorials *New S I t A\ H k
& Training Materials Follow the link to access short instructi i . e e C U I C
b Investigators & A RGIA | Noti d Othier Stidy D "
Research Staff ¢ Accessing Approval Notices an er Study Documents
IRB C R e Completing PI Assurances for a New Study e e re n Ce S
° Membc;r:;mlttee ¢ New webIRB Functions Automatic Training Checks and Edit Study Personnel *New

Additional videos coming soon G u i d e S & Tra i n i n g

Schedule of System
Maintenance and

webIRB "
[ webIRB Frequently Quick Reference Guides M t I t h
Asked Questions (FAQ) Follow the link to access short (1-2 page) reference guides on: a e rl a S e n 4

[ Contact Us e Adding a Funding Source in Section 6.2 (Funding-Description) Se I e Ct
e Adding Key Personnel or Study Contact in Section 1.1 (Study Title-Key Personnel)

e Completing Annual Assurances in webIRB *New w .
e Completing FS Assurances for a Continuing Review or Closure I n Ve stl g a to rs&
¢ Completing FS Assurances for a New Study

e Completing PI Assurances for a Continuing Review or Closure
e Completing PI Assurances for a New Study

e Create a New Study
.

Research Staff”

Guidelines for Describing Research Design and Methods in Section 10.1 of the webIRB Study Application
How to Respond to IRB Requests
Managing your Document in webIRB
Navigating webIRB
New webIRB Functions Automatic Training Checks and Edit Study Personnel *New
Submitting Amendments, CRs (including study closures) and PARs
httns:/lwebirh research ucla edu/WFRIRR/Rooms/DisnlavPaaes/l avoutinitial?PaaelD=PAGF00000NK1 Mation



Resources

For technical assistance with webIRB only:



mailto:webIRBhelp@research.ucla.edu

Resources

For general inquiries about the IRB process:



mailto:gcirb@research.ucla.edu
mailto:mirb@research.ucla.edu

Resources

For
the

Contact the OHRPP
staff member
assigned to your

study by selecting
their name, their
contact information
will appear.

uestions S‘E)
HRPP staf

ecific to your submitted application, contact
member assigned to your study:

A PI13 | My Home |

UCLA
Research Administrations

(WA CER LR IRB Protocols

IRB Protocols > Test Study for PI113 (lucky thirteen)/Study Staff13(lucky thirteen) Training

Study: Test Study for PI13 (lucky thirteen)/Study Staff13(lucky thirteen)
Training

Current State

Full Title of Study:
Protocol ID:

Test Study for PI113/Study Staff13 Training
IRB#09-000015

(3 Edit study

]
[—é Printer Version ]
]

[}E View Differences

Study Contact Study Staff13

Person:
Review Type:

Principal API13
Investigator:
Faculty Sponsor:

(& ss-print All Request Notes |

Committee: Medical IRB 2
Initial Submission 12/26/2009 Meeting Date-Time - N/A
Date:

Completed

Not Required

Owner (IRB Staff): PI Assurances:
CARRIE FISHER FS Assurances:




Resources

To remain current on UCLA research policy,
guidance and updates:

/ Sign-up for the Human Research News (HRN) Newsletter \

U

The HRN includes updates to OHRPP guidance and policy, Learn-at-
Lunch trainings on important research topics and offers other
resources and important updates.

Please visit the ORA Mailing Lists page to subscribe.

)



http://form.research.ucla.edu/ora/ora-news-subscription/

Your feedback matters

Help us improve our presentation
by completing OHRPP’s brief and
anonymous SURVEY



https://docs.google.com/forms/d/e/1FAIpQLScBS54p42pi04FZhvcHN4orWk4UJvCJMRk3D3fksrQE36SeQw/viewform

