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IRBManager Guidance Manual

IRBManager is an online submission, workflow, and data management system for Radford
University’s Institutional Review Board (IRB) and Institutional Animal Care and Use
Committee (IACUC). IRBManager is a fully web-based system. This means users can log-in
anywhere they have internet access. The electronic forms provided within the system allow
users to complete submissions for IRB and IACUC review. This includes forms for new
studies, annual continuing reviews, amendments/modifications, as well as reports for
unanticipated problems, adverse events, and study closures.

Through IRBManager, Principal Investigators (PIs) have access to see the research projects
they are conducting at Radford, as well as any separate study-sites, if applicable. All study
documents submitted to the IRB and/or IACUC will be maintained in the IRBManager
system and be accessible by users given access to the study. It is highly recommended that
PIs maintain copies of these documents outside of the system.

Getting Started

Logging On
IRBManager can be accessed under One Campus, using your Radford University email
address and password and searching for IRBManager. (see Figure 1)

Please note: As a security precaution, IRBManager will lock your account after three (3)
incorrect password attempts. If your account is locked, please email irb-iacuc@radford.edu
or contact the Research Compliance Office to unlock your account.

Note: Should your IRBManager account lock, it does not affect your Radford email account.
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Figure 1 One Campus Radford University
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Once you have logged into OneCampus, select the Research Compliance tile. (See Figure 1)
On the next screen, “click here.” (See below) This will take you to your dashboard.
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To login usirgyour MyRU username
click here
Non-MyRU Users:

To use your IREManager issued login click here

=

Understanding Your Dashboard

Once logged into IRBManager, you will be taken to your dashboard. (See Figure 2)

Your dashboard is the starting point. Here is where you will start forms, check the progress
of applications, and find your approved protocols.



R/ Radford

UNIVERSITY

Research Compliance Office

Reviewer [ Home | Meetings | Create Protocol ‘Administration

Reviewer Open My Protocols
Events

Completed Reviews ' protocols (37 Active)
Agendas & Minutes

Search Protocols You are associated with 37 active Protocols and 55 total Protocols.
xForms You are the PI for 37 active and 55 total Protocols.

You are the Co-Investigator for 1 active and 3 total Protocols.
Start xForm .

You are the CRO for 0 active and 1 total Protocols.
Show Sponsor Ids N
Use Bubble You are the Only Researcher for 27 active and 40 total Protocols.
Dashboard You are the Research Assistant for 1 active and 1 total Protocols

View as Another User You are the Student Researcher for 1 active and 2 total Protocols.
Committee IACUC has 40 active and 48 total Protocols.
Committee IRB has 240 active and 384 total Protocols.

Committee Test Committee has 2 active and 2 total Protocols.

Recent Items
Avraham
Boruchowitz B.S.

Matthew Eckard
Ph.D.

© © 0 00 00 o0 o o

xForms (4 Active)

JﬁFB Anderson o You have 0 unsubmitted xForms.

FY20-05A-RU o You have 4 xForms being processed at a later stage.
Christine Small Ph.D. ° There are 1 xForms awaiting your attention.
2020-223-RU
2021-007A-RU

Events (70 Open)

Only show events where T am: v
M You have 6 Amendment events.
You have 2 Continuation events.

Messages
For assistance in
navigating and

using il You have 13 IACUC Amendment events.
IRBManager, "l You have 3 IACUC Closure events.
please seethe |l You have 32 IACUC-Initial Submission events.

?Rg&g:gger User [ You have 11 IRB Closure events

Manual posted on Bl You have 3 IRB Initial Submission events.
both the TACUC You have 70 Total Open events

;:geI:B web My Protocols (37 Active)
Useful Links Protocol Site * pr * Title
Radford University

Research 2020-149-RU  Radford

Compliance Office University

My Docs & xForms

Figure 2 Dashboard View

Al Projects v JNGIGIER Find Protocol (Ctri+Q) i

Help Anna Marie's Settings Sign o

Notices

Radford University Institutional Official / IRB &
IACUC

Dr. Jeanne Mekolichick, Institutional Official
and Associate Provost for Research, Faculty
Success, and Strategic Initiative

Contact information: 540.831.6504
jmekolic@radford.edu

Please update your IRB informed consent forms to
reflect this change with the annual continuation or
amendment(s)_of your protocol.

N . + Reference
Expires Status Doc(s)

Exempt New From PI

The “Notices” section at the right of your dashboard, has basic help and contact

information. (See Figure 2)

Selecting the "Home" button on any page will bring you back to your dashboard. (See

Figure 3)
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Actions Find Protocol

View Dashboard Protocol ||

Reviewer Open I Committee
Events .

Figure 3 Home button located on the top of your dashboard

IRBManager has a dark mode option. To turn it on, go to “Settings” in the top right corner

of the screen. (See Figure 4)

LB Find Protocol (Ctrl4@——_ E

Help Settings )Sign off

Figure 4 Settings button on the top right of your dashboard
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On the next page, you will see a list of settings. Here, you can change the way your
dashboard looks. IRBManager has a dark mode option.

To turn it on, go to “Settings” in the top right corner. Click “Turn on Dark Mode.”
(See Figure 5)

My Settings

7 Edit Settings
7 Change My Profile
- My Phone Number(s)
[ My Address(es)
My Expirations
My Attachments
Last 25 Logins
EMail Signature
7 Linked Clients
Turn on Dark Mode
Reset Dashboard
7 Switch Dashboard

Figure 5 Setting to turn on Dark Mode

Your view should now look like this: (See Figure 6)

Edit Settings
- Profi

Figure 6 Dark Mode view

From “Settings”, you can also change the look of your dashboard by engaging the “Bubble
Dashboard.” Click on “Switch Dashboard.” (See Figure 7)
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Edit Settings
Change My Profile
- My Phone Number(s)
[ My Address(es)
My Expirations
My Attachments
Last 25 Logins
EMail Signature
Linked Clients
Turn on Dark Mode

Bra reard
Switch Dashboard

Figure 7 Switch the look of your dashboard

IRBManager will ask you to confirm this change: (See Figure 8)

[
1 radford.my.irbmanager.com says

ﬁ Switching Dashboard? .

Figure 8 Confirm your dashboard change

After confirming your request, your dashboard will look like this: (See Figure 9)

My Protocols

= S i 5 a3

Reviews Protocols IRB

|

Figure 9 The new look of your dashboard

You can switch back at any time by selecting "Reset Dashboard” in “Settings.”

The dashboard will allow a user to get a broad overview of protocols they are associated
with and the status of those applications.

Protocol View

You can view a list of the protocols that you are associated with from the Dashboard. By
clicking on the underlined link on your dashboard, you will be able to view the details of
your associated protocols and access protocols based on your role on the protocol.

When you click on the hyperlink associated with the protocol you would like to access, you
will be able to see the protocol’s study-site. Each protocol’s study-site will provide a list of
events submitted to the Research Compliance Office for IRB/IACUC review.
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Figure 10 shows this user is associated with two (2) active protocols. By clicking the
underlined link to active or total studies, the user will be able to view the details of their
associated protocols.

Note: A protocol is not officially created when you submit an xForm. A study is created, and
a protocol number assigned when the Research Compliance Office has received the
IRB/IACUC application and determined it is ready for review.

Protocols (2 Active)
" o Yourare associated with 2 active Protocols and 2 total Protocols.

o You are the PI for 2 active and 2 total Protocols.

XForms (1 Active)

o You have 1 unsubmitted xForms.
o You have 0 xForms being processed at a later stage.

Events (3 Open)

Only show events where I am: v
You have 2 Amendment events.
You have 1 Continuation events.

You have 3 Total Open events

Figure 10 Your active protocols

xForm View

xForm is the name of the electronic, web-based IRB/IACUC application form. The xForms
section of your dashboard shows the xForms or applications currently being processed at
this time.

Prior to initial study approval, "xForm” is the term used to identify general forms that can be
submitted anytime and are not already tied to a specific study (i.e., new study submission
forms and requests to add new contacts to the system). (See Figure 11)

e In Figure 11, below, this user has one (1) unsubmitted xForm, showing that the user
started one xForm, but has not submitted the form for review. The user may have
selected ‘Save for Later’ or closed out of the form without submitting the form.

Note: By clicking on the link, the user can go directly to a list of unsubmitted
xForm(s).

e The dashboard, above, shows the user does not have any (0) xForms being
processed at a later stage. Any xForms the user had submitted and are currently
awaiting review and signature by the PI (or other necessary party) or are being
processed by the IRB/IACUC, may be found here.

Note: By clicking on the link, the user can go directly to a list of xForms being
processed at a later stage and see what stage the xForm is in currently.
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e The user has three (3) xForms currently awaiting their attention and currently need
actions taken by the user (i.e., review and signature required, revisions requested by
the IRB/IACUC, etc.).

By clicking on the link, you can go directly to the xForms that need your attention.

From the dashboard, you may also view the following information about their studies,
including:

e The protocol number
The main site where the research is taking place
The PI's name
The project title
The expiration date of the protocol (if this is blank, the protocol has not yet been
approved)
e Status

o Pending (if not yet approved)
o Active
o Exempt (if IRB)
o Deferred
o
o

Expired
Suspended

| Protocols (2 Active)
o You are associated with 2 active Protocols and 2 total Protocols.

o _You are the PI for 2 active and 2 total Protocols.

1 Active)
' o —YOU have 1 unsubmitted xForms.

o You have 0 xForms being processed at a later stage.

Events (3 Open)

Only show events where I am: v
You have 2 Amendment events.
You have 1 Continuation events.

You have 3 Total Open events

Figure 11 xForms: Your protocol submissions in progress

Note: Closed protocols will not display on your dashboard. In addition, the status of the
protocol will depend on whether the protocol is still under initial review or if elsewhere in the
protocol’s lifecycle.

Event View

The Events section of the DASHBOARD shows all open types of submissions within the
IRBManager system such as initial submissions, closures, continuations/annual reports, and
amendments/modifications. (See Figure 12)
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Events can be reviewed as folders for these submission events required for each study-site
such as the initial submission, amendments, and continuing reviews, etc.

Each event will contain all associated forms, documents, stamped forms and letters along
with a listing of review steps, which are updated to notify the investigators where the
submission is within the review process. The dropdown box following ‘Only show events
where I am’ allows the user to filter the events according to their role in the associated
study.

Note: An event stays open until the IRB/IACUC is notified of the approval. It is possible for
the xForm to be complete and approved, but the event will still show as “open” until an
IRB/IACUC meeting takes place.

| Protocols (2 Active)

"o You are associated with 2 active Protocols and 2 tetal Protocols.
o You are the PI for 2 active and 2 total Protocols.

xForms (1 Active)

o You have 1 unsubmitted xForms.
o _You have 0 xForms being processed at a later stage.

‘ open)
Oty ow events where I am: v

You have 2 Amendment events.
You have 1 Continuation events.

You have 3 Total Open events

Figure 12 Events are different types of submission of an IRB/IACUC protocol
Left Tool Bar

On the left side of your dashboard screen is another tool bar. (See Figure 13)
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Actions
Reviewer
Rewviewer Open
Events 4
Completed Reviews
Agendas & Minutes
Search Protocols

xForms
Start xForm
Show Sponsor Ids

Use Bubble

Dashboard
Wiew as Another User
Recent Items

2020-224-RUC

2020-206-RU
IRB
2020-411-0CS
2020-256-RU
2020-241-RU
2020-219-0CS

Messages i
Radford IRB Office will
be closed for holiday

break 21-December-

2020 through 2-
January-2021. Happy
& Safe Holidays!

My Docs & xForms

0O Attachments
30 xForms

Figure 13 Tool bar on the left-side of your dashboard

From the Actions menu, you may begin a new IRB/IACUC Initial Application form also
known as xForm (left-side tool bar).

Note: Secondary applications such as Amendments, Continuing Reviews, Closure Reports,
and Unanticipated Problem or Adverse Event Reports cannot be started from this area.
These applications must be started from within the protocol/study itself.

Recent Items accessed are also found on the left-side tool bar. Hyperlinks under this
heading will show the seven (7) most recent items you have viewed in IRBManager. Click on
any link under “Recent Items” to go directly to that item.

Messages The Messages heading is an area the Research Compliance Office will use for
communication to all users within the system.

My Documents & Forms on the left side tool bar will also provide a table with xForms
associated with you as a user of IRBManager across the entire system. The picture above,
notes there are 30 xForms with which the user is associated. (See Figure 13)

My Documents & xForms The My Documents & xForms heading is also an area in which you
can attach frequently submitted documents. For example, if you are required to upload CVs
for multiple persons, you can use “Attachments”. (See Figure 14)
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What's this?

These are attachments associated with you as a user of IRBManager. This is not a list of attachments for a specific protocol or event. Attachments here are not linked to any
specific study or event.

Attachments on Yourself
Attachments (0) . Action Name Attached & Type Attached By

= Generated Docs (0) " No records to disp ay.
Figure 14 View of the "Attachments" hyperlink

Creating a New IRB/IACUC Application

To begin your application, click on “Start a xForm” under your “Actions” menu on the tool

bar on the left of your dashboard. (See Figure 15)

RADFORD |
UNIVERSITY !

Actions
Rewviewer
Rewviewer Open
Ewvents
Completed Reviews
AMgendas & Minutes
Search Protocols

~OT TS
Start xForm
=bhow Sponsdr Ids

Use Bobble
Dashboard
View as Another User

Recent Items
2020-224-RUC
2020-206-RU
IRE
2020-411-0OCS
2020-2560-RU
2020-241-RU
2020-219-0OCS

Messages

Radford IRB Office will
be closed for holidawy
break Z21-December-
2020 through Z-
January-2021. Happy
2 Safe Holidays!

My Docs & xForms
O Attachments
30 xForms

Figure 15 Left-side tool bar

There are multiple pages to the IRB/IACUC application with pages added based on
responses to individual questions in the protocol application.

When you are completing the application, answer each question on the page.

If you have not filled in all the required answers, you will not be able to advance
to the next page when you click “"Next.”

Instead, sections with missing information will be highlighted in red text. (See Figure 16)
You can select the issues listed in red text and jump to those questions, which saves time
on longer pages. If you do not know the answers to those questions, use the page skip
feature outlined above or click “Save for Later” and return to them at a later time.

10
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Initial Application -- General Information
The following issues exist. Click on an issue to jump there.

e Title of Study - Required.
* Primary Investigator - Required.

Figure 166 Answer each question on the page. Missed questions are noted in red.

You can click on the outstanding issues you need to address at the top of the page to be
taken directly to those questions.

Once ALL of the questions have been completed, click "Next” at the bottom of the page.
Your changes will be saved as you move to the next page. (See Figure 17)

[
r@]ﬁave for Later| [More »
<

Figure 17 Located at the bottom of the page

If you have not completed the application and need to exit the program, remember to select
“Save for Later.” This will save the information you have already input into the IRB/IACUC
application and allow you to return to the application at any time.

Note: If you do not “Save for Later,” you will not only lose the information you have already
entered, but the system will also begin a new protocol application.

If you would like to navigate pages within the IRB/IACUC application and skip to
different pages without having to address all the required sections on a page, you can use
the drop-down box at the top of the page and select the page of the IRB/IACUC application
you would like to access. (See Figure 18)

& Collaborators ‘ General Information

o Initial Application Information

- Please use this applicat General Information

Personnel

Information Protocol
'020 7:20:12 PM ET by Ka

I Consent
ion

Ictions - If copying and p: Study Details Part 1

f characters or html text. Study Details Part 2

Study Elements
Figure 178 Located on the tfop of the page of your IRB/IACUC submission

Saving Information in Tables
For some needed information, such as the addition of personnel or study participant
information, there are tables where you will have to enter and save information.

In these instances, you will enter the required information and then scroll over to the right
and click “Save” on the right-hand side of the table. (See Figure 19)

11
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Display Personnel Table (Required)
Please hit the save button after you have uploaded all necessary information and documentation for the additional researchers.

If you are the only researcher on your study, please add yourself and select 'only researcher' as your role.

Graduate

Student Grad Req. - Faculty Faculty Req.
Undergraduate Req. - Social & Req. - - Social &
Please choose the CITI Req. - Revised Behavioral Revised Behavioral

applicable level of Student Class Common Basic Common Basic
Name* Department* personnel. = Role* CV/Resume Project Rule Refresher Rule Refreshey Action
[Add Contact| hd hd ~| [Add Attachment| Save

Fiéure"l'Q S'crélll 'f(') the thf—side 6f the screen fb 7'so§/é'"' '

Once this information is saved, a new row will appear and allow you to repeat the process.

You must click 'Save"” before it will allow you to move on to the next page.

Attaching Documents

In several places on the application, you will be asked to attach documents, such as consent
forms, recruitment materials, advertisements, etc. Simply click on the “"Add Attachment”
button. (See Figure 20)

Please attach any questionnaires, surveys, tests, interview questions, or manipulation descriptions.

|Add Attachment|

Figsré QOSe/ecfAdd Attachment” to oh‘ochn documenfs

Once you have clicked the button, a window will pop-up allowing you to choose the file
destination.

Uploading Revised Documents

During the review process, you may be asked to revise a document such as the informed
consent form for IRB applications. Once you have revised the needed document and need to
upload the new version to your IRBManager application, click on the two green circling
arrows. (See Figure 21)

Please attach any questionnaires, surveys, tests, interview questions, or manipulation descriptions. Add Note  View Audit

\Add Attachment|

| R

If you have an online study, please note that the Online Research cover letter needs to be attached to the survey. Please click 'here' and look under the header 'Censent Form Templates' for the
informed consent or Online Research cover letter.

Figure 21 Select "“the two green circling arrows” to attach a new version of the document.

Once you have clicked the two green circling arrows, a window will pop-up allowing you to
choose the file destination and upload the revised document for review. (See Figure 22)

12
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Replace Attachment G o x

Replace Attachment

Name: Kleave blank to use name of uploaded file)

Type: | survey X v
File(s): ) )
(Limit: My computer 3 Dropbax box Event Protocol-Site Protocol My Profile
1)
Global
Select files... (or drop files here to upload
Tags:

|Attach| [cancel

Figure 22

Giving Protocol Access to a Team Member on the Protocol - Adding a Collaborator
The only member of the study/protocol team with access to an unsubmitted xForm or xForm
in progress is the “submitter” (the person who started the application) of the xForm.

If the PI did not create the application and is NOT the submitter, they will not be able to see
the application on their dashboard or make any changes to the application.

Access to the data entry portion of the protocol is not available to anyone other than the
submitter until the application is submitted for review.

For example, if a student begins the xForm, listing his/her faculty member as PI, that PI will
not have access to the application until it is received for PI sign-off and submission for
review by the IRB/IACUC.

Should a study team member other than the submitter require access to an xForm while it
is being completed, the submitter will need to add that person as ‘Collaborator’ to the form.

The link for this is located at the top of the xForm application. (See Figure 23)

RADFORD ‘ General Information \
UNIVERSITY

IRB - Initial Application -- General Information

Formatting Instructions - If copying and pasting information into your
sure to delete any characters or html text. If not, your initial applicatio

I'Submitter

Figure 23 Adding a collaborator gives access to the application before it is submitted

13
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A Collaborator may be granted the following permissions: View Only / Edit / Edit and
Manage / Edit, Manage, and Submit.

This function is form specific. Collaborators will only be able to see the form to which
they are added and does not carry over to any of the other xForms created in a study.

Note: If you are unable to add the collaborator, you may need to add him/her as a contact
in the IRBManager system.

Using the General Information drop-down list at the top of the xForm, will allow you to
access the personnel table on the IRB/IACUC application. (See Figure 24)

& Collaborators | Personnel J
formation

Personnel

. Protocal
have uploaded all necessary inforr. earchers.

Consent

udy, please add yourself and sefect ‘ol study Details Part 1

- i 5
Study Details Part 2 Gra

Study Elements Stu
) graduate Rec
Please choose th Check & Submit Form eq. - Rev
applicable level ot Student Class Con
personnel. * Role* CV/Resume Project Rul

hd hd ¥| |Add Attachment|

Figure 184 Skip to the Personnel section to add a contact

Select the hyperlink “*Add a New Contact”, located at the bottom of the personnel table.
(See Figure 25). This will lead you through the steps to add personnel.

* It is not necessary to upload CITI certificates to your IRB/IACUC application. IRBManager
performs a sync with CITI each morning. If study personnel registered with CITI
using their Radford.edu email address, training will automatically be reflected in your
application. However, if study personnel registered with CITI using another email address,
the information will not register on the IRB/IACUC application.

The Research Compliance Office will confirm training upon receipt of the xForm for review
and notify the PI of any needed CITI course completion.

Once the protocol is approved, all study personnel have access to “start xForm”
under that protocol.

14
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Display Personnel Table (Required) Add Note  View Audit
Please hit the save button after you have uploaded all necessary information and documentation for the additional researchers.

If you are the only researcher on your study, please add yourself and select ‘only researcher' as your role.

Graduate
Student Grad Req. - Faculty Faculty Req.

Undergraduate Req. - Social & Req. - - Social &
Please choose the CITI Req. - Revised Behavioral Revised Behavioral
applicable level of Student Class Common Basic Common Basic
Name* Department* personnel. * Role* CV/Resume Project Rule Refresher  Rule Refresher Action
|Add contact| e hd ¥ |Add Attachment| Save

lease click on thelink below to add new personnel to IRBManager. Once the form is filled out and submitted add the personnel on the table.
( Add New Contact

Figure 25 Add a New Contact

Submitting an IRB/IACUC Protocol for Review

Student Submissions

In many instances, the person completing the protocol application may not be the PI. This
person is identified in IRBManager as the “submitter.” In these instances, the protocol
requires the review and sign-off of the student’s PI faculty member. The student will
complete the protocol, sign and click "Submit”. The protocol application will then be routed
to the student’s faculty advisor/PI to review.

Faculty Review, Sign-off, and xForm Submission

Once the user (PI or student submitter) has filled out the form completely, it must be
electronically signed before submitting. As noted above, if the submitter is a student and
not the faculty member PI, the application needs to be submitted to their faculty member
for review, sign-off, and submission for official IRB/IACUC review.

The PI will receive an email notification of a new protocol application for their review. A link
to the pending protocol application will be provided in the email, allowing the PI to access
the protocol in IRBManager. Selecting the link will open the completed application for review
and PI submission. (See Figure 26)

This is a notification that a new application $$02%% has been submitted b-and your review and signature is required.
Please click here to go directly to the form $$Form$$

Thank you
Figure 26 IRBManager email nofification to the Pl of sign-off and submission needed for IRB review

If, during the PI's review of the IRB/IACUC application, revisions are needed prior to
submission to the Research Compliance Office, the PI should state the application is not
ready for submission by clicking "No” and adding any comments in the text box provided.

15
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Clicking “"Next” and “Submit” on the following page, will return the application to the
submitter to make the needed changes. The student/submitter will then resubmit to the PI
for review, sign-off, and submission for IRB/IACUC review.

PI Protocol Sign-off and Submission
Once the IRB or IACUC application has been completed, it must be electronically signed
before submission. (See Figure 27)

Please make sure to read and understand the entire section of Investigator
Assurances and Acknowledgements before signing. Researchers and research
personnel will be held accountable for these items.

BY SUBMITTING THIS DOCUMENT, THE INVESTIGATOR AGREES: Add Note View Audit

1. No participants will be recruited or entered under the above protocol number until the Principal Investigator receives written
notification of IRB protocol approval.

2. Any modifications of the protocol or consent form must be approved by the IRB Chair or the IRB Chair’s designee.

3. All protocol continuation requests will be completed and submitted no later than thirty (30) days before the expiration of the
protocol.

4. All participants will be recruited and consented as stated in the IRB protocol. If written consent is required, all participants must sign
a copy of the consent form that has an unexpired IRB approval stamp.

5. The IRB office will be notified within thirty (30) days of the closure of a study

6. The IRB office will be notified within thirty (30) days of a change in Principal Investigator or change in Principal Investigator
affiliation with Radford University.

7. All individuals associated with this research will complete, or have completed, the IRB Human Subjects Training before the start of
any research.

I certify that the information entered above is correct. I understand that submission of false or incorrect data can result in suspension of
my research at Radford University. Final submission of this form into the IRBManager online system within my account constitutes my
signature for this form.

Figure 197 Pl Assurance and Acknowledgement

Review this section and click “Sign”.

A new window will open and you will be prompted to enter sign-on using the credentials
used to sign in to IRBManager (your Radford email and password). The signature time
stamp will populate where the signature box was located. (See Figure 28)

‘Signed Wednesday, August 26, 2020 9:35:40 AM ET by

Figure 28 Pl signature - Select "Next" to submit

Once you have signed and the signature stamp has populated, select “"Next".

You will be directed to a new page and notified the form is completed. You MUST click
“Submit” on this page for your application to be sent for review. (See Figure 29)

16
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Form Completed

You've completed the form. You can now either save the form for later revision, or submit it.

Go Back ISave for Later] IPrint]@

Figure 29 Final step of protocol submission l -

Revisions of Returned Protocols

Should an IRB/IACUC submission need revisions in order to secure approval following the
review of the protocol, PIs will receive an email from IRBManager.

Dear

Please note the following study 2020-xxx Protocol Title application is being returned to you for the
reasons below.

1.
2.

3.

Pleaseclick on the following link to make the necessary corrections and resubmit the forkp. IRB - Initial
Application

Thank you,

Research Compliance Office, IRB/IACUC|

Figure 30 IRBManager email of the return of a protocol for needed revisions

A link to the protocol will be provided in the email, allowing the user to access the protocol
and make the necessary revisions. (See Figure 30)

Events in IRBManager
(Adverse Event Submission, Continuation/Annual Review
Submission, Modification/Amendments, and Study Closures)

For any action related to an approved project, such as a Continuing/Annual Review, Protocol
Modification/Amendment, Adverse Event Submission, or Study Closure form, you must first
go to the protocol.

Your active studies/protocols may be found in the "My Protocols” section at the bottom of
your dashboard. (See Figure 31)
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Protocols (5 Active)

You are associated with 5 active Protocols and 5 total Protocols.
You are the PI for 5 active and 5 total Protocols.

You are the Co-Investigator for 1 active and 1 total Protocols.
Committee IACUC has 0 active and 0 total Protocols.
Committee IRB has 183 active and 210 total Protocols
Committee Test Committee has 2 active and 2 total Protocols.

© o o 0 o o

. xForms (3 Active)

"/ o You have 0 unsubmitted xForms.
o You have 3 xForms being processed at a later stage.

Events (5 Open)

Only show events where I am: v
[ You have 1 Closure events.
"M You have 2 IACUC Initial Submission events

B You have 2 Initial Submission events.
You have 5 Total Open events

My Protocols (5 Active)
Protocol - Site ¢ PL ¢ Title
SO E~40-R

= Radford University Testing the Reviewer Forms in IRBManager

- 2020-172-RU Radford University [
2020-206-RU Radford University
2020-321-RU Radford University Testing TACUC draft form 16-September-2020
test amendment-RU Radford University Testing the amendment process_aml

Figure 31 Find your active studies at the bottom of your dashboard

Select the hyperlink associated with the corresponding xForm or active project/protocol.

On the next screen, the Actions menu on the left will show all actions available for the
project. Most actions needed are found by selecting “Start xForm.” (See Figure 32)

Actions
Protocol
Update
Add Contact
Add Protocol-Site

Protocol-Site
Update

Add Attachment
Add Contact
Add Event
Add Note
Expirations
Generate Doc

Figure 32 The”firsf step in taking an action on an approved IRB protocol

Starting a supplemental form within an active protocol/project automatically
associates it with that protocol/project.

This will open a new screen with a list of application forms available along with a description
of each form. Select/click on the name of the form you wish to complete. (See Figure 33)
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| Select xForm to start

| Action  Form (Click to start) ~ Description

EQ 1ACUC Advarse Event/Protocol Deviation Report Form Use this farm to netify the IACUC or any adverse events and/or any deviations from your approved IACUC pretacal.

’3 TACUC Amendment Form Please use this farm to make any changes (including the zddition or removal of personnel) to your currently approved IACUC protocal

S TACUC Annual Protocal Continuation Report Use this farm to submit your annual protocal report/centinuation farm.

53 TACUC Protocol Closure Repart Pleasa uze this form for the closure of your IACUC protocol.

2 IRB Adverse Event Submission Adverse Event Submission-IRB

18 1RB Continuatiar for Protocols Requiring Annual Review - See Description Use this for the continuation of IRB pratacols original'y zppraved by tha Full Baard & only these Expedized protecols that require zn annual continuation. This does NOT zpply to all Expedited prozacols. Please rfar to your

aoproval periac dates in the approval letter

1RB Request for Protocal Modification Use This Form to Make Changes to Your Currently Aporovad [RB Protocal

1RB Study Closure Form Use this farm to close your IRE study.

[ 2= ==]

Figure 33 Available actions available with an approved protocol

Adverse Events

Use the Adverse Event form to submit an Event Report, including Protocol Deviations, Event
Requiring Reporting by a Study Sponsor, an Unanticipated Problem or Adverse Event. (See
Figure 34)

1. On the home page under ‘My Protocols,’ select the project nhumber for the project that
requires the reporting of an event to the IRB/IACUC.

2. Select “Start an xForm”

3. Select the “"Adverse Event Submission/Report” xForm.

Select xForm to start

Action  Form (Click 3 ~ Description
=1 TACUC Adverse Event/Protocol Deviation Report Form Use this form to notify the IACUC or any adverse events and/or any deviations from your approved IACUC protocol.
E IACUC Anv Please use this form to make any changes (including the addition or removal of personnel) to your currently approved IACUC protocol.

a

=) TACUC Annual Protocol Continuation Report Use this form to submit your annual protocol report/continuation form

=} Please use this form for the closure of your IACUC protocol.

=) IRB Adverse Event Submission Adverse Event Submission-IRB

=) IRB ContmuatTomTo oTBTs Requiring Annual Review - See Description Use this for the continuation of IRB protocols originally approved by the Full Board & only those Expedited protocols that require an annual contir
approval period dates in the approval letter.

=) IRB Request for Protocol Modification Use This Form to Make Changes to Your Currently Approved IRB Protocol

=1 IRB Study Closure Form Use this form to close your IRB study.

Figure 34 Adverse Event — IRB/IACUC

4. Address the necessary portions of the xForm, explaining the adverse event, date of the
event, and actions taken to correct the adverse event.
5. Sign off and submit the form for IRB/IACUC review.

Study Continuation

It is the responsibility of the PI of the study/protocol, to maintain the project in an active
status. As a courtesy, IRBManager will send email reminders, 60-30-7 days prior to the
expiration date of your study. A link to access the continuation form may be found in that
notification.

If the user does not utilize this notification and link, it is necessary for the user to first
access the study. Active studies/protocols may be found in the "My Protocols” section at the
bottom of your dashboard as directed above.

1. On the home page under ‘My Protocols,’ select the project humber for the project that

requires the reporting of an event to the IRB.
2. Select “Start an xForm”
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3. Select the “"IRB Continuation for Protocols Requiring Annual Review” xForm for IRB
protocols or IACUC Annual Protocol Continuation for IACUC protocols. (See Figure 35)

Select xForm to start

Action  Form (Click to start) ~ Description

a TACUC Adverse Event/Protocol Deviation Report Form Use this form to notify the IACUC or any adverse events and/or any deviations from your approved IACUC protocol

8 TACUC Please use this form to make any changes (including the addition or removal of personnel) to your currently approved TACUC protocol.

@ual Protocol Continuation Report Dmm to submit your annual protocol report/continuation form.

a8 TACUC T * = Please use this form for the closure of your IACUC protocol.

8 IRB Adverse Fuant Adverse Event Submission-IRB

a IRB Continuation for Protocols Requiring Annual Review - Se@(he continuation of IRB protocols originally approved by the Full Board & only those Expedited protocols that require an annual continuation. This does NOT apply to all Expedited protocols. Please refer to your
approval period dates in the approval letter.

a8 IRB Request for Protocol Modification Use This Form to Make Changes to Your Currently Approved IRB Protocol

a8 IR8 Study Closure Form Use this form to close your IRB study.

Figure 35 Select to complete your request to continue research on a protocol

4. Address the necessary portions of the xForm, uploading the required documents.
5. Sign off and submit the form for review.

Protocol Modification/Amendment

Any changes to the study/protocol must be reviewed and approved by the IRB and/or
IACUC prior to initiation except when necessary to eliminate apparent immediate hazards to
the subject.

1. On the home page under *‘My Protocols,’ select the project number for the project that
requires the reporting of an event to the IRB/IACUC.

2. Select “Start an xForm”

3. Select the “"Request for Protocol Modification” / "IACUC Amendment” xForm. (See Figure
36)

Select xForm to start

Action Form (Click to start) ~ Description

=) TACUC Adverse Event/Protocol Deviation Report Form Use this form to notify the IACUC or any adverse events and/or any deviations from your approved IACUC protocol.

8 Please use this form to make any changes (including the addition or removal of personnel) to your currently approved TACUC protocol.

=1 IACUC Annual Protocol Continuation Report Use this form to submit your annual protocol report/continuation form

=) TACUC Protocol Closure Report Please use this form for the closure of your IACUC protocol.

= IRB Adverse Event Submission Adverse Event Submission-IRB

B IRB Continuation for Protocols Requiring Annual Review - See Description Use this for the continuation of IRB protocols originally approved by the Full Board & only those Expedited protocols that require an annual contir

approval period dates in the approval letter.

=} IRB Request for Protocol Modification Use This Form to Make Changes to Your Currently Approved IRB Protocol

=] IRB Stody Crostre-ro Use this form to close your IRB study.

Figure 36 Select to begin your amendment/modification.

4. Address the necessary portions of the xForm, uploading any new required documents.
5. Sign off and submit the form for IRB/IACUC review.

Study Closures

The Study Closure xForm is submitted to close a study following the completion of all study
procedures, data analysis and preferably, following the acceptance of any pending
publications.
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1. On the home page under ‘My Protocols,’ select the project humber for the project that
requires the reporting of an event to the IRB/IACUC.

2. Select “Start an xForm”

3. Select the “Study Closure” xForm that applies to your project (IRB or IACUC). (See
Figure 37)

Select xForm to start

Action Form (Click to start) ~ Description

2 TACUC Adverse Event/Protocol Deviation Report Form Use this form to notify the IACUC or any adverse events and/or any deviations from your approved IACUC protocol.

IACUC Amendment Form Please use this form to make any changes (including the addition or removal of personnel) to your currently approved IACUC protocol.
Use this form to submit your annual protocol report/continuation form.

Please use this form for the closure of your IACUC protocol.

on Adverse Event Submission-IRB

DWW w

IRB Continuation for Protocols Requiring Annual Review - See Description Use this for the continuation of IRB protocols originally approved by the Full Board & only those Expedited protocols that require an annual contir
approval period dates in the approval letter.

=) IRB Request for Protocol Modification Use This Form to Make Changes to Your Currently Approved IRB Protocol
2 IRB Study Closure Form Use this form to close your IRB study.

Figure 37 Select to complete and officially close a profocol — IRB/IACUC

4. Complete and Save the Closure Form.
5. Sign off and submit the form for IRB/IACUC review.

Checking on the Progress of an Application

You can log into your dashboard at any time to check on the progress of your application.
Your active projects (protocols) will be displayed under “Projects.” You can check on the
status of protocols that have been submitted for review under “xForms”, found in the center
of your dashboard.

The user in Figure 38 has 8 xForms that are being processed at a later stage. By clicking on
the link "8 xForms,” you will be able to see the stage of review for the project.

xForms (12 Active)

o You have 4 unsubmitted xForms.
_ o You have 8 xForms being processed at a later stage.
o There are 10 xForms awaiting your attention.

Figure 38 Select to check on the progress of an IRB application

Please be aware that it may take several minutes for your newly submitted IRB/IACUC
application to show up here. It will not be instantaneous.

To Access a Copy of your Approved IRB/IACUC Protocol

From your dashboard, you can find your protocols under *My Protocols” at the bottom of
your dashboard. select the link for the IRB/IACUC application you wish to access. See Figure
39.

j My Protocols (3 Active)

Protocol v Site +PI + Title + Expires
2021-002A-RU Radford University 08/25/2004
2022-039A-0C5  Off-Campus Sites 04/12/2025
2022-076A-Other ~ Other 05/18/2025

Figure 39
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On the next screen, scroll down to Events and select the IRB/IACUC Initial Submission you
wish to print. See the IACUC Initial Submission in Figure 40.

+ Events (14)
Action Event ¢ Att Instance/UDF

- o X IACUC-Initial Submission 5

Figure 40

You will see the Event details for the initial submission. On the left side of the screen,
under the “Actions” menu, select X-Forms. See Figure 41. You will see a number in
parenthesis, showing the number of forms submitted.

Actions
Update Event
Add Note
View Sub Screen
Attachments (5)
View Event Audit
View Step Audit
Generate Doc
Send EMail
Start xForm
xForms (1)
Show Deleted
Reviews
Contact History

Done
Figure 41

On the following page, scroll down to Events and select IRB/IACUC Initial Application. Look
under the “Actions” menu on the next screen and select “xForms.” Select the hyperlink to
the application you would like to access. A hew window will open where you may print or
save to PDF.

Clicking on this link will take you to a new screen, showing you the Approved Initial
application form in IRBManager. Selecting this link will take you to your approved
IACUC/IRB protocol.

At the end of your IRB/IACUC protocol, you will need to select the “More” dropdown and
select “View as PDF” as shown in Figure 42. This will allow you to save and/or print your
application.

View Attachment Questions U
View Questions with Notes e
View Changed Responses -

Close || Re-Open Completed xForm || Mo i DF

Figure 42
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IACUC Users

If your IACUC application was not submitted using IRBManager with the original submission
uploaded into IRBManager, your original approved protocol submission will be tagged to
indicate the submission was originally submitted on paper. See Figure 43.

Protocol-Site ¥

Site(s): RU - Radford University ' D
Status: Approved & Open Additional: N
Approval: August 26, 2021 for 36 months Expiration: August 25, 2024
Initial Approval: August-26—24 Other Expirations: TACUC Three-Year De Novo Review - 08/25/2024

T
Tags: (Conver‘fed Study (not submizted using IRBManager)}

Figure 43

The initial submission for these protocols has been uploaded and is accessed as
follows:

You will see the event details for the initial submission.

On the left side of the screen, under the “Actions” menu, select Attachments. See
Figure 44. You will see a number in parenthesis, showing the number of attachments.

Actions
Update Event
Add Note |
View Sub Screen i
Attachments (6)
View Event Audit
View Step Audit
Generate Doc
Send EMail
Start xForm
xForms (0)
Show Deleted
Reviews

Contact History

Done

Figure 44

Your next screen, Figure 45, will show the number of attachments associated with that
protocol. Since these applications were originally submitted via paper forms and not
IRBManager, the Initial IACUC application form will be uploaded to this section.

! Attachments on Event TACUC-Initial Submission Started 03/25/2021 on 2021-002A-RU

+|Attachments (6) Action Name Attachedsa Type
- Generated Docs (0) A EgE D o 12 5 QER021-002 ACUC Initisl Approval Packsge Aug 26 2021pdf 01/04/2022 910 AMET  Approval Packsge
' E D 4 It Xgge021-002 IACUC Initisl Approval Letter Aug 26 2021.paf 01/04/2022 $10AMET  Approval Letter
: HE D [ X - 09/05/2022 1105 AMET  Continuing Review
: _'ua Report #1 revd Aug_12 2022 RCO revised Aug_15 2022 Appro:
—"QEJHJ ] ,J‘(‘OZLUOEA Annual C #1 Approval Letterpdf 09/05/2022 11:06 AM ET Approval Letter
ArE 0 [ 1 R 20210022 Annual Continvebon-s = 5420216 AM ET A goroval Package

HHEE | % 2021-002 porovediodf 11/21/2023 1005 AMET | Approved Application

Figure 45
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Click on the hyperlink and you will be able to download and see the original approved
application.

If you have any difficulty or need further assistance, please contact the Research
Compliance Office at 540.831.5290 or irb-iacuc@radford.edu.
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