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Setting up an Account in OneAegis:

OneAegis is the name of the software used at Bradley to manage IRB/CUHSR activities.
Please search for bradley.oneageis.com or navigate to https://bradley.oneaegis.com/.

You will receive a login page that looks like this:
BRADLEY
University
Login

BRADLEY University
Login with your BUnetID._

To use your OneAegis issued login click here

Copyright ©2000-2025 Tech Software. All Rights Reserved.
2024.12.7949.0/Release/2e46064 | GCWAWS1 | 2025-01-07 13:46:34Z | 0.004s

OneAegis is compatible with Bradley’s Single Sign On (SSO) service. You may login in with
your BUnetID.

Note: OneAegis is linked with CITI Program training courses and will pull course
completion dates for your CITl account into the OneAegis system. If you originally set up
your CITl account with an email address that does not match your standard Bradley email
format (e.g., [BUnetID]@fsmail.bradley.edu or [BUnetID]@mail.bradley.edu), please log
into your CITI Program account.

Once logged into CITI, click on your name in the upper right-hand section of the window
and select Profile. In the resulting window, select Edit Profile, and then add your emailin
the standard Bradley Email format in the secondary email address entry box and select
Update.


https://bradley.oneaegis.com/
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Starting an Initial Application:

1. Navigate to https://bradley.oneaegis.com/.
. Login with your BUnetID
3. You will be taken to the Dashboard page. It will look something like this:

My Projects

i 12§ ]
IRB IRB QA/

ct—h
=
Events

xForms

Export to Excel Start xForm

December 1 Test-BU
New From PI

99999-0TH
New From PI

IRB test project Testing IRB December 1 Initiated

December 1 Test- 1-2024-001-BU

4. Click on xForms. The Dashboard will look like this:

My Projects

13 By 12 By 1 ER 9| g 25

IRB IRB QA/ xForms Events

ing Processed At A
Later Stage

IRB Final Satus and Protocol IRB Initial Application (Draft)
Closure Foriy (Draft) Data Entry

IRB test study IRB Initial Submission
. . 1-2024-003-BU
Final Processing

TRR Claciira

5. Click on Start xForm

6. Wou will be taken to the page where you may access all the applications that are
available to you.\ For IRB, this should only be the initial application. For applications
related to existing projects, go first to that project on the dashboard and click Start X
Form. For example, revision request, closure, and adverse event will only be visible
when first selecting the existing project.


https://bradley.oneaegis.com/
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(BIRRADLEY
iversity
iStart Form on User
Filter:

Select xForm to start

~ Description

IRB Initial Application (Draft)

IRB Initial Application
uality Improvement Apalication (Draft) IRB Initial Application

nsmittal (Draft)

a OSP: External Proposal Used to request institutional approval of a proposal, agreement, or
contract to be submitted to an external entity (Not for SEA, FSA, PEG,
or IFH applications). All approvals must be obtained before the

proposal, agreement, or contract is submitted to the external entity.

[=] OSP: FSA, SEA, and PEG Applicltion (Draft) Used to submit a proposal for the Faculty Scholarship (FSA), Student
Engagement (SEA), and Proposal Enhancement (PEG) internal grant

programs.
[=] OSP: FSA, SEA, or PEG Expenditure Use this form to request OSP approval of an expenditure using an

ctive FSA, SEA, or PEG account.

proval (Draft)

a OSP: IFH Application (Draft) d to submit a proposal for the Innovation for Health (IFH) internal

gragt program.

7. Click on the link for the IRB Initial Application
Improvement if you are doing a QA/QI project.

IRB Quality Assurance, or Quality

8. Progress through the application by providing all the required information. Please note
that OneAegis is affiliated with CITI. The status of your CITI modules will be pulled into
your application as long as the CITl account contains the OneAegis email address.

9. Be sure to click next at the bottom of each section to progress through the application.

10. Once the general project information is complete you can navigate through the
application by clicking the drop-down menu at the top of the application.

Data Entry

General Project Information

Research Procedures

Participant Selection and Recruitment

Informed Consent

Risks and Benefits B

Privacy and Confidentiality

Incomplete Disclosure or Deception

Payments to Subjects, Extra Credit, Extra Costs

Acknowledgements

Submission Instructions E
PI Review

PI Review

XR=

11. Once the application is complete, you must click “Next” and “Submit "‘to move the

application forward in the review process.

12. If you desire the see the application and all its questions, you can click on the print
icon in front of the form that you would like to preview.

13.If at any time you need to navigate back to the dashboard while in the application, you
can click on the Bradley University logo at the top left of the form.
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How to Add Collaborators to your Application:

When you fill out the application you will be able to state who is all involved in the project.
However, you as the form submitter have the rights to see and edit the application. To add
others who will be involved with your project and want to be involved in contributing to the
application (PI, Co-PI, or other team members), you can include them as Collaborators. To
be added as a Collaborator, the individuals must have logged into OneAegis at least once.
If you cannot add someone, please have them login. Once they have logged in, you will be
able to add them to the submission form.

From within the Protocol Submission form, you will see Collaborators at the top left of the
screen:

BRADLEY
University
RB Initial Application -- General Instructions

& Collaborators ‘ General Instructions v ‘ Page 1 of 4 Next

Deadlines: Studies that will likely be nder an exempt or expedited process can be Add Note |
submitted anytime. For studies that may e full i review, the ication and supporting

must be i by 12:00 noon"10 days prior to a scheduled meeting. This is typically two
Wednesdays prior to a Friday meeting.

Here you will add their email and access level:

Collaborators G o x
Add

Access Edit v|@

Note for

Collaborator

[JCC Me
Add |
Current Collaborators
Action Collaborator ~ Permission ¢ BGR $

Access Levels:

e View Only: the individual will be able to view the form but will not be able to make
any changes.

o Edit: the individual will be able to edit, but not submit the form

e Edit and Manage: the individual will be able to view, edit, add and remove
collaborators.

o Edit, Manage, and Submit: the individual will be able to view, edit, add and remove
collaborators, and submit the form
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Note for Collaborator:
In “Note for Collaborator,” you can add a note that will be added to the notification email
that will be sent to the collaborator. Adding a “Note for Collaborator” is optional.

Collaborators G o x

Add
EMail 4

Access | Edit @

Note for |I am adding you as a collaborator to this application. |
Collaborator

[JCC Me

Current Collaborators

Action Collaborator ~ Permission ¢+ BGR +

Select “Add” to complete adding the collaborator to the application.

The review process BEFORE it is forwarded to the IRB:

1. The Roles of different individuals:

a. Theindividual who starts the application from their OneAegis is always
considered the Form Submitter (FS).

b. The Principal Investigator (PI) for research or the Project Leader (PL) for
QA/Ql is the individual who is ultimately responsible for the research or
QA/QI project.

c. The Form Submitter can simultaneously be the Pl or PL which is very
common.

d. Students can be the Pl or PL. If they are Pl or PL there must be a Faculty
Advisor (FA). Students should only be allowed to be Pl or PL if the projectis a
capstone project, senior project or a graduate student project in which the
student is solely responsible for generating and conducting the project.
Otherwise, it is recommended that the Lead Faculty be the FS/PI/PL and the
students be added as team members but not as the PI/PL. Students who are
not the Pl or PL can be added as collaborators and participate in filling out
the form. Students who are the Pl of PL can add faculty as collaborators. In
every case if the student is the Pl or PL, the protocol will always be sent to
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e.

the Faculty advisor for approval before it is sent to the Department Chair and
moved on in the review process.

The Department Chair (DC) will always do a review before it is moved
forward to the IRB.

2. Asthe application moves to different individuals, an email is sent. In the email, it
will state what review should occur from whom. The email will have a link to the
application in OneAegis that needs review.

3. The following are examples of how the process may occur with different individuals:
FS and PI/PL are the same with no students:

a.

The Form Submitter is the individual from whose account was used to
generate the application. Thisis important as correspondence will be going
primarily to the form submitter with CC to the PI/PL and Faculty advisor.

. If the PI/PL and FS are the same, the next person to get the application is the

DC. The DC may send it back with comments or submit it to the IRB. If the
FS, PI/PL and DC are all the same person, the DC will still get the application
to be submitted to the IRB.

4. FS and PI/PL are different with no students:

a.

b.

Once the FS submits the application it will go to the PI/PL for review. It can
go back to the FS for Modifications.
Once the PI/PL submits it, it will go to the DC for review and submission.

5. Ifthe FS and PI/PL are the same person, but they are a student:

a.

b.
c.

Once the FS submits the application, it will go to the FA for review. It can go
back to the FS for Modifications.

Once the FA submits it, it will go to the DC for review and submission.

This may be the arrangement for Graduate Students or Seniors doing
capstone research projects or scholarly projects. Otherwise, itis
recommended that the Lead Faculty be the FS/PI/PL and the students be
added as team members, but not as the PI/PL.

6. Team members who are added will not be involved in the chain of emails. To add
team members (via search box), they will need to have signed into OneAegis to
establish their presence in the system. If you are unable to find someone to add,

including the Department Chair, check to make sure they have signed into the
OneAegis system.
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The Flow of the Approval Process:

The left-hand column refers to the process of submissions moving the application through
to approval WITHOUT any returns for modification.

The right-hand column shows the flow and loop back should the protocol be sent back for
revisions.

Form Submitter FS/PI  FS/PI Note: Pl also infers PL
)
Faculty Advisor FA —return to FS/PI
FA/
l ——)
Department Chair DC- returns to FS/PI
FA /
DC
IRB Staff review
)
IRB Staff Review IRB Staff Review — FS/PI (IRB Staff returns)
[ -~
IRB Staff Review
IRB Chair Select reviewer IRB Chair Select reviewer
Committee Member review Committee Member review
)

Post IRB Chair — FS/PI - Returned to FS/PI

/

FA
IRB Chair Review
Post Review Processing. Post Review Processing

Approval Processing Approval Processing
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Here is an example email that a student researcher (as the form submitter and PI/PL)
submitted and needs to have the faculty advisor review. Note the link to the application.

IRB Initial Application from PI Researcher, Test Ready for
Faculty Advisor Review

OneAegis on behalf of Administrative 9:16 PM (0 minutes ago)
Email, IRB <no-

reply@bradley.oneaegis.com>

to me

PI: Researcher, Test
Title: Biomedical Research Test of OneAegis #14
Click here to open the form and complete your review IRB Initial Application

At the end of the Faculty Advisor review (or PI review or Department Chair review) there will
be a place for comments should you return it to the Form Submitter for revisions.

10


https://bradley.oneaegis.com/xForms/38d38972-b0b7-48df-b8ee-49a537d50758
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Notes About the Initial Application:

1. You can start an application, leave the system, and come back to it. You will need
to look for the unsubmitted xForms on the dashboard under the xForms bubble.

2. Attachments: You will be asked to attach several documents throughout the
application process. The following items are attachments that are uploaded to the
system. You may want to have them loaded on your computer and ready to upload.

a. CV of the PI/PL-required. If a student is a PI/PL, then the Faculty Advisor will
need to upload their CV.

b. Documents related to the reliance agreement, if applicable

c. Letter from an institutional official that permits the use of an off-campus
site for data collection, if applicable. An example would be a letter from a
school official if collecting data from students in a high school.

d. Sample recruitment materials, such as flyers or emails.

e. Anydata collection forms, surveys, questionnaires, and screening tools
for inclusion/exclusion.

f. Any photos or links to materials that will help the reviewers understand
your procedures. Pictures of equipment as applied to your subjects should
be included. Video formats are accepted.

g. Consent forms and assent forms, if applicable

3. Most all document types are supported in the OneAegis upload system. When you
click the “Add Attachment” button, a space to name the document is provided.
Please name it clearly with an abbreviated title and the document form. Examples:
“IRB - Visual Perception and ADHD - Consent Form,” or “Perceptions of Teacher
Confidence — Recruitment email”.

Add Attachment (]

Add Attachment
Name: IRB - Visual Perception and ADHD - Consent Form

File(s):
(Limit: 1) [SUAAEEE 33 Dropbox box Global

Select files...

Tags:

Attach Cancel

4. Ifyou are submitting a revised document, please indicate that in the file name.
Example: “Visual Perception and ADHD - Consent form revised - v2”

5. Reliance agreements: If you are seeking a reliance agreement in which another
institution is the IRB of record, you will stop at this point and submit your

11
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application. You will need to be in contact with the CUHSR chair to manage this

agreement.

6. Cutand Paste: You should be able to cut and paste larger chunks of text into

textboxes.

7. Copying a full protocol: You can copy a completed protocol. This may be desirable
if a researcher is developing a protocol that is similar to one that was previously
submitted. This will allow the researcher to make changes to the existing
information rather than filling out a new form from scratch. This is ONLY
recommended for projects that are VERY similar. Otherwise, you should fill out a
new application. The following are the steps to making a copy:

a. Navigate to the dashboard.

b. Atthe bottom of the bubble dashboard click on the box “All My xForms”

As of 04/04/2025 at 2:32 PM ET As of 12/13/2024

IRB Request for a Minor
Change or Revision to a
Current Study (Draft)
IRB test study

As of 10/01/2024

All My xForms

c. Atthe top of the next page click on the

“Complete”

Status: Complete
Action Form
0] IRB Initial Application (Draft)

IRB Request for a Minor Change or
Revision to a Current Study (Draft)

¢ Identifier

pdown menu at the top to

¢+ Owner

Test 19 - MAY 2 JUMP TEST v2 IRB Initial Submission

1-2025-011-BU

Test 16 APR 9 - Motor control IRB Revision
with TENS v2

1-2025-008-BU

d. Find the protocol that you wish to copy and click the 2 pieces of papericon

under the action column.

Status: Complete
Action Form
(B! IRB Initial Application (Draft)

Request for a Minor Change or
jon to a Current Study (Draft)

+ Identifier ¢+ Owner
Test 19 - MAY 2 JUMP TEST v2 IRB Initial Submission
1-2025-011-BU

Test 16 APR 9 - Motor control IRB Revision
with TENS v2 1-2025-008-BU

12
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If the Application is Returned to You for Modifications:

1. Itis common that the IRB reviewer (or the full committee review) will request
revision to your application or ask for more information.

2. Ifthe protocolis returned to you, you will receive an email that will have some
instructions on it and a link to your application. Below is an example of the email.

Requires Revisions to Initial Application for 1-2025-002

OneAegis on behalf of Administrative Email, IRB <no- Wed, Feb 5, 10:37 PM (21 hours
reply@bradley.oneaegis.com> ago)

to me, IRB, Andrew

Study Number: 1-2025-002
Pl: Researcher, Test
Title: Biomedical Research Test of OneAegis #14

IRB Comments:

Please see the blue boxes within the application for instructions for revisions to the
application or its attachments. Overall, the consent language is too technical and uses
a great deal of professional jargon. The consent needs to be at the reading level of the
participants.

Click here to open the form and complete your revisions |RB Initial Application

3. Notice that this letter refers you to blue boxes within the application where
comments from the reviewers will be found and directions for change. The email
may contain more global comments as well. Here is an example of a blue box
instruction.

Participant Selection and Recruitment

[ Briefly describe your participants as it is related to your research question. Describe Add Note View Audit
their characteristics for inclusion (such as age, gender, health condition, etc.). How will you determine and
document that they meet the inclusion criteria?

Please add an inclusion factor that they are able to following verbal instructions.
02/05/2025 e Strubhar, Andrew e Not Internal e Resolved

Most researchers state the criteria on the consent form. For more complex studies, researchers may use a screening
form. If your research could provide some benefit or result in harm, describe how your inclusion criteria are equitable
and thus not limiting benefit to some groups or potentially producing harm to other groups.

4. Atthe very bottom of the returned form, you will see a button called “More.” When
that is clicked, it will open up three choices. Choose Question with Notes

13

Commented [RD3]: Change this from “review” to
“revisions.” Might need to check the send email action you
copied this from in the system to make sure it also says
“revisions” instead of “review.”




Bradley University IRB Application Instruction

Submission Inr*=--=*i=—=
5 View Attachment Questions

Y:ouc:'s"sl need ' ey Questions with Notes P!
B = View Changed Responses

Close | More » | View as PDF

5. When this occurs, you will have a page that lists all the pages that have instructions

for revisions. It will look like this. ‘

Briefly describe your participants as it is related to your research question. Describe their characteristics for |
inclusion (such as age, gender, health condition, etc.). How will you determine and document that they meet
the inclusion criteria?
Please add an inclusion factor that they are ﬁﬁéﬁt}wing verbal instructions.
02/05/2025 « Strubhar, Andrew « Not @*errtal » Resolved

Most researchers state the criteria on the co a'm. For more complex studies, researchers may use a screening
form. If your research could provide some b it or result in harm, describe how your inclusion criteria are equitable
and thus not limiting benefit to some groups or potentially producing harm to other groups.

Must have had a CVA at least post one year and able to walk without an assistive device. Review How Far. Subject will
fill out @ medical screening form.Individual will have a stable cardiovascular system.
Review follow directions. Inclusion that they are able to follow directions.

Informed Consent !

Informed Consent Questions
The Consent form needs the following- add about if EMS is called it will be at the subjects
expense.

02/05/2025 e Strubhar, Andrew » Not Internal » Resolved

6. If you click on the question or heading (arrows above), you will be taken back to the

application to revise the application.

7. Changes that are submitted will automatically be highlighted in yellow. This will
help keep track of the changes that are made in the review process.

14
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How to Submit a Revision of a Protocol Already Approved:

1. This submission is used if you need to make a minor revision to a protocol. The
form will ask you specific questions regarding the change. Any change that deviates
from the originally approved protocol should have the change approved.

Login into OneAegis

that.

On the dashboard, find the protocol (project) that you want to revise and click on

My Projects

14

Projects

1

IRB QA/QI

™

™ IRB

Export to Excel

jle§ Principal Investigator

99999-0TH
New From PI

Start xForm

December 1 Test-BU
New From PI

IRB test project Testing IRB December 1 Initiated

1-2024-001-BU
Exp 11/06/2025

1-2024-003-BU
New From PI New From PI

IRB test study

1-2024-005-BU 1-2024-008-BU

Open Exp Exempt Open Exp 1
IRB Test #5 Test Protocol Dec 16
1-2024-010-BU 1-2024-012-BU
Open Exp Exempt Open

Test number 10

Exp Exempt until 07/05/2025

10 Gl

xForms

27

Events

=g

December 1 Test-BU
New From PI

Testing IRB December 1 Initiated

1-2024-004-BU

Open Exp 12/04/2025

1-2024-009-Comm. Coll.
ew From PI

TLE: Test number 9 IRB Application

1-2025-001-0OTH
Open Exp 01/09/2026

Test 13 Jan 7

Test After Flow Modification 12-30-24

4. Onthe next form in the Left Menu Box Click on Start xForm.

BRADLEY
University ~Project I-2025-001-OTH (IRB)

Actions

Project: 1-2025-001
Send EMail :te e 025-00
Start xFort | 1D
xForms (1) - ategory: Human Subjects Research

Department: Physical Therapy and Health Science
Done Agent Types:
Title: Test 13 Jan 7
IRB Approval Letter A copy of your approval letters should go the OSF
Language: privacy board.

Recent Items
1-2025-001-0TH
1-2024-012-BU
1-2024-008-BU

IRB Exempt
1-2024-006-BU Category:
1-2024-007-BU
My Docs & xForms
0 Attachments
13 xForms IRB Main Center V1L
Site Name:
IRB Name of
Funder:

IRB QA/QI Primary primary objective
I Objective:
* IRB Type of Study: Biomedical

Help Test's Settings Sign off

Sponsor(s): Bradley University (Primary)
Sponsor Id:
Grants:

CRO:
Year: 2025
IRB Conditions for
Approval:
IRB Expedited Expedited Category 4: Collection of data through
Category: noninvasive procedures (not involving general
anesthesia or sedation) routinely employed in
clinical practice, excluding procedures involving x-
rays or microwaves.
IRB Name of ISU IRB
External IRB:

IRB Protocol
Involves Student
Researchers:

IRB Review Type: Expedited

OSP: Current and
Pendina:

15
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5. This page should open the forms available to you for this protocol. Select IRB
Request for Minor Change or Revision to a Current Protocol or IRB QA/QI Request
for a Minor Change or Revision to a Current Project for QA/QI projects. If your
project was QA/QI, there will be a separate request form.

BBRADLEY

University
Start Form on Project-Site I-2025-001-OTH
Filter:

Select xForm to start

Action Form (Click to start) ~ Description

(=] IRB Adverse Event Form (Draft) IRB Adverse Event Form

(=] IRB Continuing Review Form (Draft) If your protocol was approved with a continuing review
mandate, this form should be filled out before your protocol
expires (typically one year after the approval or by a date the
CUHSR specified).

a IRB Final Status and Protocol Closure Form (Draft) Submit this form within 30 days of the conclusion of your study
[=] IRB Request for a Minor Change or Revision to a Current Stud-st for a Minor Change or Revision to a Current Study
6. Complete the form. It should have all the basic project information on it already.

’Major revisi or sut ive ch in research procedures, study design or scope will require a
i of a prop | for approval under a new protocol number. Protocols approved under full review

wull require full committee review to approve the revisions if there is an alteration of the risk to subjects.

Submitter View Audit
S

Researcher, Test ?

Email: ajstrubhar@gmail.com (6&‘ Phone:

(P

Name

Researcher, Test

Department
Physical Therapy and Health Science

Faculty Advisor
Note: If blank, there is no faculty advisor.

View Audit

Email: ajstrubhar@gmail.com Phone:

Role

7.

Submit the form. It will go through an approval process, and you should receive an
email when itis approved. If the reviewer has questions or comments, they will
send the form back to you asking for more information. You will make the changes
and submit the form.

16
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How to Submit a Final Status and

Protocol Closure Form:

1. Thisis used when itis time to close a protocol. This should be done once you have
completed your data collection and will no longer have any interaction with the
subjects. The form will ask you specific questions regarding the protocol events. If
you forget to close out your protocol, you will get an email approximately one month
before the time specified that the protocol was approved for.

Login into OneAegis

that.

On the dashboard, find the protocol (project) that you want to close and click on

My Projects

14

Projects

1

IRB QA/QI

b

Export to Excel Start xForm

ey Principal Investigator

99999-0TH
New From PI

December 1 Test-BU
New From PI

IRB test project Testing IRB December 1 Initiated

1-2024-001-BU
Exp 11/06/2025

1-2024-003-BU
New From PI New From PI

IRB test study

1-2024-005-BU 1-2024-008-BU

Open Exp Exempt Open Exp 1
IRB Test #5 Test Protocol Dec 16
1-2024-010-BU 1-2024-012-BU
Open Exp Exempt Open

Test number 10

Exp Exempt until 07/05/2025

10m

xForms

27

Events

=]

December 1 Test-BU
New From PI

Testing IRB December 1 Initiated

1-2024-004-BU

Open Exp 12/04/2025

1-2024-009-Comm. Coll.
ew From PI
TLE: Test number 9 IRB Application

1-2025-001-0OTH
Open Exp 01/09/2026

Test 13 Jan 7

Test After Flow Modification 12-30-24

4. Onthe next form in the Left Menu Box Click on Start xForm.

BBRADLEY
University ~Project I-2025-001-OTH (IRB)

Actions

Project: 1-2025-001
Send EMail :te E IRBo 5-00
Start xForr i e
xForms (1) - ategory: Human Subjects Research

Department: Physical Therapy and Health Science
Done Agent Types:
Title: Test 13 Jan 7

IRB Approval Letter A copy of your approval letters should go the OSF
Language: privacy board.

Recent Items
1-2025-001-0TH
1-2024-012-BU
1-2024-008-BU

IRB Exempt
1-2024-006-BU Category:
1-2024-007-BU
My Docs & xForms
0 Attachments
13 xForms IRB Main Center V1L
Site Name:
IRB Name of
Funder:

IRB QA/QI Primary primary objective
I Objective:

- IRB Type of Study: Biomedical

Help Test's Settings Sign off

Sponsor(s): Bradley University (Primary)
Sponsor Id:
Grants:

CRO:
Year: 2025
IRB Conditions for
Approval:
IRB Expedited Expedited Category 4: Collection of data through
Category: noninvasive procedures (not involving general
anesthesia or sedation) routinely employed in
clinical practice, excluding procedures involving x-
rays or microwaves.
IRB Name of ISU IRB
External IRB:
IRB Protocol
Involves Student
Researchers:
IRB Review Type: Expedited

OSP: Current and
Pendina:
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Bradley University IRB Application Instruction

5. This page should open the forms available to you for this protocol. Select IRB Final
Status and Protocol Closure Form or IRB QA/QI Final Status and Protocol Closure
Form for QI/QA projects.

BRADLEY
University
Start Form on Project-Site I-2025-001-OTH
Filter:
Select xForm to start
Action Form (Click to start)
=] IRB Adverse Event Form (Draft) IRB Adverse Event Form

“

Description

=) IRB Continuing Review Form (Draft) If your protocol was approved with a continuing review
mandate, this form should be filled out before your protocol
expires (typically one year after the approval or by a date the

CUHSR specified).
- IRB Final Status and Protocol Closure Form _ Submit this form within 30 days of the conclusion of your study
[=] IRB Request for a Minor Change or Revision to & Current Study (Draft) IRB Request for a Minor Change or Revision to a Current Study

6. Complete the form. It should have all the basic project information on it already.

i

7. Submit the form. It will go through an approval process, and you should receive an
emailwhen itis approved. If the reviewer has questions or comments, they will
send the form back to you asking for more information. You will make the changes
and submit the form.
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Bradley University IRB Application Instruction

How to Submit a Continuing Review Form:

1.

If your protocol was approved with a continuing review mandate, this form should
be filled out before your protocol expires (typically one year after the approval or by
a date the CUHSR specified). If you extend your protocol beyond a year, you must
fill out this form so that your protocol can be approved for another time frame.

Login into OneAegis

On the dashboard, find the protocol (project) that needs a continuing review and

click on that.

My Projects

14

Projects

1

IRB QA/QL

b

Export to Excel Start xForm

99999-0TH
New From PI

December 1 Test-BU
New From PI

IRB test project

1-2024-001-BU
Exp 11/06/2025

1-2024-003-BU
New From PI New From PI

IRB test study

1-2024-005-BU 1-2024-008-BU

Open Exp Exempt Open Exp 1
IRB Test #5 Test Protocol Dec 16
1-2024-010-BU 1-2024-012-BU
Open Exp Exempt Open

Test number 10

Testing IRB December 1 Initiated

Exp Exempt until 07/05/2025

10@

xForms

27

Events

2K}

December 1 Test-BU
New From PI
Testing IRB December 1 Initiated

1-2024-004-BU

Open Exp 12/04/2025

1-2024-009-Comm. Coll.
lew From PI

TLE: Test number 9 IRB Application

1-2025-001-0OTH
Open Exp 01/09/2026

Test 13 Jan 7

Test After Flow Modification 12-30-24

4. Onthe next form in the Left Menu Box Click on Start xForm.

BBRADLEY

University

Actions

Done

Recent Items
1-2025-001-OTH
1-2024-012-BU
1-2024-008-BU
1-2024-006-BU

Project I-2025-001-OTH (IRB)

Project: I-2025-
Send EMail I:t : 1-2025-001
Start xForr mmittee: IRB
xForms (1) i ategory: Human Subjects Research

Department: Physical Therapy and Health Science
Agent Types:
Title: Test 13 Jan 7
IRB Approval Letter A copy of your approval letters should go the OSF
Language: privacy board.
IRB Exempt
Category:

1-2024-007-BU

My Docs & xForms
0 Attachments

13 xForms

IRB Main
Site Name:

IRB Name of
Funder:

Center 1 IL

IRB QA/QI Primary primary objective
I jective:

- IRB Type of Study: Biomedical

Help Test's Settings Sign oftf

Sponsor(s): Bradley University (Primary)
Sponsor Id:
Grants:

CRO:
Year: 2025
IRB Conditions for
Approval:
IRB Expedited Expedited Category 4: Collection of data through
Category: noninvasive procedures (not involving general
anesthesia or sedation) routinely employed in
clinical practice, excluding procedures involving x-
rays or microwaves.
IRB Name of ISU IRB
External IRB:
IRB Protocol
Involves Student
Researchers:
IRB Review Type: Expedited

OSP: Current and
Pendina:
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Bradley University IRB Application Instruction

5. This page should open the forms available to you for this protocol. Select IRB
Continuing review form.

BRADLEY
University
Start Form on Project-Site I-2025-001-OTH
Filter:

Select xForm to start
Action Form (Click to start)

=] IRB Adverse Event Form (Draft) IRB Adverse Event Form
(=] IRB Continuing Review Form ( If your protocol was approved with a continuing review
mandate, this form should be filled out before your protocol

expires (typically one year after the approval or by a date the
CUHSR specified).

“

Description

=) IRB Final Status and Protocol Closure Form (Draft) Submit this form within 30 days of the conclusion of your study

=] IRB Request for a Minor Change or Revision to a Current Study (Draft) IRB Request for a Minor Change or Revision to a Current Study

6. Complete the form. It should have all the basic project information on it already.

7. Submit the form. It will go through an approval process, and you should receive an
emailwhen itis approved. If the reviewer has questions or comments, they will
send the form back to you asking for more information. You will make the changes
and submit the form.
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Bradley University IRB Application Instruction

How to Submit a Notice of an Adverse Event Form:

1. Federal regulation requires that any Adverse Events associated with
participation in a research study be reported to the IRB. Submit this form no
later than 5 business days after an event orimmediately if a serious, life-
threatening event occurs.

2. The Office for Human Research Protections (OHRP) defines an Adverse Event
as: Any untoward or unfavorable medical occurrence in a human subject, including
any abnormal signs (for example, abnormal physical exam or laboratory finding),
symptom, or disease, temporally associated with the subject’s participation in the
research, whether or not considered related to the subject’s participation in the
research.

3. In addition, Bradley University defines Adverse Events that qualify as: Any
serious, unexpected, physical, psychological or social research-related event,
which is definitely, probably or possibly related to the study; where the risk is not
included, or exceeds the nature, severity, or frequency described in the protocol,
study consent form, Investigator’s Brochure or other study information previously
reviewed and approved by the IRB.

4. Logininto OneAegis
5. On the dashboard, find the protocol (project) that will report an adverse event and

click on that.
My Projects

== =0
il 14 13 1 a? 10 B 27
1 Projects IRB IRB QA/QI xForms Events
Export to Excel Start xForm
13
99999-0TH December 1 Test-BU December 1 Test-BU
New From PI New From PI New From PI
IRB test project Testing IRB December 1 Initiated Testing IRB December 1 Initiated
1-2024-001-BU 1-2024-003-BU 1-2024-004-BU
New From PI Exp 11/06/2025 New From PI Open Exp 12/04/2025
IRB test study
1-2024-005-BU 1-2024-008-BU 1-2024-009-Comm. Coll.
Open Exp Exempt Open Exp 1 ew From PI
IRB Test #5 Test Protocol Dec 16 TLE: Test number 9 IRB Application
1-2024-010-BU 1-2024-012-BU 1-2025-001-0OTH
Open Exp Exempt Open Open Exp 01/09/2026

Exp Exempt until 07/05/2025

Test After Flow Modification 12-30-24

Test number 10 Test 13 Jan 7
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Bradley University IRB Application Instruction

6. On the next form in the Left Menu Box, Click
BBRADLEY

University Project 1-2025-001-OTH (IRB)

Actions

Project: I- -
Send EMail I:t ; 1-2025-001
Start xForr mmittee: IRB
xForms (1) i ategory: Human Subjects Research

Department: Physical Therapy and Health Science
Agent Types:
Title: Test 13 Jan 7

IRB Approval Letter A copy of your approval letters should go the OSF
Language: privacy board.

Done

Recent Items
1-2025-001-OTH
1-2024-012-BU
1-2024-008-BU

IRB Exempt
1-2024-006-BU Category:
1-2024-007-BU
My Docs & xForms
0 Attachments
13 xForms IRB Main C Center 1 IL
Site Name:
IRB Name of
Funder:

IRB QA/QI Primary primary objective
i jective:

- IRB Type of Study: Biomedical

on Start xForm.

Help Test's Settings Sign oftf

Sponsor(s): Bradley University (Primary)
Sponsor Id:
Grants:

CRO:
Year: 2025
IRB Conditions for
Approval:
IRB Expedited Expedited Category 4: Collection of data through
Category: noninvasive procedures (not involving general
anesthesia or sedation) routinely employed in
clinical practice, excluding procedures involving x-
rays or microwaves.
IRB Name of ISU IRB
External IRB:
IRB Protocol
Involves Student
Researchers:
IRB Review Type: Expedited

OSP: Current and
Pendina:

7. This page should open the forms available to you for this protocol. Select IRB

Adverse Event Form.
BRADLEY

University
Start Form on Project-Site I-2025-001-OTH

Select xForm to start

Action Form (Click to start) M
=) IRB Adverse Event Form (Draft)
(=] IRB Continuing Review Form (Draft)
=] IRB Final Status and Protocol Closure Form (Draft)
(=] IRB Request for a Minor Change or Revision to a Current Study (Draft)
8.
9.

email when itis approved. If a serious event
to halt your data collection. If the reviewer h
send the form back to you asking for more in
and submit the form.

Filter:

Description
IRB Adverse Event Form

If your protocol was approved with a continuing review
mandate, this form should be filled out before your protocol
expires (typically one year after the approval or by a date the
CUHSR specified).

Submit this form within 30 days of the conclusion of your study

IRB Request for a Minor Change or Revision to a Current Study

Complete the form. It should have all the basic project information on it already.

Submit the form. It will go through an approval process, and you should receive an

has occurred, the IRB can require you
as questions or comments, they will
formation. You will make the changes
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Bradley University IRB Application Instruction

How to see where your protocol is in the review process.

1.

oy 1oo

PL Review

IRB QA/QI Initial Submission
1-2024-011-0TH

As of 04/04/2025

IRB Request for a Minor
Change or Revision to a
Current Study (Draft)
IRB test study

Staff Review
IRB Revision
1-2024-001-BU

As of 10/01/.

All My xForms

At the top in the status box mak
EBRADLEY &l

University =~ My Forms

Actions

Approval rrocessing
IRB Revision
1-2024-006-BU

As of 12/13/2024

IRB Request for a Minor
Change or Revision to a
Current Study (Draft)

Test 16 APRIL 4- Reliance Motor
control with TENS

Data Entry
1-2025-007-0SF
Researcher, Test
Started on 05/20/2025

e sure allis selected.

Go the bottom of the bubble dashboard and click All My xForms.

Starr keview
IRB Revision
1-2024-006-BU

As of 12/12/2024

IRB Request for a Minor
Change or Revision to a
Current Study (Draft)

Test 19 - MAY 2 JUMP TEST v2

Data Entry
1-2025-011-BU
Researcher, Test

Started on 05/09/2025

[@llFind Project (Ctri+Q) g
Help Test's Settings Sign off

Filter:

What's this?

Start xForm
Notifications View

'd with you as a user of OneAegis across the entire system.

Export
Show Complete

Done Action Form

Recent Items IRB Quality Assurance/
1-2025-018-BU Quality Improvement
1-2025-017-BU Application (Draft)
1-2025-013-BU -
1-2025-014-BU IRB Quallty Assurance/
1-2025-007-OSF Quality Improvement
1-2024-007-BU Application (Draft)
1-2025-008-BU v} IRB Initial Application

My Docs & xForms (Draft)
0 Attachments

47 xForms

This table shows xForms
Status: (p)| v

+ Identifier
TEST QAQI Researcher
Test - aj-gmail FM Kat DC
ajs, CUHSR Chair Karin
TEST 21 AJ Researcher
Test - QA QI JUNE 23

¢ Owner

Researcher, Test

1-2025-017-BU

Test 21 June 23-24 - Test
work FLOW Motor control
with TENS Study 3

IRB Initial Submission
1-2025-015-BU

IRB QA/QI Initial Submission

x

IRB Request for a Minor
Change or Revision to a
Current Study (Draft)
IRB Adverse Event Form
(Draft)

Test 16 APRIL 4- Reliance
Motor control with TENS

Test 19 - MAY 2 JUMP TEST IRB Adverse Event Notification IRB Chair/

v2

1-2025-007-0SF
Researcher, Test

1-2025-011-BU

+ Stage + As Of B
Faculty Advisor Wednesday at 4:36 PM ET
Review
(2nd time)

Staff Review Wednesday at 1:09 PM ET
(2nd time)
Post Chair/ Tuesday at 10:20 AM ET

Committee Member
Review Processing
(3rd time)

Data Entry 05/20/2025

05/16/2025
Committee Member

Across the top of the table, you will see stages as a heading. This is the stage that it

isin. If the stage is data entry that indicated that the form submitter as the

application.
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