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This PowerPoint will guid

e you through

how to submit a modification to finish

populating your shell
Endeavor. Shell protoco

orotocol in
s are studies

that were approvec

prior to

Implementation of Endeavor.




Key Resources

Endeavor IRB Canvas page (https://auburn.instructure.com/courses/1546588)

Auburn University IRB website (https://aub.ie/irb)
IRB Office: (334) 844-5966 or irbadmin@auburn.edu
IRB Chair: irbchair@auburn.edu



https://auburn.instructure.com/courses/1546588
https://aub.ie/irb
mailto:irbadmin@auburn.edu
mailto:irbchair@auburn.edu

This guidance is intended solely for studies
that were imported from SharePoint.

* “Shells” of all active exempt, expedited, and full board studies were imported from
SharePoint to Endeavor. These “legacy” studies contain some information previously
housed in SharePoint, but not all.

* During your first submission in Endeavor, you will need to finish populating your shell
studies in Endeavor by filling in any missing fields or information on your online
application that did not transfer from SharePoint to Endeavor.

* You will also need to upload all currently approved study materials to your shell study.
Please be aware that the only way to add or edit information in Endeavor isviaa
modification.




Determine if your study requires
Continuing Review (CR):

* Most minimalrisk studies approved under the Revised Common Rule do not require

continuing review.

* You will learn how to identify if your study requires a continuing review.




How can | tell if my study requires
continuing review?

* Your initial approval letter states whether your
study requires continuing review (i.e., anissued
expiration date that required you to submit a
renewal in the SharePoint system). This
expiration date should also be reflected in Entered IRB:  4/22/2024 2:08 PM
Endeavor in the ‘Approval end’ field in the study 1/2024
view, as well as the expiration date field in the

Initial approval: 5/1
Dashboard VieW. |r'||t|:;'-1| Eﬁe[:tl.lln"e | ."IEFI 07
P

Effective: “ If there is a date here,
Approval end: 3/23/202! your study requires

* Ifyou do not have an expiration date in your
approval letter or on your AU IRB approval e _
stamp, your protocol does not require Last updated: 7/29/2( D continuing review

continuing review.




Before getting started, determine which
option is needed for your first submission:

¢ Option A: Submit a modification only for completion of the shell protocol migration.

This option is appropriate if you are submitting a modification to finish populating your shell study. This will require you to simply
complete the new Endeavor SmartForms and upload your previously approved documents.

¢ Option B: Submit a modification for the completion of the shell protocol migration and to update the study procedures.

This option is appropriate if you are submitting a modification to finish populating your shell study, and you would like to make changes
to your study. During this process, you will also have the opportunity to update previously approved study procedures and/or study
documents. This will require you to upload your previously approved documents, as well as transfer your study information onto the
new Endeavor IRB protocol templates.

e Option C: Submit a modification and continuing review.

This option is appropriate if you are submitting a modification to finish populating your shell study, and your protocol requires a
continuing review. During this process, you will also have the opportunity to update previously approved study procedures and /or study
documents. This will require you to upload your previously approved documents, as well as transfer your study information onto the
new Endeavor IRB protocol templates. You will also complete the continuing review activity.

e Option D: Close your study.

This option is appropriate if you are ready to close your study.




How would you like to proceed?

* Click on the following Options to be taken to the relevant slides.
* QOption A
* Option B
tion

e OptionD




OPTION A: HOW TO SUBMIT A
MODIFICATION ONLY TO
COMPLETE SHELL PROTOCOL
MIGRATION




Getting Started

1. Navigate to the IRB
workspace.

2. Select‘Active’.

3. Open your study by
selecting the folder symbol
or the name of the study.

4.  ‘Filter by’ allows you to sort
your studies by PI first and
last name, expiration date,
etc. You can add more than
one filter by clicking on the
‘+ Add Filter’.
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Creating a Modification

1. Select Create 2. Select 3. Under Modification Scope 4. Click Save and
Modification/CR. Modification/Update. select both options. Continue.

You Are Here: E Auburn University Joint Health... > # _IRBSubmission

Modification / . . .
Continuing Review Creating New: IRB Submission (Gotoormsmeny @ Help

Modification / Continuing Review / Study Closure

* What is the purpose of this submission? @
(O Continuing Review

6 To change the Pl choose "Other parts of the study/site' scope
Modification scope:

T—— Study team member information
port oW ormaTon Other parts of the study Q Exit a Save | Continue e |




Discarding a Modification

Once you select Save or

= R validate &6 Compare _
You Are Here: jig| Aub

Continue, you will not be able to Modineation " ) e e
edit the purpose or scope of your SOTTna R Editing: MOD00000001 e e @
- . . y Last updated: 7/29/2024 11:53 PM
modification. If an incorrect Su Modification / Continuing Review / Study Closure 5 upaaied. |
response was ChOSGﬂ fOf elther Vodiication Detalls * What is the purpose of this submission? @
‘What is the purpose of this Contnuna Review Next Steps
submission?’ or ‘Modification ' 2 Continuing Reviow
Scope’ and the form has been © To change the P, cho Other parts of the st cope Edit Modification/CR
saved, then click Exit to leave the Modification scope:
submission Other pe Printer Version

Active Modification For This Study Modification Type

Select Discard from the left
menu bar. A new
Modification/CR request will
need to be created to continue
with the modification request. ¢ Add Comment
NOTE: If you have an open modification
request, the system will not allow you to

create another modification of the
same scope.

= Submit

@ Exit | B Save Continue @)

ncillary Rev




You Are Here: fig Auburn Un Joint Health... > gig Modi

Edltlng MOD 0 OO O 00 O ]. 4 Go to forms menu a Print » 9 Help

1. Complete the Modification Modification Information

Study enroliment status:

Summary. o subj ed to date
. Provide answers to all questions.

. In addition to completing the migration
of your study, you may also take this
opportunity to make planned
modification to your protocol, just be | o
sure to |d o ntlfy Wh at h an ge s are y will be notified to the Other attachments section of the
being made and Upload allthe * Summarize the modifications: @

appropriate documents. This modification is:

e (i.e., add a new

2. Select Save and then Continue.

. Onceyou click Continue, you will be

re-directed to the application to make © Exit R
edits.




Navigate the IRB Application

= [:h“, Validate ndIﬂl':-DlTIZ-EF-'E

1. The page navigator is located on the left side s S nversiy Jont Healh.
of the screen. It consists of SmartForms and —
allows the user to switch between the main
pages of the IRB application. The page + Tile of study:
currently being viewed will be shown Auburm Eniversiy Joit Healf Stucy
highlighted in orange. -

Basic Study Information e

* Short title: @

2.  IMPORTANT: During your first submission, Aubun Uniwersty Jont Healn Sy
you will need to go through every page of the * Brief description: @
application and fill in all missing data. The e AT
best approach is to navigate the application in
the order itis presented and click Save and

is this? @

then Continue at the bottom of each page. e




Completing Migration to
= I N Endeavor with No Study

Basic Study

Information C h a n ge S

1. All questions marked with a red asterisk (*) require a response.

2.  ‘Shell’ study information was migrated from SharePoint, including:
. Study ID
. Title of Study
. Short Title
. Reviewing IRB information
. Name of the Principal Investigator (PI) (NOTE: If the Pl was a student, the Faculty
Advisor was transferred to Pl status to be in-line with the PI Eligibility State ment)

3. Action items:

. Ensure all information is accurate.

. Attach your IRB-approved and stamped protocol packet in the Basic Study
Information SmartForm when prompted (8. “Attach the protocol).

. Update any information that is incorrect or missing, including funding sources,
local study team members (key study personnel), and research locations.

. If you are not making changes to your study, you do not need to upload individual

documents under Local Site Documents at this time, as long as they are
included in the IRB-approved and stamped protocol packet that you upload.



«
You Are Here: fig/Auburn University Joint Health

Editing: IRB00000411

Study Funding .
Sources Study Fundlng Sources @

Identify each organization supplying funding for the study:

ng ID Grants Office ID  Attac

Add Funding Source

2]

* Funding organization: @
Natio

opment Institute

H)

iving, and Rehabilitation Research-NIDIL

Document History

Required OK and Add Another

Add any study funding sources. To do this, click on the +Add
tab.

This will bring up a pop-up window. You can then begin typing
the funding organization and a list of pre-populated sources
will generate. Select your funding source from the list.

NOTE: When searching for a funding organization, use the
‘%’ symbol to aid in searching. For example, if you are looking
for NIH, it will not populate if you just search ‘nih’, but if you
search %nih% you will get all entries with the ‘nih’, regardless
of where it falls in the entry. If your funding source is not
listed, please complete a support ticket at

https://aub.ie/endeavorsupport.

Attach a copy of the grant or contract by clicking +Add.



https://aub.ie/endeavorsupport

&8 compare «
You Are Here: gAuburm University Joint Health

Editing: IRBO0000411

Local Study Team Members

Local Study Te ' . ) . . .
M‘;ﬁ:be,: U0 Identify each additional person involved in the design, conduct, or reporting of the

research: @

Name Roles }

Add Study Team Member

External team member infon * Study team member: @

* |s the team member involved in the consent process?
O Yes O No

* Does the team member have a financial interest related to this research? @

ear

OK and Add Another

Submit a Document

If not pro he name of the file will b
File:

Show Advanced Options

* Required

Add your key study personnel to the Local Study
Team Members SmartForm.

Begin typing the name of the AU affiliated
personnel. A list of names will populate. NOTE:
This listis populated from an HR feed. It includes
only personnel who are employed by AU. For all
others (e.g., undergraduate research assistants,
some categories of staff, etc.) it will be necessary
to requestthey be added to the system. To
request access for an individual, please complete
a support ticket at

https://aub.ie/endeavorsupport.
Click OK or OK and Add Another or Cancel.

If you have External Collaborators, click on +Add
under External Team Member Information.

In the Title field, type in the external team
member’s name.

For File, upload a single documents with training
certificates and information about the team
member’s affiliation, degree(s), and role(s) in the
research project. Click OK, Ok and Add Another,
or Cancel.



https://aub.ie/endeavorsupport

= [ validate 818 Compare

Joint Health

Editing: IRB00000411

4 Go to forms menu a Print » e Help

Study Scope e

* Does the study specify the use of an approved drug or biologic, use an unapproved
drug or biologic, or use a food or dietary supplement to diagnose, cure, treat, or
mitigate a disease or condition? @

O Yes @ Nc ar

* Does the study evaluate the safety or effectiveness of a device or use a humanitarian
use device (HUD)?
O Yes @ Nc ar

* Will the study require a Certificate of Confidentiality (CoC) issued by the NIH? @
ar

ial? @

= [ validate &8 Compare .
You Are Here: Jig Auburn Uniy Joint Health..

Edltlng IRBO 0000411 4 Go to forms menu B Print w 9 Help

Local Research Locations e

Identify research locations where research activities will be conducted or overseen by
the local inys e

Local Research

Phone Email
Locations one mail

Answer the Study Scope questions. Add any drugs or devices used
in the research.

Add all of the locations where research activities occur. Select
+Add.

You will be able to type in a location and a pre-populated list will
generate. If you have trouble finding your location, try putting ‘%’
around the word. For example %thach% will bring up all entries
with ‘Thach’in the name.

If you cannot find your location, you can complete the formto add
the location. Click OK, Ok and Add Another, or Cancel.

Add Research Location

Add Research Location Information

Select the research location:

its information here

tion name

Address line 2




You Are Here: Jig/Auburn Uni Joint Health .

Editing: IRBO0000411

Local Site Documents e

Consent forms: (include an HHS-a

Local Site Recruitment materials: (add all material to
Documents
+ Add
Tt
Other attachments: @
+ Add

4 Go to forms menu B Print ¥

Document History

@ Help

If you uploaded your most recent IRB-approved protocol
packet that includes all elements of your protocol (i.e., the
protocol review form, informed consent documents,
recruitment materials, data collection forms, etc.), and you
are not making study changes, you do not need to upload
any additional materials here.

If your study requires continuing review, you will need to
eventually convert all your study materials to Endeavor
templates at the first CR submission. Please click here for
detailed instructions.

Click Continue.




Last updated: 7/30/2024 1:32 PM

Next Steps

You Are Here: gglAuburn University Joint Health

Editing: IRB00000411

Final Page o
You have reached the end of the IRB submissicn form. Read the next steps carefully:

Click Finish to
Important! To send the submission for review, click Submit on the next page

You must click Submit in the left menu bar on the following page to submit your protocol. Your protocol is
not submitted until the workflow indicates that it is in Pre-Review.

€) Exit B Save

MODO00000002: Modification / Update #2 for Study
Auburn University Joint Health Study

Princira!investigator: Jennifer Robinson IRB office: IRB 1
Sy’ he: Modification / Update IRB coordinator:
Regulatory authority: 2018 Requirements

Clarification Clarification
Requested Requested

History Contacts Documents 1 Related RNIs

Filter bye Activity ¥ | Enterte

Activity Author = Activity Date

=< Minor Version Incremented Robinson, Jennifer 7/30/2024 1:31 PM

You will then be presented with a Final
Page screen.

Click Finish to be routed back to the
study view. NOTE: CLICKING FINISH

DOES NOT SUBMIT YOUR REQUEST.

When you are routed back to the study
screen, you will now see a workflow
diagram. Your protocols place within
the workflow is indicated by a solid
orange fill. Pre-Submission means that
it has not been submitted to the AU IRB.




MODO00000002: Modification / Update #2 for Study
2r2en - Auburn Unlversuy Joint Health Study

Principal investigator: IRB ffice: IRB 1
Next Steps Sul bmlssl typ pdate IRB coordinator:

Primary contact: Regul It ory al th rity: 2018 Requirements
Edit Modification/CR

Submit

By clicking “OK" below you erifying that:
= You havi EONB ed the financial interest statu: 3( "yes" or "no") of each re QSE‘B Ch Slaﬁ'
h res h rch.

= You have obtai dlheagreemel of eac rch staff to h lh \ eart
= You Wl|| ondu tth Human Research in accordancewnh t n the HRP103 Investigator Man

MODO00000002: Modification / Update #2 for Study
ome Auburn University Joint Health Study

Principal investigator: Jenp IRB office: IRB 1

Submission type: Mol IRB coordinator:
Next Steps Primary contact:

View Modification/CR
Reviews

Regulatory authority: 2018 Requirements

You will need to click Submit in the left menu bar to
submit your request.

You must agree to the assurances to complete the
Submit activity.

Your request is not submitted until you see the
workflow bubble move to Pre-Review.

Congratulations! You have submitted your request.
If you need to withdraw your request, you can use
the Withdraw function in the left menu.
Withdrawing will allow you to make changes and re-
submit. Discarding will delete the submission.




OPTION B: HOW TO SUBMIT A

MODIFICATION TO COMPLETE

SHELL PROTOCOL MIGRATION
AND UPDATE YOUR STUDY




Completing Migration to Endeavor WITH
Study Changes

* During your initial submission, you may choose to complete the shell protocol

migration and update or revise your approved protocol. To complete these activities,

you will need to:

Copy and paste all your study information into Endeavor templates. No SharePoint forms will
be accepted after August 1, 2024.

Upload your previously approved, most recent IRB documents under Local Site Documents 2>
Other Attachments.




Getting Started

1. Navigate to the IRB
workspace.

2. Select‘Active’.

3. Open your study by
selecting the folder symbol
or the name of the study.

4.  ‘Filter by’ allows you to sort
your studies by PI first and
last name, expiration date,
etc. You can add more than
one filter by clicking on the
‘+ Add Filter’.

Dashboard

Submissions

Create New Study
Report New Info

Meetings

IRB

In-Review

Filter by ©

Reports

Active
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Help Center

Search 0

External [RB Rely

B + Add Filter

PIFirst PlLast
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Modified State
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Expiration
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Creating a Modification

1. Select Create 2. Select 3. Under Modification Scope 4. Click Save and
Modification/CR. Modification/Update. select both options. Continue.

You Are Here: E Auburn University Joint Health... > # _IRBSubmission

Modification / . . .
Continuing Review Creating New: IRB Submission (Gotoormsmeny @ Help

Modification / Continuing Review / Study Closure

* What is the purpose of this submission? @
(O Continuing Review

6 To change the Pl choose "Other parts of the study/site' scope
Modification scope:

T—— Study team member information
port oW ormaTon Other parts of the study Q Exit a Save | Continue e |




Discarding a Modification

Once you select Save or

= R validate &6 Compare _
You Are Here: jig| Aub

Continue, you will not be able to Modineation " ) e e
edit the purpose or scope of your SOTTna R Editing: MOD00000001 e e @
- . . y Last updated: 7/29/2024 11:53 PM
modification. If an incorrect Su Modification / Continuing Review / Study Closure 5 upaaied. |
response was ChOSGﬂ fOf elther Vodiication Detalls * What is the purpose of this submission? @
‘What is the purpose of this Contnuna Review Next Steps
submission?’ or ‘Modification ' 2 Continuing Reviow
Scope’ and the form has been © To change the P, cho Other parts of the st cope Edit Modification/CR
saved, then click Exit to leave the Modification scope:
submission Other pe Printer Version

Active Modification For This Study Modification Type

Select Discard from the left
menu bar. A new
Modification/CR request will
need to be created to continue
with the modification request. ¢ Add Comment
NOTE: If you have an open modification
request, the system will not allow you to

create another modification of the
same scope.

= Submit

@ Exit | B Save Continue @)

ncillary Rev




You Are Here: fig Auburn Un Joint Health... > gig Modi

Edltlng MOD 0 OO O 00 O ]. 4 Go to forms menu a Print » 9 Help

1. Complete the Modification Modification Information

Study enroliment status:

Summary. o subj ed to date
. Provide answers to all questions.

. In addition to completing the migration
of your study, you may also take this
opportunity to make planned
modification to your protocol, just be | o
sure to |d o ntlfy Wh at h an ge s are y will be notified to the Other attachments section of the
being made and Upload allthe * Summarize the modifications: @

appropriate documents. This modification is:

e (i.e., add a new

2. Select Save and then Continue.

. Onceyou click Continue, you will be

re-directed to the application to make © Exit R
edits.




Navigate the IRB Application

= [:h“, Validate ndIﬂl':-DlTIZ-EF-'E

1. The page navigator is located on the left side s S nversiy Jont Healh.
of the screen. It consists of SmartForms and —
allows the user to switch between the main
pages of the IRB application. The page + Tile of study:
currently being viewed will be shown Auburm Eniversiy Joit Healf Stucy
highlighted in orange. -

Basic Study Information e

* Short title: @

2.  IMPORTANT: During your first submission, Aubun Uniwersty Jont Healn Sy
you will need to go through every page of the * Brief description: @
application and fill in all missing data. The e AT
best approach is to navigate the application in
the order itis presented and click Save and

is this? @

then Continue at the bottom of each page. e




Completing Migration to
2z | Endeavor with No Study

Basic Stud
Infﬂrmatiﬂr? C h a n ge S

All questions marked with a red asterisk () require a response.

2. ‘Shell’ study information was migrated from SharePoint, including:

. Study ID

. Title of Study

. Short Title

. Reviewing IRB information

. Name of the Principal Investigator (Pl) (NOTE: If the Pl was a student, the Faculty

Advisor was transferred to Pl status to be in-line with the PI Eligibility Statement)

3. Actionitems:

. Ensure all information is accurate.

. Transfer all your currently approved study documents onto Endeavortemplates.
This includes the protocol template, informed consent document(s), recruitment
materials, etc. These documents must be in Microsoft Word format. Use Track
Changes to show revisions to original study materials. The AU IRB will only
accept Endeavor templates beginning August 1, 2024.

. Update any information thatis incorrect or missing, including basic information,
funding sources, local study team members (key study personnel), and research
locations.

. Be sure to attach your IRB-approved and stamped protocol packetunder Local

Site Documents = Other Attachments.



https://support.microsoft.com/en-us/office/track-changes-in-word-197ba630-0f5f-4a8e-9a77-3712475e806a
https://support.microsoft.com/en-us/office/track-changes-in-word-197ba630-0f5f-4a8e-9a77-3712475e806a

Protocol Templates

You will be asked to upload a protocol in the Basic Study Information SmartForm.

There are two primary research protocol templates:
* HRP-503-TEMPLATE - Protocol: Use this template for expedited and full-board studies
* HRP-503a-TEMPLATE - Exempt Protocol: Use this template for exempt studies

Transfer your IRB-approved protocol information into the Microsoft Word template
most applicable to your study. Once you have completed the transfer, turn on Track
Changes and add missing information, update relevant sections with revisions, etc.

Be sure to upload the Microsoft Word version of the template. NOTE: Do not convert it
to a PDF.



https://support.microsoft.com/en-us/office/track-changes-in-word-197ba630-0f5f-4a8e-9a77-3712475e806a
https://support.microsoft.com/en-us/office/track-changes-in-word-197ba630-0f5f-4a8e-9a77-3712475e806a

«
You Are Here: fig/Auburn University Joint Health

Editing: IRB00000411

Study Funding .
Sources Study Fundlng Sources @

Identify each organization supplying funding for the study:

ng ID Grants Office ID  Attac

Add Funding Source

2]

* Funding organization: @
Natio

opment Institute

H)

iving, and Rehabilitation Research-NIDIL

Document History

Required OK and Add Another

Add any study funding sources. To do this, click on the +Add
tab.

This will bring up a pop-up window. You can then begin typing
the funding organization and a list of pre-populated sources
will generate. Select your funding source from the list.

NOTE: When searching for a funding organization, use the
‘%’ symbol to aid in searching. For example, if you are looking
for NIH, it will not populate if you just search ‘nih’, but if you
search %nih% you will get all entries with the ‘nih’, regardless
of where it falls in the entry. If your funding source is not
listed, please complete a support ticket at

https://aub.ie/endeavorsupport.

Attach a copy of the grant or contract by clicking +Add.



https://aub.ie/endeavorsupport
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Local Study Team Members

Local Study Te ' . ) . . .
M‘;ﬁ:be,: U0 Identify each additional person involved in the design, conduct, or reporting of the

research: @

Name Roles }

Add Study Team Member

External team member infon * Study team member: @

* |s the team member involved in the consent process?
O Yes O No

* Does the team member have a financial interest related to this research? @

ear

OK and Add Another

Submit a Document

If not pro he name of the file will b
File:

Show Advanced Options

* Required

Add your key study personnel to the Local Study
Team Members SmartForm.

Begin typing the name of the AU affiliated
personnel. A list of names will populate. NOTE:
This listis populated from an HR feed. It includes
only personnel who are employed by AU. For all
others (e.g., undergraduate research assistants,
some categories of staff, etc.) it will be necessary
to requestthey be added to the system. To
request access for an individual, please complete
a support ticket at

https://aub.ie/endeavorsupport.
Click OK or OK and Add Another or Cancel.

If you have External Collaborators, click on +Add
under External Team Member Information.

In the Title field, type in the external team
member’s name.

For File, upload a single documents with training
certificates and information about the team
member’s affiliation, degree(s), and role(s) in the
research project. Click OK, Ok and Add Another,
or Cancel.



https://aub.ie/endeavorsupport
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Study Scope e

* Does the study specify the use of an approved drug or biologic, use an unapproved
drug or biologic, or use a food or dietary supplement to diagnose, cure, treat, or
mitigate a disease or condition? @

O Yes @ Nc ar

* Does the study evaluate the safety or effectiveness of a device or use a humanitarian
use device (HUD)?
O Yes @ Nc ar

* Will the study require a Certificate of Confidentiality (CoC) issued by the NIH? @
ar

ial? @

= [ validate &8 Compare .
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Local Research Locations e

Identify research locations where research activities will be conducted or overseen by
the local inys e

Local Research

Phone Email
Locations one mail

Answer the Study Scope questions. Add any drugs or devices used
in the research.

Add all of the locations where research activities occur. Select
+Add.

You will be able to type in a location and a pre-populated list will
generate. If you have trouble finding your location, try putting ‘%’
around the word. For example %thach% will bring up all entries
with ‘Thach’in the name.

If you cannot find your location, you can complete the formto add
the location. Click OK, Ok and Add Another, or Cancel.

Add Research Location

Add Research Location Information

Select the research location:

its information here

tion name

Address line 2




You Are Here: gg

Editing: IRBO0000411

1.0cal Site Documents e

Consent forms: (include an HHS-:

Local Site Recruitment materials: (z
Documents
+ Add

Other attachments: @
+ Add

Document History

enu a Print ¥

© Help

You will need to transfer all of your currently approved IRB documents onto Endeavor
templates. Once you have transferred your currently approved information, turn on
Track Changes in Microsoft Word, add any missing information, and modify the
materials as you wish.

In the Local Site Documents SmartForm, upload your Endeavor consent documents

under Consent Forms. There are several consent/assent templates available.
. HRP-502 - TEMPLATE - Consent Document

. HRP-502a - TEMPLATE - SBS Consent Document

. HRP-576 - TEMPLATE - Audio, Video, Photo Release

. HRP-578 - TEMPLATE - Minor Assent

. HRP-579 - TEMPLATE - Minor Assent Script

. HRP-580 - TEMPLATE - Parental Permission

. HRP-581-TEMPLATE - Information Letter

. HRP-582 - TEMPLATE - Informed Consent Script

Upload any recruitment materials in section 2. Pleaserefer to HRP-334 -
WORKSHEET - Recruitment Materials for additional information.

Upload any other attachments in Section 3. Examples of Other Attachments

include:
Data collection instruments
Letters of support/permission
Debriefing forms
Vendor vetting documentation
Scripts
Data use agreements
Conflict of Interest (COIl) management plans
Referral lists
Emergency Action Plans (EAPs)
Data Safety Monitoring Board (DSMB) plans
Data security plans
Recruitment materials (i.e., flyers, social media posts, etc.)
Additionaltraining certificates that are external to CITI (i.e., phlebotomy certificates, youth
protection training, etc.)
Clinicaltrial registration confirmation
Relevant appendices (i.e., mental health safety plan, MRl appendix (HRP-901), anonymous data
collection assurance (HRP-902), etc.)

g
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Next Steps

You Are Here: gglAuburn University Joint Health

Editing: IRB00000411

Final Page o
You have reached the end of the IRB submissicn form. Read the next steps carefully:

Click Finish to
Important! To send the submission for review, click Submit on the next page

You must click Submit in the left menu bar on the following page to submit your protocol. Your protocol is
not submitted until the workflow indicates that it is in Pre-Review.

€) Exit B Save

MODO00000002: Modification / Update #2 for Study
Auburn University Joint Health Study

Princira!investigator: Jennifer Robinson IRB office: IRB 1
Sy’ he: Modification / Update IRB coordinator:
Regulatory authority: 2018 Requirements

Clarification Clarification
Requested Requested

History Contacts Documents 1 Related RNIs

Filter bye Activity ¥ | Enterte

Activity Author = Activity Date

=< Minor Version Incremented Robinson, Jennifer 7/30/2024 1:31 PM

You will then be presented with a Final
Page screen.

Click Finish to be routed back to the
study view. NOTE: CLICKING FINISH

DOES NOT SUBMIT YOUR REQUEST.

When you are routed back to the study
screen, you will now see a workflow
diagram. Your protocols place within
the workflow is indicated by a solid
orange fill. Pre-Submission means that
it has not been submitted to the AU IRB.




MODO00000002: Modification / Update #2 for Study
2r2en - Auburn Unlversuy Joint Health Study

Principal investigator: IRB ffice: IRB 1
Next Steps Sul bmlssl typ pdate IRB coordinator:

Primary contact: Regul It ory al th rity: 2018 Requirements
Edit Modification/CR

Submit

By clicking “OK" below you erifying that:
= You havi EONB ed the financial interest statu: 3( "yes" or "no") of each re QSE‘B Ch Slaﬁ'
h res h rch.

= You have obtai dlheagreemel of eac rch staff to h lh \ eart
= You Wl|| ondu tth Human Research in accordancewnh t n the HRP103 Investigator Man

MODO00000002: Modification / Update #2 for Study
ome Auburn University Joint Health Study

Principal investigator: Jenp IRB office: IRB 1

Submission type: Mol IRB coordinator:
Next Steps Primary contact:

View Modification/CR
Reviews

Regulatory authority: 2018 Requirements

You will need to click Submit in the left menu bar to
submit your request.

You must agree to the assurances to complete the
Submit activity.

Your request is not submitted until you see the
workflow bubble move to Pre-Review.

Congratulations! You have submitted your request.
If you need to withdraw your request, you can use
the Withdraw function in the left menu.
Withdrawing will allow you to make changes and re-
submit. Discarding will delete the submission.




OPTION C: HOW TO SUBMIT A
MODIFICATION TO COMPLETE
SHELL PROTOCOL MIGRATION
AND REQUEST CONTINUING
REVIEW




Completing Migration to Endeavor and
Continuing Review Activity

* During your initial submission, you may choose to complete the shell protocol

migration and request continuing review. This only applies to studies in which an

expiration date is assigned at approval. To complete these activities, you will need to:

Complete the Continuing Review (CR) request.

Copy and paste all your study information into Endeavor templates. No SharePoint forms will
be accepted after August 1, 2024.

Upload your previously approved, most recent IRB documents under Local Site Documents 2>
Other Attachments.




Getting Started

1. Navigate to the IRB
workspace.

2. Select‘Active’.

3. Open your study by
selecting the folder symbol
or the name of the study.

4.  ‘Filter by’ allows you to sort
your studies by PI first and
last name, expiration date,
etc. You can add more than
one filter by clicking on the
‘+ Add Filter’.

Dashboard

Submissions

Create New Study
Report New Info

Meetings

IRB

In-Review

Filter by ©

Reports

Active

ID

Library

Help Center

Search 0

External [RB Rely

B + Add Filter

PIFirst PlLast
Name Name

Coordinator
Last Name

Coordinator
First Name

v Date

Modified State

Approved.Jennifer Robinsan

o

Expiration
Date




Creating a Modification & Continuing
Review (CR)

1. Select Create 2. Select Modification and 3. Under Modification Scope 4. Click Save and
Modification/CR. Continuing Review. select both options. Continue.

= «

You Are Here: jJig) Auburn University Joint Health... > :§ _IRBSubmission

Creating New: IRB Submission

Modification /
Continuing Review

Modification / Continuing Review / Study Closure

* What is the purpose of this submission? @
O cContinuing Review
O Modification / Update

@ Modification and Continuing Review
Clear

o To change the PI, choose 'Other parts of the study/site' scope
Modification scope:

Study team member information

Other parts of the study

Report New Information .
B Save | Continue @ |




Discarding a Modification & CR

Once you select Save or

= R validate &6 Compare _
You Are Here: jig| Aub

Continue, you will not be able to Modineation " ) e e
edit the purpose or scope of your SOTTna R Editing: MOD00000001 e e @
- . . y Last updated: 7/29/2024 11:53 PM
modification. If an incorrect Su Modification / Continuing Review / Study Closure 5 upaaied. |
response was ChOSGﬂ fOf elther Vodiication Detalls * What is the purpose of this submission? @
‘What is the purpose of this Contnuna Review Next Steps
submission?’ or ‘Modification ' 2 Continuing Reviow
Scope’ and the form has been © To change the P, cho Other parts of the st cope Edit Modification/CR
saved, then click Exit to leave the Modification scope:
submission Other pe Printer Version

Active Modification For This Study Modification Type

Select Discard from the left
menu bar. A new
Modification/CR request will
need to be created to continue
with the modification request. ¢ Add Comment
NOTE: If you have an open modification
request, the system will not allow you to

create another modification of the
same scope.

= Submit

@ Exit | B Save Continue @)

ncillary Rev




Complete the Continuing Review activity. The information requested on the CR
SmartForm is nearly identical to what was requested on the old renewal forms. Read
carefully over Question 4 and select only the response(s) that apply. If none apply, do not
check any boxes.

E-“,/ Validate AIACompare
You Are Here: Jigl Auburn University Joint Health... > jigl Modification and Continuing Re...

Modifica

Continui J Ed]_t]_ng MODCRDOOOOOOI

Continuing Review
/ Study Closure

Information Continuing Review / Study Closure Information

* Specify enrollment totals at this investigator's sites: @

Modification Details |

* Specify enrollment totals at this investigator's sites since last approval:

* Specify enrollment totals study-wide: @

Research milestones: (select all that apply) @
Study is permanently closed to enroliment OR was never open for enroliment
All subjects have completed all study-related interventions OR not applicable (e.g. study did not include interventions, no subjects were enrolled)

Collection of private identifiable information is complete OR not applicable (no subjects were enrolled)

Remaining study activities are limited to data analysis

O
O
O Analysis of private identifiable information is complete OR not applicable (no subjects were enrolled)
O
O

Study remains active only for long-term follow-up of subjects

o Important! If the first four research milestones above are complete, the study will be closed to discontinue IRB oversight.




You Are Here: fig Auburn Un Joint Health... > gig Modi

Edltlng MOD 0 OO O 00 O ]. 4 Go to forms menu a Print » 9 Help

1. Complete the Modification Modification Information

Study enroliment status:

Summary. o subj ed to date
. Provide answers to all questions.

. In addition to completing the migration
of your study, you may also take this
opportunity to make planned
modification to your protocol, just be | o
sure to |d o ntlfy Wh at h an ge s are y will be notified to the Other attachments section of the
being made and Upload allthe * Summarize the modifications: @

appropriate documents. This modification is:

e (i.e., add a new

2. Select Save and then Continue.

. Onceyou click Continue, you will be

re-directed to the application to make © Exit R
edits.




Navigate the IRB Application

= [:h“, Validate ndIﬂl':-DlTIZ-EF-'E

1. The page navigator is located on the left side s S nversiy Jont Healh.
of the screen. It consists of SmartForms and —
allows the user to switch between the main
pages of the IRB application. The page + Tile of study:
currently being viewed will be shown Auburm Eniversiy Joit Healf Stucy
highlighted in orange. -

Basic Study Information e

* Short title: @

2.  IMPORTANT: During your first submission, Aubun Uniwersty Jont Healn Sy
you will need to go through every page of the * Brief description: @
application and fill in all missing data. The e AT
best approach is to navigate the application in
the order itis presented and click Save and

is this? @

then Continue at the bottom of each page. e




Completing Migration to
2z | Endeavor with No Study

Basic Stud
Infﬂrmatiﬂr? C h a n ge S

All questions marked with a red asterisk () require a response.

2. ‘Shell’ study information was migrated from SharePoint, including:

. Study ID

. Title of Study

. Short Title

. Reviewing IRB information

. Name of the Principal Investigator (Pl) (NOTE: If the Pl was a student, the Faculty

Advisor was transferred to Pl status to be in-line with the PI Eligibility Statement)

3. Actionitems:

. Ensure all information is accurate.

. Transfer all your currently approved study documents onto Endeavortemplates.
This includes the protocol template, informed consent document(s), recruitment
materials, etc. These documents must be in Microsoft Word format. Use Track
Changes to show revisions to original study materials. The AU IRB will only
accept Endeavor templates beginning August 1, 2024.

. Update any information thatis incorrect or missing, including basic information,
funding sources, local study team members (key study personnel), and research
locations.

. Be sure to attach your IRB-approved and stamped protocol packetunder Local

Site Documents = Other Attachments.



https://support.microsoft.com/en-us/office/track-changes-in-word-197ba630-0f5f-4a8e-9a77-3712475e806a
https://support.microsoft.com/en-us/office/track-changes-in-word-197ba630-0f5f-4a8e-9a77-3712475e806a

Protocol Templates

You will be asked to upload a protocol in the Basic Study Information SmartForm.

There are two primary research protocol templates:
* HRP-503-TEMPLATE - Protocol: Use this template for expedited and full-board studies
* HRP-503a-TEMPLATE - Exempt Protocol: Use this template for exempt studies

Transfer your IRB-approved protocol information into the Microsoft Word template
most applicable to your study. Once you have completed the transfer, turn on Track
Changes and add missing information, update relevant sections with revisions, etc.

Be sure to upload the Microsoft Word version of the template. NOTE: Do not convert it
to a PDF.



https://support.microsoft.com/en-us/office/track-changes-in-word-197ba630-0f5f-4a8e-9a77-3712475e806a
https://support.microsoft.com/en-us/office/track-changes-in-word-197ba630-0f5f-4a8e-9a77-3712475e806a

«
You Are Here: fig/Auburn University Joint Health

Editing: IRB00000411

Study Funding .
Sources Study Fundlng Sources @

Identify each organization supplying funding for the study:

ng ID Grants Office ID  Attac

Add Funding Source

2]

* Funding organization: @
Natio

opment Institute

H)

iving, and Rehabilitation Research-NIDIL

Document History

Required OK and Add Another

Add any study funding sources. To do this, click on the +Add
tab.

This will bring up a pop-up window. You can then begin typing
the funding organization and a list of pre-populated sources
will generate. Select your funding source from the list.

NOTE: When searching for a funding organization, use the
‘%’ symbol to aid in searching. For example, if you are looking
for NIH, it will not populate if you just search ‘nih’, but if you
search %nih% you will get all entries with the ‘nih’, regardless
of where it falls in the entry. If your funding source is not
listed, please complete a support ticket at

https://aub.ie/endeavorsupport.

Attach a copy of the grant or contract by clicking +Add.



https://aub.ie/endeavorsupport

&8 compare «
You Are Here: gAuburm University Joint Health

Editing: IRBO0000411

Local Study Team Members

Local Study Te ' . ) . . .
M‘;ﬁ:be,: U0 Identify each additional person involved in the design, conduct, or reporting of the

research: @

Name Roles }

Add Study Team Member

External team member infon * Study team member: @

* |s the team member involved in the consent process?
O Yes O No

* Does the team member have a financial interest related to this research? @

ear

OK and Add Another

Submit a Document

If not pro he name of the file will b
File:

Show Advanced Options

* Required

Add your key study personnel to the Local Study
Team Members SmartForm.

Begin typing the name of the AU affiliated
personnel. A list of names will populate. NOTE:
This listis populated from an HR feed. It includes
only personnel who are employed by AU. For all
others (e.g., undergraduate research assistants,
some categories of staff, etc.) it will be necessary
to requestthey be added to the system. To
request access for an individual, please complete
a support ticket at

https://aub.ie/endeavorsupport.
Click OK or OK and Add Another or Cancel.

If you have External Collaborators, click on +Add
under External Team Member Information.

In the Title field, type in the external team
member’s name.

For File, upload a single documents with training
certificates and information about the team
member’s affiliation, degree(s), and role(s) in the
research project. Click OK, Ok and Add Another,
or Cancel.



https://aub.ie/endeavorsupport

= [ validate 818 Compare

Joint Health

Editing: IRB00000411

4 Go to forms menu a Print » e Help

Study Scope e

* Does the study specify the use of an approved drug or biologic, use an unapproved
drug or biologic, or use a food or dietary supplement to diagnose, cure, treat, or
mitigate a disease or condition? @

O Yes @ Nc ar

* Does the study evaluate the safety or effectiveness of a device or use a humanitarian
use device (HUD)?
O Yes @ Nc ar

* Will the study require a Certificate of Confidentiality (CoC) issued by the NIH? @
ar

ial? @

= [ validate &8 Compare .
You Are Here: Jig Auburn Uniy Joint Health..

Edltlng IRBO 0000411 4 Go to forms menu B Print w 9 Help

Local Research Locations e

Identify research locations where research activities will be conducted or overseen by
the local inys e

Local Research

Phone Email
Locations one mail

Answer the Study Scope questions. Add any drugs or devices used
in the research.

Add all of the locations where research activities occur. Select
+Add.

You will be able to type in a location and a pre-populated list will
generate. If you have trouble finding your location, try putting ‘%’
around the word. For example %thach% will bring up all entries
with ‘Thach’in the name.

If you cannot find your location, you can complete the formto add
the location. Click OK, Ok and Add Another, or Cancel.

Add Research Location

Add Research Location Information

Select the research location:

its information here

tion name

Address line 2




You Are Here: gg

Editing: IRBO0000411

1.0cal Site Documents e

Consent forms: (include an HHS-:

Local Site Recruitment materials: (z
Documents
+ Add

Other attachments: @
+ Add

Document History

enu a Print ¥

© Help

You will need to transfer all of your currently approved IRB documents onto Endeavor
templates. Once you have copied and pasted all your currently approved information,
turn on Track Changes in Microsoft Word, add any missing information, and modify
the materials as you wish.

In the Local Site Documents SmartForm, upload your Endeavor consent documents

under Consent Forms. There are several consent/assent templates available.
. HRP-502 - TEMPLATE - Consent Document

. HRP-502a - TEMPLATE - SBS Consent Document

. HRP-576 - TEMPLATE - Audio, Video, Photo Release

. HRP-578 - TEMPLATE - Minor Assent

. HRP-579 - TEMPLATE - Minor Assent Script

. HRP-580 - TEMPLATE - Parental Permission

. HRP-581-TEMPLATE - Information Letter

. HRP-582 - TEMPLATE - Informed Consent Script

Upload any recruitment materials in section 2. Pleaserefer to HRP-334 -
WORKSHEET - Recruitment Materials for additional information.

Upload any other attachments in Section 3. Examples of Other Attachments

include:
Data collection instruments
Letters of support/permission
Debriefing forms
Vendor vetting documentation
Scripts
Data use agreements
Conflict of Interest (COIl) management plans
Referral lists
Emergency Action Plans (EAPs)
Data Safety Monitoring Board (DSMB) plans
Data security plans
Recruitment materials (i.e., flyers, social media posts, etc.)
Additionaltraining certificates that are external to CITI (i.e., phlebotomy certificates, youth
protection training, etc.)
Clinicaltrial registration confirmation
Relevant appendices (i.e., mental health safety plan, MRl appendix (HRP-901), anonymous data
collection assurance (HRP-902), etc.)

g
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Next Steps

You Are Here: gglAuburn University Joint Health

Editing: IRB00000411

Final Page o
You have reached the end of the IRB submissicn form. Read the next steps carefully:

Click Finish to
Important! To send the submission for review, click Submit on the next page

You must click Submit in the left menu bar on the following page to submit your protocol. Your protocol is
not submitted until the workflow indicates that it is in Pre-Review.

€) Exit B Save

MODO00000002: Modification / Update #2 for Study
Auburn University Joint Health Study

Princira!investigator: Jennifer Robinson IRB office: IRB 1
Sy’ he: Modification / Update IRB coordinator:
Regulatory authority: 2018 Requirements

Clarification Clarification
Requested Requested

History Contacts Documents 1 Related RNIs

Filter bye Activity ¥ | Enterte

Activity Author = Activity Date

=< Minor Version Incremented Robinson, Jennifer 7/30/2024 1:31 PM

You will then be presented with a Final
Page screen.

Click Finish to be routed back to the
study view. NOTE: CLICKING FINISH

DOES NOT SUBMIT YOUR REQUEST.

When you are routed back to the study
screen, you will now see a workflow
diagram. Your protocols place within
the workflow is indicated by a solid
orange fill. Pre-Submission means that
it has not been submitted to the AU IRB.




MODO00000002: Modification / Update #2 for Study
2r2en - Auburn Unlversuy Joint Health Study

Principal investigator: IRB ffice: IRB 1
Next Steps Sul bmlssl typ pdate IRB coordinator:

Primary contact: Regul It ory al th rity: 2018 Requirements
Edit Modification/CR

Submit

By clicking “OK" below you erifying that:
= You havi EONB ed the financial interest statu: 3( "yes" or "no") of each re QSE‘B Ch Slaﬁ'
h res h rch.

= You have obtai dlheagreemel of eac rch staff to h lh \ eart
= You Wl|| ondu tth Human Research in accordancewnh t n the HRP103 Investigator Man

MODO00000002: Modification / Update #2 for Study
ome Auburn University Joint Health Study

Principal investigator: Jenp IRB office: IRB 1

Submission type: Mol IRB coordinator:
Next Steps Primary contact:

View Modification/CR
Reviews

Regulatory authority: 2018 Requirements

You will need to click Submit in the left menu bar to
submit your request.

You must agree to the assurances to complete the
Submit activity.

Your request is not submitted until you see the
workflow bubble move to Pre-Review.

Congratulations! You have submitted your request.
If you need to withdraw your request, you can use
the Withdraw function in the left menu.
Withdrawing will allow you to make changes and re-
submit. Discarding will delete the submission.




OPTION D: CLOSING A
STUDY




Getting Started

1. Navigate to the IRB
workspace.

2. Select‘Active’.

3. Open your study by
selecting the folder symbol
or the name of the study.

4.  ‘Filter by’ allows you to sort
your studies by PI first and
last name, expiration date,
etc. You can add more than
one filter by clicking on the
‘+ Add Filter’.

Dashboard

Submissions

Create New Study
Report New Info

Meetings

IRB

In-Review

Filter by ©

Reports

Active

ID

Library

Help Center

Search 0

External [RB Rely

B + Add Filter

PIFirst PlLast
Name Name

Coordinator
Last Name

Coordinator
First Name

v Date

Modified State

Approved.Jennifer Robinsan

o

Expiration
Date




1.

Creating a Modification

Select Create
Modification/CR.

Entered |

Report New Information

2. Select Continuing Review. 3. Click Save and Continue.

Modification /
Continuing Review

You Are Here: Jigl Auburn University Joint Health... > ¢ _IRBSubmission

Creating New: IRB Submission

Modification / Continuing Review / Study Closure

* What is the purpose of this submission? @
@ Continuing Review

O Modification / Update

(O Modification and Continuing Review

Clear
©Exit B Save | Continue @ |




Discarding a Modification

Once you select Save or

= R validate &6 Compare _
You Are Here: jig| Aub

Continue, you will not be able to Modineation " ) e e
edit the purpose or scope of your SOTTna R Editing: MOD00000001 e e @
- . . y Last updated: 7/29/2024 11:53 PM
modification. If an incorrect Su Modification / Continuing Review / Study Closure 5 upaaied. |
response was ChOSGﬂ fOf elther Vodiication Detalls * What is the purpose of this submission? @
‘What is the purpose of this Contnuna Review Next Steps
submission?’ or ‘Modification ' 2 Continuing Reviow
Scope’ and the form has been © To change the P, cho Other parts of the st cope Edit Modification/CR
saved, then click Exit to leave the Modification scope:
submission Other pe Printer Version

Active Modification For This Study Modification Type

Select Discard from the left
menu bar. A new
Modification/CR request will
need to be created to continue
with the modification request. ¢ Add Comment
NOTE: If you have an open modification
request, the system will not allow you to

create another modification of the
same scope.

= Submit

@ Exit | B Save Continue @)

ncillary Rev




Closing the Study

1.

All questions with a red
asterisk (*) require a
response.

Select the first 4 milestones
in Question 4.

Select ‘l acknowledge that
this study will be closed’ in
Question 5.

Complete the rest of the
form, then click Save and
then Continue.

B validate &8]8 Compare «
You Are Here: jigl Auburn University Joint Health... > Jig) Continuing Review for Study Au...

Modification /

Conining Reviow Editing: CRO0000001

Continuing Review
| Study Closure

Information Continuing Review / Study Closure Information

* Specify enroliment totals at this investigator's sites: @

* Specify enroliment totals at this investigator's sites since last approval:

* Specify enroliment totals study-wide: @

Research milestones: (select all that apply) @
Study is permanently closed to enroliment OR was never open for enroliment
All subjects have completed all study-related interventions OR not applicable (e.g. study did not include interventions, no subjects were enrolled)
Collection of private identifiable information is complete OR not applicable (no subjects were enrolled)
Analysis of private identifiable information is complete OR not applicable (no subjects were enrolled)
Remaining study activities are limited to data analysis
Study remains active only for long-term follow-up of subjects

o Important! I the first four research milestones above are complete, the study will be closed to discontinue IRB oversight.

* | acknowledge that this study will be closed:




Last updated: 7/30/2024 1:32 PM

Next Steps

You Are Here: gglAuburn University Joint Health

Editing: IRB00000411

Final Page o
You have reached the end of the IRB submissicn form. Read the next steps carefully:

Click Finish to
Important! To send the submission for review, click Submit on the next page

You must click Submit in the left menu bar on the following page to submit your protocol. Your protocol is
not submitted until the workflow indicates that it is in Pre-Review.

€) Exit B Save

MODO00000002: Modification / Update #2 for Study
Auburn University Joint Health Study

Princira!investigator: Jennifer Robinson IRB office: IRB 1
Sy’ he: Modification / Update IRB coordinator:
Regulatory authority: 2018 Requirements

Clarification Clarification
Requested Requested

History Contacts Documents 1 Related RNIs

Filter bye Activity ¥ | Enterte

Activity Author = Activity Date

=< Minor Version Incremented Robinson, Jennifer 7/30/2024 1:31 PM

You will then be presented with a Final
Page screen.

Click Finish to be routed back to the
study view. NOTE: CLICKING FINISH

DOES NOT SUBMIT YOUR REQUEST.

When you are routed back to the study
screen, you will now see a workflow
diagram. Your protocols place within
the workflow is indicated by a solid
orange fill. Pre-Submission means that
it has not been submitted to the AU IRB.




MODO00000002: Modification / Update #2 for Study
2r2en - Auburn Unlversuy Joint Health Study

Principal investigator: IRB ffice: IRB 1
Next Steps Sul bmlssl typ pdate IRB coordinator:

Primary contact: Regul It ory al th rity: 2018 Requirements
Edit Modification/CR

Submit

By clicking “OK" below you erifying that:
= You havi EONB ed the financial interest statu: 3( "yes" or "no") of each re QSE‘B Ch Slaﬁ'
h res h rch.

= You have obtai dlheagreemel of eac rch staff to h lh \ eart
= You Wl|| ondu tth Human Research in accordancewnh t n the HRP103 Investigator Man

MODO00000002: Modification / Update #2 for Study
ome Auburn University Joint Health Study

Principal investigator: Jenp IRB office: IRB 1

Submission type: Mol IRB coordinator:
Next Steps Primary contact:

View Modification/CR
Reviews

Regulatory authority: 2018 Requirements

You will need to click Submit in the left menu bar to
submit your request.

You must agree to the assurances to complete the
Submit activity.

Your request is not submitted until you see the
workflow bubble move to Pre-Review.

Congratulations! You have submitted your request.
If you need to withdraw your request, you can use
the Withdraw function in the left menu.
Withdrawing will allow you to make changes and re-
submit. Discarding will delete the submission.
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