Submit a Continuing Review or Final Report (formerly OHR-
9)

1. From the iRIS homepage, navigate to Featured Study Operations.

Hello Tracy Marcels

your last Ingin was

U8-24-2022 15:47

( You are working under someone else's accourit. )

Study
r ~
Featured Study Operations -
Create a New Study Submission:
in Process
Start a Submission Form for one of My Studies 3
View the Current Approvals for one of My Studies
View the Submission History for one of My Studies -
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All Tasks
Study Tasks
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All Tasks  outstanding Completed
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2. Click on Start a Submission Form for one of My Studies

Hello Tracy Marcelis
your last login was
08-24-2022 15:47

( You are working under someone else's account. )

Featured Study Operations

Create a New Study

Workspaces = Study

[i Start a Submission Ferm for one of My Studies ]]

View the Current Approvals for one of My Studies
View the Submission History for one of My Studies

View and Manage My Studies

All Tasks Outstanding Completed
3. Select the study you want to submit a Continuing Review or Final Report for.



4 result(s) found...

Select a Study Study Status Review Board

[ Approved IRB

Click to open the study ‘
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[ Submitted to IRB IRB

4. Click on Continuing Review or Final Report (formerly OHR-9)

Submissinn Forms

Edit
Incomplete
Submissions

Adding/Removing Study Personnel ?E’f @)

IRB
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Amendment to Research Protocol
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Annual Check-in Form for Exempt and No Further Continuing Review Studies

Continuing Review or Final Report (formerly OHR-9)
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External IRE - Annual Update and Closure =k EC
a
IRB Reliance Agreement Follow-up Form =i =)
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Request for Acknowledgement/Receipt

5. Click on Add a New Form

eview Studies

é Add a new Form

EC



6. Answer the questions in section 1.0. ...
= —— W @ae 2 mowe

My Workspaces [ [W0sumber IRISID 20220763

BN  continuing Review or Final Report (formery OHR-9) - (Version 1.0) Kl Back
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" 10 Thomas Jefferson University
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Sy —— Continuing Review or Final Report (formerly OHR-9)

1.1 Wame of person completing this farm:

1.2 Protacol Tnformation:

L3 Financial Information:

GRA ACCOUNT HUHBLR (if spplicable):

° i u
7. In section 1.4, you will indicate if you are submitting a Continuing Review or Final Report.

DEPARTMENT CHARGE CODE:

1.4 Type of application:

Continumg Review

O Final Report

1.5 Level of IRB Review

The level of IRB review (Full or Expedited) is noted on your ini
selecting "Ttems” for the Approved Study.

— ~ cC..l

8. Click on Save and Continue to Next Section



(> Return to

o My Profile =

your account

. p N
Print Friendly Refresh Constant Fields | Save Section ‘ [ Save and Continue to Next Section

9. Attach the application.

I Section wiew of the Form | Entire view of the Form
__ Thomas Jefferson
1.0 2 university Office of Human 7

Res=arch Continu ...

20l T 2.1 Read Carefully:
application

The study application must be included with a continuing review application. Attach the study application here. If you have not already create
continuing review application until the study application has been attached in this section.

[

No Application has been associated with this submission.

é Clicde here ©o aitach the application. ]

10. Select the Master Application

‘.\ ' Select the application that you would like t

E'fﬁtl Form Name
View

@ @ Master Application (Version 1.0)




11. Click on Save Attachment

ach and then click Save Attachment [ Save Attachment D

Yes
Add Revision

12. Click on Save and Continue to Next Section

13. Answer the FDA regulation question(s) in section 3.0.



Account: Tracy Marcelis  Home( Yeu hav
Department: TIU - - *Your Department n
Path: tome

tched acecunts. )
Retum to
s to be updated. Please submit a ServiceNow ticket to provide this information @ Caleadar & myprofils .

Study Continuing Review or Final Report (formerly OHR-9) - (Version 1.0) Kl Back

Raresh Constant Fields ‘Save and Continus to Next

Humber: IRISID 20220768

0 DA Requlatio

3.1 Is your study FDA Regulated?

v Ne

Note: FD.

14. Click on Save and Continue to Next Section

15. Answer the question in section 4.0 regarding the status of the study.

Study Status

4.1 Has this study progressed to the point that it involves only one or both of the following?

Check all that apsly:

43 Site-specific status:

Entry 1
Click here 1o add anothor elry
Eite Mame:

Check as applicable;
chart ¢

ed. Study

Study has expire

Study has expired. PL certifies that no subjects were enrolled or study procedures accurred after the exparation date.

Study is suspended:




16. Click on Save and Continue to Next Section

17. %)mplete section 5.0 regarding enrollment and risk.

e Sy

5.0 Enroliment & Risk Data I

5.1 Mlease complete the fallowing infrmation for Jefferson and each external site urber Jeflerson I8 orersight:

Date ot it onsite sebject enrsliments =4
Dt of moat vacens csite subject mmralinenis
" =3
5.2 Does the study involve intersction with subjects?
5.3 Is the study a registry?
° 5.4 1s the study a collection of pre-existing (stored) biological far rea:

18. Click on Save and Continue to Next Section



19. Fill out the demographic table in section 6.0.
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G e

ch Cantin .
R 6.4 Complete the demagraphic table below:
tion

ion Federal regul
inthe

gul.

ans mandate equitable selection of research subjects, unless there i
i ta date, according ta classiication

scientific basis for exclusion of subjects based on age, sex, race and/or ethaicity. Please provide the rumber of an-site subjects enrolled

itatus
Mote: all fie

ds must o

sin & number. 1f

IRB of Record for & multi-site

sble d

sent & Risk Data

e

Unknawm or Not Reported

Hispanic or Lating 0 o o 0

Hat Hispanic or Latino [ [e 0 | 0

Unknovn
(individuals not reporting cthnicity)

Ethnic Category: Total of All Subjects® o [ o
American Indian/ Alaska Hative o o ] 0 L]
Asian o o 0 L
Mative Hawaiian or Other Pacilic Islander o o o o
Kore Than One Race o 0 o
Unknown or Mot Reporied o o J 0 o

Bacial Categories Total of A
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. | X Progress Report .

7.1 Provide at kcast a 3- has ot eccurred in the study, plus data related o subject respanses B0 intensention, if applicable:

My Workspaces B [

F B I U & xu x FomFamiy - 12 - A - N-E- E-DS- 3 3 % @ 0 F = O

7.2 Has there been any subject withdrawals, lost 1o follow-ups, and for deaths since initial approval or most recent continuing review approval?

7.3 Describe any subject gricvances or complaints:

22. Click on Save and Continue to Next Section

B I U & =z x FonFamiy =12 - & I- W-rE- - S 3 @5 %Y @ 4 F = &

23. Attach all required documents in section 8.0.



RISID 20220768
Marcelis, Tracy

Study Continuing Review or Final Report (formerly OHR:

(Version 1.0)

8, ‘Continuing Review Documents / Consents

8.1 For continuing reviews, attach consent(s) below:

24. Click on Save and Continue to Next Section

25. Certify COl in section 9.0.

Account: Tracy Marcelis Hema( Teu have switched acesunt

Department: TIU- -

Path: Home

“Your Department needs to be updated. Please submit & ServiceNow ticket to provide this information

pomtan INIRISIDE202Z 0766 cpy, gy Continuing Review or Final Report (formerly OHI

(Version 1.0)
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I Back

[ PrntFrindy Ml Rotresh Constant s Save and Continue to Next Section

2.0 Certification of Conflicts of Interest

9.1 CERTEEICATION OF EINAMCIAL CONELICTS OF INTEREST:

s and all Stud)

Hote:

Jves O ne

Are you aseare of any study peesoanel identificd for this study whe have relationships or interests as described above?




26. Click on Save and Continue to Next Section

27. Click on Signoff and Submit
ire ready to send tor signott, click Signott and Submit. Clicking Exit Form will send this back t

28. You will be redirected to the signoff. Click Ok.



Yeou are required to signoff on the submission.

You will now be redirected to the signoff screen to apply
your electronic signature.

You can monitor the submission progress with the
Submission Status - In Progress.

29. Complete the signoff.
-~ ,

Aeoune: sray marcens wou

T - - e

Wi D & s~ |
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Deps
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Submission Kelerznce Humbe

Submission Form{):| Submissian Form(s)
(6] Continuing Review or Final Repart (formerly ONR-9) - (Version 1.0)

Application

- () westor apphcion- (versen 1.1

PI Certification:
T cestify that the information contained above is correct, that the and all Hhe last approval by the Tnstitutional Review Board, and that:

Check where relerant:

Tiacy Have

Srinuinal T tinater comments: R
e s s wprave O eny ommants

is submission?

30. Click on Approve or Deny.

true, please provide a brief explanation:
if no subjects enrolled.

-0OR-

.utional Review Board approved the study without a need to obtain written consent from subjects.

Tracy Marcelis as Principzl Investigato ) ) - Click here to add comments.
6 you Approve oF Deny this submissien] — Approve '/ Deny smmentss
Save Signoff




31. Click on Save Signoff.

=

Your submission is being routed through the workflow.
This operation may take several minutes.

-OR-

This workflow was created with Tango.


https://app.tango.us/app/workflow/ccaa6a57-efcb-470f-8df1-416eb5447e39?utm_source=magicCopy&utm_medium=magicCopy&utm_campaign=workflow%20export%20links
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