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Start from the IRIS Home page 21 Steps (4

STEP 1

Navigate to the All Studies section

IRB Reliance Agre

l’l 006585 IRB IRISID-2023-1638
up Form

3 result(s) found...

All Studies Recently Used Study Status

3 result(s) found...

Click to
open Study Study Status RB Number

Dashboard
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https://jefferson.imedris.net/62028893/Application_Main.jsp?s=1689953068619
https://jefferson.imedris.net/62028893/Application_Main.jsp?s=1689953068619

STEP 2
Locate the Not Approved study you are resubmitting.

3 result(s) found..

Click to
open Study

Dashboard

Not Approved iRISID-2023-1638
|/'| IRB 21D.1016 01/01/2900

| /'| Approved IRB 22G.462 05/31/2024

STEP 3

Click on Forms.

raining Study

= @@@ kX [

Applications Documents Fo Copy Corr
ary Care Motivational Interviewing Nutrition Educ/ Forms for Weight Loss

E B B ® M) [

Applications Documents  Forms Hide Copy Corr
‘Delivered Motivational Interviewing Nutrition Education Program and Melatonin fo...

E B B = M [

Apbplications Documents Forms Hide Coov Corr
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STEP 4

Locate the Resubmission of a Not Approved Protocol form.

Annual Check-in Form for Exempt and No Further Continuing Review Studies

@

Continuing Review or Final Report (formerly OHR-9)

L

External IRB - Annual Update and Closure

o

IRB Reliance Agreement Follow-up Form

o

Request for Acknowledgement/Receipt

m
E

Resubmission of a Not Approved Protocol

&

STEP 5

Click to start a new form.

(g

ES
EC
=)

Add a new Form

{h
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STEP 6

Review the Instructions.

, Account: Steven Muller
Department: TIU - Orthopaedic Surgery
Path: Hame

aens ® Halp 2 My Profile -

paces [ |®® ”‘:}';‘h ms::-“: 023-1638| gy gy Resubmission of a Not Approved Protocol - (Version 1.0)
=

m Instructions and Attachments

1.1 Instructions

When re-submitting based on a NOT APPROVED protacol, please be sure to adhere to the follawing instructions:

Revise Respanses to stipulations directly in the Master Application

Include a typed cover letter that presents an Itemized response to the Board's concerns. Please incorporate the stipulations listed above In your respense letter. The P must respond to the concerns listed
above and sign the response.

« Include a clean (final) and tracked changes copy of all revised documents.

Please be sure to proofread all documents carefully after ehanges have been made. Following these guidelines will ansura efficent processing ef your re-submission.

1.2 Cenfirmation

Please confirm your protocal was reviewed by a convened IRB and was determined to be Not Approved.

Oves Ono

1.3 Revise the Master Application

& Click here ta attach the application.
No Application has been associated with this submission.

The study application must be included with the resubmission agplication. Attach the study application here. You will then click Create Revision and make changes as requested by the board. You cannot proceed
the until the study has been attached in this section.

If you make ehanges to the protocel or Master Applications in addition to the changes requested by the board, you must identify these changes in your cover letter.

1.4 Attach Itemized R Relevant

Please attach a typed cover letter that presents an itemized response to the Board's concerns. Please incorporate the stipulations listed above in your response letter. The PI must respond ta the concerns
listed above and sign the response.

In addition, other relevant documents may include the revised protocol and other study documents submitted with the initial application

Please do not attach consent documents n this section. They should be included in the next section

STEP 7

Confirm you are submitting the correct form.

AR W AN MR MR § e T

« Include a clean (final) and tracked changes cop
Please be sure to proofread all documents carefully afts

1.2 Confirmation

Please confirm your protocol was reviewed by a conver
'
es ' No

1.3 Revise the Master Application

& Click here to attach the applicatio

No Application has been associated with this submissio

The study application must be included with the resubr

wilbh tha Dasiihmicsslan analicatiac andll tha obadu
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https://jefferson.imedris.net/62028893/System_Data_Form_Collect_Viewer.jsp?FORM_MODE=ADD&FORM_ID=174&DATA_ID=33866&tab=section&s=1689957664588

STEP 8

Click to attach the master application.

Revise Responses to stipulations directly in the Master Application

Include a typed cover letter that presents an itemized response to the Board's concerns. Please incorporate the stipulations
above and sign the response.

Include a clean (final) and tracked changes copy of all revised documents,

Please be sure to proofread all documents carefully after changes have been made. Following these guidelines will ensure efficient

1.2 Cenfirmation

Please confirm your protocol was reviewed by a convened IRB and was determined to be Not Approved
@Yes Ono

1.3 Revise the Master Application

[& Click here to attach the application. ]

No Application has been associated with this submission.

The study application must be included with the resubmission application. Attach the study application here. You will then click Cre
with the Resubmission application until the study application has been attached in this section.

If you make changes to the protocol or Master Applications in addition to the changes requested by the board, you must identify t|

1.4 Attach p and Other

Please attach a typed cover letter that presents an itemized response to the Board's concerns. Please incorporate the stipulations |
listed above and sign the response.

In addition, other relevant documents may include the revised protocol and other study documents submitted with the initial appli

Please do not attach consent documents in this section. They should be included in the next section.

STEP 9
Click Add Revision.

ick Save Attachment Save Attachment

Create a
Approved | Revised
Application
No @
Add Revision
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STEP 10

Click on confirm.

Confirm the adding a revision.

Are you sure you want to create a revision?

CONFIRM

STEP 11

Make all necessary revisions.

Reminder: If you make revisions not requested by the board, please note them in your

response letter.

Department: TIU - Orthopaedic Surgery Calene
Path: Home > form data

IRB Number: [RISID-2023-1638 i e ti "
My Workspaces @ Ty ey Study Master Application (Version 1.1)

Print Friendly

) sy Tite
.0 [ Departments
.0 B study Perssnnel

.0 [ petermination Section

* Please enter the full protocol title of your study:
.0 D Selecting IRB of Record

.0 [ General Information Copy of Office of Human Research Testing/Training Study
.0 1) Study Overview

.0 [ subjects and Facilities
o B prugs

0.0 B pevices

Risk, Benefits &
1o B tives

* Please enter an abbreviated study title:
2.0 [ Recruitment & Consent snteran -
Process

OHR Test Study

3.0 [} Radiation
gl *This fleld allows you to enter an abbreviated version of the Study Title ta quickly identify this study.

4.0 [ Location / Collaboration

Data Collection & Waiver
5.0 B o neent

6.0 [ Application Complats
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https://jefferson.imedris.net/62028893/Study_App.jsp?FORM_MODE=EDIT&tab=section&s=1689957693947

STEP 12

Click Save and Continue to Next Section.

B cunser Do & v

Save and Continue to Next Section

|

scuments, consent forms, and review the application.

STEP 13
Click Add a New Document.

In this section, please upload the signed, itemized response and all documents for the
study. Consents will be attached in the next section.

with the Resubmission application until the study application has been attached in th
If you make changes to the protocel or Master Applications in addition te the changes requeste
1.4 Attach Itemized Response and Other Relevant Documents

Please attach a typed cover letter that presents an itemized response to the Board's concerns.
listed above and sign the response.

In addition, other relevant documents may include the revised protocol and other study docum

Please do not attach consent documents in this section. They should be included in the next s
Add a New Document Add Multiple Documents
R —

No Document(s) have been attached to this form.

1.5 If applicable, attach revised consent form(s) below:

Add a New Consent
E O N
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https://jefferson.imedris.net/62028893/Study_App.jsp?FORM_MODE=EDIT&tab=section&s=1689957861817
https://jefferson.imedris.net/62028893/System_Data_Form_Collect_Viewer.jsp?FORM_MODE=ADD&FORM_ID=174&DATA_ID=33866&tab=section&s=1689957664588

STEP 14
Click Add a New Consent.

Please upload consent forms whether they have been revised for not.

1.4 Attach Itemized Response and Other Relevant Documents

Please attach a typed cover letter that presents an itemized response to the Board's concerns.
listed above and sign the response.

In addition, other relevant documents may include the revised protocol and other study docum

Please do not attach consent documents in this section. They should be included in the next s

Add a New Document Add Multiple Documents
e

No Document(s) have been attached to this form.

1.5 If applicable, attach revised consent form(s) below:

Add a New Consent

No Consent(s) have been attached to this form.

STEP 15

Click Save and Continue to Next Section

Bouniar Do & o

m || Save and Continue to Next Section | Signoff and Submit

se letter. The PI must respond to the concerns listed
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STEP 16

Click on Signoff and Submit

STEP 17

Pamrmaarainar e marad raetras s TREEEEEEIEASLI SELASE Al IR e a0 R et R

process has concluded, she will sign this transact

Signoff and Submit

ion.

r e praes s

Setup Routing for the PI.

The Business Administrator and Department Chair do not need to sign off on the resub-

mission.

stup for Submission Routing and Signoff ﬂ

of Key Personnel and Additional Personnel for Review and Signoff. The Check box "Checked"

the signoff process. The Check box "Unchecked” indicates the person is not included in the signoff
wnel button is used to search from the user database and add them to the routing list. The order of
‘o A roview arder for the asgianed nereannel. If nersannael have 1. 2( epanential ) resnectivelv. the

bmission Routing and Signoff:

luller Co-Investigator

ljadu Principal Investigator
serwitz Study Author

ner Department Administrator
mmiinla b b Aol bk a

Add Additional Personnel to the Routing List

1dded to the signoff routing list.

Submission Routing and Signoff:
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STEP 18
Click on Save - Signoff Routing List

Cancel - Finalize later | Save - Signoff Routing List I

STEP 19
Click Yes.

ized Personnel for review and signoff? Yes () No
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STEP 20
Click on Save - Start Signoff Routing

o back to Make changes l Save - Start Signoff Routing ‘I

STEP 21
Click OK.

sion has been sent for Signoff.

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