Submitting a New Study

1 The following workflow is intended to walk a user through submitting a New Study for review. Although this walks a user through an
exempt study submission, the basics stay the same for all submissions.

Step 1: From the homepage, locate Featured Study Operations and click Create a New Study.

Hello Tracy Marcelis
your last login was

Jefferson 08-24-2022 15:47

E ( You are working under someone else’s account. )

Study
s \
Featured Study Operations -
Create a New Study Submissions
in Process
Start a Submission Form for one of My Studies 2
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
Study Tasks
.
All Tasks  outstanding Completed

o

Step 2: Enter the full protocol title and the abbreviated title.

* Please enter the full protocol title of your study:

A study to demonstrate how to submit a new study in RIS,

* Please enter an abbreviated study title:

(In new submission studyl

Step 3: Click on Save and Continue to Next Section.



Step 4: Ensure the department displayed is correct. If you see the message that is displayed below, please Add Department and select the
appropriate department.
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Step 5: Click on Save and Continue to Next Section

Step 6: Click on Click Here to Setup Study Personnel



ce. You can assign study contact as the

U Click Here to Setup Study Personnel ]]

or Supervisor and Business Administrator

Step 7: Enter the last name of your first study team member.

Setup Study Personnel

] Last Naml{ll‘dullerl ﬂ

User Search by Study:| All Departments |

Training

Mo results found

Step 8: Click Find User/Search Directory

Find User/Search Directory

Step 9: You can check to ensure the users CITl training to complete before submitting the protocol.



Setup Study

Last Name:| Muller [

User Search by Study:| All Departments
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‘ click to see the users training details

Step 10: Select the User
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Step 11: Assign the user arole and choose Yes or No to make them a study contact.

Add Personnel Role
Select the Role for steven Muller :
pal Lnvestigator

1 By Study Personnel:

Would you like to include as & Study Contact 7 ® o O 1o

Step 12: Click Save



Step 13: Once you have added all study team personnel, click Close Setup of Study Personnel
K
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Step 14: Click on Save and Continue to Next Section

Step 15: Answer the questions in Section 4.0.
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Step 16: Click on Save and Continue to Next Section.

Step 17: Answer the questions in section 5.0 regarding the IRB of record.
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Selecting IRB of Record

Step 18: Click on Save and Continue to Next Section.




Step 19: Answer the General Information questions in section 6.0 (formerly the OHR-1)

6.0 General Information (OHR-1)
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Step 20: In section 6.7, provide a brief description of your research and justification for requesting exemption.
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Section view of Application Entire view of the Application

1.0 B study Title

[] Research and demanstration projects conducted or supported by a Federal department or agency, or otherwise subject to the approval of
examine public benefit or service programs, incuding procedures for obtaining benefits or services under those programs, pessible thangs
2.0 B Departments payment for benefits or services under those program

3.0 B Study Parsannal E7 D n of Exempt b
4.0 B Determination Section

Pleace provide a brief summary (in lay language) of your research, and a justification for why it fits tha exemption criteria you
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will the research invelve interaction with participants?
Oves Ome

Does the research involve:

Pregnant women, Human fetuses and/or Neonates?

Step 21: In section 6.8, indicate whether you have received approval from the listed departments.
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Step 22: In section 6.9, answer the COI questions.



6.9 CERTIFICATION OF FINANCIAL CONFLICTS OF INTEREST:

This section is addressed to the Principal Investigator, and applies to the Principal Investigator, Co-Investigate
The PI should check the appropriate boxes and provide the required information as needed. Refer to University Policy 107.

Do you (the PI) or a family member maintain a relationship with the sponsor OR do you maintain an ownershi

Nate: Family member includes spouse, dependent children, and all other persons living in the same housshold.

Oves Oneo

Are you aware of any study personnel identified for this study who have relationships or interests as describe
Oves Ono

Note: If the COI Committee has issued 3 COI management plan for any resesrch personnel identified on this study, pleas:

Step 23: Click Save and Continue to Next Section

Step 24: In section 7.0, answer the questions regarding study activity locations.

Step 25: Click Save and Continue to Next Section



Step 26: In section 9.0, answer the questions regarding data collection and PHI Waiver requests (formerly OHR-3/4).
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Step 27: Click Save and Continue to Next Section

Step 28: You have completed the application, but it has NOT been submitted to the IRB yet.
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Step 29: Click Save and Continue to Next Section

Step 30: A pop up will appear notifying you that you have completed the application. At this time, you will have the opportunity to attach
additional documents.

You have completed the Application.

The System has transitioned to the New Study ication and
your application has been attached.

Please complete the New Study Application and attach any
upporting documents with your issi

Step 31:Enter a lay summary of the research.
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Step 32: Click Save and Continue to Next Section

Step 33: Attach additional documents. This may include consent forms, surveys, questionnaires, protocols, etc..
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Step 34: Click Save and Continue to Next Section



Step 35: Review directions in step 4.0.
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Step 36: Click Save and Continue to Next Section

Step 37: Click Signoff and Submit



ire ready to send ror signoft, click SIgnofT and Submit. CIICKINg EXIT Form will send this back t

Step 38: Ensure all appropriate personnel have been included in signoff.

Setup for Submission Routing and Signoff

The order of the Additional Personnel

Select the Key Personnel for Submission Routing and Signoff:

Im«__

S steven Huter Princpalinvesgater

S steven muter Study Author

select Additional Personnel for Submission Routing and Signoff: Add Addiional Personnel o the Routk
e

No additional personnel have been added to the signoff routing list.

Step 39: Click on Save - Signoff Routing List

Cancel - Finalize later

Step 40: Please verify the list above represents the finalized Personnel for review and signoff. Then, click Save - Start Signoff Routing.
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Please verify the list above represents the finalized Personnel for review and signoff?

Cancel - Finalize later Go back to Make changes Save - Start Signoff Routing
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