Respond to a Clarification Request

After you submit your study, it goes to the ORRP staff for pre-review. The ORRP staff screen the

submission and may ask for clarification if they notice inconsistencies or identify missing components.
If this happens, they will send you a request for clarification.
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Once you receive the request for clarification, you will log into Huron.

1. You will be on your dashboard.

2. The clarification request will be in your inbox. Select the request to open the study workspace.
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Study Workspace

1. Click on the request for clarification for more details.

2. Apop-up window will appear with additional details for the request. For requests with multiple
items, you will see an attached Word document uploaded here that lists the items that need to
be addressed or clarified. You will be able to edit the study when it is in “Clarification Requested
(Pre-Review).

3. Click on the “Edit Study” button to open the SmartForm.
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SmartForm

Edit the SmartForm
Navigate to the area of the SmartForm relevant to your required changes. Make the requested changes.

Review Changes
Any time you make a change in the SmartForm, you can use the compare feature to compare changes.

1. Click on Compare at the top of the left navigator to compare your changes.
2. Apencilicon will appear next to any section that has been changed.

3. Any changes will be detailed and will include the time and date of the change and the name of
the person who made the changes.
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Submit Clarification Request

1. After making the required changes and exiting the SmartForm, you will be back in the study
workspace. You will complete the clarification request by submitting the response. Click on
“Submit Response” and a pop-up window will appear.

2. Use the “Submit Response” pop-up window to detail your changes. If your Clarification Request
involved a Word document with multiple items that needed to be addressed or clarified, you
should upload a document detailing those changes. Once you have described your changes or
uploaded your document, click “OK.”

Submissions Meetings Reports Library Help Center Central Actions

IRB = An Open-Label Study of the Efficacy of Re-Retfreatments with Ritumimab

Clarification STUDY20240330: An Open-Label Study of the Effica]

Requested (Pre- . .
Review) Ritumimab
Principal investigator: Mary Kivel IRB office: Office of Req
Entered IRB : 3/5/2025 211 PM Submission type: Initial Study IRB coordinator: Nicola Hettle]
Last updated: 3/5/2025 2:33 PM Primary contact: Mary Kivel
Pl proxies:

Next StePS Ohio State Review Type: Biomedical Sciences IRB

Edit Study
I8 Review
nl ) I Clarification Clarification Modifications
= Submit Respanse Requested Requested Required

&+ Assign Primary Contact

&+ Assign Pl Proxy

Submit Response

1. Notes:

2. Supporting documents:
+ Add

Name
There are no items to display




3. After submitting your response, you will notice that the status of the submission is now “Pre-
Review” and your study can move forward to IRB Review.
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