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How to Respond to a Clarification Request

During the Pre-Review process, RPO staff may need to return the submission to you for clarifications or edits that are
needed. The Pl/contact/Proxy will receive an email notification if RPO staff does request clarification.

How do you know a clarification is required?

You (and any assigned proxy or contact) will receive an email notification requesting a clarification on a submission. An
example of that email is below.

Notification of Requested Clarifications

To: Jane Doe

Link: STUDYO0000036 ‘—l Click here to open the study/protocol I
P.L: John Smith

Title:

Cure for the Common Caold

Description: Clarifications have been requested on this submission. This requires a response from you. For additional details, click on the link above to

review and provide clarification.

e Click on the protocol hyperlink. Depending on your login status at the time, the system may require your UVYM
Net ID /password login credentials.

e The submission will appear with a status of “Clarification Requested” or “Required Modifications” along with
the step it relates to.

The below example is looking for clarification during the Pre-Review workflow stage.

. . PROTO201900010
Clarification
Requested (Pre- test ws 2
Review) Principal investigator: Catherine Weiss Letter:
Submission type: New Protocol Application Protocol type: Experim{
Primary contact: Pl Department: Huran C|
Next Steps / IACUC coordinator:
Consulted vet:
e foe comple‘e
Requested Required
=  Submit Response . -
& Submit Ancillary Review
@&  Assign Admin Office
History Experiments Documents Animal Welfare Departures Reviews Contacts Snapshots
&+  Assign Coordinator
& Assign Primary Contact Filter by o Adctivity ¥ | | Enter text to search for B + Add Filter
Assi .
&+ Assign Pl Proxy Activity Author
@ Manage Guest List | Clarification by Pre-Reviewer Requested | Tracy, Lynn R
@ Manage Ancillary Reviews Please add this that and the other thing — ———————
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To Respond to Request for Clarifications

On the History tab, you may see a recent entry that says “Clarification Requested” or “Letter Sent” or
“Required Modifications Reviewed”. Directly underneath, you will see comments and/or attached files.
Review the comments and the content of any attachments (if applicable). The comments and attachments (if
applicable) should provide you with the additional information or changes that are required.

Pre-Submission Pre-Review IACUC Review Post-Review Review Complete
Clarification Clarification Modifications
Requested Requested Required
Experiments Documents Reviews Reviewer Notes Contacts Snapshots Training
Filter by (7] Activity ¥ | | Enter text to search for n + Add Filter
Activity Author ~ Activity Date

-

Please address the following concerns

Clarification by Pre-Reviewer Requested

Dattilio, Abbey L 11/29/2022 10:54 AM

2. Click the dark grey “Edit Protocol” button to open your protocol:

Clarification

Requested (Pre-
Review)

Next Steps

| Edit Protocol |

NOTE: For clarifications in specific parts of the protocol, an orange message icon with a red dot above it will denote the

specific part of the protocol for you to address:

Protocol Team
Members

Funding Sources
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3. Click on the orange message icon, you will be brought to the exact location to address the reviewers’

concerns:
- LUululy. 1D NV IVAULLUUVUUUULY 4Gotofo
. Protocol Team Members /
Funding Sources
. X 1. Identify each additional person involved in the design, conduct, or reporting of the research:
« Experimental Design
Scientific Aims —

This will open a new window with the reviewers’ notes, where a response may be required. Please note if a

response is required, you must address the concern by clicking on the “Reply” button and entering your
comments:

Q Close

4

{ Reviewer Notes

Abbey Dattilio Response Required IACUC Staff Change Request

Personnel ABC will need CITI training.
posted 11 minutes ago

Reply

Reviewer Notes

Abbey Dattilio Response Required IACUC Staff Change Request

Personnel ABC will need CITI training.
posted 11 minutes ago

Entertexthere  Ragpond to the concerns in this

text box, and press "OK" to save.

/

Attach Files OK  Cancel

o Drop files in the text area to upload

Once you have addressed any required comments, the orange message icon will no longer have the red dot
above it, indicating it is complete:

_A LUluny. 1rnvi viavs4uvuvuuuls 40
1]

Protocol Team Members ’
Fun%g Sources
§ ) 1. Identify each additional person involved in the design, conduct, or reporting of the research:
= Experimental Desian
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4. Scroll down the left-hand side of the menu to go through any additional required comments:

Addition

Protocol Team 1
Members

Funding Sources

r Experimental Design

Scientific Aims
Experiments

Procedure
Personnel
Assignment

Strains

r Animal Justification

Animal Justification

Alternatives
Searches and
Duplication

» Animal Housing and Use

Breeding |

Housing and Use

Disposition

**Tip** If you need to upload a new version of a previously uploaded document:

To replace the document, click the “...” and choose “Upload Revision”.

*Do not delete any document.

+ 4dd | Drag and drop files to upload
Document Mame

#E Supporting Document({0.01)
2 Download Copy
X Upload Revision
et
0 View History
© Delete

Date Modified

11/28/2022 9:05 AM

To add a new document, click the “+ Add” button at the top.
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Drag and drop files to upload

Document Mame Date Modified

11/28/2022 9:05 AM

®% Supporting Document(0.01) .

& Download Copy

5. Once you have addressed all the required comments, click “Save”, then “Exit”:

OExit B Save Continue @

Important! The response has not yet been submitted back to the IRB Office for review.

Submitting the Clarification back to the RPO Office

6. Click the activity on the left that says “Submit Response” to send this submission back to the RPO Office for
review and processing:

Clarification
Requested (Pre-
Review)

Next Steps

Edit Protocol

Printer Version

=» Submit Response

If there are any required fields that you forgot to enter, the Submit process will display them. You can use
the pop up window to Jump To those particular page quickly and enter the missing data:
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Error\Warning Messages

Message Field Name Jump To
@ Thiz iz a required field; therefore, you must provide the Scientific Aims
reguired information
@ This is a required field; therefore, you must provide the Holding Details
reguired information
@ This is a required field; therefore, you must provide the Departures From Animal Welfare
required information Standards

Close
I

These Errors/Warning Messages only appear if a required field entry was missed.

When submitting a response, you have the opportunity to optionally add notes and/or upload supporting

documents. Clicking OK will remove this submission from your “My Inbox,” and place it in the RPO Office “My
Inbox” for processing.

Submit Response

Notes:

Optional

Supperting documents:
# e Optional

Name
There are no items to display

g o ] oo |

NOTE: Example below shows the bubble will change from “Clarification Requested” to “Pre-Review”.

Clarification Modifications
Requested Required

Pre-Submission

Review Complete

Clarification
Requested
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