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1. Clarifications Requested notification

Review Ccmple9

When the IRB requests information, a Clarifications Requested notification is sent to

the PI and the additional contact.

0 As Pl or additional contact, you will receive an email message indicating that you

need to take action on your submission. eIRB will send the email to the email

address listed in your user profile, and the message will have a link to the

corresponding submission.

0 Ifyou are already in the eIRB system, go to the Under Review tab and select the
Name of the submission that requires clarifications. PI and study staff can also

quickly find the submissions that require clarifications in their Inbox.

(Personnel listed as Additional Contacts will need to find the submission using

the Under Review tab.)
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2. Review Clarifications Request

0 To view the clarifications request, look under the Clarifications Requested tab
in the submission workspace. The most common IRB clarifications request is a
Pre-Review Clarifications request.
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3. Update your submission, if needed, by selecting EDIT STUDY or EDIT
CR/MODIFICATION (PI or study staff)
0 Be sure to add any missing documents OR replace documents using

update/upload revision in section 7.0 Attachments of the study. Edit your
submission before the next step.

! Note: Refer to the How to Manage Files in eIRB Job Aid that describes how to edit a
study documents in Section 7.0 Attachments (PI or study staff only).

4. Respond to the Clarifications Request (PI or study staff)

0 When you have finished editing your submission and you are ready to tell the
IRB that you have responded, on the left side under My Current Actions, click
on the button to respond. For a pre-review clarifications request, click on
Respond to Pre-Review Clarifications.

My Current Actions...

[ E—f_,f Respond to Pre-Review

Clarifications

TROUBLESHOOTING: If you are Study Staff and you are missing the button to
Respond to Pre-Review Clarifications, then try the following steps:

¢ Check first that you are listed as the PI or Study Staff. Additional Contacts do not
have editing privileges in eIRB.

¢ Go to the main study (parent) and click on Edit Research Staff. Click OK at the
bottom of the window.

e Then, return to your submission and you should see the button to respond (i.e.,
Respond to Pre-Review Clarifications) under My Current Actions.

Try the above steps before contacting the IRB office. If you continue to have issues,
contact the IRB office.
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Once the Respond to Pre-Review Clarifications pop-up opens, click on the
Update button to enter comments. If there have been multiple clarification
requests, click Update next to the request that says “Yes” under Pending. Do not
respond to a request that is no longer pending. The most recent (pending)
request is usually at the top of the pop-up window.

[ Exccute “Respond to Pre-Review Clarifications™ on HO0001446 - Windaws Intemet Explorer provided by UMASS Medical School
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Once the update page pops open, you must type a message into the Response
text box that either addresses brief clarifications directly or points the IRB to an
associated response document attached (e.g., see attached clarifications response
letter). If you have a clarifications response letter, select the Add button to
upload the response letter and follow instructions in the pop-up page to upload
the document.

) Edit RequestResponse - Windows Internet Explorer provided by UMASS Medical School
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0 Click OK twice - once to close the response box and once to send the study back
to the IRB (refer to screen shots above)

0 Once you have successfully completed the above steps, the state will change
(e.g., from “Pre-Review Clarifications Requested” to “Pre-Review”) and the IRB
will review the response.

0 You will know that you have responded successfully when the submission’s
“state” in the upper left-hand of the screen has changed from Pre-Review
Clarifications Requested to Pre-Review.

IRB > IRB Studies > Fl IRB = IRB Studies = |

—>

! Notes:
o All active study staff and the PI have the ability to respond to clarifications
requested.
e Responding to a clarifications request is a different process than responding
to an IRB decision. Refer to the How to Respond to IRB Decision Job Aid
which describes how to respond to an IRB determination.
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