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This guide demonstrates how to submit a designated review for a study.

1. Ifyou have been added as a designated reviewer, the study you have been added as a reviewer for will appear in your
inbox. Click on the name of the study to open it.

My Inbox Assignments In Process Ancillary Rev
My Inbox
Filter by 2] [ ID ¥ | | Enter text to search
ID Name

s STUDY00000060 | MR single site test

ﬂ 355954-MOD001  Modification #1 - Demographic Changes

2. Onthe study workspace, click Review Study to open the study for review.

Next Steps

Review Study

Pnnter Version

3. Scroll through the sections of the study. After you have finished reviewing a section, click the checkbox by the statement
“Above section has been reviewed”. After clicking the checkbox, the section will turn green to show thatit’'s been

approved.
- T T —
- Document Category Date Modified Document History 4 Gotoforms menu ByPrinty @ Help
Compare current state of version: view 7] Respond to a Clarification Request.pptx(0.01) IRB Protocol 3/24/2026 History
0.3 Changes submitted to IRB
with 9. Ancillary Reviews Required and Completed During Pre-Submission:
0.2 Submit to IRB Department

3/24/2026 4:37:25 PM =

No changes found

Study Funding (V]
Sources
Local Study Team Q
Members
Study Funding Sources o

Study Scope o

1. Identify each organization supplying funding for the study:
Local Research (V] fy 9 pplying - 9 Y
Locations Funding Source Sponsor's Funding ID Grants Office ID Attachments

There are no items to display

Local Site (V]

Documents

Above section has been reviewed: []
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Compare current state of version:

0.3 Changes submitted to IRB
with
0.2 Submit to IRB
3/24/2026 4:37:25 PM

No changes found

Basic Study
Information

Study Funding
Sources

Local Study Team
Members

Study Scope

Local Research
Locations

Local Site
Documents
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When all sections have been reviewed, click Exit.

There are no items to display 4Gotoformsmenu EBPinty @ Help

o Suggested attachments:

= Completed checklist of meeting Department of Energy requirements, if applicable
= Other site-related documents not attached on previous forms

Final Page o
You have reached the end of the IRB submission form. Read the next steps carefully:

1. Click Finish 1o exit the form.

2. Important! To send the submission for review, click Submit on the next page.

After reviewing the study, if clarifications are needed from the study team, select Request Clarification by Designated
Reviewer to send the submission back to the study team for clarifications. Describe the following changes you’d like the
study team to make or provide the requested information. Add any supporting documents needed and click OK. This will
send the study back to the Clarifications Requested state and the study team will be notified.

Request Clarification by Designated Reviewer

' Submit Designated Review

4 Request Clarification by
Designated Reviewer

1. Make the following changes or provide the requested information:

2. Supporting documents:

+ Add

Name

There are no items fto display

6. The laststep is to record your designated review. To do this, select Submit Designated Review, this will open the Submit

Designated Review form.

 Submit Designated Review

* Request Clarification by
Designated Reviewer
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7. Select Determination and Risk level. If you select Approved or Modifications Required to Secure “Approved”, the Review
Level question will appear as question 3 and you will need to indicate the categories. If you select Not Human Research or
Human Research, Not Engaged the answer to the question “Is continuing review required?” will default to No.

1. * Determination:

Name Related Worksheet
O Approved HRP-314 - Worksheet - Criteria for Approval
(O Modifications Required to Secure "Approved" HRP-314 - Worksheet - Criteria for Approval
(O Not Human Research HRP-310 - Worksheet - Human Research Determination
(O Modifications Required to Secure "Not Human Research” HRP-310 - Worksheet - Human Research Determination
(O Human Research, Not Engaged HRP-311 - Worksheet - Engagement Determination
(O Modifications Required to Secure "Human Research, Not Engaged” HRP-311 - Worksheet - Engagement Determination
Clear

2. * Risk level: @
(O Greater than minimal risk

(O No greater than minimal risk

O N/A 4. * Indicate the categories: (see HRP-313 for full regulatory criteria, check all that
apply)
Clear O (1)a) Drug studies
O (1)(b) Device studies

(2)(a) Blood samples from healthy, non-pregnant adults
(2)(b) Elood samples from others

(3) Noninvasive biological specimens

(4) Noninvasive procedures

(5) Data, documents, records, or specimens
(6) Voice, video, digital, or image recordings
(7)(a) Behavioral research

(7)(b) Social science methods

(8)(a) Long-term follow-up

(8)(b) Mo subjects enrolled

(8)(c) Data analysis

(9) Convened IRE determined minimal risk
IRE chair concurrence

3. * Is continuing review required? @
O Yes O No Clear

3. * Review level:
Mame  Related Worksheet

HRP-312 - Worksheet - Exemption

O Exempt Determination

(O Expedited HRP-313 - Worksheet - Expedited Review

Clear

DOooDoDooOoooDoooo

8. Enter the approval and effective date, add in any notes or supporting documents, and check the box to confirm you do
not have a conflicting interest. When you are ready to submit the review, check Yes, then click OK.

4. Dates: 6. Supporting documents: (attach any relevant checklists completed as part of the
) ' review)
* Approval date: @ + 2da
| 4112026 % | Name

There are no items to display

Effective date: @
[euarzozs = |

7.* 1 do NOT have a conflicting interest: @ O

2. * Are you ready to submit this review? @
O Yes O Mo Clear
5. Notes:

o || ool |
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The Designated Review has been submitted, and the study is now in the Post-Review state.
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