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1. Role of a Designated Reviewer 
A designated reviewer is an IRB member who completes non-convened IRB reviews. Designated reviewers are assigned 

submissions to be completed on their own and will complete all the required reviewer worksheets, as well as the Make 

Decision function in Cayuse HE. Submissions assigned to a designated reviewer are in addition to convened IRB meeting 

agendas. 

Designated reviewers should complete their reviews within 7 days of being assigned. They must communicate with the 

IRB analyst, as soon as possible, if they anticipate any delay or if they are not available to complete the review. 

2. Notifications & Finding tasks assigned in Cayuse HE 
When a submission has been assigned, the designated reviewer will receive an email notification (from Cayuse) and the 

submission will appear under their tasks in Cayuse HE. An IRB analyst will also email the designated reviewer. 

The My Tasks square on the dashboard view will only display a limited number of tasks. To see a complete list of tasks 

(or submissions ready for your review), click the Tasks tab at the top of Cayuse HE. Or click View All at the bottom of the 

My Tasks square. 

 

REMINDER: Tasks assigned to you as a designated reviewer AND those assigned to the convened IRB will appear 

under My Tasks. When you are assigned as a designated reviewer the email notification from Cayuse will say that 

the submission has been assigned to you for expedited review. The IRB analyst will also clarify this in their email.  
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3. Conducting your review 
Similar to a primary reviewer of a submission assigned to the convened IRB, the designated reviewer must complete all 

required reviewer worksheets. The IRB analyst will attach the reviewer worksheets as a restricted comment before 

assigning you as a designated reviewer in Cayuse HE. 

Where to find reviewer worksheets: 

 For INITIAL and MODIFICATION submissions   the Submission Intro page, under the PI name 

 For RENEWAL submissions  the Criteria Check page, under the study status question 

 For INCIDENT submissions  the Incident/New Information page, under the incident type question 

FIRST, the designated reviewer should review the 708 WORKSHEET to see a regulatory overview of the study and the 

type of worksheets to be completed for the submission. The designated reviewer should also open and review all the 

required reviewer worksheets attached, starting with the submission type worksheet (709, 724, 727, or 713 

WORKSHEETS). Then The IRB analyst typically adds notes in the worksheets and it is best to review these notes before 

starting your own review. 

 
If the IRB analyst notices stipulations (during the pre-review) which should be required, they will list them in the 
Stipulations for approval section* of the worksheet. The designated reviewer may list additional stipulations in this 
section as well. 
 
*Please note that the number and information in these sections vary slightly depending on the submission type. 

 
 
 
The IRB analyst will summarize relevant information in the Comments section* of the worksheet under Pre-Reviewer 
comments. This section will not be used to summarize the submission; the IRB analyst will summarize any information 
or additional context that may be helpful for the designated reviewer to know in advance. 
 
*Please note that the number and information in these sections vary slightly depending on the submission type. 
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SECOND, the designated reviewer should review the smartform, review any new or revised study materials, and 

complete the required reviewer worksheets. Additional resources and job aids for completing certain types of reviews 

are available on the IRB Member Resources page of the HRPO website.  

REMINDER: You may not need to complete all sections of the submission type worksheet (709, 724, 727, or 713 

WORKSHEETS), depending on the type of review and overall study level determination (exempt or expedited). 

Review the instructions at the top of the worksheet (see below) or contact the IRB analyst for clarification, if you 

are not sure which sections need to be completed. Also, please note that this information will vary depending on 

the submission type and necessary worksheet.  

 

Once the review is complete, the designated reviewer will reply to the restricted comment where the IRB analyst 

originally attached the worksheets and attach the final versions. 

REMINDER: Designated reviewers should save final reviewer worksheets with their initials  

in the file title (for example, 709_WORKSHEET_IRB-FY2021-123_jb.doc). 

THIRD, the designated reviewer must complete the Make Decision function in Cayuse in order to finalize their review. 

Completing the Make Decision function is what returns the submission to the IRB analyst and removes it from the 

designated reviewer’s Tasks. See section 4 below for additional instructions on this step. 

4. Completing the Make Decision function 
Once the reviewer worksheets have been attached, the designated reviewer must complete the Make Decision function 

in Cayuse. Completing this step will return the submission to the IRB analyst, so the worksheets must be attached before 

the Make Decision step is complete. Once the submission is returned to the IRB analyst, the designated reviewer will 

have view only access and will no longer be able to comment in the submission. 

The IRB analyst will review the reviewer worksheets and the information provided in the Make Decision function; if 

there is any clarification necessary, the IRB analyst will follow up with the designated reviewer. The IRB analyst will clean 

up the Make Decision function and add in any other additional language necessary (for example, stock language for any 

regulatory determinations approved).  

  

https://www.hhrinstitute.org/researcher-resources/ohsr/irb-member-resources/
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On the Submission Details page, you will see the Make Decision function under Required Tasks. After you have 
completed your review and attached all required worksheets, click Make Decision to enter a determination and return 
the submission to the IRB analyst.  
 
NOTE: You will not see the Make Decision function on submissions assigned to the convened IRB.  
 

 
 

 

STEP 1: Complete the Decision and Result Date. Leave the Administrative Check-In Date empty.  
 

 
DECISION:  
There are several options in the Decision menu, but the common selections are described below: 
 

- APPROVED: Select this option when the submission is approved as is, without any additional stipulations. 
 

- MINOR STIPULATIONS: Select this option when the submission has conditional approval, with minor revisions 
required. Remember that Minor Stipulations must be prescriptive in nature; Minor Stipulations are not requests 
for clarification. If the necessary stipulations prevent the IRB from confirming the criteria for approval (see 197 
GUIDANCE), the submission cannot be approved with Minor Stipulations.  

 
NOTE: When a submission is approved with Minor Stipulations, the IRB analyst will review the PI’s response. The 
submission will not be returned to the designated reviewer, unless the IRB analyst requires assistance in 
evaluating the appropriateness of the PI’s response.  

 

https://www.hhrinstitute.org/wp-content/uploads/197-GUIDANCE-Criteria-for-IRB-approval.pdf
https://www.hhrinstitute.org/wp-content/uploads/197-GUIDANCE-Criteria-for-IRB-approval.pdf
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- RETURN TO PI: Select this option when you are not able to approve the submission but require additional 
clarifications from the PI. The clarification requests must be added as comments within the smartform or 
described in the INTERNAL NOTES section (see more about this in STEP 3 below). 
 
NOTE: When selecting Return to PI, the submission will be returned to the designated reviewer once the PI has 
responded to the clarifications requested. Return to PI is not a conditional approval.  

 
RESULT DATE: 
The result date will always be the date you are completing the review. You can click on Today, to automatically enter 
today’s date.  
 
 

STEP 2: Select the appropriate categories for the submission under review.  
 

 
 
For an INITIAL submission, check all categories which apply to the new study. These must match the categories selected 
on the Expedited Categories page of the smartform.  
 
For a MODIFCIATION submission, do not select any categories. Leave all categories UNchecked.  
 
For a RENEWAL submission on a study originally approved under Expedited Review Categories, check all categories that 
apply to the overall study.  
 
IMPORTANT: Categories 8(a-c) and 9 (see below) only appear for Renewal submissions and only apply to studies 
originally approved by convened IRB. These categories are not used to for studies originally approved under Expedited 
Review. The original review level can be found at the top of the 708 WORKSHEET.  
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STEP 3: Complete the INTERNAL NOTES section. Leave the FINDINGS and RESEARCHER NOTES sections empty.  
 

 
 
The INTERNAL NOTES section will never pull into the IRB letter and will not be shared with the PI. Formatting is not 
important in this section. You do not need to add notes here; you provide your reviewer comments in the submission 
type reviewer worksheet and you indicate your determination in the DECISION section of the Make Decision. However, if 
you have additional notes to provide, you may enter them in here.  
 
If selecting RETURN TO PI as the decision, the clarification requests must be added as comments in the smartform or you 
can describe them in the INTERNAL NOTES section. When adding clarification requests to the INTERNAL NOTES section, 
the IRB analyst will add the information in the appropriate section.  
 
If selecting MINOR STIPULATIONS as the decision, the stipulations being requested should be added to the submission 
type worksheet (under section titled “Stipulations for approval”). However, you could use the INTERNAL NOTES section 
add any other helpful information or context.   
 
 

STEP 4: Once you have completed the Make Decision with all relevant information, click SAVE in the top right hand 

corner of the Make Decision function. After clicking SAVE, you must click REVIEW COMPLETE (on the Submission Details 
page) and CONFIRM in order to complete your review.  
 
IMPORTANT: If you click SAVE but do not click REVIEW COMPLETE / CONFIRM, the submission will not be returned to the 
IRB analyst and will cause delay in subsequent review. If you have completed the Make Decision but continue to see the 
submission ID under My Tasks (on your Dashboard view), it probably means that you did not click REVIEW COMPLETE / 
CONFIRM. 
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5. Continuing Review and Expedited Review 
When reviewing an Initial submission for a study to be approved under Expedited Review, an additional section will 

appear in the Make Decision function asking if Continuing Review is mandatory. Continuing Review is mandatory for all 

Initial submissions reviewed by the convened IRB; however, the continuing review requirement may not apply to studies 

approved under expedited review, under the revised Common Rule (see 45 CFR 46.109 (f)(1)). However, certain types of 

research approved under expedited review still require continuing review (see 197 GUIDANCE). For example, FDA 

regulated research approved under expedited review requires continuing review.  

 
When a submission requires continuing review, check the box below the decision options. This box appears after the 
decision has been entered and is not a part of the default view of the Make Decision function.  
 

 
 
 
 

After checking the box, enter  
the Expiration Date and provide 
Justification for requiring 
Continuing Review. 

 

 
 

 

IMPORTANT: The IRB/designated reviewer may require continuing review, even if it meets the regulatory criteria for not 

requiring continuing review. This determination must be documented in the Make Decision function, with appropriate 

rationale.  

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.109
https://www.hhrinstitute.org/wp-content/uploads/197-GUIDANCE-Criteria-for-IRB-approval.pdf
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