
Final Rule
Discussion: Changes to Review Checklists 

and Portal



Most Relevant Changes for 
Committee Members

 Changes to Approval Criteria

 Revised Consent Checklists

 Checklists in the Portal – How do they work now?

 Meetings: Notifications, Agenda, Workspace 

 Subject Matter Review in the Portal



Changes to Approval Criteria
 When appropriate, there are adequate provisions to protect the 

privacy of subjects and to maintain the confidentiality of data.

The Secretary of HHS will, after consultation with the Office of Management 
and Budget's privacy office and other Federal departments and agencies 
that have adopted this policy, issue guidance to assist IRBs in assessing 
what provisions are adequate to protect the privacy of subjects and to 
maintain the confidentiality of data.

 Broad consent stuff (UGA is not currently planning to adopt broad 
consent)

 When some or all of the subjects are likely to be vulnerable to coercion 
or undue influence, such as children, prisoners, individuals with 
impaired decision-making capacity, or economically or educationally 
disadvantaged persons, additional safeguards have been included in 
the study to protect the rights and welfare of these subjects. 

Added underlined clarification and removed pregnant women)



Revised Consent Checklists

 These checklists must be completed and attached to the 
record for Expedited reviews.

 For full committee reviews, these can be used to guide 
individual review and/or discussion at the meeting; the 
minutes are the “record” of the consent review and 
documentation of the waivers, if applicable.



Checklists in the Portal

 All checklists are in the IRB Portal Library

 For Expedited Reviews (when a board member is 
providing Subject Matter Review): 

• The Subject Matter Review Checklist (#319) is always 
needed

• The IRB Staff may ask for additional checklists 
depending on the study and will notify you by 
Internal Comment which should appear in the 
History section of the submission workspace



Meeting Notifications

 Email from Committee Administrator with reminder to 
confirm/decline attendance for next meeting

 Email from Portal with Assignment notification (Primary and 
Secondary reviewers, as applicable) – Link to Meeting Workspace

 Email from Portal with Agenda (pdf)

 Sometimes:  Assignment or Agenda Update email



Meeting Notifications

 Email from Committee Administrator with reminder to 
confirm/decline attendance for next meeting

“This is a reminder that the next IRB meeting is xxxday, xxxx xxth, at xxx in 
the xxxxx. Please confirm or decline attendance in the portal by following the 
link below by xxxday, xxxx xxth.  

LINK TO MEETING”

https://ovpr-click-prod.ovpr.uga.edu/uga-ovpr/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5BOID%5B03980F7D2B504C4EA4B1EA87943B8A60%5D%5D


Meeting Notifications

 Email from Portal with Assignment notification (Primary and 
Secondary reviewers, as applicable) – Link to Meeting Workspace



Meeting Notifications
 Email from Portal with Agenda (pdf)



Agenda

Email Notification has link to Meeting Workspace 
where Agenda is attached

Email Notification has link to Agenda PDF

Agenda contains links to submissions



Meeting Workspace



Meeting Workspace
 45 Day Expedited Report



SMR Steps in the Portal
1. The Subject Matter Expert will be informed of an 

assignment by email from the portal with a link to the 
submission.  

2. Use Read Project or Print Project and/or View Differences 
(for modifications) to review the submission.

3. Find the Subject Matter Review Checklist (#319) in the 
Library: download it, complete it, save it to your desktop or 
documents folder on your computer.

4. Choose Submission Checklists to upload your saved SMR 
Checklist (and any others.

5. Choose Submit Subject Matter Expert Review to send it 
back to the IRB Staff.



Revised Common Rule:
https://www.hhs.gov/ohrp/regulations-and-

policy/regulations/revised-common-rule-regulatory-text/index.html

https://research.uga.edu/hrpp
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/revised-common-rule-regulatory-text/index.html
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