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• Introduction
• Overview of Projects (Background, Introduction, Methods, Results)

• Renewals Submitted In Calendar Year 2022
• QA/QI Interviews for Renewal Submissions

• Preventive Action Plans
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Overview of Renewals Submitted in Calendar Year 2022
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• Background: 
• Renewal submissions across Columbia 

University (CU) that are not submitted in a 
timely manner cause disruptions to the 
HRPO workflow processes because they are 
prioritized to avoid lapses in Institutional 
Review Board (IRB) approval.



Introduction
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• The Columbia IRBs received 4,327 submissions in calendar 
year 2022 of Renewals and Annual Reports. 

• This presentation focuses on data for the subset of 3,055 that 
are Renewals, because failure to obtain approval for them will 
result in a lapse in IRB approval.

• Although failure to obtain approval for an Annual Report will 
appear in Rascal as a lapse in IRB approval, it is not, from a 
regulatory perspective, because Annual Reports are only 
permitted for studies for which the regulatory requirement for 
continuing review is eliminated.
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• Data for renewals processed by facilitative review were 
not included in this analysis.

• This presentation covers renewals for Columbia-only 
studies and for studies for which Columbia served as 
Reviewing IRB for other institutions.

• The purpose of this project was to identify the number 
and percentage of renewals submitted for each 
submission interval to IRBs 1-5 and to the Expedited, 
Admin, and Morningside committees during calendar 
year 2022.



Methods
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• The status of submission groups for IRBs 1-5 renewals 
were designated by the following time intervals: 

• Early is greater than 90 calendar days before expiration, 
• On time is between 61 to 90 calendar days before expiration
• Late is between 31 to 60 calendar days before expiration
• Very late is between 1 to 30 calendar days before expiration
• On day of expiration is 0 calendar days before expiration
• After expiration is between 1 to 30 calendar days after 

expiration
• Long after expiration is 31 calendar days or more after 

expiration.



Methods
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• The status of submission groups for the Expedited, 
Admin, and Morningside renewals were designated by 
the following time intervals: 

• Early is greater than 60 calendar days before expiration
• On time is between 31 to 60 calendar days before 

expiration
• Late is between 1 to 30 calendar days before expiration
• On day of expiration is 0 calendar days before expiration
• After expiration is between 1 to 30 calendar days after 

expiration
• Long after expiration is 31 calendar days or more after 

expiration.



Results
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Figure 1. IRB 1-5 Renewals By Status of Submission in Calendar Year 2022



Results
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Table 1. Descriptive Statistics for IRB 1-5 Renewals By Status of Submission in Calendar Year 2022



Results
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Figure 2. Expedited, Admin, And Morningside Renewals By Status Of Submission In Calendar Year 2022



Results
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Table 2. Descriptive Statistics for Expedited, Admin, And Morningside Renewals By Status Of Submission In Calendar Year 2022



Overview of QA/QI Interviews for Renewal Submissions
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• Background: 
- Quality assurance and quality improvement 

(QA/QI) interviews were conducted in early 
2024 as a response to the portion of renewals 
that were submitted late to IRBs 1-5 and the 
Expedited, Administrative, or Morningside 
teams during calendar year 2022.



Introduction
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• QA/QI interviews were performed to gain a better 
understanding of why renewals are submitted late within 
Rascal.

• These interviews were also implemented to comprehend how 
the current process can be improved to allow for efficient 
renewal submissions within Rascal and minimize the number 
of renewal submissions that are submitted late.  

• This presentation provides a synopsis of the QA/QI interviews 
that were held for 7 Principal Investigators (PIs) and 9 research 
staff (RS) with varying titles across CU during January and 
February 2024 regarding the current Rascal renewal submission 
process and how it can be improved.
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• The PIs and RS were selected based on the 
following criteria:

- Being a PI or RS member for the most renewals 
that were submitted either on time or late and were 
either assigned to IRBs 1-5 or the Expedited, 
Administrative, or Morningside teams during 
calendar year 2022.

• 7 PIs and 9 RS members were interviewed



Methods
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• Interviews were held virtually and were 
conducted during January and February 2024.

• All of the interviewees were asked the same 
interview questions.
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• At what point do you generally start the renewal process?
- Most of the PIs did not know when the renewal process starts for their studies.

• In your experience, is there anything about the renewal submission process that is 
particularly helpful to you?

- For PIs: 
 Rascal-generated emails
 Timelines are clear
 Information that is being requested is clear

- For RS: 
 Using Rascal to check statuses to keep track of timelines
 All the pages within the renewal submission, except the subjects page, being 

copied from the previous approved event.
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• In your experience, what are challenges that you have faced in regard to the 
renewal submission process?

• For PIs: 
• Projecting how many subjects are going to be accrued in the following 

year.
• Keeping track of the Rascal-generated emails.
• Completing renewals for studies where not much has changed.
• Volume of renewals that need to be submitted. 

• For RS: 
• Working with modifications that are submitted before the renewal
• Not having documents stamped when a renewal is approved
• Not knowing the status of the renewal submission
• Renewal being returned for something that could have been clarified in an 

email
• Differentiating between a renewal and an annual report. 
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• What recommendations do you have for the HRPO/IRBs for improving the renewal 
submission process?

• For PIs: 
• Providing renewal for more than one year for protocols that are minimal risk
• Two emails should be sent to the PIs and research staff as reminders of the 

expiration of the renewal
• Having more transparency on timing of the renewal process.

• For RS: 
• Renewal documents being stamped at the time of approval
• Instructions with screenshots should be provided to researchers to access 

study trainings
• HRPO staff should reach out to the submitter directly as opposed to returning 

a renewal
• Being able to add personnel to the renewal
• Rascal sending automated email reminders more than 60 days before the 

renewal expires.  
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• Can you share any best practices or tips that have worked well for you and 
could help other study teams in the renewal submission process?

• For PIs: 
• Having great regulatory and research coordinators and retaining them.
• Starting the renewal submission process early.
• Having a generalized time frame for the process.  

• For RS: 
• Keeping the expiration date of the renewal in mind
• Reviewing the renewals before submitting them
• Working with the IRB Managers
• Submitting the renewal as soon as possible to avoid delays caused by 

approving the renewal
• Starting renewals 90 days before they expire to allow yourself time to 

request the required information and contact the HRPO staff if you 
have any questions 
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Preventive Action Plans

• Re-training of staff on stamping of documents and reasons for returns
• Development of Renewal and Annual Report FAQs

• https://research.columbia.edu/maintaining-irb-approval#!#RenewalsandARs

• Revisions to Annual Report and Renewal Rascal Workshops to incorporate 
feedback from interviews

• Reminder: This workshop is scheduled for Mon, Oct 28, 2024 3:00 PM - 4:00 PM

• Further information on differences between Renewals and Annual Reports was 
included in the HRPO December Newsletter
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https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fresearch.columbia.edu%2Fmaintaining-irb-approval%23!%23RenewalsandARs&data=05%7C02%7Cjdv2118%40cumc.columbia.edu%7C2cdcb1e111f6482de6bf08dcd98137df%7Cb0002a9b0017404d97dc3d3bab09be81%7C0%7C0%7C638624396232612753%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=QNq1h5ab4pNxSbsh%2BFhVb3bnu988OAFL4C4tWLaQ5Vo%3D&reserved=0


Preventive Action Plans – Rascal Changes

• Pop-up notifications in Rascal:
• Proposal #1: Researchers to receive a pop-up notification in Rascal when a 

modification is submitted within 30/60 days of a Renewal with notification of 
expiration date and recommendation to submit the modification within the Renewal
• Estimated completion: November 2024

• Proposal #2: Pop-up notification to HRPO staff prior to logging in an event alerting 
them to documents that may have been missed as needing to be stamped during 
HRPO review process
• Estimated completion: December 2024

• Ancillary Reviews Status Box 
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Preventive Action Plans – Rascal Changes

• Personnel Change Module:
• Phase 1: Rascal warning prior to submitting if any research personnel listed in the 

IRB protocol have not completed all required trainings
• Completed as of March 2024

• Phase 2: Separate modification event type solely for adding and removing personnel. 
These events can be automatically approved in Rascal as long as all training 
requirements from personnel have been met
• Estimated Completion: Testing to begin late September/early October with 

anticipated rollout by end of 2024
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Interviews – Common Questions & Misinformation

• Request by researchers for more than one year be provided for studies that are minimal 
risk

• Clarification: “An IRB must conduct continuing review of research at intervals appropriate to 
the degree of risk, but not less than once per year (45 CFR 46.109(e)).”

• Request by researchers for multiple Rascal-generated emails be sent to the PIs and 
research staff as reminders of the expiration of the renewal

• Clarification: This is already happening at 90, 60, 30 days before expiration and upon 
expiration. Confirmed with the Rascal team that these are received by: PI, Initiator, and 
Coordinator(s). 

• Researchers communicated a challenge with the renewal submission process is not 
knowing the status of the renewal submission

• Clarification: several statuses in Rascal are provided – submitted, logged in, returned, 
distributed, assigned to meeting, pending. These can be found in the “History” page. 
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Interviews – Common Questions & Misinformation (continued)

• A PI also stated another challenge with the renewal submission process is if there is an 
expedited modification and the renewal requires an IRB meeting then the renewal 
submission becomes delayed.

• Clarification: An expedited modification would not delay a renewal submission. However, if 
a renewal that would otherwise be eligible for expedited review procedures includes a 
substantive modification requiring review at a convened meeting, then the renewal 
review/approval can take longer as it would now require review at a convened meeting. 

• Researchers commented on Renewals being returned for something that could have been 
clarified:

• Clarification: this is something that HRPO staff are actively working on; please note that 
many times, staff request clarifications via correspondence, however no response is received. 
Please monitor your correspondence notifications. 
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Interviews – Common Questions & Misinformation (continued)

• Some of the PI’s did not know when the renewal process starts for their renewals
• Clarification: Determination letters remind researchers “Renewal applications 

should be submitted 60 days (30 days for studies assigned to IRB Exp) before the 
expiration date of this study through Rascal…” Thus, the renewal application should 
be started prior to that in order to have the renewal application ready for submission 
within the 60 (or 30) days prior to expiration. 
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Rascal Screenshots (Renewal) 
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Rascal Screenshots (Renewal) 

27



Rascal Screenshots (Renewal) 
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Rascal Screenshots (Renewal) 
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Rascal Screenshots (Renewal) 
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Rascal Screenshots (Renewal) 
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