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Purpose
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• Quarterly updates and overview of 
operations of the HRPP and Yale IRB;

• Opportunity to ask questions or offer 
feedback and suggestions;



Topics
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Agenda

1.  Approval numbers – 2nd Quarter Slide# 4

2. New and Revised Documents Slide# 7

3. IRES IRB Update – OnCore Mandate Slide# 9

4. IRB Essentials Slide# 13



Yale IRB Approvals: 2nd Quarter in 2026

Type of Submission Expedited Full Board Exempt Not Human 
Subjects

Initial Study (568) 89 34 336 109
Site Review* (17) 17 0 N/A N/A
Continuing Review (341) 257 84 N/A N/A
Modification  (656) 589 67 N/A N/A
Personnel Change (747) 747 0 N/A N/A
Modification to Site* (33) 33 0 N/A N/A
Continuing Review and 
Modification (21) 12 9 N/A N/A

Grand Total (2383)
* Yale IRB serves as the IRB of Record for another site



External IRBs: 2nd Quarter of 2026

Topic Information

Number of  Studies Authorized for Reliance 100

Number of  Unique IRBs 18

Types of  IRBs Commercial – 5
Academic/Non-Profit – 13

IRBs with Highest Numbers Advarra – 48%
WCG – 27%



Approval Turn-Around Times: Average in Calendar Days, Initial – 2nd 
quarter of 2026

Enter to Approve
(Total Approval 

Time)

Submission to 
Acceptance 
(Pre-Review 

State)

Acceptance of 
Submission to 
Approve (IRB 
Review State)

Average PI Side % of PI Time Average HRPP/IRB Side

Full Board
73

(Median: 49)  
11 62 30 41% 43

Expedited
41

(Median: 29) 
7 33 20 48% 21

Exemption
21

(Median: 14) 
10 11 12 59% 8

NHSR
7

(Median: 3) 
7 1 5 69% 2



Document Changes
Document Status Description

Guidance: Summer 
Students

New The document explains the process for adding visiting/summer students to your study 
team. Student researchers conducting human subjects research must meet the same 
Yale Human Research Protection Program (HRPP) requirements as other types of 
researchers. However, there are additional considerations specific to visiting students, 
and those are explained here. (Version 6/1/2026)

Confidentiality 
Agreement

New This Confidentiality Agreement (“Agreement”) is used when confidential or sensitive 
information may be accessed by external Collaborators while engaging in Yale research 
related activities. This form does NOT need to be submitted to the IRB but used and 
kept by the Investigator. (Version 6/1/2026)

Consent Glossary Revised Correction to phone number to YCCI billing, correction to the name of the bank used 
for debit card payments (OnCore payments), and addition of explanation when SSN 
must be collected from participants (7/9/2026).

Departing and Arriving 
Investigators

Pending 
Finalization

Checklists for investigators who are leaving Yale or who are onboarding from another 
institution with considerations related to their human subjects research projects.

Protocol Templates Pending 
Finalization

The HRPP did not renew its contract with the Protocol Builder. Instead, WORD 
versions of protocols are available in IRES IRB with new and improved versions coming 
soon (in the final review and finalization process).



Adding students to research protocols
• Will the student conduct human subjects research?
• Which institution does the student represent?

The document can be used to 
guide analysis for adding external 

investigators to the projects.

Note: NetID (Sponsored 
Identity) will be required for 

investigators who need access to 
data in Yale systems.



Confidentiality Agreement

Type of the Investigator

Study Type

Non-Exempt Exempt
Exempt with Limited IRB 

Review 
(categories 2(iii) and 3 (iii))

Individual from an institution 
with an FWA (or IRB)

Reliance Agreement;

OR

Only if no federal 
funding: separate IRB 
approvals

Separate IRB determination
Reliance possible but 
separate IRB determination 
likely to be faster

Individual from an institution 
without an FWA (or IRB)

Unaffiliated Investigator 
Agreement

Confidentiality Agreement 
in the study file

Unaffiliated Investigator 
Agreement

Individual from an institution 
with an FWA (or IRB) BUT not 
acting as their agent

Unaffiliated Investigator 
Agreement

Confidentiality Agreement 
in the study file

Unaffiliated Investigator 
Agreement



Payments to Participants

• Yale procedure, effective 1/1/2026:
• Tracking of payments to participants that are more than $500 and use payments 

other than OnCore, which means that SSN must be collected (IRS threshold for 
taxes in payment is $2,000)

• Exception from that requirement may be granted by the Controller’s Office (in 
consultation with HRPP and Tax Office)

Note: The exception cannot be granted if the participants are not citizens or 
permanent residents (all payments are taxable); 

3417 PR.02 Human Research Study Participant 
Remuneration: Federal Reporting Procedure

https://your.yale.edu/policies-procedures/3417-pr02-human-research-study-participant-remuneration-federal-reporting-procedure
https://your.yale.edu/policies-procedures/3417-pr02-human-research-study-participant-remuneration-federal-reporting-procedure


IRES IRB Update: OnCore Mandate
• Question #12 on the Study Scope page was added to identify NEW 

studies (created after 7/2/2026) that must be registered in OnCore:

Is this study being conducted by Yale School of Medicine (YSM) faculty, does it 
involve enrolling human participants at Yale School of Medicine and/or Yale New 
Haven Health System, and does it meet any of the following criteria: (i) requires 
written informed consent, (ii) includes billable clinical services to research 
sponsors or third-party payors, and/or (iii) provides ePayments to research 
participants through OnCore?

• Clinical Trial Management System Mandate – Policy
• Clinical Trial Management System Mandate - Website

https://yale.navexone.com/content/dotNet/documents/?docid=1225&app=pt&source=browse&public=true
https://yale.navexone.com/content/dotNet/documents/?docid=1225&app=pt&source=browse&public=true
https://yale.navexone.com/content/dotNet/documents/?docid=1225&app=pt&source=browse&public=true
https://yale.navexone.com/content/dotNet/documents/?docid=1225&app=pt&source=browse&public=true
https://yale.navexone.com/content/dotNet/documents/?docid=1225&app=pt&source=browse&public=true
https://yaleedu.sharepoint.com/sites/YaleCenterClinicalInvestigation/SitePages/CTMS-Mandate.aspx?csf=1&web=1&e=FhJNuf&isSPOFile=1&TeamsCID=274357aa-3790-4c0d-abdc-eb7a034d3851&cidOR=SPO&CT=1783987505649&OR=OWA-NT-Mail&CID=bb96f90d-8d1d-cff6-7f32-61215d624e78&SI=NonSentItems&SLSync=F
https://yaleedu.sharepoint.com/sites/YaleCenterClinicalInvestigation/SitePages/CTMS-Mandate.aspx?csf=1&web=1&e=FhJNuf&isSPOFile=1&TeamsCID=274357aa-3790-4c0d-abdc-eb7a034d3851&cidOR=SPO&CT=1783987505649&OR=OWA-NT-Mail&CID=bb96f90d-8d1d-cff6-7f32-61215d624e78&SI=NonSentItems&SLSync=F
https://yaleedu.sharepoint.com/sites/YaleCenterClinicalInvestigation/SitePages/CTMS-Mandate.aspx?csf=1&web=1&e=FhJNuf&isSPOFile=1&TeamsCID=274357aa-3790-4c0d-abdc-eb7a034d3851&cidOR=SPO&CT=1783987505649&OR=OWA-NT-Mail&CID=bb96f90d-8d1d-cff6-7f32-61215d624e78&SI=NonSentItems&SLSync=F


IRES IRB-Oncore Feed: Next Steps

• Based on the response to the new question, HRPP staff will manually 
push the study record into OnCore, unless it is confirmed that the study 
meets the exception criteria described in the policy;

• An automatic feed will be implemented later this summer;

• Study Roles will also be updated for new studies to more closely 
correspond to OnCore roles – communication and guide are forthcoming;



IRB Essentials
Month Topic Description Registration

July Nuances of Re-
consent/Participant 
Notification in Human 
Subjects Research

Federal regulations require that researchers provide subjects with significant new findings uncovered during 
the course of the research when those findings may impact a subject's willingness to continue participation 
in the research. The provision of significant new information for a given study will depend upon many 
factors, including the nature of the study, the nature and urgency of the new information, and the 
enrollment status of subjects. Session attendees will learn about current IRB practices regarding requiring 
reconsent vs. notification to subjects. Tangible tips, guidance, and scenarios will also be presented to 
encourage discussion.

Time: Monday, July 27, 
10am

August Submitting Continuing 
Reviews and Study 
Closures

Once research projects are approved by the Yale HRPP/IRB via IRES IRB, there are ongoing responsibilities 
for the Principal Investigator (PI) and the study team. This session will provide guidance to investigators on 
submitting Continuing Review (CR) applications in IRES IRB, including new requirements for CR 
submissions.

Time: Monday, August 
31, 10am

September An Introduction to 
Secondary Data Research: 
What Is It, Why Do It, and 
How to Prepare Your IRB 
Application

In this session, attendees will learn the distinction between secondary uses of research data that are Not 
Human Subjects Research (NHSR) and uses that are Human Subjects Research (HSR) requiring IRB review 
and approval. Special attention will be given to Exempt Category 4 and Expedited Category 5, as well as 
research involving Artificial Intelligence (AI). Attendees will also learn what data sharing is, why it’s 
important, and considerations when developing ethical data management and sharing plans (DMSPs).

Time: Monday, 
September 28, 10am

October Coordinating Multi-Site 
Research Projects

This training session is designed for researchers and research staff involved in the coordination of multi-site 
research projects. The session covers essential topics such as inter-site communication, data management, 
and regulatory compliance. Participants will learn best practices for ensuring consistency across research 
sites, navigating Institutional Review Board (IRB) processes, and effectively managing collaborative teams. By 
the end of the training, researchers will be equipped with the knowledge and skills to coordinate multi-site 
projects efficiently and ethically, ensuring high standards of research integrity and participant protection.

Time: Monday, October 
26, 10am

Note: Session is extended 
to 1.5 hours

November Working with External 
IRBs: Focus on Non-
Commercial IRBs

By the end of this session, attendees will be able to: 1) Delineate the responsibilities of an IRB and an 
institution participating in research, 2) Explain the submission process for requests to use non-Yale IRBs 
(with a focus on non-commercial IRBs), and 3) Outline the ongoing responsibilities of investigators when 
using a non-Yale IRB.

Time: Monday, 
November 30, 10am

https://click.message.yale.edu/?qs=ABB7InYiOjEsImQiOjQ5MjV9AAoAAAAAAigMixqle543QXiPf5YRSP_w09gG3wcEYaoUEWSv9zlrCJqtcBHYJyL1YZbhjaHKK4cDjlknCxBEpFvNDWkVgEGyJ4dLI8KQ6Ek
https://click.message.yale.edu/?qs=ABB7InYiOjEsImQiOjQ5MjV9AAoAAAAAAigMixqle543QXiPf5YRSP_w09gG3wcEYaoUEWSv9zlrCJqtcBHYJyL1YZbhjaHKK4cDjlknCxBEpFvNDWkVgEGyJ4dLI8KQ6Ek
https://click.message.yale.edu/?qs=ABB7InYiOjEsImQiOjQ5MjV9AAoAAAAAAigMixqmaT_cNQFLxxZ9xGaMNRjds-gG_qASm4rexdcoLzAPbzNxdfS-Z9DnIVpE_Q9SpNIDwajhi8TUkDCW8sRsTBn6xomYj6E
https://click.message.yale.edu/?qs=ABB7InYiOjEsImQiOjQ5MjV9AAoAAAAAAigMixqmaT_cNQFLxxZ9xGaMNRjds-gG_qASm4rexdcoLzAPbzNxdfS-Z9DnIVpE_Q9SpNIDwajhi8TUkDCW8sRsTBn6xomYj6E
https://click.message.yale.edu/?qs=ABB7InYiOjEsImQiOjQ5MjV9AAoAAAAAAigMixqnpeu44NhIoHQiZzr0AcxctAFXmY54XiBu6QotOxdFJpMYujeSybwH2hJWItShMnBHtzYeRKmcshA4Zp9vcaTU7GfjFMw
https://click.message.yale.edu/?qs=ABB7InYiOjEsImQiOjQ5MjV9AAoAAAAAAigMixqnpeu44NhIoHQiZzr0AcxctAFXmY54XiBu6QotOxdFJpMYujeSybwH2hJWItShMnBHtzYeRKmcshA4Zp9vcaTU7GfjFMw
https://click.message.yale.edu/?qs=ABB7InYiOjEsImQiOjQ5MjV9AAoAAAAAAigMixqo0ghuJzJWxJQZbpYTiYBFCuFBEw1fJe26dY_wF3-8Lkg-KDsN3pxNhSbf9JOds1CDnrjWR1LUFoznyShGUnNYJEqKS_8
https://click.message.yale.edu/?qs=ABB7InYiOjEsImQiOjQ5MjV9AAoAAAAAAigMixqo0ghuJzJWxJQZbpYTiYBFCuFBEw1fJe26dY_wF3-8Lkg-KDsN3pxNhSbf9JOds1CDnrjWR1LUFoznyShGUnNYJEqKS_8
https://click.message.yale.edu/?qs=ABB7InYiOjEsImQiOjQ5MjV9AAoAAAAAAigMixqpZbw3sHJqihasiU7hUwBi2n7MK0Kjc6eZjHmBKVeuBVOt6v8yDTGjJirvedKdh4arKUnkFZEeW4G0ER5IdnW8A4NCsy8
https://click.message.yale.edu/?qs=ABB7InYiOjEsImQiOjQ5MjV9AAoAAAAAAigMixqpZbw3sHJqihasiU7hUwBi2n7MK0Kjc6eZjHmBKVeuBVOt6v8yDTGjJirvedKdh4arKUnkFZEeW4G0ER5IdnW8A4NCsy8


Resources
Human Research Protection Program

• https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-
ynhhs-research

Email Subscription 

• https://subscribe.yale.edu/

*HRPP Newsletter is available in Research Administration category

Questions for next HRPP News Forum (October, 2026)

• https://yalesurvey.ca1.qualtrics.com/jfe/form/SV_8eozZatbGncF3sG 

https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
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https://your.yale.edu/research-support/human-research-protection-program/yale-new-haven-health-system-ynhhs-research
https://yalesurvey.ca1.qualtrics.com/jfe/form/SV_8eozZatbGncF3sG
https://yalesurvey.ca1.qualtrics.com/jfe/form/SV_8eozZatbGncF3sG


Questions?

Questions? Contact HRPP@yale.edu or monika.lau@yale.edu 
Yale HRPP Website

mailto:HRPP@yale.edu
mailto:monika.lau@yale.edu
https://your.yale.edu/research-support/human-research-protection-program
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