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NEWS YOU CAN USE
· New Protocol Template Posted: Reminder, the IRB has posted the revised protocol template, HRP-503 - TEMPLATE – Protocol.  
· Required use of new template: All new initial submissions of human subject research after October 15, 2025, will be required to use the new HRP-503 - TEMPLATE – Protocol posted in the Endeavor Library, under the Templates tab. Submissions received after October 15, 2025, that do not use the new template will be returned to study teams to update before the IRB review can occur. 
· Be on the lookout for a new section that asks about any use of AI in your research.

· Updates to Endeavor: The IRB office is pleased to announce recent updates to the Endeavor application system. These enhancements are designed to provide clearer guidance for users to submit revised documents and highlight the submit button for improved visibility. 

ENDEAVOR TIPS & TRICKS
· Maintaining IRB Oversight: It is essential to maintain IRB oversight throughout the entire lifecycle of human subject research, as this ongoing review ensures compliance with regulatory requirements and institutional policies, protects participant welfare, and upholds the integrity of the research process.  
· Continuing Review or Closure Submissions: Please note that all continuing review (CR) submissions must be submitted to the IRB at least 45 days before the current IRB approval end date, and study closure must be submitted on or before the current IRB approval end date.  This advance submission ensures adequate time for review and helps prevent lapses in study approval or delays in closure processing.
· Lapses in study approval: If your study lapses, all research activities must cease immediately, unless there are activities needed to protect participants’ safety. Study teams should promptly contact the IRB with their plans to submit either a continuing review (CR) or a closure request. 
· NOTE: Additionally, please note that as a partner in the human research protection program, the IRB will ask that a Reportable New Information (RNI) submission be submitted from the research team, detailing the reason for the lapse and outlining a corrective action plan to prevent future occurrences 

· Privacy vs. Confidentiality: Please keep the below definitions in mind as you respond to sections 17 and 19 of the protocol template.

Privacy: Privacy refers to persons and their interest in controlling the access of others to themselves. For example, based on their privacy interest, people want to control:
· The time, place, and nature of information they give
· The time, place, and nature of the experiences that they participate in 
· Who receives and can use the information 
For example, persons might not want to be seen entering a place that might stigmatize them, such as a counseling center that is clearly identified as such by signs on the front of the building. 

Confidentiality: Confidentiality refers to the ethical and legal responsibility to protect the information that participants provide to the research team.  Key aspects of confidentiality in research include:
· Protecting Data: Researchers must ensure that any information (like names, addresses, medical records, etc.) is kept secure and not disclosed without consent.
· Limiting Access: Only authorized individuals (e.g., IRB-approved, trained research team members) should have access to data.
· Data Handling Procedures: This includes using secure storage methods (password-protected files, locked cabinets), anonymizing, de-identifying, or coding data when possible, and ensuring secure data transmission.
· Anonymizing Data: Data are anonymous if no one, not even the researcher, can connect the data to the person who provided it--no identifying information is collected from the individual. Investigators must be aware, however, that even if no direct identifiers (name, address, student ID, etc.) are collected, identification of a participant may be possible from unique individual characteristics (indirect identifiers). For example, a participant who is a member of a certain ethnic group or who was studied because of distinctive personal accomplishments or medical history might be identifiable from even a large data pool.
· Coding Data: This refers to data that has been stripped of all direct subject identifiers, but in this case, each record has its own study ID or code, which is linked to identifiable information such as name or medical record number. The linking file must be separate from the coded data set. 
· De-identified Data: This refers to data that has been stripped of all identifying information, and there is no way that it could be linked back to the subjects from whom it was originally collected (through a key to a coding system or by any other means). Note: This also applies if the source of the data is identifiable, but the data collected is not.
· Informed Consent: Participants should be informed about and agree to how their data will be used, stored, and shared.
· Legal and Institutional Requirements: Researchers must comply with laws (i.e., FERPA,  HIPAA., etc.) and institutional policies, including those set by the Institutional Review Board (IRB).

· Responsibilities of Faculty Advisor: The faculty advisor plays a crucial role in ensuring the ethical integrity and quality of student research by providing expert review and oversight. Their guidance helps students adhere to institutional policies, meet legal requirements, and maintain high standards throughout the research process.  Please see below for an outline of key responsibilities:

Protocol Design
· Collaborate with the student to develop a sound study design, including methodology and consent procedures, ensuring alignment with ethical standards and departmental expectations.
· Confirm completion of required human subjects training for all researchers.

Pre-Submission Review
· Review the IRB application for completeness, clarity, and accuracy, ensuring all documents (e.g., consent forms, recruitment materials) are included and properly formatted.
· Ensure that submissions are complete and of high quality before submitting, decreasing the need for extensive time-consuming revisions.
· Encourage timely submission to meet graduation or project deadlines.

Compliance Monitoring, Reporting & Documentation
· Ensure adherence to the approved protocol; changes require IRB approval.
· Monitor study conduct and data collection for compliance.
· Ensure prompt reporting of adverse events or unanticipated issues.
· Maintain oversight documentation and arrange alternate supervision if unavailable.

If you have any questions or would like to provide feedback, please feel free to reach out. We welcome inquiries and suggestions to support your research process.

· Resources: You have a wealth of resources to aid in your research, “Endeavor” – see below for an abbreviated list of what’s available: 

· Endeavor Library: 
· Human Research Protection Program Plan (HRP-101)
· Investigator Manual (HRP-103)
· Templates: Protocol Templates, Information Letters, Consent Forms, etc.
· IRB Office Contact List

· Help Center: 
· Guidance on how to create a new study submission 
· Guide for researchers that includes how to submit modifications, continuing reviews, and new information reports, as well as how to respond to clarifications. 
· Guide for updating your shell protocol (for studies that migrated from SharePoint to Endeavor). 

[bookmark: _Int_gvAntGKx]QUESTIONS? 
Please reach out to your AU IRB Team! 
IRBAdmin@auburn.edu
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