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Subject Management -1206 - Procedure
Responsible Office:		YCCI	 
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This Standard Operating Procedure (SOP) applies to all studies managed in OnCore by Yale Center for Clinical Investigation (YCCI).
2.0 Purpose 
The purpose of this SOP is to establish guidelines and procedures for managing subject data in the OnCore Clinical Trials Management System (CTMS) throughout the lifecycle of a clinical trial. 
3.0 [bookmark: _Toc425171621]Definitions and Abbreviations
Adverse Event (AE) – Any unfavorable medical occurrence in a trial participant administered the investigational product. The adverse event does not necessarily have a causal relationship with the treatment.
OnCore - Yale School of Medicine’s Clinical Trials Management System.
Principal Investigator (PI) - A person who participates in the conduct of the clinical study at a study site. If a team of individuals at a site conducts a study, the Investigator who is the responsible leader of the team may be called the Principal Investigator (PI).

Protocol Deviation - Any unauthorized change to a process, procedure, test or other requirement stated in an approved protocol. Protocol deviations made to protect the safety of a study subject(s) must be reported to the IRB and Sponsor within 5 working days.
The terms “subject” and “participant” where applicable are interchangeable.
4.0 [bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]Procedure 
4.1 Protocol Requirements
4.1.1 Before subject enrollment begins, the following steps should be completed in OnCore:
· IRB approval must be obtained and the review will be documented in OnCore. 
· OnCore Protocol Status should be updated to “OPEN TO ACCRUAL’.
· Unless specifically excluded, the protocol should have been sent to Epic.
4.2 Initial Participant Registration
Once a potential trial participant has provided informed consent, the participant should be registered in OnCore and their date of consent recorded by the close of business the day of consent. 
4.3 Updating Participant Status
4.3.1 Modifications to participant status should be recorded in OnCore within 48 hours of the study team’s notification of the change. 
4.3.2 Monitoring Participant Progress:
· Each participant’s progress should be monitored and documented throughout the study. 
4.3.3 Participant Withdrawals:
· If a participant withdraws or is withdrawn from the study, documentation of withdrawal should be captured in OnCore.  
· Documentation of withdrawal should include the reason(s) for withdrawal (e.g., adverse event, personal reasons).
· Protocol specific procedures must be followed for documenting participant withdrawal and Principal Investigator (PI) notification.
4.4 Managing Subject Visits
4.4.1 Visit Updates:
· Visit updates should be recorded in OnCore by close of business the day of the visit date. These updates include:
· Changes to the participant’s study schedule that result in recalibration of the expected dates for future Planned Visit dates.
· Participant’s Visit Status updates: Occurred, Missed, N/A.
· Procedure-specific updates: Document any procedures-specific updates or variations for scheduled study assessments, tests, and measurements (e.g., , Procedure Alternative selections, Additional Procedures, Procedure Date, Missed, N/A [example: pregnancy testing for male participants])
· Unplanned or Additional Visits should be added as needed and all related visit procedures should be added to the visit.
Subject Data Updates
4.4.2 Tracking Serious Adverse Events (SAEs):
· Record any SAEs in OnCore upon being notified of SAE occurrence.
· Ensure that any serious events are escalated and reported as per regulatory and sponsor requirements.
4.4.3 Tracking Protocol Deviations:
· At the discretion of the Study Team or Department, protocol deviations may be documented and tracked in OnCore.  Documented deviations typically should include an explanation of the deviation and corrective actions taken (if any). When documented, deviations should be tracked and monitored for resolution.
4.5 Training
All responsible personnel listed within this SOP will receive training appropriate to their role and level of responsibility.
5.0 Roles and Responsibilities
· Principal Investigator (PI): The PI is ultimately accountable for all clinical research activities and is responsible for the appropriate delegation of tasks to individuals with adequate training and education to perform such tasks. The PI ensures that a project is carried out in compliance with GCP and Yale policies and applicable governing regulations. 

The PI may delegate study duties to research personnel; however, the PI has ultimate responsibility for management of the project and ensuring appropriately experienced and trained staff are delegated.

· Sub-investigators and appropriately qualified study personnel are able to conduct study-related duties as authorized by the Principal Investigator in accordance with GCP and Yale policies and applicable governing regulations. 

· The following study personnel may be delegated study tasks with documentation of appropriate training and experience:
· Clinical Research Coordinator
· Nurse Clinical Research Coordinator
· Research Assistant
· Other Research Staff
· OnCore Administrators
6.0 Contact Information 
Any exceptions or questions pertaining to this procedure must be presented to ycci.sop@yale.edu.
7.0 Related Information
This section identifies applicable regulations, guidance’s, and policies related to this procedure.
	7.1 Code of Federal Regulations
· 21 CFR § 11 	Electronic Records, Electronic Signatures
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· N/A
9.0 Version History
· 11/12/2024: New document (no prior history)
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