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Clinical Data Management (Sponsor) -1103-Procedure
Responsible Office:		YCCI
Procedure Sponsor:		Amanda Tichacek, Julie Holub
Effective Date:		09/09/2025


1.0 [bookmark: _Hlk158801266]Scope
This Standard Operating Procedure (SOP) applies to research projects for which the YCCI Data Management team is performing ongoing data management. 
2.0 Purpose
The purpose of this SOP is to describe standardized procedures for clinical data management to ensure the accuracy, completeness, consistency, and traceability of clinical trial data; maintain compliance with Good Clinical Practice, 21 CFR Part 11 (where applicable), and other relevant regulations and guidelines; safeguard the confidentiality, integrity, and availability of trial data throughout its lifecycle; and support timely, reliable analysis and reporting of study results. 
3.0 [bookmark: _Hlk158801281]Definitions and Abbreviations
Audit Trail - Metadata records that allow the appropriate evaluation of the course of events by capturing details on actions (manual or automated) performed relating to information and data collection and, where applicable, to activities in computerized systems. The audit trail should show activities, initial entry and changes to data fields or records, by whom, when and, where applicable, why. In computerized systems, the audit trail should be secure, computer-generated and time stamped.

Case Report Form (CRF) or Electronic Case Report Form (eCRF) - A data acquisition tool designed to record protocol-required information to be reported by the investigator to the sponsor on each trial participant.

Clinical Data Management – The process of collecting, cleaning, and managing data in clinical trials and research that ensures data integrity, accuracy, and consistency while adhering to regulatory requirements and industry standards. 

Data Management Plan (DMP) - A description of the procedures and guidelines for managing clinical trial data to ensure the quality, accuracy, and consistency of the data collected during the trial. The DMP may be a standalone document or incorporated into other clinical trial documents. 

Electronic Data Capture System (EDC) - An electronic system used to collect, manage, and validate clinical trial data in electronic format.  

Query - A request for clarification on data discrepancies or missing data.
4.0 Procedure
4.1 Project Intake and Assessment 
4.1.1 At the time of project intake, a senior member of the Clinical Data Management (CDM) team will complete an initial determination of risk based on the nature and scope of the project. 
4.1.2 Based on the risk assessment, the CDM team member will assign a support intensity for ongoing data management that meets requirements of governing regulations.
4.2 Study Start Up
4.2.1 Studies are assigned to clinical data managers (CDM) with training and experience appropriate to the scope and complexity of the study. 
4.2.1.1 For blinded studies, assignment of both an unblinded and a blinded CDM may be necessary.
4.2.2 The assigned CDM develops and maintains a Data Management Plan (DMP), consistent with the risk assessment completed during intake.
4.2.2.1 If the nature of the project changes in a manner that may impact the risk assessment, a subsequent evaluation will occur to ensure the DMP is consistent with the risk of the project.  
4.2.3 The DMP is reviewed and approved by a senior member of the CDM team. 
4.3 Study Maintenance
4.3.1 The CDM manages user access to the study-specific EDC system, including addition, modification, and removal of access.  
4.3.2 As outlined in the DMP, the CDM performs checks of the accuracy, completeness, timeliness, and integrity of the data captured in the EDC. 
4.3.3 As needed and as outlined in the DMP, external data sources are reviewed and reconciled.
4.3.4 Data discrepancies and issues are documented with queries issued to the site in accordance with the DMP. Queries are tracked until resolution.
4.3.5 Data discrepancies and issues are reviewed to determine if re-training or a CRF/EDC update is required.
4.3.6 The type, level, and timing of data review and validation activities are based on protocol requirements and risk assessment. 
4.3.7 For blinded studies, unblinded data and reports are only shared with unblinded staff.
4.3.8 The DMP is reviewed and updated as needed maintaining version control.  All versions of the DMP are provided to the appropriate project team member, or filed directly into the project file structure, for retention.
4.4 Study Close Out
4.4.1 The database is locked according to the procedures outlined in Database Lock (Sponsor) -1104 -Procedure.
4.4.2 The final version of the DMP is reviewed, updated if needed, and signed. 
4.4.3 The final datasets are exported for statistical analysis.
4.4.4 Database and data management documentation are archived per regulatory and institutional requirements in a secure location with controlled access.  
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
· Sponsor(-Investigator): The Sponsor, whether or not also an Investigator, is ultimately accountable for the oversight of all Principal Investigators (PIs) selected to conduct clinical research. The Sponsor(-Investigator) ensures that a project is carried out in compliance with Good Manufacturing Practice (GMP), Good Laboratory Practice (GLP), Good Clinical Practice (GCP), applicable Yale policies, and applicable governing regulations.

· The following study personnel may be delegated study tasks with documentation of appropriate training and experience:
· Clinical Data Manager (CDM)
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.
· N/A
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· N/A
9.0 Version History
· 08/26/2025: New document (no prior history)
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