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This procedure applies to all studies in which the Yale Center for Clinical Investigation (YCCI) provides clinical research support when Yale is a study site.
2.0 Purpose

This procedure outlines the destruction of specimens and supplies associated with clinical trials conducted utilizing the Yale Center for Clinical Investigation resources.
3.0 Definitions and Abbreviations
International Council for Harmonisation (ICH) Good Clinical Practice (GCP) - 					

The terms “subject” and “participant” where applicable are interchangeable.
4.0 [bookmark: _Toc425171621]Procedure 
4.1 Clinical Trial Specimen Kit and Destruction
4.1.1 Destruction of participant biological specimens and discarding of study supplies must be in accordance with local regulations and institutional procedures.
4.1.2 Follow sponsor-specific requirements for the destruction of participant biological specimens ensuring that IRB requirements are met. 
4.1.3 Follow sponsor-specific requirements for the destruction of study supplies.
4.1.4 For federal-funded and investigator-initiated studies, follow contract language requirements for specimen and supply destruction.
4.1.5 Unless otherwise provided, utilize the YCCI Specimen Disposal Log and/or Study Kit Destruction Log as applicable.
4.1.6 Utilize sponsor-provided specimen tracking logs and destruction forms if applicable. 
4.1.7 Destruction documentation should be maintained in the site regulatory binder. 
4.2 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:

· Clinic Staff
· Clinical Research Coordinator (CRC)
· Nurse Clinical Research Coordinator (NCRC)
· Research Assistant
· Laboratory Staff
· Sub-Investigator
· Other Research Staff
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.
· Yale Environmental Health & Safety - Regulated Waste
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· Specimen Disposal Log
· Study Kit Destruction Log
9.0 Version History
· 12/1/2023: New document (no prior history)
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