STANDARD OPERATING PROCEDURES

The Research SOPS are undergoing review and revision. The SOPs on this page
have been approved for use by the Research Governance Ethics and Integrity
Committee. The remaining SOPS are still being revised and will be uploaded once
relevant approvals are in place. If you require anything urgently, please

contact researchgovernance@qub.ac.uk

lCreation, Control, Amendment and Storage of SOPs}

}Development and Review of Research Plan/Study Protocol}

[The Ethical Approval of Research}

}Informed Consent for Researchl

lDeIeEation of Responsibilitiesl

lReporting and Managing Research Related Adverse Eventsl

}Preparation, Completion, Signing and Correcting Case Report Forms}

lSetting Up, Maintaining and Archiving Research Filesl

lEducation, Training and Experiencel

L’\mendment to Study Documentationl

lEnd of Study Declaration, Early Termination and Final Reportl

lProduction of Progress Reportsl

}Indemnitv and Sponsorship of Research Studiesl

lData Management, Collection, Validation and Storag

lResearch Governance Auditl

lMatters of Non-Compliance with Study Protocoll

}Risk Assessment of Research Studiesl

}Monitoring of Research Studiesl

lComDIaints from Research Particioantsl

}Maintaining Laboratory Booksl

lBreach of Participant Confidentialitv}

}CIinicaI Trial Sample Analysis in University Laboratoriesl
lSDonsor Green Li@
@istration of Clinical Trials}

e (Convening of Trial Steering Committees and Data Monitoring Committeesl
for Clinical Trialsl

lContracting for CTIMPs}
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