	Managing vendors for clinical research activities





PURPOSE
The transfer of any of the trial sponsor related duties and functions to an external organisation, i.e. vendor, must be appropriately managed and documented in writing in accordance with Good Clinical Practice (GCP).  These duties may include:
Clinical Functions – conducted by investigators not employed by the sponsor.
Monitoring and associated services – e.g.; the monitoring of clinical trials by a contractor or Clinical Research Organisation (CRO).
Laboratory Assessments – such as scans and tests. 
This standard operating procedure (SOP) outlines all necessary steps relating to the managing of vendors in relation to the conduct and monitoring of clinical trials. 
SCOPE
This SOP applies to the sponsor whenever trial related duties are transferred to a vendor until those duties are completed. 
REFERENCES
[bookmark: _Hlk19534706][bookmark: _Hlk19535069]INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016
DEFINITIONS
Investigator: A person responsible for the conduct of the clinical trial at a trial site.  The principal investigator (PI) is the investigator with overall responsibility for the conduct of a study at one or more sites.
Sponsor: An individual, company, institution or organisation which takes responsibility for the initiation, management and/or financing of a clinical trial.
Sponsor-Investigator: An individual who both initiates and conducts, alone or with others, a clinical trial and under whose immediate direction the investigational product (IP) is administered to, dispensed, to or used by a subject.  The term does not include any person other than an individual (e.g. it does not include a corporation or agency).  The obligations of a sponsor-investigator include both those of a sponsor and of an investigator.
Vendor: An individual or company contracted by written agreement to provide services.
Appendices
· None.
procedure
Vendor Assessment
Once a need for a vendor is identified, the sponsor will document the scope of activities to be outsourced, a proposed budget and the request for information (RFI) including quality standards, financial stability and supporting documentation.
The RFI will be forwarded to potential vendors and the sponsor will assess their suitability based on their responses, experience and supporting documentation. 
Once a vendor has been identified as suitable, the sponsor is responsible for documenting in writing i.e. by documented agreement/contract, all trial-related duties and/or functions that will be transferred to the vendor prior to the handover of any duties/functions.  The agreement should include associated costs and timelines and reference quality standards as appropriate.  
The agreement should specify that the vendor will not subcontract any duties or functions to another party without prior documented agreement from the sponsor.  Any such parties should also be shown to be competent, by ensuring that they possess appropriate credentials, such as experience, CV, references, and, if applicable, accreditation.
The sponsor is responsible for the management and oversight of the vendor and should ensure that all activities are conducted as per agreement. 
Vendor Management
Vendors should provide regular written progress reports as documented in the agreement. 
Issues, such as non-compliance should be managed either in accordance with either the sponsor or the vendor’s procedures however, the sponsor must be notified of non-compliance that effects the safety of the subjects, the trial, trial data and/or the potential closure of a site.
Meetings between the sponsor and vendor should be documented and the minutes circulated to the attendees for agreement/consensus.
The sponsor will retain documentation on file for activities undertaken by the vendor as required by ICH GCP e.g. laboratory reference ranges and accreditation, site visit reports and correspondence.
Agreement Conclusion
Once all contracted activities have been concluded, the sponsor is responsible for ensuring that all activities have been concluded as per the agreement.
1.1 FILING
The sponsor is responsible for ensuring all required documentation is filed as required by GCP Section 8, Essential Documents (refer to SOP: Essential Documents and Trial Master File).
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