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PURPOSE
A sponsor is an individual, institution, company or organisation who takes responsibility for and initiates a clinical investigation.  From a Therapeutic Goods Administration (TGA) perspective the sponsor of a clinical trial is that individual who endorses the clinical trial notification (CTN) or clinical trial exemption (CTX) form.  In undertaking the role of sponsor for a clinical trial conducted in Australia the requirements of the TGA and Good Clinical Practice (GCP) must be fulfilled.  
This standard operating procedure (SOP) summarises the obligations of the sponsor in accordance with regulatory requirements. 
SCOPE
This SOP applies to the individual, institution, company or organisation undertaking the sponsor role for a clinical research trial.
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
Adverse Drug Reaction (ADR): In the pre-approval clinical experience with a new medicinal product or its new usages, where a causal relationship is at least possible – all noxious and unintended responses to a medicinal product related to any dose.
In marketed medicinal products – a response to a drug which is noxious and unintended and which occurs at doses normally used in man for prophylaxis, diagnosis or therapy of disease or for modification of physiological function.
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.
Serious ADR: Any untoward medical occurrence that at any dose:
results in death
is life-threatening
requires inpatient hospitalisation or prolongation of existing hospitalisation
results in persistent or significant disability/incapacity, or 
is a congenital anomaly/birth defect.
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.
Appendices
None
PROCEDURE
Sponsor Responsibilities
The following is a summary of sponsor responsibilities with examples of specific duties:
May transfer any or all of their trial-related duties to a Contract Research Organisation (CRO) or PI.
Ensure contract is in place detailing all transferred trial related duties.
Ensure quality assurance and quality control (QC) systems are in place to ensure trials are conducted, data is gathered and subsequently reported in compliance with the trial protocol, GCP and TGA requirements.
Establish documented procedures incorporating QC,
Establish and maintain training files including SOPs and study specific training. 
Ensure appropriately qualified medical personnel are on hand for trial-related medical queries or subject care.
Trial design, analysis and document preparation (refer to SOP: Protocol Development).
Trial Management, Data Handling and Record Keeping.
The sponsor will ensure:
that all essential documents are on file as required, before, during and after trial (refer to SOP: Essential Documents and Trial Master File).
the PI has completed a project management plan (refer SOP: Project Management).
receipt of a completed evaluation form for each site of a multi-centre study (refer to SOP: Investigator/Site Evaluation).
receipt of a site initiation report (refer to SOP: Site Activation and Initiation).
the receipt of all HREC approval, progress, safety and closure reports for filing (refer to SOP: Human Research Ethics Committee Submission and Approval).
Inform the investigator in writing that site initiation activities can commence (refer to SOP: Site Initiation and Activation).
that a close-out report has been received and is on file (refer to SOP: Study Close-Out). 
Completion of the CTN/CTX clinical Trial completion advice form when a site is closed (refer to SOP: Regulatory Notification and Clinical Trial Registration).
To forward a copy of the clinical study report to the TGA and HREC(s) as required. 
the institution retains all trial-related records for 15 years following the completion of a trial.
Selection of, and obtain agreement from investigator(s)/ institution(s) to conduct and complete a trial in compliance with GCP standards.
The sponsor will ensure:
preparation of a clinical trial research agreement (CTRA) for each site participating in the trial(refer to SOP: Clinical Trial Research Agreement).
CTRAs are signed by the approving authority at each site, if required (refer to SOP: Clinical Trial Research Agreement).
the investigator has signed the investigator declaration in the final protocol regarding their obligations to conduct the trial according to the applicable regulatory guidelines and regulations (refer to SOP: Protocol Development).
whether requirements for an independent data monitoring committee (IDMC) and the medical monitor (refer to SOP: Independent Data Monitoring Committee (IDMC) and the Medical Monitor) are required.
Define, establish and allocate all trial-related duties and functions to trial-related staff.
Provision of appropriate insurance and indemnity for the trial and trial-related staff, as well as measures for subject compensation for trial-related injury.
Ensuring confirmation of relevant HREC approval and notification of the TGA prior to initiating the clinical trial.
Completion of the clinical trial notification form (CTN) and forwarding to the TGA (refer to SOP: Regulatory Notification and Clinical Trial Registration).
Ensuring updated information on IP and appropriate manufacturing, packaging, labelling, coding and distribution to trial sites of all IP.
Ongoing safety evaluation of the IP and adverse event/ADR reporting to the TGA.
Expedited reporting of serious unexpected adverse drug reactions to TGA 
Fatal or life-threatening ADRs should be reported within 7 calendar days after first knowledge by the sponsor that the case meets the criteria for expedited reporting, with a full report to follow within an additional 8 calendar days
All other serious unexpected ADRs must be filed within 15 calendar days after first knowledge by the sponsor that the case meets the criteria for expedited reporting (refer to SOP: Adverse Event Reporting).  
Compliance with monitoring, audit and inspection requirements. 
Preparing the annual audit plan (refer to SOP: Investigational Site Audit).
Reviewing the requirement for monitoring of the study (refer to SOP: Monitoring Visits).
Informing the PI when notified of a regulatory inspection (refer to SOP: Investigational Site Audit).
Notification of appropriate authorities of premature termination of the clinical trial.
Completion of the clinical study report (refer to SOP: Clinical Study Report).
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