	CLinical Trial Research Agreements 



Purpose 
Good Clinical Practice (GCP) requires that agreements between the sponsor and investigator/institution regarding the conduct of clinical trials are made in writing and that the sponsor should obtain the investigator’s/institution’s agreement:
a) to conduct the trial in compliance with the applicable regulatory requirement(s) and with the protocol agreed to by the sponsor and given approval/favourable opinion by the Human Research Ethics Committee (HREC) 
b) to comply with procedures for data recording/reporting
c) to permit monitoring, auditing and inspection and
d) to retain the trial related essential documentation until the sponsor informs the investigator/institution these documents are no longer needed.
The clinical trial research agreement (CTRA) defines the responsibilities of the sponsor and institution/investigator and the terms and conditions under which the trial will be conducted.  This standard operating procedure (SOP) describes the process for the preparation of a CTRA between a collaborative or cooperative research group (CRG) and other institutions where the trial will be conducted.
SCOPE
This SOP applies to all persons involved in preparing and finalising a CTRA for clinical trials sponsored and managed by a CRG.
REFERENCES
Medicines Australia Standard Clinical Trials Research Agreement For Collaborative or Cooperative Research Groups (CRG) Studies  http://medicinesaustralia.com.au/issues-information/clinical-trials/clinical-trials-research-agreements/
INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016
Definitions
Collaborative or Cooperative Research Group (CRG): an academic and/or non-commercial collaborative research group responsible for sponsoring, initiating, managing, developing and coordinating the trial.
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.
Appendices
None.
PROCEDURE
Preparation of the Clinical Trial Research Agreement 
The Medicines Australia clinical trial agreement for collaborative or cooperative research groups (CRG) studies – standard form is the appropriate standard form to use in Australia that ensures that the requirements are in an acceptable format for the CRG and participating institutions.
The PI will prepare a draft Medicines Australia clinical trial agreement for CRG studies by completing schedules 1, 2 and 3 of the agreement for each trial site.
Any site specific requirements will be included in Schedule 4 of CTRA for site approval and may require legal review.
Finalising the Clinical Trial Research Agreement
The PI will submit the final CTRA agreement to each investigational site for review and approval. 
The PI will ensure that each agreement has been signed and dated by the appropriate authority at each institution.
In the event that a modification to the CTRA is required and amendment to the CTRA will be drafted and approved as per 6.1.2.
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