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TPL018 TRIAL STEERING COMMITTEE (TSC) TERMS OF REFERENCE
The role of the Steering Committee
The role of the TSC is to provide overall supervision for a trial on behalf of the Sponsor and Trial Funder and to ensure that the trial is conducted to the rigorous standards set in the UK Policy and Framework for Health and Social care and the guidelines for Good Clinical Practice (GCP). It should be noted that the day‑to‑day management of the trial is the responsibility of the Chief Investigator who may wish to set up a separate Trial Management Group (TMG) to assist with this function.
The main features of the TSC are as follows:

· To provide advice, through its Chair, to the study’s funder, sponsor, Chief Investigator, host institution, and contractor.
· To concentrate on progress of the trial, adherence to the protocol, patient safety (where appropriate) and the consideration of new information of relevance to the research question.
· To uphold the rights, safety and well-being of the trial participants: these are the most important considerations and should prevail over the interests of the research.
· To ensure appropriate ethical and other approvals are obtained in line with the project plan.
· To agree proposals for substantial protocol amendments and provide advice to the sponsor and funder regarding approval of such amendments. 

· To provide advice to the Chief Investigator on all aspects of the study.
Constitution of the Steering committee

· The Sponsor (or funding body, as appropriate) will review the nominees and appoint the Chair and members.


· Independent members must make up a minimum of 50- 75% of the committee membership (See independent member criteria below)
· The minimum quoracy for any Steering Committee meeting to conduct business is 67% of the appointed members and must include the Chair. 
· Only appointed members will be entitled to vote (irrespective of their level of independence) and the Chair will have the casting vote.
· The Chair and members must sign and maintain a log of potential conflicts and/interests.
· Attendance at the Steering Committee meetings by non-members is at the discretion of the Chair.
· Recommendation that the number of members on the Steering Committee does not exceed eight members in total.
Independent member criteria:
· Not part of the same institution as any of the applicants or members of the project team

· Not part of the same institution that is acting as a recruitment or investigative centre

· Not related to any of the applicants or members of the project team

· For the Chair only – not an applicant on a rival proposal

· Not previously a member of the project team, for example, during a preceding grant award (or otherwise).
· No other perceived conflicts of interests
 The appointed members of the Steering Committee are:

	Name
	Role

	
	Independent Chair (holding a substantive UK based appointment)

	
	Chief Investigator

	
	Sponsor representative

	
	Statistician 

	
	Lay/Public involvement representative  

	
	Other clinical or other expertise relevant to the project, such as health economics, public health etc. 

	
	

	
	


Trial Steering meetings 

· Responsibility for calling and organising TSC meetings lies with the Chief Investigator, but this responsibility may be delegated.
· The TSC should meet at least annually, although there may be periods when more frequent meetings are necessary.  
· The TSC will meet shortly after each of the DSMB meetings, so the recommendations can be reviewed and implemented if members are in agreement.
· Minutes of TSC meetings should be circulated to all members, the Sponsor, and the funder, and be retained in the Sponsor File.

· The TSC will provide evidence to support any requests for recruitment extensions, indicating that all practicable steps have been taken to achieve targets.
The Role of the Chair 
· Be familiar with the relevant guidance documents and with the role of the DSMB if required.
· Provide an independent, experienced opinion if conflicts arise between the needs of the research team, the sponsor, the funder, the participating organisation and/or any other agencies.
· Leading the Steering Committee to provide regular, impartial oversight of the study, especially to identify and pre-empt problems.
· Ensuring that changes to the protocol are debated and endorsed by the Steering Committee.
· Being available to provide independent advice as required, not just when Steering Committee meetings are scheduled.
· Commenting on any extension requests.
· Commending in detail (when appropriate) regarding the continuation, extension, or termination of the study.
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