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1. [bookmark: _Toc227678717]INTRODUCTION
[bookmark: _Toc508016635]The purpose of this document is to describe the roles and responsibilities of the Trial Steering Committee (TSC) throughout the life cycle of the <insert trial name> trial. It outlines how the committee will perform these responsibilities, including the making and communicating of decisions and how this may impact and interact with other committees within the trial.
[bookmark: _Toc227678718]PRIMARY ROLES AND RESPONSIBILITIES OF THE TSC

0.1 [bookmark: _Toc256000005][bookmark: _Toc143093826][bookmark: _Toc178931995][bookmark: _Toc227678719]Broad statement of aims
The TSC is responsible for providing oversight to ensure participant safety and scientific integrity throughout, by reviewing and considering the recommendations from the Data Monitoring Committee (DMC), regular review of trial progress reports and the provision of advice and guidance to the Trial Management Group (TMG), Sponsor and Funder where appropriate. The day-to-day management of the trial is the responsibility of the Chief Investigator(s) (CI) via the TMG.
0.2 [bookmark: _Toc256000006][bookmark: _Toc89068855][bookmark: _Toc125385042][bookmark: _Toc178931996][bookmark: _Toc227678720]Terms of Reference
The TSC should receive and review trial progress reports and provide appropriate supervision via regular meetings in which advice and guidance is delivered in relation to trial conduct and participant safety during the trial.
0.3 [bookmark: _Toc89068856][bookmark: _Toc143093828][bookmark: _Toc256000007][bookmark: _Toc178931997][bookmark: _Toc227678721]Specific roles include
· To provide oversight of the trial by advice, through its Chair, to the CI(s) the trial Sponsor, the trial Funder and the Host Institution on all appropriate aspects of the trial
· To concentrate on progress of the trial, adherence to the protocol, participant safety and the consideration of new information of relevance to the research question
· To consider the rights, safety and well-being of the trial participants over and above the interests of science and society
· To ensure appropriate ethical and other approvals are obtained in line with the project plan
· To agree proposals for substantial protocol amendments (those which change the design and/or impact the integrity of the trial) and provide advice to the TMG, Sponsor and Funder regarding approvals of such amendments
· To provide advice to the investigators on all aspects of the trial

1. [bookmark: _Toc227678722]MEMBERSHIP 
The voting members should be independent*, with at least one member being UK based and/or holding a substantive UK based appointment. Members should not serve on TSCs of similar, concurrently active trials as this could compromise the independence of the trial and possibly the confidentiality of the results of the individual trials. Any competing interests, both real and potential, should be declared. The ‘Conflicts of Interest’ form should be completed and returned by all TSC members to <insert details e.g Trial manager>.
*Definition of independence as follows:
· 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, including Patient Identification Centres (PIC).
· (In both cases above ‘not part of the same institution’ means holding neither a substantive or honorary contract with said institution).
· Not related to any of the applicants or project team members.
· For the Chair only; not an applicant on a rival proposal.
· It is recognised that independence status may change during the duration of the trial.

Any members who develop significant conflicts of interest during the course of the trial should resign from the TSC. Outside of the requirement to resign, membership is for the duration of the clinical trial, however if members leave during the course of the trial, the TMG, in consultation with the Sponsor (and Funder, where stipulated as a requirement, will promptly appoint suitable replacement(s).
2. [bookmark: _Toc256000009][bookmark: _Ref126152202][bookmark: _Toc178931999][bookmark: _Toc227678723]COMMITTEE COMPOSITION
[bookmark: _Toc126151759]Membership will comprise an Independent Chair, at least two other independent members (e.g., clinicians, statistician, health economist) with expertise in the trial area and at least one independent lay person. All independent members have voting rights in any decision making. Non-independent members will contribute to TSC meetings and will include at least the CI, Trial Manager and Trial Statistician. Other key co-investigators and other relevant individuals involved in running the trial (including Sponsor and Funder representatives) may attend as required in agreement with the TSC. Non-independent members will not have voting privileges.
2.1 [bookmark: _Toc256000010][bookmark: _Toc178932000][bookmark: _Toc227678724]Responsibilities of Independent Members
· Attend an inaugural meeting between TSC, DMC and TMG members to review the final protocol and to agree the TSC Charter including a schedule of meetings to align with the project plan 
· Be familiar with relevant guidance documents and with the role of the DMC
· Attend regular TSC meetings to review trial progress, provide impartial oversight  and provide expert advice and guidance
· Establish clear reporting lines – to the Funder, Sponsor, etc.
· Debate and achieve consensus on changes to the protocol, requests for extensions and variations to contracts and consideration of recommendations, including whether to continue or terminate the trial, to the TMG, Sponsor and Funder as required. 
2.2 [bookmark: _Toc256000011][bookmark: _Toc178932001][bookmark: _Toc227678725]The responsibilities of the Chair
In addition to the above responsibilities the Chair is also responsible for;
· Providing an independent, experienced opinion if conflicts arise between the needs of the research team, the Funder, the Sponsor, the participating organisations and/or any other agencies
· Leading the TSC to provide regular, impartial oversight of the trial, especially to identify and pre-empt challenges
· Ensuring that changes to the protocol are debated and endorsed by the TSC
· Providing these endorsements in written letter form when requesting approval from the Sponsor and/or Funder
· Being available to provide independent advice as required
· Lead discussions (when appropriate) regarding the continuation or termination of the project
· Convening an emergency TSC meeting (in conjunction with the CI) in response to urgent safety recommendations made by the DMC
2.3 [bookmark: _Toc256000012][bookmark: _Toc178932002][bookmark: _Toc227678726]Responsibilities of the Trial Management Team <remove if not applicable> 
The Trial Manager will facilitate and organise meetings, facilitate the production of the TSC report, attend meetings and ensure communication flow between parties.
2.4 [bookmark: _Toc256000013][bookmark: _Toc178932003][bookmark: _Toc227678727]The responsibilities of the CI and other members of the TMG 
The CI (or delegate) should be available to attend the TSC meetings. Other TMG members can attend when necessary.
3. [bookmark: _Toc126151762][bookmark: _Toc126151807][bookmark: _Toc126151869][bookmark: _Toc126152497][bookmark: _Toc256000014][bookmark: _Toc178932005][bookmark: _Toc227678728]BEFORE OR EARLY IN THE TRIAL
All potential TSC members should have sight of the protocol/outline before agreeing to join the committee. Before recruitment begins the trial will have undergone review by the Funder/Sponsor (e.g., peer review for public sector trials), scrutiny by other trial committees, a Research Ethics Committee (REC), Health Research Authority (HRA) and in the case of CTIMPS Medicines and  Healthcare products Regulatory Agency (MHRA) <delete if non-CTIMP>. Therefore, if a potential TSC member has major reservations about the trial (e.g., the protocol or the logistics) they should report these to <insert details> and may decide not to accept the invitation to join. TSC members should be constructively critical of the ongoing trial, but also supportive of the aims and methods.
3.1 [bookmark: _Toc256000015][bookmark: _Toc178932006][bookmark: _Toc227678729]Any issues specific to the disease/treatment under study 
<Insert any trial specific issues or delete as appropriate>
3.2 [bookmark: _Toc256000016][bookmark: _Toc178932007][bookmark: _Toc227678730]Any specific regulatory issues 
<Insert any trial specific issues or delete as appropriate>
4. [bookmark: _Toc256000017][bookmark: _Toc178932010][bookmark: _Toc227678731]ORGANISATIONAL DIAGRAM
[bookmark: _Toc126151764][bookmark: _Toc126151809][bookmark: _Toc126151871][bookmark: _Toc126152499]<insert an organisation diagram of how the various meetings align>

5. [bookmark: _Toc256000018][bookmark: _Toc178932011][bookmark: _Toc227678732]TSC MEETING DETAILS
5.1 [bookmark: _Toc256000019][bookmark: _Toc163554804][bookmark: _Toc178932012][bookmark: _Toc227678733]Expected frequency of TSC meetings 
It is anticipated the first TSC meeting will be held during trial set up, and that this should be a joint inaugural meeting with the DMC.  Subsequent meetings will occur in line with the timeframes defined in the protocol, with the aim of holding them within 1 month of the DMC meeting. The TSC may choose to hold meetings more regularly if required or deemed necessary, ask or be asked to convene an emergency meeting if the need arises. 
5.2 [bookmark: _Toc256000020][bookmark: _Toc163554805][bookmark: _Toc178932013][bookmark: _Toc227678734]Format of meetings 
It is expected, in most instances, that meetings will take place virtually using <MS TEAMs>. The responsibility for calling and organising a TSC meeting lies with the CI, in association with the Chair. The facilitation of this will be handled by the <insert details e.g. Trial Manager or delegate>.
6. [bookmark: _Toc256000021][bookmark: _Toc163554807][bookmark: _Toc178932014][bookmark: _Toc227678735]ENSURING CONFIDENTIALITY AND PROPER COMMUNICATION 
6.1 [bookmark: _Toc256000022][bookmark: _Toc163554808][bookmark: _Toc178932015][bookmark: _Toc227678736]Report Contents
A report will be prepared by <insert details of individual responsible> following a standard template normally based on the open DMC report. The TSC will not have access to unblinded trial data; data reflecting trial outcome measures post randomisation, measures of trial efficacy or any data summarised by randomised group. The report will cover trial progress, conduct, adherence to the protocol and emerging external evidence and recent protocol amendments. Information relating to recruitment and retention based on pooled data and data quality (e.g., non-randomisations, CRF compliance, protocol adherence, withdrawals, loss to follow-up) will be presented, during which problems affecting trial integrity can be identified and resolved, where possible. 
6.2 [bookmark: _Toc256000023][bookmark: _Toc163554811][bookmark: _Toc178932016][bookmark: _Toc227678737]Availability of reports
Any reports and documentation for each meeting will be circulated at least 1 week in advance. 
6.3 [bookmark: _Toc126151766][bookmark: _Toc126151811][bookmark: _Toc126151873][bookmark: _Toc126152501][bookmark: _Toc126151775][bookmark: _Toc126151820][bookmark: _Toc126151882][bookmark: _Toc126152510][bookmark: _Toc256000024][bookmark: _Toc163554812][bookmark: _Toc178932017][bookmark: _Toc227678738]DSMC communication of decisions and recommendations
The TSC will consider requests made by the TMG, recommendations from the DSMC and provide guidance and advice on the direction of the trial, keeping participant’s rights, safety and well-being at the forefront of any decisions. 
Decisions may include:
· No action needed; trial continues as planned
· Early stopping due, for example, to clear benefit or harm of a treatment, futility, or external evidence
· Stopping recruitment within a subgroup
· Modifying target recruitment, or pre-analysis follow-up, based on any change to the assumptions underlying the original trial sample size calculation (but not on any emerging differences)
· Sanctioning and/or proposing protocol changes

The TSC may also be asked to:
· Censure centres for poor recruitment/poor data quality
· Review/approve proposed protocol amendments or new trial sub-studies / SWATs
· Review/approve requests for early release of (subsets of) data
· Review/approve external applications for the use of stored samples
· Review/approve presentation of results during the trial or soon after closure
· Review/approve strategies to improve recruitment or follow-up
The role of the Chair should be to summarise discussions and encourage consensus. In each area of discussion. Every effort should be made for the TSC to reach a consensus. If a consensus cannot be reached, a vote should be taken. Only appointed, independent voting members will be entitled to vote and the Chair will have a casting vote in the event where a vote is tied.
The TSC will report their decisions (via <insert individual responsible e.g Trial manager>) to the TMG who will be responsible for implementing any actions resulting. The TSC may also provide feedback to the DMC and, where appropriate, to the Sponsor/Funder. 
6.4 [bookmark: _Toc256000025][bookmark: _Toc163554814][bookmark: _Toc178932018][bookmark: _Toc227678739]Committee quoracy for decision-making
All reasonable effort should be made for all members to attend and a date should be chosen to enable this. If, at short notice, any TSC member(s) cannot attend, then the TSC may still meet if at least two independent expert members are present (one of which being the Chair, or member having been delegated Chair’s responsibility) plus the CI (or delegate). If the TSC is considering recommending major action after such a meeting, the TSC Chair (or delegate) should talk with any absent members as soon after the meeting as possible to garner their opinion. If agreement cannot be reached, a further meeting should be arranged with the full TSC in attendance.
6.5 [bookmark: _Toc256000026][bookmark: _Toc163554815][bookmark: _Toc178932019][bookmark: _Toc227678740]Non-attendance
Where the report is circulated before the meeting, TSC members not able to attend may pass comments to the TSC Chair for consideration during the discussions. If a member does not attend, it should be ensured that the member is available for the next meeting. If a TSC member repeatedly fails to make themselves available, the TSC should consider replacing that position.
6.6 [bookmark: _Toc256000027][bookmark: _Toc178932020][bookmark: _Toc227678741]Meeting Minutes
<insert name of individual responsible e.g. Trial Manager> will take, produce and provide minutes for dissemination to all attendees. These should be agreed with the Chair as an accurate reflection ahead of circulation to all members. The minutes should describe the proceedings and summarise the decisions made by the TSC. This will include details of whether potential competing interests have changed since the previous meeting. The Chair will sign off the final version of minutes or notes, once reviewed by all members who were present. These should then be made available to the Sponsor, Funder and TMG.
The <insert individual responsible e.g Trial Manager> will keep a central record of all minutes, reports and correspondence.
7. [bookmark: _Toc178932021][bookmark: _Toc256000028][bookmark: _Toc227678742] FOLLOWING THE TRIAL
[bookmark: _Hlk163575455]The TSC will oversee the timely analysis, writing up and publication of the main trial results. The independent members will have the opportunity to read and comment on the proposed main publications of trial data prior to submission. This review may be concurrent to that of the trial investigators and DMC.  
[bookmark: _Hlk163575512]Members may be named, and their affiliations listed in the main report, unless explicitly requested otherwise.
[bookmark: _Hlk163575342]Members should not discuss confidential issues arising from their involvement in the trial until after publication of the primary results unless agreed by the TSC and TMG beforehand. Members, their family, friends or acquaintances must not trade in any stocks or shares of a company whose profitability may be influenced by the outcome of the trial.
[bookmark: _Toc227678743]APPENDICES
[bookmark: _Toc227678744]Appendix 1: TSC Charter signature page
I confirm that I have read <vx.x dd/mm/yyyy> Charter for the <insert trial name> trial, I understand it, and I will work according to it. I will also work consistently with the ethical principles that have their origin in the Declaration of Helsinki and that are consistent with the Department of Health’s Research Policy Framework for Health and Social Care Research, Medicines for Human Use (Clinical Trials) Regulations (if applicable), Medical Device Regulation (if applicable) and the Guidelines for Good Clinical Practice.

Please complete the table below. Once completed, please send to <insert detail of where the signed copy needs to be sent e.g. email address>. (A copy should also be retained by the TSC member, please ensure a copy is emailed/copied as required).

	Committee Member Name (please print)
	

	Committee Member Signature
	

	Date
	

	Committee Member Title
	

	Name of Institution
	

	Location of Institution (City, County, Country)
	





[bookmark: _Toc227678745]

Appendix 2: Conflicts of Interest form

Potential/actual conflicts of interest of Trial Steering Committee (TSC) members for <insert trial name> trial (Sponsor: University of Leicester, ref <insert sponsor reference>).

Please complete the following document and return to <insert detail of where the signed copy needs to be sent e.g. email address>
(Please initial box to agree)

	I have read and understood the TSC charter <vx.x dd/mm/yyyy>
	

	I agree to join the TSC for this trial
	

	I agree to treat all sensitive trial data and discussions confidentially
	



The avoidance of any perception that members of a TSC may be biased in some fashion is important for the credibility of the decisions made by the TSC and for the integrity of the trial.

Possible competing interest should be disclosed via the trial manager. In many cases, simple disclosure up front should be sufficient, otherwise, the (potential) TSC member should remove the conflict or cease participation in the TSC. Table 1 lists potential competing interests.

Table 1: Potential Competing Interests
	· Stock ownership in any commercial companies involved

	· Stock transaction in any commercial company involved (if previously holding stock)

	· Consulting arrangements with the sponsor

	· Frequent speaking engagements on behalf of the intervention 

	· Career tied up in a product or technique assessed by trial

	· Hands-on participation in the trial

	· Involvement in the running of the trial

	· Emotional involvement in the trial

	· Intellectual conflict e.g., strong prior belief in the trial’s experimental arm

	· Involvement in regulatory issues relevant to the trial procedures

	· Investment (financial or intellectual) in competing products

	· Involvement in the publication



(Please initial box to agree)

	No, I do not have any conflicts of interest to declare
	

	Yes, I have conflicts of interest to declare (please detail below) 
	



Please provide details of any competing interests:
	


	





	Name (please print):
	

	Signature:
	

	Date:
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