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1.
Background

Subgroups form part of the permanent structure of a site specific NCRI Clinical Studies Group (CSG) and represent an efficient distribution of effort for research in some tumour sites.  The permanence of Subgroups is in contrast to Working Parties which meet to develop a particular protocol and then disband or become the basis of a Trial Management Group.

2.
Function

The function of a Subgroup is to keep under review a particular area of research, to develop research protocols addressing gaps in the research portfolio and to advise the parent CSG on issues generally affecting research specific to trials within their remit.  Subgroups will also be expected to respond to NICE consultations when necessary.

Any trial developed by the Subgroup will be designated as being on behalf of the parent CSG.

3.
Structure

The Subgroup structure should reflect nationally recognised specialist divisions within a tumour site, the recognised stages of disease progression or a combination of both.  

In this respect, an example of good practice is the Colorectal CSG which is structured around sub sites, such as the Anal Cancer Subgroup, and stages, such as the Advanced Disease Sub Group and modalities such as the Surgery Subgroup.

4.
Composition

Each Subgroup should be similar in form to that of a CSG (see Remit of Members of NCRI CSGs section on 'structure')

In this sense, its size should reflect the burden of disease, should be composed to include a cross section of specialist knowledge and expertise necessary to undertake its work, should seek a broad geographical spread and international input, as appropriate.

Inputs from ECMCs and links to the networks should be facilitated by the parent CSG.

The effectiveness and composition of the Subgroup will be considered as part of the triennial review of the parent CSG's portfolio.

5.
Chairman

The Chair must be a member of the parent CSG.  Subgroup chairs will be determined by the CSG Chair.
The Chairman is responsible for ensuring that effective communication is maintained with the parent CSG through reports to each meeting and through written contributions to the peer review of the parent CSG.  The duration of chairmanship will be for 3 years (plus the possibility of a 2-year extension) and will be concurrent with membership of the parent CSG.

6.
Membership

It is not necessary for all Subgroup members to be members of the parent CSG.

For administrative purposes, it is necessary to distinguish between two membership categories - full members and invited members.  For both categories the duties and qualities of a CSG member are applicable and appointments to the Subgroup should be made using those criteria.

6.1
Appointment

6.1.1
Full members (see Remit of Members of NCRI CSGs section on 'Appointment of Scientific Members')

Full members must be members of the parent CSG and will be appointed through the same mechanisms as for scientific members.  However, the additional responsibility of contributing to the Subgroup's work will be made clear in advertisements for full members.

Membership is in an individual capacity and attendance of deputies for specific meetings should reflect exceptional circumstances and be by prior arrangement with the group Chairman or Secretariat.  Membership may be terminated if a scientific member fails to attend three consecutive meetings.

6.1.2
Invited members

Invited members are members of the Subgroup only and should be recommended by the Subgroups following discussion, approval by the Chair of the parent CSG and formal invitation to join from the Senior Executive of the Clinical Studies Group Secretariat.

On all other issues the Remit of Members of NCRI CSGs section on 'Appointment of Scientific Members' applies to invited members.

6.2
European / International trialists

Principal Investigators of EORTC trials and other international studies adopted by the group will be invited to contribute in writing to meetings of the Subgroups as appropriate.  Invitations to attend in person should be made only when pressing issues demand and should be by prior agreement with the Secretariat and the Chairman of the Sub Group.

7.
Decision Making

In relation to protocol development, consensus on the finer points of design is not necessary but broad agreement is expected on the study's priority, the aims of the research question and the methodology used to address it.  Where a divergence of opinion regarding a protocol occurs, for example, regarding the control arm of a trial, the advice of the parent CSG should be sought.  The parent CSG should be informed of all significant issues regarding, or changes to, a protocol.  Significance, or otherwise, should be decided by the Subgroup as a whole and not through Chairman's action.

During discussions regarding a protocol, in which the Chair is involved, chairmanship should be delegated to another member.

8.
Reporting Procedures

Each Subgroup should provide a written report on its activities to each meeting of the parent CSG.  In particular the Subgroup should address the following:

A
Details of trials in development, the contact details for the individual leading on this issue, and the projected timescales for submission of the trial for funding.

The CSGs are formally integrated into the processes through which trials are funded and included in the portfolio.  To maintain the parent CSG's credibility in relation to these processes, it is vital that the parent CSG is kept fully informed of the development of any trial, and that the Chairman of the parent CSG (as a minimum) has the opportunity to see any trial protocols before they are submitted for funding.  Preferably all members of the Subgroup and parent CSG should see this protocol, however there may be occasions when time constraints make this difficult to achieve.

B
Information on particular concerns of the Subgroup perceived to be hindering trial development.
C
Subgroups may wish to establish a Working Party to address a particular aspect of its work.  A recommendation to establish a Working Party should be agreed by the parent CSG.

D
Each Subgroup will be expected to provide the Chairman of the parent CSG with a written report on its activities to assist with the triennial peer review process.  This is the responsibility of the Subgroup Chairman.

9.
Secretariat Support

The NCRI CSG Secretariat will, in liaison with the Subgroup Chair:

· Maintain records of the Subgroup's current and past membership, its composition and trials developed and/or submitted for funding, assessment of protocols for CTAAC meetings, and other information necessary for the peer review report.

· Assist the Subgroup in setting up meetings, ie circulating dates and organising a venue and catering.  However, resource constraints prevent us preparing papers or taking minutes at Subgroup meetings. We only have limited funds for travelling expenses, which must be agreed in advance.  Therefore we would like to encourage members to communicate electronically to develop ideas subsequent to any initial meetings.

· Provide general advice and information on the procedures and timing of meetings of relevance to the Subgroup.

10.
Establishing a Subgroup Structure

The decision to adopt a Subgroup structure should be considered carefully.  For example, consideration should be given to whether it is more appropriate to establish a Working Party.

A business case should be made (using the template provided at Appendix 1), defining the aims and objectives of the Subgroup and its projected lifecycle, should be submitted to the NCRN by the Chairman of the parent CSG, in liaison with the NCRI Clinical Studies Group Secretariat.  

The document should estimate the cost in relation to the need for the structure, its feasibility in terms of impact on the development and management of the trials portfolio, and its sustainability in terms of an adequate supply of members to support the 3 yearly rotation.  In this context, consideration should be given to the various means through which Subgroups might conduct their business.  These include physical meetings, teleconferences and the e-community systems currently under development.

Particular attention might be given to the consequences of not establishing the proposed structure, for example an overload of business in the parent CSG making the generation of research ideas and portfolio management impractical. 

The document should be prepared with a view to measurable outcomes that can contribute to the process through which the parent CSG will be peer reviewed.

Proposals to establish Subgroups will be reviewed in the light of all those received from the 23 CS(D)Gs.

The core membership of a Subgroup for whom travel and subsistence costs will be paid should not exceed 10 members.

Appendix 1. Proposal for Establishing a Subgroup
NCRI Clinical Studies Group








Name of Subgroup










Proposed Chair











Aim(s) and objectives

Proposed membership

(1) please list existing members of CSG 

(2) please list additional members/trials Groups to be invited

Expected duration of Subgroup


1 year/18months/2 years

Expected number of face-to-face meetings

1/2/3/4/5/6

Is funding required for these?



Yes/No

If so, please estimate total cost of all meetings
£





Submitted by: 




 
Date:




National Cancer Research Institute (NCRI) Clinical Studies Groups Secretariat,

PO Box 123, Lincoln's Inn Fields, London WC2A 3PX
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