Annual report 2007-8


NCRI Teenage and Young Adult Clinical Studies Development Group
Introduction

The TYA CSDG is chaired by Dr Jeremy Whelan, who has led the Group since its first meeting in December 2005. The remit of the TYA CSDG is different from the tumour specific CSG’s and also the four crossing cutting CSG/CSDG’s. The activity of the Group reflects this remit, shown below. 
The remit of the TYACSDG is:

· To provide research into the optimal provision of health care for patients aged 13-24 years and in particular to provide the evidence base for the present and future National Institute for Health and Clinical Excellence improving Outcomes Guidance for children and young adults with cancer (NICE IOG CYP) 

· Ensure that teenagers and young adults are considered for and have opportunities to enter disease-specific research protocols generated by the NCRI Clinical Studies Groups that relate to specific disease areas 

The Group has identified five key areas for research; 
· Benchmarking trial availability and access

· Evaluating relevance and activity in other CSG’s and CSDG’s

· Cancer registration for TYA

· Identifying priorities for health service research

· Survivorship and late effects issues

The progress of each of these projects during the reporting year is summarized in this report. 

Membership and structure

The membership of the Group has changed over the last 12 months. Professor Steve Proctor, University of Newcastle resigned in February 2008. Professor Proctor joined the Group with a specific interest in TYA cancer registration, now with the formation of the TYA registry function within the North West Cancer Intelligence Service (NWCIS) he felt his role within the Group was now limited and wished to allow another individual the opportunity to join. Additionally, Dr Margaret Rogers has been absent for the last reporting period due to ill health. Dr Rogers who heads the ‘Health services Research’ Working Party.
Two main areas of Health Service research (HSR) were previously identified, ‘Place of Care’ and ‘Delay in Diagnosis’, The HSR Working Party has now split into two smaller groups; ‘Delay in Diagnosis’ headed by Professor Tim Eden, and the ‘Place-of-Care’ project is currently under discussion with an HSR working party to be reconvened. 
The Cancer Registry Working Party led by Dr Ian Lewis first met in April 2006 to address one of the key recommendations of the NICE IOG CYP ‘…registration of cancers in 15-24 year olds and the potential value of a dedicated register within the structures of the National Cancer Registries should be addressed urgently’. As reported in last years annual report, this work is now completed. As such, this working party was disbanded at the February 2008 TYA CSDG meeting. 
The TYA CSDG will advertise for new members in 2008. 
Portfolio and accrual

The TYA CSDG has one study which was adopted in 2008. ‘DELAYS’- cancer in young people’ is a narrative study exploring young people’s experiences during the diagnostic period. The study is open at three centres and has an anticipated recruitment of 25 patients. Recruitment has been slower than expected due to the time take to open the study at all four centres. One remaining centre is still to open despite ethics approval in June 2007; this is due to local R&D cooperative challenges. To date, 11 patients have been recruited. 
Table 1: Teenage and Young Adult CSDG Portfolio
	Acronym
	Title
	PI(s)
	Status

	DELAYS-cancer in young people 
	Cancer in young people: a narrative study to explore their experiences during the diagnostic phase 
	Dr Faith Gibson 
	Open 


We are hoping to adopt Dr Gibson’s Advanced Symptom Management System for Young People (ASyMS-YG) study into our portfolio in 2008. 
Benchmarking trial availability and access

One of the key activities of the TYA CSDG is to track accrual of TYA to relevant clinical trials within the NCRI and Children’s Cancer and Leukaemia Group (CCLG) portfolios. This is mainly carried out by the Group’s Research and Development Co-ordinator Dr Lorna Fern. We have shown a fall off in accrual beyond the age of 15 similar to trends in the US and Italy. For the tumour types analysed so far; bone, brain and central nervous system; leukaemia; lymphoma and male germ cell, the average accrual rate for England, Scotland and Wales during 2005-2008 was 41.2% for patients aged 10-14 years, falling to 24.5% for patients aged 15-19 years and further still to 10.6% for patients aged 20-24 years. 
This work was presented as a poster at the recent American Society of Clinical Oncology Conference, 2008 and discussed in a key note comment published in  Lancet Oncology.
To date, we have reported accrual to the most frequently presenting tumour types which account for approximately 73% of newly diagnosed cases. We intend to analyse recruitment rates of the remaining 27% of patients who present with rarer cancers including early onset carcinomas. 


The trials analysed so far are those which are recruiting newly diagnosed patients to intervention trials we aim to expand this to record recruitment to relapsed and resistant trials, and epidemiological studies for relevant tumour types.

Project Officers once they have been appointed to look at cross cutting themes. 
Trials/projects in development

Projects being developed by the Group 
Diagnostic delay in TYA with Cancer 
We are developing a joint research proposal with three members of the Primary Care CSDG. We have carried out an audit across three practices looking at the normal pattern of TYA attendance over a 12 month period and have shown that approximately two thirds of TYA attend at least once, with almost 40% attending four times or more. We then went onto explore reasons for attendance using a coding sheet developed by Dr Una Macleod, which assigned symptoms into four categories. The three practices are now carrying out a prospective audit to validate the coding system. This was recently presented at the TYAC Education day in Birmingham and has been accepted as an abstract at the forthcoming NCRI conference. 

The project will involve three components aimed at promoting timely diagnosis of TYA cancer:
· Primary care which will employ the General Practice Research Database 

· Patient and professional interviews 
· Secondary, tertiary delays and referral pathways

Professor Eden and Dr Fern are preparing a review of the literature. The aim is to submit a grant application to the PBSC in November 2008. 

The Late Effects and Survivorship Working Party is led by Professor Mike Hawkins. We propose to develop a postal questionnaire similar to the one which Professor Hawkins developed for the British Childhood Cancer Survivor Study (BCCSS). Professor Hawkins spent considerable time this year planning a late effects workshop, however it was felt by the Group that a closed meeting of key experts would be more effective in determining what the late effect and survivorship issues are for TYA. This meeting is now planned for September 12th 2008, with an anticipated November 2008 PBSC application. 
As previously mentioned A Place of Care project has recently been discussed by representatives of the Group with Dr Faith Gibson who was a member of the previous HSR working party and Dr Danny Kelly. 
Projects being developed with the Group but supported by the TYA CSDG 
The Group have been ask to comment on two grant proposals during the reporting period, both of which the Group supported. 
· ‘Supportive care needs and health-related quality of life of young adult cancer survivors’ developed by Dr Gill Hubbard and colleagues was submitted for funding to the Lance Armstrong Foundation in June 2008. 

· ‘Healthcare delivery and NHS burden of Teenage and Young Adults with Cancer in England’ was submitted to the Laura Crane Trust by Dr Richard Feltbower and colleagues. The outcome of both are not known. 

Projects reviewed by the TYACSDG for CTAAC/FSC/PBSC funding 

As part of our remit to ‘ensure that teenagers and young adults are considered for and have opportunities to enter disease-specific research protocols generated by the NCRI Clinical Studies Groups that relate to specific disease areas’ we now review all relevant grant applications to CTAAC/FSC/PBSC. The Group considers; 

· Whether issues relevant to TYA have been considered?
· Does the age eligibility criteria reflect the age incidence pattern of the tumour?
Over the last 12 months we have commented on 5 proposals to FSC, 1 to TRICC, 2 to CTAAC, 9 to PBSC and 1 to ITAC. 

Meetings

We have held no annual trials meetings or similar but the Group hosted a consumer involvement day. 
Collaborations

We are collaborating with the Primary Care CSDG for the delay study. 
We also work closely with the TYAC Research and Registration Subgroup. 
During the reporting period the group has been highlighting the drop off in trial accrual beyond the age of 14 to relevant tumour specific CSG’s, for example no patients beyond the age of 16 were recruited to the CCLG/NCRI brain portfolio, despite three available trials between 2005/07. Consequently, this led to a joint meeting between the CCLG and NCRI Brain CSG in December 2007, the outcome of this meeting was presented at an external NeuroOncology conference in April 2007. A further CCLG/NCRI Brain meeting is anticipated in the coming year. 

Dr Whelan has also been working with Dr Sue Ablett, Executive Director, Children’s Cancer and Leukaemia Group on a model of formal co-operation between relevant NCRI and CCLG Groups. This was presented at the Chairs forum in June 2008. The proposals for CSGs and CCLG working groups to develop priorities together for TYA research relevant to their tumour group were accepted.

Professor Tim Eden co-ordinated a joint meeting between the CCLG and NCRI Lymphoma Groups in May 2007. Additionally, Professor Eden chaired a Teenage Cancer Trust (TCT) sponsored consensus meeting between international adult and paediatric germ cell oncologists in June 2008.

The Lymphoma CSG, Testis CSG and Haematological Oncology Groups have all recently been awarded funding for Project Officers to look at late effects and survivorship issues. We will be engaging with each of these Project officers once they have been appointed to look at cross cutting themes.
Other activities
Consumer involvement 
Appropriate consumer representation is problematic due to the variety of tumour types, age range covered by the Group and mobility of the TYA cohort. It was also felt that the TYA CSDG meetings might feel quite threatening for young people. 
In February 2008, we held a consumer involvement day with 12 young people from around the country. Following short presentations on the Groups proposed research activities the consumers were asked to comment on the relevance of them and also to propose others for research. Further details of the meeting can be obtained from Dr Fern.

We now intend to use these young people to deliver the research of the TYA CSDG to a further 350 patients/ex patients aged 13-24 years at the forthcoming TCT’s ‘Find your sense of tumour conference’ in October 2008. 

External presentations by the R&D Co-ordinator 
‘Clinical trial entry- international comparison’ Fifth international conference on Teenage and Young Adult Cancer Medicine, Church House, Dean’s Yard, Westminister, London SW10 3NZ. June 2008 

Clinical Trial Data (NCRI data), Germ Cell Tumours in Teenagers and Young Adults, Consensus meeting, Church House, Dean’s Yard, Westminister, London SW10 3NZ. June 2008 

‘An interim analysis of an audit of TYA attendance to general practitioners’ TYAC’s 4th Spring Education Day-, Education Centre, Birmingham Children’s Hospital, Steelhouse Lane, Birmingham  B4 6NH May 2008. 

‘Accrual of teenagers and young adults to CNS trials in England’ Developing Brain in Neuro-oncology: The Teenage and Young Adult (TYA) Frontier, St John's College, Cambridge, CB2 1TP, April 2008 

The NCRI Teenage and Young Adult Clinical Studies Development Group- A national Group promoting and developing research about young people with cancer. TCT/TYAC meeting February 2008    

External presentations given by the Chair 

Osteosarcoma (EURAMOS accrual data included) Fifth international conference on Teenage and Young Adult Cancer Medicine, Church House, Dean’s Yard, Westminister, London SW10 3NZ. June 2008

3-year strategy

An update on the progress of the Group’s initial strategy can be found in Appendix 3
The Group’s future priorities are to:
· investigate in more detail reasons for poor trial accrual

· identify tumours in which specific TYA trials may be appropriate

· identify biologically-driven clinical research questions for further study in TYA

Priorities for next year

The priorities for next year are to:
· Expand the clinical trial accrual analysis 
· Submit delay in diagnosis grant proposal 

· Submit survivorship and late effects proposal 

· Extend the membership of the Group 

· Develop new areas of research
· Widen consumer involvement  
Dr Jeremy Whelan, Chair
Appendix 1
2007/08 Publications and abstracts 

Fern L on behalf of the NCRI TYA CSDG and NCRI Primary Care CSDG Interim analysis of an audit on teenage and young adults (TYA) general practitioner attendance. TYAC Education Spring Education Day May 2008. 

Fern L, Campbell C, T Eden, Grant R, Lewis I, MacLeod U, Weller D, Whelan J. Addressing delayed cancer diagnosis in primary care: Patterns of attendance and symptoms of teenagers and young adults seen in 3 general practices during 1 year.  National Cancer Research Institute Cancer Conference 2008 (poster) 

Fern L, Davies S, Eden T, Feltbower R, Grant R, Hawkins M, Lewis I, Loucaides R, Rowntree C, Stenning S, Whelan J. Rates of inclusion of teenagers and young adults in England into National Cancer Research Network clinical trials: Report from the National Cancer Research Institute (NCRI) Teenage and Young Adult Clinical Studies Development Group- submitted to British Journal of Cancer March 21st 2008. 

Whelan J, Fern L Cancer in Adolescence: Incidence and Policy Issues. In Cancer Care for Adolescents and Young Adults, pp 8-22.  Eds Kelly & Gibson Blackwell Publishing 2008  

Whelan J, Fern L. Poor accrual of teenagers and young adults into clinical trials in the UK. Lancet Oncology 9(4), 306-7, 2008

Whelan J, Fern L. Rates of inclusion of teenagers and young adults (TYA) with cancer into UK National Cancer Research Institute (NCRI) clinical trials, 2005-2007 J Clin Oncol 26 (May 20 suppl; abstr 6586) 2008
Alston R D, Geraci M, Eden T O B, Moran A, Rowan S, Birch J M.  Changes in cancer incidence in teenagers and young adults aged 13 -24 in England 1979 – 2003.  Cancer 2008 (in press).

Birch J M, Alston R D, Rowan S, Moran A, Eden T O B.  Survival from cancer in teenagers and young adults in England 1979 – 2003, British Journal of Cancer 2008, (in press)

Geraci M, Birch J M, Alston R D, Moran A, Eden T O B. Cancer mortality in 13 – 29 year olds in England and Wales 1981 – 2005.  British Journal of Cancer 2007, 97(11): 1588 – 1594.

Kondryn H, Edmonson C, Hill J, Eden T O B.  Treatment non-adherence in teenage and young adult cancer patients a preliminary study of patient perceptions.  Submitted Journal of Psycho-Oncology May 2008

R G Feltbower, R J Q McNally, S E Kinsey, I J Lewis, S V Picton, S J Proctor, M Richards, G Shenton, R Skinner, D P Stark, J Vormoor, K P Windebank, P A McKinney. Epidemiology of leukaemia and lymphoma in children and young adults from the north of England, 1990-2002.  Submitted to British Journal of Cancer 

Appendix 2
	Working with CSGs/CSDGs
	Introduction questionnaire

Meetings with chairs/groups

Identify key groups.
	•CSG specific TYA action plans

•TYA appropriate trial development


	2006-7

2007-8
	Presentation of accrual data to chairs forum. Attendance at relevant groups and presentation of data both in PowerPoint and document form. 

RDC now member of brain group and attends testis, lymphoma, haem onc, POG,


	Presentation to Chairs forum by Chair and Dr Sue Ablett with proposed model for CCLG/NCRI representation. 

Group reviewing all CTAAC/FSC/PBSC applications 

 RDC now needs to engage with melanoma. 

	HSR
	•establish 3-4 priority areas

•outline study proposals

•seek funding or investigators
	•Report for discussion by group
	End 2006

2007

2007-8
	Two key areas have been identified: Place of care and symptom interval (SI).

SI study carried out by T Eden and we are linking with Primary care group to discuss intervention study for SI. Study outline for ‘place of care’ is being prepared by sub group
	Delay study being developed by TYA CSDG and Primary Care CSDG

Review being prepared by L Fern and T Eden.

Hope to submit to PBSC in November 2008 

Place of care study has been allocated to Dr Faith Gibson and Dr Danny Kelly. Initial work will involve a scoping exercise. Funding is being sought to do this. 

	Cancer Registration
	•Recommend policy for registration of TYA and use of data
	•National Stakeholder meeting

•Report for National Cancer Director
	2006

1st qtr 2007
	A Stakeholder meeting was held in November 2006. Following this a detailed report was prepared and sent to group. Chris Carrigan was invited to next meeting and a policy for TYA registration agreed: NWCI is to be the lead registry in the TYA area; this has been formally ratified by the National Advisory group.
	TYA Registry Function has been awarded to the NWCIS 

Cancer Registry Working Party has now disbanded. 

	Survivorship and Late Effects
	•identify key issues specific to TYA

•identify partnerships

•recommend studies

•outline study proposals

•seek funding or investigators
	•Report for discussion by group


	1st qtr 2007

1st qtr 2007

1st qtr 2007

3rd qtr 2007

4th qtr 2007
	Key issues identified

Hamish Wallace (Fertility) and Meriel Jenny (POG) recruited to working party. 

Survivorship questionnaire developed, study proposal being developed.

Workshop to be held.
	Hamish Wallace and Merial Jenny joined the working party. 

Closed meeting arranged for September 12th 2008 

Grant submission anticipated November 2008  
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