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NCRI Sarcoma Clinical Studies Group 

Introduction

The NCRI Sarcoma NCRI Clinical Studies Group has continued to be active throughout the year. Trial entry has increased and further work has been done on developing new trials.
Membership and structure
There have been no changes to the membership of the Group. Given the relatively small number of experts involved in sarcoma care, recruitment to the CSG is always likely to be difficult. One of the greatest strengths of the Group has been the appointment of Ana Hughes as our portfolio co-ordinator. Based in the Birmingham Clinical Trials Unit, she has proved extremely helpful at taking new trials forward, arranging meetings and generally helping the Group run more efficiently in the field of trial development.   

Portfolio and accrual
A list of trials in the portfolio can be found in Table 1.
Table 1: Sarcoma CSG Portfolio

	Acronym
	Title
	PI(s)
	Status

	BO06
	A Randomised Trial of pre-operative and post-operative doxorubicin plus cisplatin at standard dose or increased dose intensity with Granulocyte Colony-Stimulating Factor (G-CSF) in Operable Osteosarcoma
	
	Closed

	EORTC 62012
	Randomised trial of single agent doxorubicin versus doxorubicin plus ifosfamide in the first line treatment of advanced or metastatic soft tissue sarcoma.
	Profesor Ian Robert Judson
	Open

	EORTC 62024
	Intermediate and high risk localized, completely resected, gastrointestinal stromal tumors (GIST) expressing KIT receptor: a controlled randomized trial on adjuvant Imatinib mesylate (Glivec) versus no further therapy after complete surgery.
	Dr Paolo G. Casali

Prof Penella Woll
	Open

	EORTC 62931
	Randomized phase III trial of adjuvant chemotherapy with high-dose doxorubicin, ifosfamide and lenograstim in high grade soft tissue sarcoma.
	Professor Penella Woll
	Closed

	EORTC 62991
	Phase II pilot of moderate radiotherapy for inoperable aggressive fibromatosis
	Dr Martin Robinson
	Open

	ET 2000 03 (EURO-E.W.I.N.G. 99)
	European Ewing Tumour Working Initiatives of National Groups: Ewing Tumour Studies 1999
	Professor Ian Robert Judson
	Open

	EURAMOS 1
	- A randomized trial of the European and American Osteosarcoma study Group to optimize treatment strategies for resectable osteosarcoma based on histological response to pre-operative chemotherapy
	Dr Stefan Bielack
	Open

	Gemcitabine and Docetaxel in leiomyosarcoma
	A phase II trial to assess the activity of Gemcitabine and Docetaxel as first line chemotherapy treatment in patients with unresectable leiomyosarcoma.
	Dr Beatrice Seddon
	Open

	VORTEX
	Randomised trial evaluating impact of changes in volume of post-operative radiotherapy on morbidity and limb function in adult patients with extremity soft tissue sarcoma
	Dr Martin Robinson
	Open


EORTC 62012, a trial of chemotherapy, in advanced soft tissue sarcoma is recruiting slowly.

EORTC 62991, a trial of radiotherapy in patients with inoperable or advanced fibromatosis, has now reached its total accrual of forty patients.  

The EORTC 62024 trial and treatment is complete.

EURAMOS is the largest trial of chemotherapy for osteosarcoma in the world. This study is recruiting very well internationally.  Work is beginning on the replacement trial.   Whilst this trial has been running, results were published in America of the benefit of MTTPE for patients with osteosarcoma.  It is hoped that this product will become available and NICE is going to be carrying out an assessment of its possible benefit. It may well be that this drug will be included in future trials. One of the main benefits of this trial has been to demonstrate that despite the (considerable) bureaucratic obstacles, it is possible for multi-international trials to run successfully.

EURO EWIING will be the largest study of Ewing’s sarcoma ever carried out and is recruiting well. Work is already advanced on the successor for this trial.   

VORTEX is a radiotherapy trial in patients with soft tissue sarcoma.  Recruitment has been surprisingly slow to this trial probably hampered by the quite strict exclusion criteria and also difficulties in opening new centres.   There has been an increase in tendency for patients to have pre operative radiotherapy which means that they are no longer eligible at many centres.  
129 patients were recruited to sarcoma studies in 2007/08, representing 0.5% of total of incident cases. 67 were to RCTs and 62 were to non-RCTs. 79 patients were recruited in 2006/7. 

Meetings
The Group have not held an annual trials meeting.

The VORTEX trial was discussed at some depth at the British Sarcoma Meeting and problems with recruitment were highlighted. There is considerable enthusiasm from the sarcoma community for continuing commitment to the NCRI trials.   

Collaborations

One of the strongest collaborations of this group is with the EORTC Soft Tissue and Bone Sarcoma Study Group. Many of the trials led through the EORTC are adopted by the NCRI.   The appointment of the EORTC Liaison Officer, Miss Graham promises increased links with the EORTC and the development of further trials with them.   

Other Activities

The Sarcoma Optimum Follow up Investigation (SOFI) which was considered as a potential trial is now being taken forward through the research for patient benefit programme (RfPB) as a modelling exercise to see if predictions about optimum follow up can be made on the basis of currently existing information.    
A working group is looking at the possibility of a trial of chemotherapy and synovial sarcoma. This is an extension of the paediatric sarcoma study trials. However it has so far failed to reach consensus on the study design because of problems over dosage and recruitment.   

Three Year Strategy
The Group is very much aware of the difficulties in recruiting to all of its studies because of low numbers of sarcoma patients and the pressures on workload at clinical centres.  Our aim over the next three years is to develop trials which will recruit rapidly and supply answers to pressing clinical and research questions.
The increased centralisation of patients with sarcomas at specialist centres and the likely report from the Cancer Action Team about where these centres will be in the near future will hopefully mean that the increased concentration of patients will lead to greater trial recruitment from these centres.   

Mr Robert Grimer, Chair
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