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NCRI Breast Cancer Clinical Studies Group
Introduction
The Breast Clinical Studies Group (BSCG)is recognised as a very good, active and successful CSG, which has initiated and recruited to a number of innovative and practise changing studies. The adjuvant systemic therapy trials and radiotherapy studies are seen as the areas of greatest achievement. Recruitment is good and the Breast CSG has played a major role in the success of the NCRN, and accounts for >30% of all NCRN trials activity.   The portfolio is very large but within it, despite many successful trials, are a number of failing studies, particularly in metastatic disease. 

Among the notable events in 2007/8 was the publication of the results from the START trial comparing shorter fractionation to the standard 5 week schedule (Yarnold et al Lancet; Yarnold et al, Lancet  Oncology).

Membership and structure

The Group has welcomed nine new scientific members this year and would like to thank the committee members who stepped down for their most valuable contributions over several years. In total there are twenty-seven scientific members, three consumer representatives and seven observers or funding body representatives. 

The scientific members continue to represent the multidisciplinary nature of breast cancer with breast surgery, clinical and medical oncology, pathology, radiology, cancer genetics, cancer nursing and translational research all represented as well as representation from the Clinical Trials Units (CTU).

The Translational and Imaging Research Subgroups have been merged and restructured under the new chairmanship of Dr Rob Stein into the Pathology and Functional Imaging Subgroup. We have also established the UK Breast Intergroup (UKBI) and the Advanced Disease Subgroup in the past 12 months. Both act as subgroups of the BCSG and report to the main committee three times a year. 

UKBI is an open membership group of over 650 breast cancer researchers co-ordinated by the chairman, Prof Ian Smith, a vice-chairman, Dr Peter Barrett-Lee and the BCSG Chairman. Two open meetings have been held in January and June to develop new trials in early breast cancer and a website for exchange of ideas established. It is anticipated that this new structure will lead to better communication with both international collaborative groups and industry. 

The Advanced Disease Subgroup was established by the BCSG Chairman but in future will be chaired by Prof Ian Kunkler. With the input of the new project officer work has begun on identifying barriers to recruitment in metastatic disease and a number of new research inititiatives are in development with close involvement of consumers and the breast cancer patient support charities.

During the year our portfolio coordinator, Graeme Kerson left to take up another post. Subsequently, the administrative co-ordination has been taken over by the NCRI CSG Secretariat and two successful bids for project officers have been made. One of these, Roger Burkinshaw, will be looking at the barriers to accrual to metastatic trials and facilitating the development of new pragmatic trials. The other, Lucy Kilburn, will be addressing the ever increasing problem of follow-up, trying to balance the need for long term outcome data against the volume of data management that is limiting the research capacity at network level. Additional administrative support is provided by the Institute for Cancer Research in terms of organising the annual trials day meeting and supporting UKBI. The aims and objectives of UKBI are summarised in Appendix 3.

Portfolio and accrual

The BCSG has a large and varied portfolio (Table 1). 
Open trials

There are currently 46 breast cancer trials open to accrual across the entire spectrum of the disease including screening, prevention, lifestyle, survivorship and psychosocial studies as well as the more traditional treatment studies. A further five studies are in set-up as of June 2008 and 58 studies are closed and in follow-up. There are also seven fully funded industry-led studies within the breast portfolio that have been approved through the Industry Trials Advisory Committee (ITAC); three are closed in follow-up, one is open to accrual and three are in set-up. Problems persist in monitoring the uptake of these studies across the networks and trial performance in terms of accrual rates.

The total number of breast cancer patients entered into NCRN trials during the period April 2007 to March 2008 was 17913, 3364 to RCTs and 14,549 to non RCTs. 

Accrual of breast cancer patients into trials in the year 2007/8 was 41.6% of the estimated annual incidence of breast cancer. This means that, in terms of patient recruitment, and despite the fall in trials activity within breast cancer, the breast cancer portfolio continues to have a disproportionately large impact on the overall performance of the NCRN.

In common with the NCRN as a whole, recruitment in 2007/08 into randomised controlled trials (RCTs) was down by about one third from the previous year. 3364 cancer patients were entered into RCTs and 14549 were entered into non RCTs. 

The falling level of recruitment into RCTs reflects both local and national issues. Locally, the heavy workload for the networks due to the influence of increasing follow-up and research governance demands is limiting capacity to recruit and severely hindering the initiation of new studies. Nationally, the very long set-up time for new studies persists such that it now takes about two years to develop a study, obtain scientific approval and funding, work with a CTU to develop the CRFs, obtain MHRA and ethics approval and set-up with individual sites. Our current adjuvant chemotherapy trial (TACT2) is recruiting 1500-2000 patients per year (more than half of our RCT activity), and will complete planned accrual in late 2008. An extension to the study is under discusssion and the BCSG hopes that initiation of POETIC in Q3 of 2008 will fill the gap in the portfolio.  

.  

Closed trials

There are 43 NCRN breast cancer specific trials closed to recruitment plus many national adjuvant studies that predate the NCRN (ABC, ATAC, IES etc) but with ongoing follow-up that make demands on the NCRN staff. 

Publications are now appearing at regular intervals and a number of trials have already changed clinical practice and had a bearing on NICE reviews of new technologies and treatments e.g. adjuvant trastuzumab (HERA) and START. Appendix 2 provides a list of BCSG publications from 2007 and early 2008. 

Trials in set-up

There are currently five funded RCTs in start-up. These include a number of studies in the adjuvant setting where recruitment is usually highest including POETIC (comparison of preoperative or postoperative initiation of endocrine therapy) and BEATRICE (evaluation of adjuvant bevacizumab in triple negative breast cancer. All of these are expected to open in mid 2008 and are anticipated to halt the decline in RCT accrual in 08/09 and potentially increase activity the following year if TACT II continues accrual beyond the original target of 4400 patients.
Table1: Breast CSG Portfolio – June 2007

	Acronym
	Title
	PI(s)
	Status

	ACTION


	Adjuvant chemotherapy in older women
	Professor Robert Leonard
	In Set-up

	ALLTO
	A randomised comparison of adjuvant trastuzumab or lapatinib alone, in combination or in sequence for HER2+ early breast cancer
	Professor Ian Smith
	In Set-up

	ALMANAC
	A randomised trial of sentinel node guided axillary therapy compared with standard axillary therapy in early breast cancer
	Professor Robert Manse
	Closed

	AMAROS
	After Mapping of the Axilla: Radiotherapy Or Surgery: EORTC 10981-22023
	Professor Robert Mansel
	Open 

	Annual zoledronate


	Effect of an annual infusion of zoledronate on bone mineral density in patients with treatment induced bone loss
	Professor Rob Coleman
	Closed

	aTTom
	A large, uniquely simple, randomised study to assess much more reliably the balance of benefits and risks of prolonging adjuvant tamoxifen treatment in early breast cancer
	Professor Richard Gray, Dr Daniel Rea
	Closed

	AZURE
	Does adjuvant zoledronic acid reduce recurrence in patients with high risk localised breast cancer
	Professor Rob Coleman
	Closed

	BASO DCIS II


BBC Study
	Observation versus radiotherapy in low risk completely resected DCIS on adjuvant endocrine therapy

A national population-based study of treatment effect and endocrine, genetic and cellular risk factors for contralateral primary breast cancer in women in Britain
	Professor Nigel Bundred

Professor Julian Peto
	Open

Open

	BBC-NCRN cohort study
	British Breast Cancer study - NCRN cohort
	Professor Julian Peto
	Open

	BETTER-CARE Study 
	Breast cancer, early disease: toxicity from therapy with adjuvant epirubicin regimens: cardiac assessment and risk evaluation study
	Dr Hugh Montgomery
	Open

	BISMARK


	Cost-effective use of BISphosphonates in metastatic bone disease - a comparison of bone MARKer directed zoledronic acid therapy to a standard schedule
	Professor Rob Coleman


	Open



	BRCA Trial
	Breakthrough Breast Cancer & Cancer Research UK genetic breast cancer trial: A randomised phase II pilot trial of docetaxel compared to carboplatin for patients with metastatic genetic breast cancer
	Dr James Mackay
	Open

	CADET 2


	Prospective study to compare computer aided detection versus conventional double reading in the breast cancer screening programme
	Professor Fiona Gilbert
	Open

	CAPP-IT
	A randomised placebo controlled trial of pyridixine in controlling capecitabine induced hand-foot syndrome
	Dr Pippa Corrie
	Open

	Childhood Trauma
	Towards the prediction and management of long-term distress after treatment for breast cancer: the role of childhood trauma
	Professor P Salmon
	Closed

	CliMB/EGF100151


	Capecitabine +/-  lapatinib in metastatic breast cancer – a randomised phase III study 
	Professor Rob Coleman
	Closed



	Cognitive Effects of Chemotherapy
	Observational longitudinal study of the effects of adjuvant chemotherapy on cognition on women with breast cancer
	Dr David Bloomfield,
	Closed

	COMICE - 99/27/05
	Multi-centre randomised controlled trial examining the cost-effectiveness of contrast-enhanced high field magnetic resonance imaging in women scheduled for wide local excision
	Professor Lindsay Turnbull
	Closed

	Coombes Study 77
	A randomised, double-blind, multicentre phase ii trial to evaluate the biological effects, safety and pharmacokinetics of single agent zd1839 (iressatm) and zd1839 in combination with anastrozole (Arimidex®) in patients with primary breast cancer
	Professor Charles Coombes
	Closed

	COS
	Case-Only Study on the interaction of diet and genetic predisposition in the occurrence of breast cancer in young women.
	Ms L Sharp
	Closed

	DEVA
	A multicentre randomised trial of sequential epirubicin and docetaxel vs. epirubicin in node +ve postmenopausal breast cancer
	Professor Charles Coombes
	Closed

	DietCompLyf

	The role of diet, complementary treatment and lifestyle in breast cancer survival
	Dr Tony Leathem
	Open

	EATIMS
	A pilot study to evaluate the effectiveness and acceptability of using auriculotherapy in a small group setting to manage the menopausal-type symptoms (specifically hot flushes and night sweats) in women taking tamoxifen, anastrozole (Arimidex) or letrozole (Femara) as an adjuvant treatment for early breast cancer.
	Dr Jane Maher, Teresa Young, Beverley de Valois
	Closed

	EORTC 22922
	Phase III randomized trial investigating the role of internal mammary and medial supraclavicular (IM-MS) lymph node chain irradiation in stage I-III breast cancer (joint study of the EORTC Radiotherapy and Breast Groups)
	Walter Van Den Bogaert 
	Closed

	EMBRACE


ERISAC
	Epidemiological study of BRCA1 and BRCA2 mutation carriers

Effects of exemestane and COX-2 inhibition on oestrogen receptor positive ductal carcinoma in situ.
	Professor Doug Easton

Professor Nigel Bundred
	Open

Closed

	ESTEeM


SHERBERT

Exercise Study
	Endocrine therapy or surgery for elderly patients with early breast cancer

The effects of exercise therapy upon quality of life in women who have had breast cancer
	Miss Lynda Wyld

Dr Amanda Daley
	In set-up

Closed

	FABCC
	Familial Association in Breast Cancer Collaboration
	Professor Julian Peto
	Open

	FAST
	Prospective randomised clinical trial testing 5.7Gy and 6.0Gy fractions of whole breast radiotherapy in terms of late normal tissue responses and tumour control
	Professor John Yarnold
	Open

	FEMALE
	A randomised, multicentre study of first-line treatment of postmenopausal metastatic breast cancer, comparing concurrent vs. sequential chemoendocrine therapy with letrozole vs. letrozole single agent.
	Dr Andreas Makris
	Closed

	FH01 - HTA Mammography Trial
	Evaluation of mammographic surveillance services in women under 50 with a family history of breast cancer
	Dr James Mackay
	Closed

	GLACIER
	A study to investigate the genetics of lobular carcinoma in situ in Europe
	Dr Rebecca Roylance
	In Set-up

	GBG 26/ TBP
	A multicentre randomized phase III study to compare capecitabine alone or in combination with trastuzumab in patients with HER2 positive metastatic breast cancer and progression after previous treatment with trastuzumab
	Dr Rob Stein
	Open

	Gem Carbo in breast


	A phase II evaluation of carboplatin plus capecitabine in anthracycline resistant breast cancer
	Dr Nick Murray
	Open

	GENFABARCA
	Genetic factors affecting breast cancer progression
	Dr Angela Cox
	Open

	HERA - recommended
	Trial of 1 vs. 2 years of Herceptin vs. no Herceptin in women with HER2-positive primary breast cancer who have completed adjuvant chemotherapy
	Professor Ian Smith
	Closed

	HOT
	Randomised phase II trial of hyperbaric oxygen therapy in patients with chronic arm lymphoedema after radiotherapy for early breast cancer
	Professor John Yarnold, Professor Peter Mortimer
	Open

	HRT
	UK randomised trial of Hormone Replacement Therapy (HRT) in Women with a history of early stage breast cancer
	Miss Jo Marsden, Mr Nigel Sacks
	Closed

	IBIS-II Prevention


	An international multicentre study of anastrozole vs. placebo in postmenopausal women at increased risk of breast cancer. 
	Professor Jack Cuzick


	Open



	IBIS II DCIS
	An international multicentre study of anastrozole vs. tamoxifen in postmenopausal women with Ductal Carcinoma in Situ (DCIS)
	Professor Jack Cuzick
	Open

	IMPORT HIGH
	A phase III randomised controlled trial testing dose escalated intensity modulated radiotherapy in women with higher than average local tumour recurrence risk after breast conservation surgery and appropriate systemic therapy for early breast cancer
	Professor Judith Bliss, Professor John Yarnold
	In set-up

	IMPORT LOW
	A phase III randomised trial testing intensity modulated and partial organ radiotherapy following breast conservation surgery for early breast cancer
	Professor Judith Bliss, Professor John Yarnold
	Open

	IMRT trial
	Radiotherapy in early breast cancer: cosmetic outcome
	Dr Margaret Moody
	Open

	LETROZOLE

Study


Living with Secondary Breast Cancer
	Evaluation of biological endpoints in the preoperative window following either letrozole, letrozole plus zoledronic acid or placebo in early breast cancer

A study of the experience of living with secondary breast cancer
	Professor Nigel Bundred

Professor Jessica Corner
	Open

Closed

	Long term effects of chemo on bone
	An investigation of the long term effect of chemotherapy on bone, particularly focusing on the incidence of osteoporosis
	Professor Robert Coleman
	Closed

	MATCH
	Attitudes of men with breast cancer in the United Kingdom
	Dr Jonathon Gray
	Closed

	MAPLE
	Presurgical study to assess molecular effects of lapatinib in primary breast cancer
	Professor Stephen Johnson
	In Set-up

	MARIBS
	UK Study of MRI for Breast Screening
	Professor Martin Leach
	Closed

	MINDACT


NEAT
	Randomised prospective evaluation of genetic profiling of primary breast tumours versus standard clinical criteria in the selection of patients for adjuvant chemotherapy.

Nationwide breast cancer study of Epirubicin plus CMF versus classical CMF Adjuvant Therapy (NEAT)
	Professor

Alistair Thompson

Professor Lawrence Young  
	In Set-up

Closed

	NEAT-A
	A multicentre phase II feasibility study of accelerated chemotherapy - sequential epirubicin followed by IV CMF - using pegfilgrastim for women with early stage breast cancer
	Dr Daniel Rea
	Closed

	Neoadjuvant
	The role of Magnetic Resonance Imaging (MRI) and spectroscopy in predicting early response of breast cancer to chemotherapy
	Professor Lindsay Turnbull
	Open

	Neo-Excel
	Neoadjuvant trial of pre-operative exemestane or letrozole +/-celecoxib in the treatment of ER-positive postmenopausal early breast cancer
	Miss Adele Francis
	In Set-up

	Neo-tAnGo
	A neoadjuvant study of sequential epirubicin + cyclophosphamide and paclitaxel ± gemcitabine in the treatment of high-risk early breast cancer with molecular profiling, proteomics and candidate gene analysis.
	Dr Helena Earl
	Open

	OPTION
	Ovarian Protection Trial In Oestrogen Non-responsive premenopausal breast cancer patients receiving adjuvant or neo-adjuvant chemotherapy
	Professor Robert Leonard
	Open

	p53 Study
	First prospective Intergroup Translational Research trial assessing the potential predictive value of p53 using a functional assay in yeast in patients with locally advanced/inflammatory or large operable breast cancer prospectively randomised to a taxane versus a non taxane regimen.
	Dr Herve Bonnefoi, 

Professor David Cameron 
	Closed

	PCI study
	Randomised evaluation of prophylactic radiotherapy in women with HER 2 positive metastatic breast cancer
	Dr Peter Canney
	In Set-up

	PIMMS
	A psycho-social evaluation of the impact of mammographic surveillance services on women under 50 at increased risk of inherited breast cancer
	Ms Joan Austoker
	Open

	PG-SNPS
	The Pharmacogenetics of Early Breast Cancer Chemotherapy (sub-study)
	Dr Jean Abraham
	Open

	POETIC


	A comparison of preoperative or post-operative endocrine treatment with prospective evaluation of Ki-67 as a surrogate marker of outcome
	Professor Ian Smith
	In Set-up

	POSH
	Prospective study of outcomes of treatment in hereditary versus sporadic breast cancer
	Professor Diana Eccles
	Open

	PRIME
	The PRIME breast cancer trial (postoperative radiotherapy in minimum-risk elderly)
	Dr Robin Prescott
	Closed

	PRIME II
	Post-operative Radiotherapy In Minimum-risk Elderly phase II
	Professor Ian Kunkler
	Open

	RACE
	RAdiation Complications and Epidemiology – Inherited factors contributing to radiotherapy side effects
	Professor John Yarnold
	Open

	REACT 
	Randomised EuropeAn Celecoxib Trial. A phase III multicentre double blind randomised trial of celecoxib versus placebo following chemotherapy in primary breast cancer patients.
	Professor Charles Coombes
	Open

	Reflexology Study
	RCT of the effects of reflexology on QoL (including mood, adjustment, function coping & patient satisfaction) and host defences in early breast cancer
	Professor Leslie Walker
	Closed

	RIB
	A multicentre randomised trial of single dose radiotherapy compared to ibandroante for localised metastatic bone pain
	Prof Peter Hoskins
	Open

	SEARCH
	A population based study of genetic predisposition and gene-environment interactions in breast cancer
	Professor Doug Easton
	Open

	SECRAB
	SEquencing of Chemotherapy and Radiotherapy in Adjuvant Breast cancer
	Dr I Fernando
	Closed

	Sentinel Node Biopsy - Breast
	Sentinel node biopsy in primary breast cancer – a randomised controlled trial assessing morbidity, quality of life and cost effectiveness
	Mr AD Purushotham
	Closed

	SoFEA
	Study of Faslodex with or without concomitant Arimidex Vs, Exemestane following progression on non-steroidal Aromatase inhibitors
	Prof Stephen Johnston
	Open

	SOFT
	Suppression of Ovarian Function Trial
	Professor Rob Coleman
	Open

	SPROG
	Prospective randomised comparison of G-CSF (filgrastim) secondary prophylaxis versus conservative management of chemotherapy-induced neutropenia to maintain dose intensity in chemotherapy for breast cancer
	Professor Robert Leonard
	Open

	START
	Standardisation of Breast Radiotherapy (START) Trial
	Professor John Yarnold
	Closed

	SUPREMO
	Selective use of postmastectomy radiotherapy after mastectomy
	Prof Ian Kunkler, Dr Peter Canney
	Open

	Surgical management choices in breast cancer
	Patient and professional factors influencing choice of surgery in the management of breast cancer: a qualitative and quantitative study
	Professor MWR Reed, Miss Lisa Caldon
	Closed

	TAC
	A randomised multicentre trial of neoadjuvant Taxotere and Adriamycin/Cytoxan (AC): a biologic correlative study
	Dr Jenny Chang
	Closed

	TACT
	A randomised trial of standard anthracycline-based chemotherapy with fluorouracil, epirubicin and cyclophosphamide (FEC) or epirubicin and CMF (Epi-CMF) vs. FEC followed by sequential docetaxel as adjuvant treatment for women with early breast cancer
	Dr Paul Ellis, Dr Peter Barrett-Lee,

  
	Closed

	TACT2
	Trial of accelerated adjuvant chemotherapy with capecitabine in early breast cancer
	Professor David Cameron
	Open

	tAnGo
	A phase III randomised trial of gemcitabine in paclitaxel-containing, epirubicin based adjuvant chemotherapy for higher risk early stage breast cancer
	Dr Chris Poole  
	Closed

	TEAM
	An open label, randomised multicentre comparative trial of 5 years adjuvant Exemestane treatment versus 5 years adjuvant tamoxifen treatment in postmenopausal women with early breast cancer
	Dr Daniel Rea
	Closed

	Telephone follow-up study
	Comparing hospital and telephone follow-up for women with breast cancer: a randomised controlled trial
	Dr Kinta Beaver
	Closed

	TEXT
	Tamoxifen and EXemestane Trial
	Dr Helena Earl
	Open

	TOPIC2
	Randomised Phase III trial of navelbine/epirubicin vs. adriamycin/cyclophosphamide as pre-operative chemotherapy in patients with greater than or equal to 3cm diameter early breast cancer
	Professor Ian Smith
	Closed

	Uptake and response to dietary intervention
	Reshaping breast care services – a role for dietitians
	Ms Jillian Milne
	In Set-up

	W.I.N.S. (UK) -Stage 1
	Women’s Intervention Nutrition Study (UK arm)
	Mr Richard Sainsbury
	Closed

	Will Weekly Win


	A randomised 2-arm, prospective, multi-centre, open-label phase III trial comparing the activity and safety of a weekly versus a 3 weekly paclitaxel treatment schedule in patients with advanced or metastatic breast cancer
	Dr Mark Verrill 


	Closed



	ZICE
	Zoledronate versus ibandronate comparative evaluation trial.
	Dr Nick Murray, Dr Peter Barrett-Lee
	Open

	Zoledronate & Letrozole study
	A phase II study of the short term biological effects of Zoledronate and Letrozole on invasive breast cancer (pre-operative study)
	Professor Nigel Bundred
	Open


Meetings
Another successful Annual Trials Day was held at Church House, Westminster in March and as in previous years was very well attended. An excellent programme was well received by delegates and enhanced by the inclusion of the Cridlan lecture, a named lecture supported by the Cridlan Trust that funded Professor Denis Slamon to visit from UCLA, California, USA to present an overview of the deveopment of targeted therapy in breast cancer with a focus on trastuzumab.  A range of pharmaceutical companies generously supported the meeting. The interaction between investigators and industry representatives was mutually beneficial.

Other activities

Over the past year there have been two NICE appraisals of relevance to breast cancer management that requested input from the BCSG. These have included bevacizumab in advanced breast cancer (appraisal abandoned) and lapatinib in HER 2+ advanced breast cancer progrsing on or after trastuzumab (ongoing). The Group has been able to feed its comments into NICE through the Joint Council of Clinical Oncololgy (JCCO), ensuring a single robust response on behalf of the NCRI and the Royal Colleges of Physicians and Radiology. 

Three year strategy 

The BCSG has been encouraged to continue its high level or research activity, retain many of its structures, balance of skills and meeting format but address a number of areas for improved performance.

Four key priorities for the next three years are:
· To ensure the continuous availability of a large randomised study in early  breast cancer at all times. 
· Identify the problems with recruitment to metastatic disease studies and develop an attractive portfolio of advanced disease studies.

·          Integrate translational research including biomarker development and functional imaging into clinical trials

·          Address the increasingly important issue of follow-up and how to reconcile the data demands of continued follow-up with the clinical imperative to collect long-term outcome data.

The first three priorities will be addressed primarily through the establishment of subgroups with the expertise and appropriate membership to optimise the chances of success.

The fourth priority will depend on utilising our excellent links with the CTUs and will need to liaise with other CSGs with similar needs for long-term data collection. Lucy Kilburn, as part time project officer, will support this work stream.

The workload of the BCSG will continue to be devolved by giving specific responsibilities to individual members. This will include named members to oversee sections of the portfolio, liaising with chief investigators and networks where necessary and to comment on submissions to CTAAC and other funding bodies when requested.
The BCSG has an important role in overseeing trial development and continuation of a broad and active portfolio. This should continue in concert with the activities of UKBI and Advanced Disease subgroup to:

· Define research priorities and encourage trial development to address these.

· Facilitate trial development through open membership workshops.

· Mentor less experienced trialists.

· Promote early clinical trials office / statistical input.
· Provide opportunity for trial proposals to be presented to the committee for    
advice and comment prior to CTAAC outline submission.
Priorities for 2008/09:

·       Further prioritisation of RCTs and increase in accrual into these studies
·       Addressing the NCRN priority that 80% of new trials set up in 2008/09 are on
       
target for accrual.
·       Stimulation of the metastatic disease portion of the portfolio

·      Increased partnership with industry through both the ITAC mechanism and the  
     development of academic led but industry supported studies.     
·      Development of a large adjuvant therapy successor trial to TACT 2.

 Appendix 1

2007/08 Publications and abstracts

ACTION

Johnson L, Conneely L, Reed M, Leonard R, Bliss JM, and on behalf of the ACTION Trial Management Group. Adjuvant Cytotoxic Chemotherapy in Older Women (ACTION). Oncology Hematology 64[(1)], S41 #P18. 2007.  Ref Type: Abstract

ALMANAC

aTTom
Gray RG, Rea DW, Handley K, MarshallA, Pritchard MG, Perry P, Earl HM, Poole CJ, Salman A, Lee M, aTTom collaborators. aTTom (adjvant tamoxifen – to offer more?): Randomised trial of 10 versus 5 years of adjuvant tamoxifen among 6934 women with oestrogen receptor positive (ER+) or untested breast cancer – preliminary results. J Clin Oncol 26 (15s) part 1, 10s, abs 513, 2008.

AZURE

Winter M, Thorpe H, Burkinshaw R, Beevers S, Coleman R. Potential influence of zoledronic acid on primary tumour response during neoadjuvant chemotherapy for breast cancer. Cancer Treatment reviews 34 (Suppl1) S55, abs OC15, 2008.

Burkinshaw R, Winter M, Thorpe H, Pedlar J, Coleman R. Osteonecrosis of the jaw and dental related advers events during adjuvant therapy for early breast cancer: Initial sental safety findings from the AZURE study. Cancer Treatment reviews 34 (Suppl1) S75, abs P53, 2008.

EATIMS

de Valois, B., Young, T., Robinson, N., McCourt, C., & Maher, E.J. Using acupuncture to manage menopausal symptoms in women taking adjuvant hormonal treatment for early breast cancer. Psycho-oncology 16: pp. 262-274 (2007)

EORTC 22922

Musat E, Poortmans P, Van den Bogaert W, Struikmans H, Fourquet A, Bartelink H, Kirkove C, Budach V, Pierart M, Collette L. Quality assurance in breast cancer: EORTC experiences in the phase III trial on irradiation of the internal mammary nodes. European Journal of Cancer. Mar;43(4):718-24 (2007)

EMBRACE

Brohet RM, Goldgar DE, Easton DF and 16 others. Oral contraceptives and breast cancer risk in the International BRCA1/2 Carrier Cohort Study (IBCCS). Journal of Clinical Oncology 25: 3831-3836, 2007.

Couch FJ, Sinilnikova O, Vierkant RA and 69 others. AURKA F311 polymorphisms and breast cancer risk in BRCA1 and BRCA2 mutation carriers: a consortium of investigators of modifiers of BRCA 1/2 study. Cancer Epidemiol Biomarkers Prev 16: 1416-21, 2007.

Antoniou AC, Sinilnikova OM, Simard J and 77 others. RAD51 135G-C modifies breast cancer risk among BRCA2 mutation carriers: results from a combined analysis of 19 studies. American Journal of Human Genetics 81:1186-1200, 2007.

Antoniou AC, Spurdle AB, Sinilkova OM and 84 others. Common breast cancer predisposition alleles are associated with breast cancer risk in BRCA1 and BRCA2 mutation carriers. American Journal of Human Genetics 82:937-948, 2008.

HERA

Smith I, Procter M, Gelber RD, Guillaume S, Feyereislova A, Dowsett M, Goldhirsch A, Untch M, Mariani G, Baselga J, Kaufmann M, Cameron D, Bell R, Bergh J, Coleman R, Wardley A, Harbeck N, Lopez RI, Mallmann P, Gelmon K, Wilcken N, Wist E, Sanchez Rovira P, Piccart-Gebhart MJ. 2-year follow-up of trastuzumab after adjuvant chemotherapy in HER2-positive breast cancer: a randomised controlled trial, Lancet 06 Jan 369 (9555) pp29-36 (2007)

Untch M, Gelber RD, Jackisch C et al. Estimating the magnitude of trastuzumab effects within patient subgroups in the HERA trial. Annals of Oncology. 19:1090-1096, 2008. PMID 18296421
IES

Bertelli G, Hall E, Ireland E, Jassem J, Bliss JM, Snowdon CF, Coombes RC, and for the Intergroup Exemestane Study (IES) (Kilburn LS member). Endometrial status in the Intergroup Exemestane Study (IES) up to 2 years post-treatment. Br Canc Res & Treatment 106(1) #2078. 16-12-2007.  Ref Type: Abstract.

Fallowfield LJ, Langridge CI, Kilburn LS, Jones SE, Snowdon CF, Bliss JM, Coombes RC, and on behalf of the IES group (Hall E member). Quality of Life in the Intergroup Exemestane Study 5 years post randomisation. Br Canc Res & Treatment 106(1) #1091. 16-12-2007.  Ref Type: Abstract

IMRT

Donovan E, Bleakley N, Denholm E, Evans P, Gothard L, Hanson J, Peckitt C, Reise S, Ross G, Sharp G, Symonds-Tayler R, Tait D, Yarnold J. Randomised trial of standard 2D radiotherapy (RT) versus intensity modulated radiotherapy (IMRT) in patients prescribed breast radiotherapy. Radiother Oncol 82: 254-264, 2007.

IMPORT

Coles CE, Wishart GC, Fairfoul J, Donovan E, Harris E, Poynter A, Wilkinson JS, Tudor S, Yarnold J, and on behalf of the IMPORT Trial Management Group (Sydenham MA, Titley J Bliss JM Haviland J Mills J members. Implanted Gold Seeds for tumour bed localisation and image-guided radiotherapy. Presented at the 10th Nottingham International Breast Cancer Conference 18-20th September 2007 .  Ref Type: Abstract
SHERBERT  Exercise Study

Daley AJ, Mutrie N, Crank H, Saxton J, Coleman RE, Roalfe A.  Randomized Trial of Exercise Therapy in Women Treated for Breast Cancer. Journal of Clinical Oncology May 1: 1713-1721. (2007)

Daley AJ., Crank H., Mutrie N., Saxton JM., Coleman R.  Patient recruitment into a randomised controlled trial of supervised exercise therapy in sedentary women treated for breast cancer.  Contem. Clin. Trials. 28: 603-613, 2007.

Daley AJ., Crank H., Mutrie N., Saxton JM., Coleman R.  Determinants of adherence to exercise in women treated for breast cancer.  Eur. J. Oncol. Nurs., 11/5: 392-9, 2007.

START
The START Trialists' Group. The UK Standardisation of Breast Radiotherapy (START) Trial A of radiotherapy hypofractionation for treatment of early breast cancer: a randomised trial. Lancet Oncol Apr; 9(4): 331-341, 2008

The START Trialists' Group. The UK Standardisation of Breast radiotherapy (START) Trial B of radiotherapy hypofractionation for treatment of early breast cancer: a randomised trial. Lancet 371: 1098-1107, 2008

Hopwood P, Haviland J, Mills J, Sumo G, Bliss JM. The impact of age and clinical factors on quality of life in early breast cancer: An analysis of 2208 women recruited to the UK START Trial (Standardisation of Breast Radiotherapy Trial), Breast. Jun;16(3):241-51, 2007.
Dewar JA, Haviland JS, Agrawal RK, Bliss JM, Hopwood P, Magee B, Owen JR, Sydenham MA, Venables K, Yarnold JR, and on behalf of the START Trialists (Mills J, Sumo G members. Hypofractionation for early breast cancer: First results of the UK standardization of breast radiotherapy (START) Trials. J Clin Oncol 25(1) 18S. 2007.  Ref Type: Abstract

Hopwood P, Sumo G, Mills J, Haviland J, Bliss J, Yarnold J, and on behalf of the START Trial Management Group (Sydenham MA member). Body image and breast symptoms in early breast cancer: first results of the UK standardisation of breast radiotherapy (START) trials. 3rd NCRI Cancer Conference, October 2007  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Appendix 3
Aims and objectives of the UK Breast Intergroup (UKBI).
Purpose

· To facilitate trial development

· To increase national trial recruitment and research quality

· To develop new breast cancer researchers and the chief investigators of the future

· To streamline communication and dialogue between existing “regional” groups

· To integrate research active clinicians and other staff from centres that are not members of an existing collaborative group.

· To optimise communication between CTUs and investigators

· To advise BCSG on research priorities within the early breast cancer trials portfolio

· To simplify dialogue and collaboration with international groups

· To encourage appropriate input from consumer represenatives

· To act as a focal point for dialogue with industry

· To integrate translational research initiatives

Remit

· Early Breast Cancer

Priorities

· RCTs of systemic therapy or radiotherapy in the adjuvant, preoperative or neoadjuvant settings.

· Translational research within same disease settings

· Other activities might include

· Treatment of pre-invasive disease.

· Chemoprevention studies.

Responsible to:

· NCRI Breast Cancer Studies Group.

· Chair is a member of BCSG.

· BCSG Chair a member of UK-BI.  

Structure

· Executive

· Chairman.

· Vice-chairman.

· BCSG chair.

· Administration/secretarial support.

Open membership forum

· Join by response to invitation.

· Inclusive membership across research active clinicians, health care professionals, trials unit staff, consumer representatives.

· No membership fees.

· No attendance targets.

· Research strategy and decision making by majority consensus from meeting attendees and e mail response from members between meetings.
· Task and finish groups set up as required to move specific objectives forward

Appointment of chair/vice chair

· Nominations sought from membership.

· Vote by membership.

· 3 year tenure.

Meeting frequency

· Two research meetings a year.

· Aim for approximately 11am-3pm agendas to enable cheaper travel

· Alternate between easily accessible London and Midlands venues

· Combined education / research results meeting with BCSG (Annual Trials Day) in London.

· Regular e mail communication for views on ideas, interest in studies etc.

· Members to usually cover their own travel costs

· Support in exceptional cases may be possible e.g. consumers, research nurses etc.

Ownership of ideas

· Research ideas from collaborative group(s) or individual(s) will normally remain with the initiating trialists (with additional input and expertise as deemed appropriate) unless the initiator chooses to hand on to another individual or Group e.g. if over-committed. 

· Trials  developed by an existing collaborative group will be labelled as “A XXXX Group Trial on behalf of the UK Breast Intergroup

Secretariat

· Based at ICR in the first instance.

Professor Robert Coleman, Chair
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