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Skin/Melanoma Clinical Trial Portfolio Performance Report  
Recruitment into NIHR Portfolio studies only
Yearly Comparison 2002/03 to 2010/11
(Recruitment which count towards NCRN primary target only)

	Year
	YCRN Total
	NCRN England Total
	YCRN % of National Recruitment
	YCRN % of Local Incidence

 (437 ppa NYCRIS 2007)a 

	2002-2003
	8
	142
	5.6%
	1.8%

	2003-2004
	219
	617
	35.5%
	50.1%

	2004-2005
	92
	447
	20.6%
	21.1%

	2005-2006
	118
	523
	22.6%
	27.0%

	2006-2007
	128
	466
	27.5%
	29.3%

	2007-2008
	130
	366
	35.5%
	29.7%

	2008-2009
	127
	504
	25.2%
	29.1%

	2009-2010
	128
	749
	17.1%
	29.3%

	2010-2011 (2/7/2010)
	3
	99
	3.0%
	0.7%

	2010-2011 (projected)
	12
	389
	3.0%
	2.7%


a - NYCRIS Reference Data - Registrations, Deaths, Incidence and Mortality Rates 2007 (www.nycris.org.uk)
Comparison of National Cancer Research Networks 

Cancer Research Networks are divided into clusters of similar functioning networks. YCRN is in Cluster E which includes networks that have a very well established cancer clinical research infrastructure of which the NCRN funding contributes between 30 and 40% of the overall funding.  These networks include tertiary referral centres/specialist treatment centres.

2008/2009






	Research Network
	Network Total
	NCRN TOTAL
	Network % of National Recruitment
	Research network cancer incidence *
	Research network % local incidence 

	Yorkshire
	127
	536
	23.88
	409.7
	31.2%

	Greater Manchester and Cheshire
	56
	536
	10.45
	381.7
	14.7%

	North London
	6
	536
	1.12
	89.7
	6.7%

	South West London
	24
	536
	4.48
	167.7
	14.3%

	West Anglia
	15
	536
	2.80
	440.7
	3.4%


* network atlas Melanoma NCIN/APHO/UKACR From Cancer e-atlas (www.ncin.org.uk/eatlas) 2008 

2009/2010
	Research Network
	Network Total
	NCRN TOTAL
	Network % of National Recruitment
	Research network cancer incidence *
	Research network % local incidence 

	Yorkshire
	128
	780
	16.41
	409.7
	31.2%

	Greater Manchester and Cheshire
	46
	780
	5.90
	381.7
	12.1%

	North London
	3
	780
	0.38
	89.7
	3.3%

	South West London
	49
	780
	6.28
	167.7
	29.2%

	West Anglia
	25
	780
	3.21
	440.7
	5.7%


* network atlas Melanoma NCIN/APHO/UKACR From Cancer e-atlas (www.ncin.org.uk/eatlas) 2008 

Recruitment by Trial by Trust/ Network from 1st April 09 to 31st March 2010
	Trial 
	Airedale
	Bradford
	C/H
	Harrogate
	Leeds
	MidYorks
	York
	Total
	Greater Manchester & Cheshire
	North London
	South West London
	West Anglia

	AVAST-M
	 
	 
	 
	 
	11
	 
	 
	11
	17
	3
	14
	15

	Melanoma Cohort Study
	2
	11
	5
	0
	49
	7
	6
	80
	5
	 
	1
	 

	Melanoma Lifestyle Study
	 
	9
	 
	0
	26
	1
	0
	36
	11
	 
	8
	 

	NCRN062 (ONCOVEX) 
	 
	 
	 
	 
	1
	 
	 
	1
	 
	 
	5
	 

	Patients recruited 
	2
	20
	5
	0
	87
	8
	6
	128
	33
	3
	28
	15


Recruitment by Trial by Trust/ Network from 1st April 10 to 2nd July 2010

	Trial 
	Airedale
	Bradford
	C/H
	Harrogate
	Leeds
	MidYorks
	York
	Total
	Annual (projected)
	Greater Manchester & Cheshire
	North London
	South West London
	West Anglia

	AVAST-M
	 
	 
	 
	 
	0
	 
	 
	0
	0
	4
	2
	5
	3

	Melanoma Cohort Study
	0
	0
	0
	0
	0
	0
	0
	0
	0
	 
	 
	 
	 

	Melanoma Lifestyle Study
	 
	1
	 
	0
	1
	0
	0
	2
	2
	4
	 
	 
	 

	NCRN062 (ONCOVEX) 
	 
	 
	 
	 
	1
	 
	 
	1
	1
	 
	 
	 
	2

	Patients recruited 
	0
	1
	0
	0
	2
	0
	0
	3
	 
	8
	2
	5
	5

	Annual (Projected)
	0
	1
	0
	0
	2
	0
	0
	3
	
	
	
	
	


N.B where a 0 is present trial is open but has not yet recruited this year.

Please note: 

(a) Recruitment for the other 4 networks is provided by UKCRN accrual data while recruitment for YCRN is provided by EDGE system.

(b) The above portfolio for other networks would not contain trials with 0 recruitment or the ones in set up.


Trials open in Cluster Networks but not within Yorkshire 2009-2010
	Trial 
	Greater Manchester and Cheshire
	North London
	South West London
	West Anglia

	NCRN058~
	7
	
	7
	9

	NCRN063~
	6
	
	2
	1

	NCRN108*
	
	
	3
	

	NICAM
	
	
	9
	


~ Trial closed.

* Trial not open to additional sites.
Trials open in Cluster Networks but not within Yorkshire 2010-2011 (2/7/2010)
	Trial 
	Greater Manchester and Cheshire
	North London
	South West London
	West Anglia

	NCRN108*
	2
	
	4
	

	NICAM
	
	
	7
	


* Trial not open to additional sites.
Please see the following pages for the study details (for the ones that open to additional sites only)
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	NICAM 

Phase II trial of Nilotinib in the treatment of c-KIT mutated advanced acral and mucosal melanoma 

Topic 

Cancer 

Portfolio Eligibility 

Funded by UKCRC partner 


	ISRCTN 

39058880 

EudraCT 

2009-012945-49 

MREC N°

C 09/H0606/103 

UKCRN ID

7269 

WHO ID 



	Research Summary 

The aim of NICAM is to see if a drug called nilotinib (Tasigna) is effective in the treatment of patients with a rare group of melanoma (acral (found on the palms of hands/soles of feet)) and mucosal (found inside body cavities rather than on the skin) that have a change (mutation) in a protein called c-KIT. Nilotinib interferes with the signalling insde cells with this mutation and it believed that this may lead to shrinkage of tumours. Tumour samples will be tested for the c-KIT mutation and the study will be offered to patiens with advanced acral or mucosal melanoma if the mutation is present




	Study Type

Observational 

Design Type

Not specified 

Disease(s)

Melanoma


Phase

II 


	Current Status 

Open

Closure Date

31/12/2011

Sample Size 

24

Accrual to Date
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  66%


	Geographical Scope 

UK Multi-Centre

Lead Country 

England

Open to new sites 

Yes, within lead country only
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Health care professionals can obtain a copy of the protocol by clicking here


	Additional Information 

Please note that the that the sample size of 24 relates to the number of patients treated, who have a rare group of melanoma (acral (found on the palms of hands/soles of feet)) and mucosal (found inside body cavities rather than on the skin) that have a change (mutation) in a protein called c-KIT. There will be additional recruitment in order to initially identify patients with these specific protein mutations. 



	Main Inclusion Criteria 

Patients with c-KIT mutated histologically proven advanced mucosal or acral melanoma in which the mutation is not known to be associated with nilotinib resistance; Advanced mucosal and acral melanoma defined as unresectable locally advanced or metastatic disease; The presence of one or more clinically or radiologically measurable lesions at least 10mm in size; Age 18 or greater; ECOG performance status 0, 1 or 2; Life expectancy greater than 12 weeks; At least 14 days since any major surgery;The capacity to understand the patient information sheet and ability to provide written informed consent;Willingness and ability to comply with scheduled visits, treatment plans, laboratory tests and other study procedures. Women must not be pregnant or lactating with no intention of pregnancy during study treatment. Women of child bearing potential must have a negative serum pregnancy test prior to study entry (even if surgically sterilised). Men and women of childbearing potential must use adequate birth control measures (e.g. abstinence, oral contraceptives, intrauterine device, barrier method with spermicide, implantable or injectable contraceptives or surgical sterilisation) for the duration of the study and should continue such precautions for 6 months after receiving the last study treatment;Serum alanine transaminase (ALT) ≤2.5 x upper limit of normal (ULN), total serum bilirubin ≤1.5 x ULN; Serum creatinine ≤1.5 x ULN; Serum lipase and amylase <1.5 x ULN; Haemoglobin ≥9.0 g/dL, absolute neutrophil count ≥1.5 x 109/L.Able to swallow and retain oral medication. 


	Main Exclusion Criteria 

Intracranial disease, unless there has been radiological evidence of stable intracranial disease > 6 months. In the case of a solitary brain metastasis, evidence of a disease-free interval of at least 3 months post surgery. All patients previously treated for brain metastases must be stable off corticosteroid therapy for at least 28 days.Women who are pregnant, nursing, or planning to become pregnant during the course of the trial; Men who plan to father a child during the course of the trial; Use of any investigational drug within 30 days prior to screening (both cancer and non cancer treatments); Use of herbal or chinese medication; Use of therapeutic coumarin derivatives (ie warfarin, acenoucumarol, phenprocoumon); Significant cardiac disease including patients who have or who are at significant risk of developing prolongation of QTc. Severe and/or uncontrolled medical disease; Known chronic liver disease; Past medical history of chronic pancreatitis; Known HIV infection; Previous radiotherapy to 25% or more of the bone marrow; Radiation therapy in the 4 weeks prior to study entry; Prior exposure to a tyrosine kinase inhibitor; Known lactose intolerance; Any malabsorption syndrome (i.e. partial gastrectomy, small bowel resection, Crohn’s disease or ulcerative colitis). 



	Chief Investigator(s) 

Dr James Larkin



	Further details, please contact 

Mrs Gill Coombes

Institute of Cancer Research
Clinical Trials & Statistics Unit (ICR-CTSU) Section of Clinical Trials Brookes Lawley Building
15 Cotswold Road
Sutton
SM2 5NG
UNITED KINGDOM

Tel: 0208 722 4039
Gill.Coombes@icr.ac.uk



	Funder(s)

CTAAC


Sponsor(s)

The Royal Marsden Foundation Trust and Institute of Cancer Research
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