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Colorectal Clinical Trial Portfolio Performance Report
Recruitment into NIHR Portfolio studies only
Yearly Comparison 2001/02 to 2010/11
(Recruitment which count towards NCRN primary target only)

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

 (1554 ppa NYCRIS 2006)a 

	2001-2002
	117
	1254
	9.3%
	7.5%

	2002-2003
	185
	1824
	10.1%
	11.9%

	2003-2004
	160
	3145
	5.1%
	10.3%

	2004-2005
	195
	1098
	17.8%
	12.5%

	2005-2006
	161
	1098
	14.7%
	10.4%

	2006-2007
	134
	3556
	3.8%
	8.6%

	2007-2008
	122
	3902
	3.1%
	7.9%

	2008-2009
	112
	3256
	3.4%
	7.2%

	2009-2010
	189
	4950
	3.8%
	12.2%

	2010-2011 (to 08/06/10)
	42
	498
	8.4%
	2.7%

	2010-2011 projected
	225
	2673
	8.4%
	14.5%


a - NYCRIS Reference Data - Registrations, Deaths, Incidence and Mortality Rates 2006 (www.nycris.org.uk)
b - YCRN accrual for year 2001/02- 2007/08 is based on UKCRN accrual database.

    YCRN accrual for year 2008/09 onwards is provided by EDGE portfolio management system.


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.


2008/09

	Research Network

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

	Yorkshire
	112
	3743
	3.0%
	1452.3
	7.7%

	Greater Manchester and Cheshire
	200
	3743
	5.3%
	1718
	11.6%

	North London
	155
	3743
	4.1%
	470.3
	33.0%

	South West London
	81
	3743
	2.2%
	590
	13.7%

	West Anglia
	128
	3743
	3.4%
	1722
	7.4%


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

2009/10
	Research Network 

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

	Yorkshire
	189
	5470
	3.5%
	1452.3
	13.0%

	Greater Manchester and Cheshire 
	198
	5470
	3.6%
	1718
	11.5%

	North London
	203
	5470
	3.7%
	470.3
	43.2%

	South West London
	153
	5470
	2.8%
	590
	25.9%

	West Anglia  
	182
	5470
	3.3%
	1722
	10.6%


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

Recruitment by Trial by Trust/ Network from 01 April 09 to 31 March 10
	Trial
	Airedale
	Bradford
	C/H
	Harrogate
	Leeds
	MidYorks
	York
	Total 
	Greater Manchester and Cheshire
	North London
	South West London
	West Anglia

	COIN-B / CR11 
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	2
	5
	In Setup
	In Setup
	11
	5
	4
	1
	 

	NCRN030 (Immatics)
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	NSCCG
	10
	0
	0
	26
	10
	33
	8
	87
	99
	52
	4
	117

	NSCCG (Not Count)
	 
	 
	 
	 
	 
	1
	 
	1
	5
	3
	 
	19

	PICCOLO
	4
	4
	3
	 
	20
	 
	 
	31
	 
	1
	6
	1

	QUASAR 2
	1
	1
	3
	1
	5
	8
	 
	19
	2
	6
	1
	10

	SCOT
	0
	4
	 
	0
	10
	 
	7
	21
	37
	21
	36
	41

	Patients recruited 
	18
	14
	9
	30
	59
	44
	15
	189
	164
	90
	48
	201


N.B where a 0 is present trial is open but has not yet recruited this year.
Recruitment for the trials highlighted in Yellow does not count towards NCRN accrual totals
[image: image1.emf]Study has now clsoed to recruitment.

Please note: 

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

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

Recruitment by Trial by Trust/ Network from 01 April 10 to 08 June 10
	Trial
	Airedale
	Bradford
	C/H
	Harrogate
	Leeds
	MidYorks
	York
	Total 
	Annual (projected)
	Greater Manchester and Cheshire
	North London
	South West London
	West Anglia
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	2
	2
	1
	0
	7
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	14
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	0
	0
	10
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	PICCOLO
	0
	1
	1
	 
	0
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	11
	 
	 
	2
	 

	QUASAR 2
	0
	0
	0
	0
	1
	3
	 
	4
	21
	 
	 
	 
	 

	SCOT
	0
	0
	 
	0
	1
	 
	2
	3
	16
	 
	1
	1
	6

	Patients recruited 
	19
	3
	3
	1
	4
	10
	2
	42
	 
	 
	 
	 
	 

	Annual (Projected)
	102
	16
	16
	5
	21
	54
	11
	225
	
	
	
	
	


N.B where a 0 is present trial is open but has not yet recruited this year.
Recruitment for the trials highlighted in Yellow does not count towards NCRN accrual totals
This information is now received direct from your local research teams in real time and it is as accurate as of 08 June 2010. 
Please note: 

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

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

Trials open in Cluster E Networks but not within Yorkshire
(Recruitment is for April 2010 onwards)

	Trial 
	Yorkshire
	Greater Manchester and Cheshire
	North London
	South West London
	West Anglia

	CORGI
	
	14
	
	
	2

	HOT II
	Cross site study recruiting in Leeds
	
	
	1
	

	New EPOC 
	
	1
	4
	2
	

	ORBIT *
	
	
	
	12
	

	Tumour Angiogenesis*
	
	
	8
	
	


Please see enclosed study details (provided by UKCRN portfolio database) for the above studies that open to additional sites only.
* Trial not open to additional sites.
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	NB: The information displayed below does not replace the protocol. The latest protocol version should always be consulted before making clinical decisions.

CORGI 

The Genetic Study of Colorectal Cancer Families without known inherited predispositions 

Topic 

Cancer (co-adopted by Congenital Disorders) 

Portfolio Eligibility 

Funded by UKCRC partner 

ISRCTN 

EudraCT 

MREC N°

06/Q1702/99 

UKCRN ID

7590 

WHO ID 

Research Summary 

Collection of colorectal tumour cases for large-scale genetic studies of predisposition


Study Type

Observational 

Design Type

Case-controlled study 

Disease(s)

Colon
Rectum
Clinical Genetics


Phase

Experimental Medicine 

Current Status 

Open

Closure Date

31/05/2016

Sample Size 

3000

Accrual to Date

[image: image4.png]


  9%
Geographical Scope 

International Multi-Centre

Lead Country 

England

Open to new sites 

Yes, within and outside lead country

Main Inclusion Criteria 

Any adult who presents or is referred to a Genetics Department, family history clinic or similar with a family or personal history that comprises one or more person(s) with the following:
(i) colorectal cancer at age 75 or less
(ii) a significant adenoma (severe dysplasia, OR villous morphology, OR diameter ≥1cm, OR presentation <45 years of age)
(iii) multiple (3 or more) synchronous or metachronous adenomas 

Main Exclusion Criteria 

Unable to provide informed consent 

Chief Investigator(s) 

Prof Ian Tomlinson

Further details, please contact 

Funder(s)

CRUK


Sponsor(s)



	



	public.ukcrn.org.uk/search

	If you experience problems using the application, please click here.
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	NB: The information displayed below does not replace the protocol. The latest protocol version should always be consulted before making clinical decisions.

HOT II 

Randomised double-blind controlled phase III trial of hyperbaric oxygen therapy in patients suffering long-term adverse effects of radiotherapy for pelvic cancer 

Topic 

Cancer 

Portfolio Eligibility 

Funded by UKCRC partner 

ISRCTN 

86894066 

EudraCT 

2008-002152-26 

MREC N°

08/H0903/40 

UKCRN ID

6526 

WHO ID 

Research Summary 

This aims to test the efficacy of hyperbaric oxygen (HBO) therapy in reducing gastrointestinal symptoms caused by pelvic radiotherapy at least 12 months earlier and which persist despite optimal gastroenterological assessment.


Study Type

Interventional 

Design Type

Treatment 

Disease(s)

Bladder (advanced)
Bladder (superficial)
Cervix
Ovary
Prostate
Rectum
Testis
Uterus
Vagina


Phase

III 

Current Status 

Open

Closure Date

31/03/2011

Sample Size 

75

Accrual to Date
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  6%
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 

If you are a patient or relative this link will take you to a description of the Bladder aspect of the trial in plain English on CancerHelp UK. Alternatively, this link will take you to a description of the Bowel aspect of the trial in plain English on CancerHelp UK Alternatively, this link will take you to a 
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	NB: The information displayed below does not replace the protocol. The latest protocol version should always be consulted before making clinical decisions.

New EPOC 

A prospective randomised open label trial of oxaliplatin / irinotecan plus fluoropyrimidine versus oxaliplatin / irinotecan plus fluoropyrimidine and cetuximab pre and post operatively in patients with resectable colorectal liver metastases requiring chemotherapy 

Topic 

Cancer 

Portfolio Eligibility 

Funded by UKCRC partner 

ISRCTN 

22944367 

EudraCT 

2006-003121-82 

MREC N°

06/MRE06/65 

UKCRN ID

2068 

WHO ID 

Research Summary 

The primary aim of the New EPOC trial is to determine whether the addition of cetuximab to oxaliplatin plus fluoropyrimidine or irinotecan plus modified de Gramont combination chemotherapy results in improved progression free survival when compared with combination chemotherapy alone in patients who do not possess a KRAS mutant genotype confirmed by laboratory analysis.


Study Type

Interventional 

Design Type

Treatment 

Disease(s)

Colon
Liver
Rectum
Multiple Sites


Phase

III 

Current Status 

Open

Closure Date

01/12/2009

Sample Size 

340

Accrual to Date
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  21%
Geographical Scope 

International Multi-Centre

Lead Country 

England

Open to new sites 

Yes, within and outside lead country
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Health care professionals can obtain a copy of the protocol by clicking here
[image: image13.png]



Study Website
Additional Information 

If you are a patient or relative this link will take you to a description of this trial in plain English on CancerHelp UK 

Main Inclusion Criteria 

•Confirmed colorectal adenocarcinoma:
either previous or current histologically confirmed primary adenocarcinoma of colon or rectum, together with clinical or radiological evidence of advanced and / or metastatic disease.
or radiologically confirmed primary adenocarcinoma of colon or rectum, together with clinical or radiological evidence of advanced and / or metastatic disease. Histological evidence of primary colorectal cancer should be sought wherever possible but liver metastases should not be biopsied.

•Presence of potentially resectable colorectal cancer liver metastases without detectable extra-hepatic tumour that cannot be completely resected. The consulting surgeon and the radiologist, according to local practice, will determine resectability (see appendix VI for guideline). The following patients are eligible:
Patients with rectal cancer who would be suitable for short course( radiotherapy as an adjuvant treatment.
Patients with metachronous metastases( having undergone complete resection of the primary tumour without gross or microscopic evidence of residual disease (R0).
Patients with synchronous( metastases who have undergone R0-resection of the primary tumour more than one month before randomisation.
Patients with synchronous metastases for whom( there is sufficient evidence (for example by CT scan or diagnostic laparoscopy) that both the primary tumour and the liver metastases can be completely resected during the same procedure and that resection of primary cancer can be delayed for 3 to 4 months.
Patients who are thought by the hepatic surgeon to be( suboptimally resectable are included. This will normally include patients, for instance, who have potentially resectable disease but in whom compromise of the resection margins is likely. These patients are currently normally treated with pre-operative chemotherapy under NICE guidance. This decision will be at the surgeons discretion.
Unidimensionally measurable disease (RECIST criteria,( see appendix V) to measure pre-operative response.

•No previous systemic chemotherapy for metastatic disease
adjuvant chemotherapy with 5FU +/- FA,( capecitabine or irinotecan may have been given, if completed > 6 months prior to trial entry.
rectal chemoradiotherapy with 5FU +/- FA may have been( given, if completed > 1 month prior to trial entry.

•Patients who have received prior oxaliplatin as adjuvant more than six months prior to diagnosis of liver metastases may be offered irinotecan and 5FU instead of oxaliplatin and fluoropyrimidine as neoadjuvant.
•WHO performance status (PS) 0, 1 or 2 (see appendix VII) and considered by responsible consultant to be fit to undergo combination chemotherapy. 
•Baseline laboratory tests (within 1 week prior to randomisation):
neutrophils ≥ 1.5 x109/l and platelet count ≥ 100( x109/l
serum bilirubin ≤ 1.25 x upper limit of normal (ULN), alkaline( phosphatase ≤ 5 x ULN, and serum transaminase (either AST or ALT) ≤ 2.5 x ULN
estimated creatinine clearance (Cockcroft; appendix VIII)( >50ml/min or measured GFR (EDTA clearance) >50 ml/min.

•All patients must be aged 18 years or older.
•For women of childbearing potential, negative pregnancy test and adequate contraceptive precautions. Adequate contraception for men.
•Written informed consent.
•Consent to allow surplus pathological material to be analysed for translational research projects (patients may decline participation in this supplementary component and still participate in the main trial). 

Main Exclusion Criteria 

•Patients who are unfit for the chemotherapy regimens in this protocol, e.g.:
severe( uncontrolled concurrent medical illness (including poorly-controlled angina or very recent MI, i.e. in previous 3 months) likely to interfere with protocol treatments.
Any psychiatric or neurological condition which is felt likely( to compromise the patient's ability to give informed consent or to comply with oral medication.
Partial or complete bowel obstruction.(
Pre-existing( neuropathy (> grade 1).

•Patients requiring ongoing treatment with a contraindicated concomitant medication.
•Patients with another previous or current malignant disease which, in the judgement of the treating investigator, is likely to interfere with New EPOC treatment or assessment of response.
•Patients with known hypersensitivity reactions to any of the components of the study treatments.
•Patients with brain metastases.
•Female patients who are lactating.
•Patients with a personal or family history suggestive of dihydropyrimidine dehydrogenase (DPD) deficiency or with known DPD deficiency.
•Patients who possess the KRAS-mt genotype or whose KRAS genotype status is unknown in the primary tumour.
•Partial or complete bowel obstruction.
•Chronic diarrhoea or inflammatory bowel disease.
•Gilbert’s syndrome or other congenital abnormality of biliary transport (e.g. Crigler-Najjar syndrome, Dubin-Johnson syndrome).
•Previous transplant surgery, requiring immunosuppressive therapy (due to interaction of cyclosporin-A with irinotecan).
•Patients with ≥ grade 1 residual neurotoxicity following oxaliplatin as adjuvant may be offered irinotecan and 5FU instead of oxaliplatin and fluoropyrimidine as neoadjuvant. 

Chief Investigator(s) 

Prof John Primrose

Further details, please contact 

Miss Elizabeth Finbow

University of Southampton
Clinical Trials Unit MailPoint 816
Tremona Road
Southampton
Hampshire
SO16 6YD
UNITED KINGDOM

Tel: 02380 798934
Fax: 02380 794020
e.finbow@soton.ac.uk

Funder(s)

Cancer Research UK


Sponsor(s)

Southampton University Hospitals NHS Trust




	



	public.ukcrn.org.uk/search

	If you experience problems using the application, please click here.


Bottom of Form

Top of Form

Bottom of Form







.

_1337508410.unknown

_1337508411.unknown

_1337508409.unknown

