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Lung/ Thoracic 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
	NCRN England Total
	YCRN % of National Recruitment
	YCRN % of Local Incidence

 (1909 ppa NYCRIS 2006)a 

	2001-2002
	78
	1166
	6.7%
	4.1%

	2002-2003
	48
	1298
	3.7%
	2.5%

	2003-2004
	59
	3588
	1.6%
	3.1%

	2004-2005
	43
	1997
	2.2%
	2.3%

	2005-2006
	28
	956
	2.9%
	1.5%

	2006-2007
	10
	1085
	0.9%
	0.5%

	2007-2008
	22
	1430
	1.5%
	1.2%

	2008-2009
	55
	1668
	3.3%
	2.9%

	2009-2010 
	77
	1951
	3.9%
	4.0%

	2010-2011 (to 03/06/2010)
	8
	173
	4.6%
	0.4%

	2010-2011  (projected)
	46
	987
	4.6%
	2.4%


a - NYCRIS Reference Data - Registrations, Deaths, Incidence and Mortality Rates 2006 (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.


2008/09






	Research Network

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

	Yorkshire
	55
	1894
	2.9%
	1825
	3.0%

	Greater Manchester and Cheshire
	63
	1894
	3.3%
	2253.3
	2.8%

	North London
	87
	1894
	4.6%
	534.7
	16.3%

	South West London
	14
	1894
	0.7%
	613.3
	2.3%

	West Anglia
	55
	1894
	2.9%
	1474
	3.7%


* network atlas Lung 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
	77
	2143
	3.6%
	1825
	4.2%

	Greater Manchester and Cheshire 
	183
	2143
	8.5%
	2253.3
	8.1%

	North London
	75
	2143
	3.5%
	534.7
	14.0%

	South West London
	68
	2143
	3.2%
	613.3
	11.1%

	West Anglia  
	91
	2143
	4.2%
	1474
	6.2%


* network atlas Lung 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 and Cheshire
	North London
	South West London
	West Anglia

	BTOG 2
	5
	6
	5
	 
	 
	2
	 
	18
	12
	 
	 
	12

	CONVERT
	 
	1
	0
	 
	4
	 
	 
	5
	14
	 
	1
	3

	ET Trial
	 
	 
	0
	 
	 
	 
	 
	0
	 
	7
	 
	 

	FRAGMATIC
	In Setup
	In Setup
	In Setup
	2
	11
	In Setup
	1
	14
	24
	12
	15
	11

	Lung-SEARCH
	 
	 
	 
	 
	75
	 
	 
	75
	 
	57
	177
	104

	LungStar
	0
	3
	7
	1
	0
	 
	2
	13
	4
	3
	 
	18

	MALCS 
	5
	 
	3
	3
	2
	3
	2
	18
	22
	 
	22
	19

	MESOVATS
	 
	 
	 
	 
	In Setup
	 
	 
	0
	 
	 
	 
	14

	NCRN014 (RADIANT)
	 
	 
	 
	 
	1
	 
	 
	1
	 
	 
	3
	 

	NCRN019 AKA MAGE-A3 (MAGRIT) 
	 
	 
	 
	 
	2
	 
	 
	2
	4
	 
	 
	3

	NCRN073 (Bayer Lung - 'MISSION')
	 
	 
	 
	 
	0
	 
	 
	0
	 
	 
	5
	1

	QUARTZ
	 
	 
	1
	0
	0
	2
	 
	3
	15
	 
	 
	8

	ReSoLuCENT
	3
	 
	 
	 
	 
	 
	 
	3
	30
	 
	 
	 

	ReSoLuCENT (Not Count)
	8
	 
	 
	 
	 
	 
	 
	8
	13
	 
	 
	 

	Patients recruited 
	21
	10
	16
	6
	20
	7
	5
	77
	
	
	
	


ET Trial is under consideration in Leeds.
N.B where a 0 is present trial is open but has not yet recruited this year.
Study now close to recruitment.
Recruitment for the trials highlighted in Green does not count towards NCRN accrual totals
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.


Recruitment by Trial by Trust/ Network from 1st April 10 to 03 June 10
	Trial
	Airedale
	Bradford
	C/H
	Harrogate
	Leeds
	MidYorks
	York
	Total 
	Greater Manchester and Cheshire
	North London
	South West London
	West Anglia

	CONVERT
	 
	0
	0
	 
	0
	 
	 
	0
	4
	 
	 
	1

	ET Trial
	 
	 
	0
	 
	 
	 
	 
	0
	3
	2
	 
	 

	FRAGMATIC
	In Setup
	In Setup
	In Setup
	0
	0
	In Setup
	0
	0
	4
	1
	2
	2

	Lung-SEARCH
	 
	 
	 
	 
	4
	 
	 
	4
	 
	4
	 
	16

	LungStar
	1
	0
	0
	0
	0
	 
	0
	1
	2
	 
	1
	1

	MALCS 
	1
	 
	1
	0
	0
	0
	0
	2
	 
	 
	 
	 

	MESOVATS
	 
	 
	 
	 
	In Setup
	 
	 
	0
	 
	 
	 
	1

	NCRN014 (RADIANT)
	 
	 
	 
	 
	1
	 
	 
	1
	 
	 
	 
	 

	NCRN019 AKA MAGE-A3 (MAGRIT) 
	 
	 
	 
	 
	0
	 
	 
	0
	 
	 
	 
	 

	NCRN073 (Bayer Lung - 'MISSION')
	 
	 
	 
	 
	0
	 
	 
	0
	 
	 
	 
	 

	QUARTZ
	 
	 
	2
	0
	0
	0
	 
	2
	 
	 
	 
	 

	ReSoLuCENT
	2
	 
	 
	 
	 
	 
	 
	2
	4
	 
	 
	 

	ReSoLuCENT (Not Count)
	0
	 
	 
	 
	 
	 
	 
	0
	1
	 
	 
	 

	Patients recruited 
	4
	0
	3
	0
	1
	0
	0
	8
	
	
	
	

	Annual (Projected)
	23
	0
	17
	0
	6
	0
	0
	46
	
	
	
	


ET Trial is under consideration in Leeds.
N.B where a 0 is present trial is open but has not yet recruited this year.
Study now close to recruitment.
Recruitment for the trials highlighted in Green does not count towards NCRN accrual totals
Information above is as accurate as of 03 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 system.

(d) 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

(Recruitment since April 2010 only)
	Trial 
	Greater Manchester and Cheshire
	North London
	South West London
	West Anglia

	Living Well with Lung Cancer *
	10
	
	
	

	NCRN051 *
	
	
	
	

	NCRN053 
	
	
	
	

	TACTIC *
	2
	1
	
	

	TIME1
	1
	
	
	

	Lung-BOOST *
	
	5
	
	

	Modafinil for Fatigue in Lung Cancer *
	1
	
	1
	


* Trial not open to additional sites
Please see the following pages for study details provided by the portfolio database (for the ones open in other sites ONLY)
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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.

NCRN053 - INDUSTRY STUDY 

Randomized, open Label, Phase 3 TRial of erlotinib alone or in combination with CP 751,871 IN patients with advanced non small cell lung cancer of Non-adenocarcinoma histology 

Topic 

Cancer 

Portfolio Eligibility 

UKCRN adopted, commercial study 

MREC N°

UKCRN ID

5632 

Study Type

Interventional 

Design Type

Treatment 

Disease(s)

Lung (non-small cell)


Phase

III 

Current Status 

Open

Sample Size 

600

Lead Country 

Unknown

Open to new sites 

-unknown-

Main Inclusion Criteria 

1. Male or females >18 years of age.
2. Histologically or cytologically documented non-small cell lung cancer with a primary histology of squamous cell, large cell or adenosquamous carcinoma and their variants (Appendix 10),68 with metastases (Stage IV or recurrent disease) or locally advanced (Stage IIIB) with malignant pleural effusion.
3. Patients in whom erlotinib is a reasonable treatment option. Patient must have received previous treatment for advanced disease consisting of at least one platinum based combination regimen. However, patients 70 years of age or older could have received at least one single agent therapies. In countries in which docetaxel or premetexed are routinely used and available in standard practice, patients will have been treated previously with, or have a significant known contraindication to one or
both of these agents.
4. At least 1 measurable lesion, as defined by RECIST. All target lesions must have a unidimensional diameter of at least 2 cm (1 cm is acceptable for spiral CT scans if the reconstruction algorithm is 0.5 cm). Baseline measurements/evaluations must be completed within 4 weeks prior to randomization and performed at the participating investigational site.
5. ECOG performance status 0-2.
6. At least two weeks since the last systemic therapy regimen prior to enrolment. Patients must have recovered to NCI CTCAE v3.0 
7. At least one week since the last radiotherapy. Patients must have recovered from all acute toxicities from radiotherapy.
8. Patients must have adequate hematologic, renal and liver function as defined by: Haemoglobin >9 g/dL, neutrophils >1000/mm3, platelets >50000/mm3, creatinine <2 mg/mL, and AST (SGOT) and/or ALT (SGPT) <5 x ULN (upper limit of normal).
9. Willingness and ability to comply with scheduled visits, treatment plans, laboratory tests, and other study procedures, including the provision of diagnostic paraffin slides or sections and the completion of patient reported outcome measures.
10. Negative pregnancy test within one week of initial dose of CP-751,871 for women of child-bearing potential. Patients must be surgically sterile or postmenopausal women, or must agree to use double barrier contraception during the period of therapy and for 5 months following the last dose of the study drug. Double barrier contraception is defined as male condom plus spermicide in combination with a female condom, diaphragm, or cervical cap; or male condom plus spermicide in combination with an
intrauterine device. Within these limits, the specific form of contraception employed is left to the discretion of the patient or the principal investigator.
11. Written and voluntary informed consent understood, signed and dated. 

Main Exclusion Criteria 

1. Primary NSCLC histology not listed in Inclusion #1. Primary NSCLC adenocarcinoma and its subtypes: acinar, papillary, bronchioalveolar, solid, fetal, mucinous, signet ring and clear cell or mixed histologies of these types. Unknown or unspecified (Not otherwise specified) NSCLC histology.
2. Prior erlotinib therapy.
3. Prior anti-IGF-IR based investigational therapy. Other investigational therapies (targeted or vaccine), unless otherwise agreed by investigators and sponsor, will require 2 weeks wash out period before enrolment.
4. Symptomatic brain metastases. Brain metastases stable for <2 weeks before dosing or requiring concurrent steroid therapy or with clinical symptoms. Clinical symptoms suggestive of new brain metastasis within 2 weeks of enrolment unless new brain metastasis are ruled out by a CT scan or MRI.
5. Major surgery within three weeks prior to study enrollment or not fully recovered from side effects of previous procedures.
6. Previous (less than 3 years ago) or current malignancies at sites other than curatively treated in situ carcinoma of the cervix of the uterus, or basal or squamous cell carcinoma of the skin.
7. Uncontrolled diabetes (defined as a Hgb A1C level >8%).
8. Significant active cardiac disease including: uncontrolled high blood pressure (ie, systolic blood pressure >180 mm Hg, diastolic blood pressure >95 mm Hg), unstable angina, deep venous thrombosis, pulmonary embolism, cerebro-vascular attack, valvular disease, congestive heart failure, myocardial infarction within the previous 6 months, or serious cardiac arrhythmias.
9. Other serious uncontrolled medical disorder or active infection that would impair the ability to receive study treatment as determined by the investigator.
10. Subjects who are receiving chronic high dose systemic immunosuppressive steroid therapy (≥100 mg prednisone per day or >40 mg dexamethasone per day) within 2 weeks prior to enrolment. Previous moderate to high dose steroid treatment is allowed but must be stopped at enrolment. Topical steroid use, inhaled steroids, and low dose steroid use at time of randomization (eg, cortisone 30 mg/day, prednisone 5mg/day) will be allowed.
11. Dementia or significantly altered mental status that would limit the understanding or rendering of informed consent and compliance with the requirements of this protocol.
12. Pregnancy or breast feeding. 

Chief Investigator(s) 

Prof M J Seckl

Further details, please contact 

NCRN Coordinating Centre

UKCRN
15-19 Hyde Terrace
Leeds
West Yorkshire
LS2 9LT
UNITED KINGDOM

enquiries@ncrn.org.uk
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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.

TIME1 

The First Therapeutic Intervention in Malignant Pleural Effusion Trial (TIME1): A 2 x 2 factorial trial to assess whether non-steroidal anti-inflammatory analgesics and small bore chest tubes are less painful than opiate analgesics and a large bore chest tubes in pleurodesis for malignant pleural effusion. 

Topic 

Cancer (co-adopted by Respiratory) 

Portfolio Eligibility 

Funded by UKCRC partner 

ISRCTN 

33288337 

EudraCT 

2005-005226-31 

MREC N°

UKCRN ID

4035 

WHO ID 

Research Summary 

Study Type

Interventional 

Design Type

Treatment 

Disease(s)

All
Respiratory


Phase

III 

Current Status 

Open

Closure Date

30/09/2010

Sample Size 

320

Accrual to Date
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  36%
Geographical Scope 

UK Multi-Centre

Lead Country 

England

Open to new sites 

Yes, within and outside lead country

Additional Information 

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

Main Inclusion Criteria 

1. Clinically confident diagnosis of malignant pleural effusion requiring
pleurodesis. The diagnosis may be established by:
a) Histologically proven pleural malignancy OR
b) Typical features of pleural malignancy seen on direct vision
during thoracoscopy OR
c) Pleural effusion in the context of histologically proven cancer
elsewhere
2. Expected survival more than 1 month
3. Written informed consent 

Main Exclusion Criteria 

1. Age < 18 years
2. Primary lymphoma or small cell lung carcinoma
3. Patients who are pregnant or lactating
4. Inability to give informed consent
5. History of GI bleeding or of untreated peptic ulceration
6. Known sensitivity to Non-steroidal anti-inflammatory drugs (NSAIDs) /
opiates
7. Hypercapnic respiratory failure
8. Known intravenous drug abuse
9. Severe renal or liver disease
10. Known bleeding diathesis
11. Warfarin therapy
12. Current or recent (within 2 weeks) corticosteroid steroid therapy. 

Chief Investigator(s) 

Dr Robert O J Davies

Further details, please contact 

Dr Najib Rahman

Churchill Hospital
Oxford Centre for Respiratory Medicine
Old Road
Headington
Oxford
Oxfordshire
OX3 7LJ
UNITED KINGDOM

Tel: 01865 225227
naj_rahman@yahoo.co.uk

Funder(s)

Medical Research Council


Sponsor(s)

University of Oxford




	



	public.ukcrn.org.uk/search

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