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York Active Recruiment Trials Performance Report for 1st April 2010 to 7th July 2010

Disease site Trial title Screened | Recruited Cancer Waring Time (2)] Annual | Recruitment
Screened % | Recruited % | Target | % Target

Breast COMPLETE (NCRNO020) 1 0
Glacier 1 0 10-12 0%
IBIS-Il DCIS 3 0 10-20 0%
ICICLE 6 0 298 20-30 0%
Neo Comice (pilot) 2 1 4 25%
SoFEA 0 0 8 0%
ZICE 5 2 10 20%

Breast Total 18 3 6.0% | 1.0%

Colorectal NSCCG 1 1 11%
SCOT 4 4 193 6-12 44%
FOXTROT In Setup

Colorectal Total 5 | 5 26% | 2.6%

Haematology ADMIRE 0 0 5 0%
AML 16 0 0 5 0%
AML 17 0 0 5 0%
FCLL 2 16 10 160%
Mantle Cell PHASE 3 (LY05) 0 0 6 0%
PACIFICO 0 0 134 14 0%
PET Trial in Hodgkin's Disease (R 0 0 3 0%
RATHL 3 3 3 100%
R-GCVP 0 0 6 0%
SPIRIT 2 0 0 2 0%
MYELOMA XI In Setup

Haematology Total 5 19 37% | 14.2%

Lung FRAGMATIC 0 0 20 0%
LungStar 0 0 91 10 0%
MALCS 0 0 16 0%

Lung Total 0 0 00% | 0.0%

Melanoma Melanoma Cohort Study 0 0 165 36 0%
Melanoma Lifestyle Study 0 0 30 0%

Melanoma Total 0 0 0% | 0%

Thyroid TCUK IN | In Setup NA

Thyroid Total 0 0 [

Upper Gl OE05 2 0 123 5 0%
321-GO 1 0 12 0%

Upper Gl Total 3 0 2% | 0%

Urology RADICALS (MRC PR10) 1 0 284 5-8 0%
UK Genetic Prostate Cancer Stud 0 0

Urology Total 1 0 0% | 0%

All Disease [SEARCH (Not Count) 0 0 NA

Total 0 0 NA | NA

Grand Total 32 27

Grand Total as % CWT (b) 2.3% 1.9%

(a) - Cancer Waiting Times data: Number of 31-day treatments by Trust by Disease site for 2008 is from National CWT database
(b) - Cancer Waiting Times (all disease) for York is 1418.

Study has now closed to recruitment

Study is in setup

Study is NOT run by Local Team
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Recruitment since last PDO meeting (10.05.2010)

Trial title Disease Site Screened| Recruited
Glacier Breast 1 0
IBIS-II DCIS Breast 1 0
ICICLE Breast 6 0
NCRNO020 (COMPLETE) Breast 1 0
Neo Comice (pilot) Breast 1 0
ZICE Breast 4 2
NSCCG Colorectal 1 1
SCOT Colorectal 3 3
FCLL (Sample Study Famililal CLL) Haematology 1 9
RATHL Haematology 0 1
321-GO Upper Gastrointest 1 0
OEO05 Upper Gastrointest 2 0
RADICALS (MRC PR10) Urology 1 0
Total 23 16

The above data is as accurate as of 08.07.2010
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York Recruitment within 01 April 2010 to 08 July 2010

Trial title York | Airedale |Bradford| C&H | Harrogate | Leeds |Mid Yorks
SEARCH 0
Glacier 0 1 3 1
IBIS-Il DCIS 0 0 2 0 0
ICICLE 0 2 3 0
NCRNO020 (COMPLETE) 0 0 0
Neo Comice (pilot) 1 1
SoFEA 0 1 0 0 1 0
ZICE 2 0 0
NSCCG 1 24 4 7 2 0 7
SCOT 4 1 0 0 1
ADMIRE 0 1
AML 16 0 0 0 0 3 2
AML 17 0 0 1 2
FCLL (Sample Study Famililal CL| 16 1 0 0 15
Mantle Cell PHASE 3 (LY05) 0 0 0 0 0
PACIFICO 0
PET Trial in Hodgkin's Disease (f 0 0 1
R-GCVP 0 0 0 0
RATHL 3 0
SPIRIT 2 0 0 1 1 1
FRAGMATIC 0 0 0
LungStar 0 1 0 0 0 0
MALCS 0 2 3 0 0 0
Melanoma Cohort Study 0 0 0 0 0 0 0
Melanoma Lifestyle Study 0 1 0 1 0
321-GO 0 1 2 0 1
OE05 0 3 2 2
RADICALS (MRC PR10) 0 2 2 1
UK Genetic Prostate Cancer Stug 0 0 0 0 1

The above accrual is as accurate as of 08 July 2010
Total Recruitment for York since April 2010 is 27

Study is not run by Local Team
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PACIACO

ADMIRE

York Trial Setup Process
Complete within the last 6 month

O Period of Information Gathering O Draft SSI Completion

O Period of SSI Checking 0O Amendment Made Period for Final SSI
W Period of Document Signing | Period of CLRN Submission

@ Period of CLRN Governance Process O Peroid of Amber Letter Approval

O Peroid of Green Letter Approval | Time Taken till Trial Open
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TCUK IN

Myeloma XI

York Trial Setup Process On Going Ones

O Period of Information Gathering

O Draft SSI Completion

O Period of SSI Checking

0O Amendment Made Period for Final SSI

® Period of Document Signing

B Period of CLRN Submission

@ Period of CLRN Governance Process
O Peroid of Amber Letter Approval

0O Peroid of Green Letter Approval
® Time Taken till Trial Open
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TRIALS

Delayed Section

Reason for Delay

PACIFICO

17/06/2009 - SSI locked and sent as PDF to York for signature. Delay in signing form as Pl
concerned about asking patients for bone marrow samples.

20/07/2009 - form signed and returned to YCRN office. Delay in getting Application started as RO
on holiday until mid-August and then Clinical Trial Co-ordinator on leave until 2 September and no
one else could forward study documents.

17/09/09 R&D application emailed to Nina and Andre.

22/09/09 CVs have been sent to CTU and CTU confirmed receipt on 29/09/09.

20/10/09 First copy of signed signature log has received but it has been returned to York as CTA's
request.

23/11/09 - original signed signature log sent to CTU (recorded delivery).
Signature Log amendment on going as requested by CTU between 25/11/09 to 30/11/09

10/12/09 - NJ's query has been answered and he had signed off the IRMER form.
13/01/10- The study has been handed over to R&D.

09/02/10 Amber light letter dated 19/01/10 - green light letter outstanding; will be issued when
contracts are fully signed.

ADMIRE

30/07/09 Draft contract has been chased up. CTU Oked CTA on 28/08/09. Paper needs to be
signed by sponsor and signature log has sent out at the same time.

10/09/09 CTA signed by sponsor received by YCRN. YCRN chased signed IRMER form on
18/09/09. Signatures has been collected on WC 21/09/09.
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28/09/09 Research team has confirmed that York signing off IRMER form is still outstanding.

20/10/09 Signed signature log and Pharmacy Declaration received. Still wait for Pharmacy
Signature.

12/01/10 It was confirmed that this study was handed over to R&D.

09/02/10 - R&D confirmed that the Green light letter was issued on 29/01/10.

TCUK IN

25/05/10 Submitted to CLRN. CLRN queried about potential data protection issue.

MYELOMA XI

08/06/2010 Query re. York Irmer. No skeletal surveys as standard care should read 1 not 0. Re-
sent form and sent to Peter Howells for signing off. Peter confirmed he has signed form and put it
in the post.

17/06/2010 Received signed IRMER form. The study is held up by Pharmacy issues re. excess
costs.
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