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Mid Yorks Trials Performance Report for 01 Apr 2010 - 23 August 2010

Cancer Waiting Time (a) Annual Recruitment
Disease site  |Trial title Screened | Recruited
Screened % | Recruited % Target % Target
Breast BBC-NCRN cohort 2 1
Glacier 1 1
IBIS-II DCIS 1 1
ICICLE 0 0 20 0%
IMPORT-LOW 5 4 10 40%
POETIC 3 3 382 30 10%
SUPREMO 0 0 10 0%
ZICE 0 0
Neo Comice (pilot) 0 0 4
IMPORT-HIGH In Setup
TNT In Setup
Breast Total 12 | 10 31% | 2.6%
Colorectal CReST 1 1
NSCCG 14 8
NSCCG (Not Count) 0 0 228
QUASAR 2 6 3
FOXTROT In Setup 5
Colorectal Total 21 [ 12 9.2% | 5.3%
Haematology AML 16 2 2
AML 17 3 3
FCLL (Sample Study Famililal CLL) 33 22 10 220%
Mantle Cell PHASE 3 (LY05) 0 0
Myeloma X Relapse 0 0 5 0%
NSHLG 0 0 10 0%
PT1 (MRC) 0 0 184
SPIRIT 2 1 1 4 25%
ARCTIC In Setup 10 0%
MYELOMA XI In Setup 12 0%
PACIFICO In Setup
R-CODOX-M/IVAC for DLBCL In Setup 4 0%
UKALL 14 In Setup 2 0%
Haematology Total 39 28 21.2% | 15.2%
Lung MALCS 0 0
QUARTZ 2 0 257
FRAGMATIC In Setup 11 0%
Total 2 | o 0.8% I 0.0%
Melanoma Melanoma Cohort Study 2 2 228
Melanoma Lifestyle Study 1 1
Melanoma Total 3 3 1% I 1%
Radiotherapy RAPPER In Setup 5
Radiotherapy Total 0 | 0 0% I 0%
Urology BOXIT 13 3 28 11%
CHHIiP 6 5
PATCH 0 0 450
RADICALS (MRC PR10) 9 2
UK Genetic Prostate Cancer Study 3 3
Urology Total 31 13 7% | 3%
Grand Total (b) 108 66
Grand Total as % CWT (c) 5.7% 3.5%

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

(b) - Number of grand total does not include the trials that do not count towards NCRN primary target
(c) - Cancer Waiting Times (all disease) for Airedale is 1894

Do not count towards NCRN Primary Target

Trial is under set up
Study is not run by local team
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Recruitment since last PDO meeting (07.07.2010)

Trial title Disease Site Screened | Recruited
BBC-NCRN cohort Breast 1 0
IMPORT-LOW Breast 2 2
NSCCG Colorectal 2 0
AML 16 Haematology 1 1
AML 17 Haematology 1 1
FCLL (Sample Study Famililal CLL) |Haematology 13 7
BOXIT Urology 3 1
RADICALS (MRC PR10) Urology 1 1
UK Genetic Prostate Cancer Study [Urology 2 2
Total 26 15

Mid Yorks Recruitment within 01 April 2010 to 23 August 2010

Trial title Mid Yorks | Airedale | Bradford| C&H Harrogate | Leeds York
BBC-NCRN cohort 1 4 6 8 11

Glacier 1 2 11 0
IBIS-II DCIS 1 0 2 0 0
ICICLE 0 3 4 1
IMPORT-LOW 4 2 6

Neo Comice (pilot) 0 2 3
POETIC 3 10

SoFEA 0 1

ZICE 0 0 3
CReST 1 1 0 3

NSCCG 8 33 4 16 6 3 1
NSCCG (Not Count) 0

QUASAR 2 3 0 0 0 0 1

AML 16 2 0 0 0 3 0
AML 17 3 0 2 0
FCLL (Sample Study Famililal g 22 1 0 0 0 18
Mantle Cell PHASE 3 (LY05) 0 0 0 0 0
Myeloma X Relapse 0 0 1

NSHLG 0 1 0

PT1 (MRC) 0 0 0 0 0

SPIRIT 2 1 0 1 3 0
MALCS 0 2 3 2 3 0
QUARTZ 0 2 0 1

Melanoma Cohort Study 2 0 2 1 1 10 1
Melanoma Lifestyle Study 1 1 0 3 0
BOXIT 3 0

CHHiP 5 5 4

PATCH 0 0

RADICALS (MRC PR10) 2 2 2 0
UK Genetic Prostate Cancer St 3 0 1 0 0

Do not count towards NCRN Primary Target
Study is not run by Local team.

Total recruitment since April 2010 date (23 August 2010): 66
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NSHLG

SUPREMO

POETIC

Neo-Comice

FCLL

Mid Yorks Trial Setup Process
Complete within the last 6 month

O Period of Information Gathering

O Draft SSI Completion

0O Period of SSI Checking

0O Amendment Made Period for Final SSI
W Period of Document Signing

B R&D Submission

0O R&D Approval

| Time Taken till Trial Open
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Mid Yorks Trial Setup Process On Going Ones

O Period of Information Gathering
O Draft SSI Completion
r 0O Period of SSI Checking

UKALL 14 [108 25 CE 167 O Amendment Made Period for Final SSI
L | Period of Document Signing
R-CODOX-M/IVAC for DLBCL [5)__26 @@l 176 W R&D Submission
L 0O R&D Approval
| Time Taken till Trial Open
RAPPER [6]6]7]
PACIFICO [SUEZIeS N 78 [
Myeloma XI [70 17 226
IMPORT-HIGH
FRAGMATIC 22 2
FOXTROT [4)10 288 [6]
ARCTIC 757
0 25 50 75 100 125 150 175 200 225 250 275 300 325

Number of days

The Above informatino is as accurate as of 23 August 2010.
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Trial

Reason for Delay

NSHLG

Period of Document Signing: Locked SSI sent for signing on 21/01/2010

R&D approval: R&D application was sent as soon as ready but the next available meeting wasn’t for a month
(8/3). R&D approval has been chased, no reason has been given for the delay.

SUPREMO

Draft SSI Completion: The whole time equivalent for each team member was needed before the SSI could be
finalised.

Period of R&D submission: Study was due to close in June and was put on hold until an amendment to extend
the study was approved.

R&D approval: R&D approval has been chased, no reason has been given for the delay.

POETIC

Period of R&D submission: R&D application has been prepared and is ready to go but there are some ongoing
issues regarding pathology. Waiting for these to be resolved before applying for R&D approval.

R&D approval: The only issue raised following the R&D meeting was whether pathology was happy and a letter
was sent to them asking them to confirm this.

Time taken till Trial open: Delay in sign off of CTA and sign off of pharmacy form

Neo-Comice

Period of SSI checking: SSI Sent on 16/11/09 to local team and Research Nurse confirmed amendment needs
to be made on 26/11/09. YCRN made amendment as request and send the 2nd version on the 30/11/09.

R&D approval: No specific reason, could be due to Christmas holiday season and JS was on leave for a couple
of weeks in January. R&D approval has been chased, no reason has been given for the delay.

FCLL

Period of SSI
checking: Delay due to workload at site and annual leave.

1:\YCRN\Portfolio Development\PDM Reports and Minutes\PDO Reports\Mid Yorks\31Aug2010\Mid Yorks PDO report for 31Aug2010.doc




R&D approval: R&D approval has been chased, no reason has been given for the delay.

UKALL 14 Period of SSI checking: Delay due to workload at site and annual leave.
R&D approval: R&D approval has been chased, no reason has been given for the delay.

R-CODOX- Period of SSI checking: Delay due to workload at site and annual leave.

M/IVAC
R&D approval: R&D approval has been chased, no reason has been given for the delay.

PACIFICO _ Period of R&D submission: Delay in getting IRMER status update and CV update.

Myeloma XI R&D approval: Reason for the delay not given, possibly partly due to annual leave. This is a CSP study. R&D
approval has been chased, no reason has been given for the delay.

Fragmatic Draft SSI Completion: The whole time equivalent for each team member was needed before the SSI could be
finalised.

_ Period of Document Signing: No obvious reason for the delay it was chased a few times.

R&D approval: No specific reason, could be due to Christmas holiday season and JS was on leave for a couple
of weeks in January. Also there was an issue raised following the R&D meeting regarding the requirement for
district nurse support for patients not willing to self administer. Apparently this has now been resolved. R&D
approval has been chased, no reason has been given for the delay.

FOXTROT R&D approval: There are some issues regarding the amount of work for pathology and a bid has been put in for

a member of staff. Also St James does not currently have the capacity to administer the chemotherapy at the
moment. Pl is now hoping chemo can be given at Mid Yorks but this will require some consultation.
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ARCTIC

Period of Document Signing: SSI sent out on the 18/11/09, YCRN has been chasing up. Not heard from Local
team as yet.

R&D approval: No specific reason, could be due to Christmas holiday season and JS was on leave for a couple
of weeks in January. R&D approval has been chased, no reason has been given for the delay.
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