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SCORE Trial profile-2

34292
RANDOMIZED
17148 17144
INTERVENTION CONTROL
1 death
7 CRCs diagnoses
4 deaths occurring before
8 CRCs diagnoses randomization
occurring before
randomization 17136 17136
Followed-up Followed-up
7138 (42%)
Do not attend
9911 (58% 87
( ) attend: FS not performed §

examined

§ 1 patient who refused to repeat the FS following inadequate preparation, had been diagnosed with a CRC prior to randomization.
He was therefore excluded from the follow-up analysis.



FOLLOW-UP

Participants were followed-up until
31/12/2007 for incidence
31/12/2008 for mortality

Median follow-up time to death, emigration, or
end of follow-up:

10.5 years (IQR=9.9-11.3) for incidence
11.4 years (IQR=10.8-11.9) for mortality



Intention to treat analysis - Colorectal cancer
INCIDENCE, ALL SITES

Nelson Aalen Cumulative Hazard (%) by time from randomization

2.007
1.507
1.007
RR (95%Cl) =
0.82 (0.69-0.96)
0.507
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1 2 3 4 5 6 7 8 9 10 11
Time from randomization-years

Control Intervention

Cumulative Events by years from randomization

<2 <4 <6 <8 <10 >10
Control 60 104 165 223 286 306
Intervention | 75 111 152 195 237 251




Intention to treat analysis-Colorectal cancer
INCIDENCE, Distal&Descendent

Nelson Aalen Cumulative Hazard (%) by time from randomization

1.20
0.90
0.60-
RR (95%Cl) =
0.76 (0.62-0.94)
0.30

1 2 3 4 5 6 7 8 9 10 11
Time from randomization-years

Control Intervention
Cumulative Events by years from randomization
<2 <4 <6 <8 <10 >10
Control 37 67 110 151 187 198
Intervention | 58 80 104 126 143 152




Intention to treat analysis-Colorectal cancer
MORTALITY, ALL SITES

Nelson Aalen Cumulative Hazard (%) by time from randomization

0.50
0.37
0.25
RR (95%Cl) =
0.78 (0.56-1.08)
0.12

1 2 3 4 5 6 7 8 9 10 11
Time from randomization-years

Control Intervention
Cumulative Events by years from randomization
<2 <4 <6 <8 <10 >10
Control 6 17 34 47 62 83
Intervention | 4 17 28 41 52 65




Per protocol analysis-Colorectal cancer
INCIDENCE, ALL SITES

Nelson Aalen Cumulative Hazard (%) by time from randomization

2.00
1.50
1.00
RR (95%Cl) =
0.50- 0.69 (0.56-0.86)

1 2 3 4 5 6 7 8 9 10 11
Time from randomization-years

Control Screened Not screened

Cumulative Events by years from randomization

<2 <4 <6 <8 <10 >10
Control 60 104 165 223 286 306
Not Screened | 18 41 68 94 116 125
Screened 57 70 84 101 121 126




Per protocol analysis-Colorectal cancer
INCIDENCE, Distal&Descendent

Nelson Aalen Cumulative Hazard (%) by time from randomization

1.20+
0.90
0.60
RR (95%Cl) =
S0 0.60 (0.46-0.80)
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1 2 3 4 5 6 7 8 9 10 11
Time from randomization-years

Control Screened Not screened

Cumulative Events by years from randomization

<2 <4 <6 <8 <10 >10
Control 37 67 110 151 187 198
Not Screened | 11 28 48 65 75 81
Screened a7 52 56 61 68 71




Per protocol analysis-Colorectal cancer
MORTALITY, ALL SITES

Nelson Aalen Cumulative Hazard (%) by time from randomization

0.50
0.37
-
0.25+
RR (95%Cl) =
0.62 (0.40-0.96)
0.12
T T T T T T T T T T T
1 2 3 4 5 6 7 8 9 10 11
Time from randomization-years
Control Screened Not screened
Cumulative Events by years from randomization
<2 <4 <6 <8 <10 >10
Control 6 17 34 47 62 83
Not Screened | 1 8 14 19 25 35
Screened 3 9 14 22 27 30
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THE LANCET

Yolume 375, le=ue S726, & May 2010-14 May 2010, Pages 1624-1633

W™, Once-only flexible sigmoidoscopy screening in prevention of
colorectal cancer: a multicentre randomised controlled trial

Wendy 5 Abkin, Rob Edwards, (nes ¥rolf-Hens, £ote Wooldrage. Andrew R Hart | ohn M A Nort hover, D Mo Porkin Jane Wardle Stephen W Duffy
Jock Curick, LK Flecible Sigmoidosoopy Trial Investigators

Summary
Lancet 2000: 375:1624-33  Background Colorectal cancer is the third most common cancer worldwide and has a high mortality rate. We tested
Publitied Oline  thee hypothesis that only one fexible sigmoidoscopy screening between 55 and 64 years of age can substantially reduce

Apei2E. 2010 colorectal cancer inddence and mortality.
DO 10100 6 Soedq0-

E736{10)60551.X

Methods This randomised controlled trial was undertaken in 14 UK centres. 170432 eligible men and women, who
S Cosmrnent page 1582

had indicated on a orevious ouestionnaire that thev would accent an invitation for screening. were randomly allocated



Control and intervention groups Control, screened, and not screened groups
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Number at risk Number at risk
Control 112939 111113 108951 106363 103470 99629 18553 Control 112939 111113 108951 106363 103470 99629 18553
Intervention 57099 56111 55106 53893 52501 50597 9459 Screened 40621 40129 39547 38820 37962 30720 7131
Notscreened 16478 15982 15559 15073 14539 13877 2328
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Number at risk Number at risk
Control 112939 111165 109053 106529 103693 99926 18619 Control 112939 111165 109053 106529 103693 99926 1861
Intervention 57099 G5h153 65172 53985 52614 50744 9492 Screened 40621 40156 39595 38885 38043 36827 715

Notscreened 16478 15997 15577 15100 14571 13917 2335
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6 1 2 3 4 § 6 7 8 9 10 11 12

Time from randomisation {years)
MNumber at risk

Control 1124939 111321 109319 106907 104196 100597 18748

9535

Cumulative colorectal cancer
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Time from randomisation (years)

Number at risk
Control 112939 111321 109319 106907 104196 100597 18748
Screened 40621 40279 39705 39004 38169 36959 7187
Notscreened 16478 16021 15620 15160 14640 14013 2352




European guidelines on colorectal
cancer screening

L evel of evidence
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