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WBITURBMNHR%) | 92 NR 70 67 70 60 90
ez Il 2 4 NA 2 2 4 2 4 2 4 14 2 4
RTS8 180,210 94,423 45,642 30,967 34,144 76,056 15,570 15,587
51 89,712:90,498 |48,180:46,243 |21,688:23,954 | 14,864:16,103 * % 7,489:8,081 7,444:8,143
SRR 254 180,282 97,838 45,557 30,966 34,164 75,919 15,394 15,394
51 89,807:90,475 |49,921:47,917 (22,121:23,436 | 14,850:16,116 * % 7,434 :7,960 7,434:7,960
2RI 2 1 6 9 2-3 3-5 6 11
W IETR5 14 3 (%) 2.3 4.2 2.1 1.0 3.8 2.1 NR NR
all rounds 5= (%) | 2.5 NA 1.5 1.5 4.1 NR NR NR
FERE
CRC/ NBE 903/180,210 361/94,423 699/45,642 889/30,967 721/34,144 2,279/76,056 | 417/15,532 435/15,532
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CRC/x*} FRRE 811/180,282 | 367/98,838 696/45,557 874/30,966 754/34,164 2,354/75,919 | 507/15,363 507/15,363
RR (95%CI) 1.11(1.01-1.23)| 1.03 1.01(0.91-1.12)| 1.02(0.93-1.12) | 0.96(0.86-1.06) | 0.97(0.91-1.03)| 0.81(0.71-0.93)|0.85(0.74-0.96)
CRC JET-%
CRC/I AEE 170/180,210 | 190/94,423 254/45,642 362/30,967 252/34,144 1,176/76,056 | 200/15,570 237/15,587
CRC/x*} FREE 164/180,282 | 224/98,838 304/45,557 431/30,966 300/34,164 1,300/75,919 | 295/15,394 295/15,394
RR (95%CI) 1.04(0.84-1.28)| 0.89 0.84(0.71-0.99)| 0.84(0.73-0.96) | 0.84(0.71-0.99) | 0.91(0.84-0.98)| 0.68(0.56-0.82)|0.78(0.65-0.93)
RICKIFET
CRC/Hr AR 8,000/180,210 | NR NR 12,205/30,967 10,591/34,144 | 40,681/76,056 |11,072/15,570 | 11,004/15,587
CRC/xfFaRE 7,963/180,282 | NR NR 12,248/30,966 10,432/34,164 | 40,550/75,919 | 10,944/15,394 | 10,944/15,394
RR(95%CI) 1.00(0.97-1.04)| NR NR 0.99(0.97-1.02) | 1.02(0.99-1.06) | 1.00(0.99-1.02)| 1.00(0.99-1.01)| 0.99(0.98-1.01)
ik MEDYRTT ¥ P CAE AR 114 T B
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Test/Target lesions N (n) Sensitivity (95% Crl) Specificity (95% Crl)

Advanced Neoplasia

FIT
10 pg/g
Single sample 9 547,861) 0.37 20 .30-0. 45; —— 0.92 EO .89-0. 94; -
1 Tvx;o samples 3 (7,207)  0.37 (0.24-0.53 —_— 0.90 (0.81-0.94 —
5 yglg
Single sample 6 (11,975) 0.35(0.27-0.45 —— 0.94 (0.89-0.96 -
Tvx;o samples 3 (2,634) 0.34(0.20-0.52 — 0.92 (0.86-0.95 —-
20 pglg
Single sample 8 539,840) 0.26 EO 19-0. 34; —— 0.97 EO .95-0. 98; °
2 Tvx;o samples 3 (2,634) 0.33(0.20-0.50 —_— 0.93 (0.88-0.96 —
pg/g
Single sample 5 (7,800)  0.29 (0.20-0.40) —— 0.96 (0.93- 0 98) -
2 Tvs;o samples 3 (2,939) 0.33(0.20-0.52) —_— 0.93 (0.86-0.97) —
pg/g
Sir/1g|e sample 4 (6,725) 0.24 (0.16-0.36) — 0.97 (0.95-0.98) -
50 ug/g
Single sample 3 (8,508) 0.42(0.27-0.59) —_— 0.89 (0.71-0.96) —_—
g':OCJBUTa:\Iitative
Any samples 5 (11,757) 0.15(0.09-0.25) —— 0.94 (0.88-0.97) —
Colorectal Cancer
FIT
10 pg/g
Single sample 10 (46,120) 0.85(0.76-0.91) — 0.90 (0.86-0.93) -
1 Tvs;o samples 4 (8,013)  0.71(0.48-0.89) —_— 0.88 (0.82-0.92) —
5 Uglg
Single sample 4 (6,795 0.78 (0.61-0.90 — 0.91 (0.83-0.95 —
Tvx;o samples 3 (2,634 0.80 (0.54-0.94 —_— 0.90 (0.83-0.94 —e
20 pglg
Single sample 9 546,459) 0.78 20.68—0.86; — 0.94 EO.92—0.96; -
2 Tvx;o samples 4 (3,959) 0.84 (0.63-0.95 —_— 0.92 (0.87-0.95 —
pg/g
2 Sir/1gle sample 3 (5,469) 0.83(0.63-0.93) —_— 0.94 (0.90-0.97) —
pg/g
0 Single sample 4 (6,856) 0.71(0.50-0.86) —_— 0.96 (0.93-0.98) -
gFOBT
Qualitative
Any samples 3 (10,406) 0.34 (0.18-0.56) —_— 0.92 (0.84-0.96) —e
17 1 1T 7T 71 1T 1T T 7T 71
0 02 04 06 08 1 0 02 04 06 08 1
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Definition Ascertainment OR/IRRHR

Design and Study ID of TCS of TCS Age (95% ClI)
Case-control (vs. No TCS)

Brenner 2014, Germany TCS 1-10y Q+M 50- e s 0.09 (0.07,0.12)
Ko 2019, US TCS ever DB+A 65- L ] 0.41(0.39, 0.43)
Cohort (vs. No TCS)

Tanaka 2021, Japan TCS s1y Q 40-59 —— 0.38 (0.24, 0.60)
Guo 2021, Germany TCS ever Q+M 50-75 e ] 0.44 (0.33, 0.58)
Nishihara 2013, US TCS ever Q 30-75 e 049 (042,057)
Cohort (vs. No screening)

Steffen 2014, Australia TCS/FS ever Q 45 e 0.50 (0.43, 0.58)
Garcia-Albeniz 2017, US TCS once M 70-79 L ] 0.88 (0.83,0.92)
NRSI (vs. No screening)

Manser 2012, Swiss TCS program P 50-80 <+ 0.31 (0.16, 0.60)

| | | | | | |
i . > 5 1 2 5
« TCS better Control better —

HUL: KIBDS A2 7 o AL AR —h 2023 4EFERR p.168
4. ERIGNREERRA D KIGH AR BRI 2 B Wit LT B2 5
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Definition Ascertainment OR/IRRHR
Design and Study ID of TCS of TCS Age (95% Cl)

Case-control (vs. No TCS)
Ko 2019, US TCS ever DB+A 65- ] 0.26 (0.23, 0.30)
Doubeni 2018, US TCS =10y M 55-90 e 0.33 (0.21,052)

Cohort (vs. No TCS)

Tanaka 2021, Japan TCS <1y Q 40-59 - 0.24 (0.07, 0.79)
Nishihara 2013, US TCS ever Q 30-75 ommmefm— 0.32(0.23,044)
Guo 2021, Germany TCS ever Q+M 50-75 —_—— 0.34 (0.21, 0.54)

Cohort (vs. No screening)
Eldndge 2013, US TCS <3y Q 50-71 —— 0.41 (0.30, 0.55)

NRSI (vs. No screening)

Manser 2012, Swiss TCS program P _ 0.12 (0.01, 1.16)

| | I I | | I
5 1 2 5

2 i
«— TCS better  Control better —

HUL: KBS A2 e 7 o AL AR —h 2023 4EEERR p.169
5. ERBSPNAREEMA D KIS ATE T RIg D2 Ba et U= Blgmse

53



FS : RCTIC & BATHER D %R FIT : ZER$EF

h
¥
¥

(8%R] 7ASSFLEBME : FRA /X7 +#—7 2 ARCT

¥

(EffEH] T A M/NXT7+—2ARCT/IFR—F

$

(RaeamEmE] PRIBAVPARER

¥

TCS=FIT

7 Hﬁﬁ_{ Phase 1/2

T FAMEE

plin DR TR Yl

« «a

-

Phase 3

“« @

—
O
w
IV
-
w

HUHL: KIBAR AR Z 8 F U AL R—b 2023 EEERR p.54
6. I LA 2 K IG AR D

54



10,000 A 315k
gFOBT
5I4A

| 1w B ]
1,022\
[ 72 Ml (ERR) ]
144\ 3<IA
[ Advanced Neoplasiai&H ]

58A 11*
| KBHARH |

HL: KIBRARZ T EF A LR— b 2023 EEER p.366

7. X%HEH 1 5 ANOEB MR AR B LD RIBN AL 7 07T DO

[725] FIT
S
S
(=]
g gFOBT
S
Et|
&
Q
(v
o
[FF)#]
w =2
o c
S3
® g
=
lo]
2
o]
o
5

HEL: KIBRARZ T EF A LAR— b 2023 EEERR p.366
8. HE AR A S R E ORI LA FIZE DO XF L ORI 23 A)

55



FIT FS

: /) ’M‘ ritttbtAA
Ra7iA 4 il i MR ’ﬁmfm 1
L BB Eh ’ﬁ"ﬁ‘i“kﬁﬁ‘i\l‘i‘i‘l‘ M’M"l‘ FYYYTY

| 4540\ | 3, 240/\ 2,290\
M“H"M‘
g MM MirAAIAA
(i T ik
82N 168 A 153 A
U 1y

cRo 4 %_j
20\ 17N 11A

HBURIBRABRZ T ET A LAR— | 2028 FEEERT p367

9. X%H 1 T ADEKRGNEEREICLDRIENAMZ 7 07T LD

56



[F12£]
FIT
End
F
=)
38 14
s S
K>

FS

16

TCS

11

10. RGNS A ORI LARFIZR O3 L RIS A)

[F12)
3 FIT
<
=
?} AN
® 82
=2
<

N
é
B

(Y ¢&Y) adoog
0] papaa Joquiny

HHBL: KIBRARZ T EF A LAR— k 2023 4EEERT p.368

FS

AN
168

TCS

AN
163

1. 2RBAREERAEOFIEE AR D% (Advanced neoplasia)

"
7

(NY) adoog 3
0} papasp Joquiny 2
Bk

HEL R ABZ T EF o X LR— b 2023 4EEERR p.368

57



2 ITT £HICB T2 EKRBNREHREQ 77 F) vs.

{H P MR A BB 2 97 R)DOT A7 3—< 2 Z RCT #5 5-(SCREESCO #Ff

77)
EX e AN # H#5(%)
s G ., s i
Wiz . SINE | BE | WER CRC %k
- 7 N . , .
VTSN B (%) (%) | (%) EUN, ] FAEERG AR R =N (%)
b EN%F
G451
TCS 30,400 10,679 637 262 288 150 49
[31,140] | 35.1% 2.05% 0.84% 0.92% 0.48% 0.16%
FIT 33,383 | 6,471 | 5,876 968 280 558 248 121
60,137
rounds 1-
) [60,300] | 55.5% | 16.3% | 90.8% 1.61% 0.46% 0.93% 0.41% 0.20%
RR
1.27(1.15- 1.81(1.53- 1.00(0.87- 1.17(0.96- 0.78(0.56-
(95% CI)
1.41) 2.14) 1.15) 1.43) 1.09)
TCS ws.
T p <0.0001 p < 0.0001 p=1.00 p=0.13 p=0.15

AN = advanced neoplasia; CI = confidence interval; CRC = colorectal cancer; FIT = fecal immunochemical test; ITT = intention to treat;

TCS = total colonoscopy

*ZUH MEET R DD | LSO O RTER % RO EER IR O fE D MR S i 2K
Forsberg A, et.al. Lancet Gastroenterol Hepatol. 2022;7(6):513-21.539 X0 {EZ
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