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Baseline Analysis on Randomized Controlled Trial of Dif-

ferent Protocols in Colorectal Cancer Screening

ZHANG Juan', QIAN Li-ting', WEI Dong-hua', YIN Hui-ping', MA Yan-ling',
CHEN Hong-da?, DAI Min?

(1. Anhui Provincial Cancer Hospital, Hefei 230031, China; 2. National Cancer Center/ National
Clinical Research Center for Cancer/ Cancer Hospital, Chinese Academy of Medical Sciences and

Peking Union Medical College, Beijing 100021)

Abstract ; [ Purpose | To analyze the performance of protocols of colonoscopy ,fecal immunochemi-
cal test(FIT) and risk assessment in colorectal cancer screening. [Methods] From May 2018 to
May 2019, eligible participants aged 50~74 years in Anhui Province were recruited and randomly
allocated into colonoscopy group,FIT group and risk assessment screening group for screening of
colorectal cancer with a ratio of 1:2:2. Colonoscopy group was directly subjected to colonoscopy;
FIT group was subjected to FIT test,for those with positive result subjected to colonoscopy; and
risk assessment group was subjected to risk assessment,in which colonoscopy was performed for
those with high-risk and FIT test was given for those with low-risk. Participation rate,detection
rate and positive predictive value in all three groups were calculated. [Resulis] A total of 3 821
subjects were recruited. The participation rates of the colonoscopy,FIT and risk assessment
screening groups were 45.3%(347/766),96.0%(1 470/1 532) and 86.0%(1 310/1 523),respectively.
The compliance rate of colonoscopy was 80.6% in the FIT positive subjects,which was significant-
ly higher than that in colonoscopy group (45.3% ,P<0.05). There was no significant difference in
the detection rate of advanced tumor among three groups(P>0.05). The positive predictive value for
advanced adenoma in FIT positive group was the highest (P<0.05).The number needed for
colonoscopy to detect one advanced tumor were 20,10 and 19 cases for three groups,respectively.
[ Conclusion ] The FIT and risk assessment screening approaches show high participation rates. In
terms of the number needed for colonoscopy to detect one advanced tumor, FIT method showed
better screening effect.

Key words: colorectal cancer; screening; early diagnosis and treatment; colonoscopy; Anhui
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S5 HL 0 T JERUM A A R | A Ak 2 B A A
BN 2 — R 2015 4F 4 [ o &0 R
TN, S R R BT AN 43 S A B 43S A g 1)
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Figure 1 Research roadmap
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ZARHE A2 FIT, FIT 45 5 FH 4 1) 52 380 38 0 o 1
145 e iz Wi .
123 ZAMBERBBEAZRTHE
FEX R R T TR B 2R, W
T H i A B Bk 2 S5 Bk Ay . B 4k
BikAr 25 F o\ N KT IRAE, WAHA
PR 9 25 5 2 06 20 BUAEL S5 A6, LA A A g L2 B
A5 A SO J AR k. DRI K/h =1 em;
Q% BRI ok & BRI, Qg L
PUIREAE Al R DRI A R <1 em AR R0 /s
PEA RGN AR
1.3 WMRIEHR
EAR A LSS

PEEET LT (68.3%,2 609/3 821);70.9%
(2 710/3 821)3ZiX# BMI=23 kg/m?; W AR 52 (1F £ 1%
HH AR A ) Fe 90N 19.49% (742/3 821) 33.3%(125/
3821)ZIRAEH LM B A T, 1.0%(38/3 821)%Z ik
FH BRI 2.5%(97/3 821) Zik & A 18 14
W 98 8 ,5.1%(196/ 3 821)Z X #HH —H LB 4 B
FERWGEL . S HFRATER A GIEL R s &
i 95 2% IR S 5 T 22 AR AE e i 2 S (Table 1),

22 WmESE5XR
221 AH5EEARERL

s A 766 % %R E, H 347 LR
T RTEWE e, FS5%K 45.3% 347/

Table 1 Sociodemographic characteristics of the study population[n(%) ]

G H R PR SO P

Factor Colonoscopy FIT group Risk assessment 2 P
AR R R = 19 BN N B FE group screening group
P T A = B P 451 B 4 45 W g kG Gender
2 Male 315(41.1)  656(42.8) 630(41.4) 0001 0,637
et S AN Female 451(58.9)  876(57.2) 893(58.6)
L4 Zirss Age(years old)
Ji ] Microsoft Excel 2010 F 50~59 373(48.7)  687(44.8) 665(43.7)
SPSS19.0 %5 4 % HE A4 T B d . 60~69 341(44.5)  721(47.1) 734(48.2) 5758 0218
SRR ARG 0 g S A A T0-T4 52(6.8) 124(8.1) 124(8.1)
AL - > A TIA " BMI(kg/m?)
'?%#ifﬂ;’ igﬁﬁ X ﬁ?tw‘}\ <3 0009.1)  417273) 43219 o
PERORHIE 2257 . AU 203 509(70.9)  1109(72.7)  1092(72.1) : '
ﬁ*ﬁ H %&3 , %Fﬁ Wilson 7‘27 2 ﬁ“ﬁ Education
ANBES 5% (L (OR) MM High school below  512(71.3)  1030(67.5)  1067(70.4)
059% i 151X 1] (95%CI) . AR T 1 ;Iigh scho((l)l 1342183.:; ?Zggé.g; 3(1)213.3; 5260  0.262
st — 1. b . .
A 46 1R U B, K 3 7k Smkg -
#E a=0.05, Non-smoker 582(81.1)  1211(79.4)  1224(80.8) 3 oSl
Smoker 136(18.9)  315(20.6) 291(19.2) : '
2 = % Colonoscopy history
=H No 694(96.7)  1481(97.1)  1459(96.3)
Yes 24(3.3) 45(2.9) 56(3.7) 1.322 0516
21 EAXRER History of polyp detection
MR iR HAR5E T3 821 No 712(99.6)  1505(98.8) 1491(98.9) 136 0208
AEWHAIGET TROALsy e 308 D
Sy H o 2y P istory of chronic colitis
4l ”‘qj/”%%ﬁjﬂ 766 41 FIT 4 Yes 22(3.1) 26(1.7) 49(3.3) Ce 0020
15324, WERPFME4L 1523 4. N, 681(96.9) 1476(98.3)  1448(96.7) : '
ZiAEFHEME1 601 %4 (41.9%), Family history of CRC
4P 2 220 4 (58.1%) ;50~59 2 Yes 24(3.3) 70(4.6) 102(6.7)
UL 1725 4 (45.29).60~69 % 4L No 685(95.4)  1445(94.7)  1389(91.7) 18.605  0.001
Unknown 9(1.3) 11(0.7) 24(1.6)

1797 45 (470%) ,70~74 % 241 299 %,

Note: Detailed epidemiological questionnaire data were missing in 48 cases in the colonoscopy

(1.8%)., it 23 WZiXEHT

[ L 308

group, 6 cases in the FIT group and 8 cases in the risk assessment screening group
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766)(95%C1 :41.8%~48.8%), FIT 41 (1 532 4 )Zik
T 1470 A BT R 58 FIT &, P32
530 96.0% (1 470/1 532) (95%C1:95.09%~96.9% ) .
FIT 41 273 44 FIT FHYEH A 220 6158 5 45 W 45 A
2 5 F R 80.6%(95%C1:75.9%~85.3%), K,
B2l (1523 44) 2,8 £ A 58 KU 7
i ,316 2 PEAL by g KBS T5 B2 s e ke, Hop
174 BB BB E, FHSH5ERN 551%
(174/316)(95%C1:49.5%~60.6%) ;1 199 4 % ¥F- 1k Ky
RS 77 4532 FIT R, Hor 1136 24 4% 807 %8 5¢
RS -3 2 5 %R 94.7% (1 136/1 199)(95%CI
93.5%~96.0%), W& VAl 2 SR 2 5 R
86.0%(1 310/1 523)(95%C1:84.3%~87.8%).
222 “hbkbhERLE R

P W7 RER 45 B4 FIT 41 BH P XU 3T
AL 8 . AU AR 4 AR f E 17 FIT ARG I BH -1 7
Biss i g st . Bt R A EmER A S
ERH#IT T, ZHFAGITEE L (P=141.769,P<
0.001), Hr FIT AHMEABS SR Em, Ehmd
S5 REM SN S5 R 45.3%(95%C1 . 41.8%~
48.8%) 5 A F WAL 4 = fE ABES 5 % 55.1%(95%
Cl1:49.5%~60.6%) i, ZFAGEITEE L (=
8.541,P=0.003) , FIT 41 FH M A#F = 5 22 80.6% (95%
C1:75.9%~85.3% ) 5 U VAl 40415 /& FIT PHAE: A BE
% 5% 78.9%(95%C1:73.0%~84.9%) L ¥ , 2 7 L4
P24 X (3’=0.181,P>0.05) , XF FIT FH:45 i Ba ke A
S 5RIFTHER AR AR R, BES 5%
Tk AR B S 5 380 T AR B (Table 2) .
23 BEREREZLZRSM
23.1 RmEAEFE

1E 3 821 ik h il 887 # kAT T 45 H

BEAS A, = g R U R (5 g R R U AR )
Kt 203 9 Sk 45 T B 4 2.35% (18/766) ,FIT 4
1.37% (21/1 532) , KU PFAl 20 1.12% (17/1 523), =
R e R 22 R 2HE (P>0.05) . FE ¥
i A v BT 45 W R A i gl i, R
191 1 R S e T L T R 1) 45 W B R A B FIT
AN 10 B, KBS EAR AL 19 B, 458 B 4l 20 Bl
(Table 3),
232 AT A b g

XF FIT 21 BHPE RGBS DAk 4 s fas | JRURS: 2F Al 2ELAIK
& FIT A6 W0 BHPE 3 = 20 A B P 100 300 {0 308 45 43 B
TN, TE 25 g R A 2 e 0 e O T LU AR, = 25
BTGt 5 3 (P>0.05), H7E & 9] s 7 i,
FIT 21 330 H i =5 1) BH A 7000 {8 8.18% (18/220) , 2%
SA Ge it L (P<0.05)(Table 4),

3 4 it

AR T 2 I T — I T8 5 08 O A O 4 LR
(1) 22 s BE AL BEGRSE , XF 45 i e FIT JRUBS: BFA 0
7 RAE BT A P 2 5 5 R A O AT TR
o BF9E K L FIT KRR BRAS 7 A 7 R ABES 53R
BER TG AT A T 75 2 Wit 45 b
s o fr F5 A L (LABEAS 1 {91308 Joe B0 g Jor 5 22
(235 B Bk A O 3] ), FIT JR /R H AR S A A 3

VER—TE KA DA E, 45 E i A 1
A ARG A AR A VA T A R g S
RO, A B HUT R IROR . IR S B Kk
B, R R 1 DA S 2 B e A 8 1Y) — T
BEORA, 45 B 9 O A AT %) B AR A AR A

Table 2 Comparison of colonoscopy participation rate among FIT positive

Male Female Total
The number of L The number of L The number of L
Group colonoscopic Participation rate colonoscopic Participation rate colonoscopic Participation rate
examination / (EED) examination / (ESHEID) examination / (EVEED)
FIT positive (%) FIT positive (%) FIT positive (%)
FIT group
50~59 years old 62/71 87.3(77.4~95.3) 49/66 74.2(63.4~85.1) 111/137 81.0(74.4~87.7)
60~74 years old 46/54 85.2(75.4~95.0) 63/82 76.8(67.5~86.2) 109/136 80.1(73.4~86.9)
Total 108/125 86.4(80.3~92.5) 112/148 75.7(68.7~82.7) 220/273 80.6(75.9~85.3)
Risk assessment screening low risk group
50~59 years old 69/85 81.2(72.7~89.7) 20/26 76.9(59.6~94.3) 89/111 80.2(72.6~87.7)
60~74 years old 40/51 78.4(66.7~90.1) 17/23 73.9(54.5~93.3) 57/74 77.0(67.2~86.8)
Total 109/136 80.1(73.4~86.9) 37/49 75.5(63.0~88.0) 146/185 78.9(73.0~84.9)
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Table 3 Comparison of lesion detection rate of colonoscopy,FIT and risk assessment screening groups

The number of

Advanced tumor[n(%)] Number needed to

Group Recruitment  colonoscopic

Non advanced
detect one advanced

Advanced

examination CRC adenoma adenomaiu(Ca)| tumor
Colonoscopy 766 347 2(0.26) 16(2.09) 35(4.57) 20
FIT 1532 220 3(0.20) 18(1.17) 31(2.02) 10
Risk assessment screening” 1523 320 1(0.07) 16(1.05) 37(2.43) 19
High risk 316 174 0 14(4.43) 23(7.28) 12
Low risk 1199 146 1(0.08) 2(0.17) 14(1.17) 49
Total 3821 887 6(0.16) 50(1.31) 103(2.70) 16
X 1.487 4.607 13.301
P 0.475 0.100 0.001

Note : * : data missing in 8 cases

Table 4 Comparison of positive predictive value among the colonoscopy, FIT and risk assessment screening groups

Group colongilci);l;rr;}:cz:n?flation CRCIn(%)] adeAri)‘i‘iZ[crf((‘l%)] ;\ji(;r;::l‘;?;l(c‘g)i]
FIT positive 220 3(1.36) 18(8.18) 31(14.09)
High risk in risk assessment screening 174 0 14(8.05) 23(13.22)
Low risk in risk assessment screening with FIT positive 146 1(0.68) 2(1.37) 14(9.59)
X 2.466 8.234 1.707
P 0.291 0.016 0.426

PEOT AN [R5 A 7 VR AEAT R B Y A B R
SWE B BN ES MR AMNZ

BokAr AR R AMER FIT A A2 52 B i o) AR
SCHRO R AR 2 5 R AT B FIT 415 KU EA 21
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