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Assessment of Ethical Quality of Randomized Controlled

Clinical Trials in Breast Cancer Published in China
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Abstract: [ Purpose | To evaluate the ethical quality of randomized controlled clinical trials (RCTs)
in breast cancer published in China,and to analyze its influencing factors. [ Methods] All RCTs of
breast cancer indexed in CNKI,CBM and Wanfang database were retrieved. The ethical quality of
RCTs was evaluated by using the Berdeu 10-item scale. [Results] All of 965 RCTs were includ-
ed,33.16% of included RCTs were indexed in CSCD,the mean number of authors were 3.31+
2.10,the average number of affiliations were 2.43 +£1.24,0.41% of RCTs were performed by
methodologist. The results of ethical quality showed that the mean score of Berdeu scale was 1.11+
0.87. Almost 1% of included RCTs completed reported item 2,5,6,8,10. The results of stratified
analysis showed that,both statistician/ epidemiologist/evidence-based medicine involvement (MD=
0.74,95%CI:0.13~1.35,P=0.02) ,the type of publication (MD=0.12,95%CI:0.02~0.22, P=0.02)
could improve the ethical quality,with a significant difference(P<0.05). [Conclusion] The overall
ethical quality of randomized controlled clinical trials in breast cancer published in China must be
improved in the future.

Key words : randomized controlled trials;ethical quality ;breast cancer;Berdeu scale
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23 EZERETN
MR Berdeu it £ . %44 Figure 1 The trend graph of RCT in breast cancer published in China
A By 965 A F T8 AT 5
e N 1.11+0.87 % 44 Table 1 The assessment results by Berdeu checklist(n=965)
AR SRR 2 2% 2R 4T 0 , e [tems Compliance(n,% )
24K H (&H 4 FI%H e - o
R R - 1.Obtaining informed consent from patients 81(8.39) 840(87.05) 44(4.56)
7) B 5E M RAE 30%~  2.Pproval by a REC 9(0.93) 907(93.99)  49(5.08)
50%z 6], HA4y 8 N4 HAY  3.Risk-benefit ratio valuation 33(3.42) 932(96.58) 0(0.00)
SERR A R E 30% LR 4. Respect for the principle of a priori equivalence ~ 299(30.98)  666(69.02) 0(0.00)
(T‘ ble 1 5.Refusal of consent 3(0.31) 917(95.03) 45(4.66)
able 1), 6.Placebo ethical justification 4(041)  913(9461)  48(4.97)
24 SESH T et of et selesion 478(49.53) 377(39.07) 110(11.40)
2000 4F DL EG X} b 2000 8.Planned interim analysis 4(0.41)  961(99.59) 0(0.00)
LG B F Ok, 4 H 202 9.Prospectively defined stopping rules 12(1.24)  953(98.76) 0(0.00)
10.Independent monitoring committee 1(0.10)  964(99.90) 0(0.00)

A e B & 5L it i)

P43 (0.50+0.17 vs. 0.03+0.14) 4% H 7 (Z ik & % £
(28 S ) BE43(0.67+0.43 vs. 0.55+0.47) %% 5 H 481t
R L(P<0.05), Hfh 4 Hiv4r 22 S ST % &
SL(P>0.05); CSCD i1 59E CSCD #71) %& 2 1 7L i
I RCT R B2 40 lLiR , & 45 HT 4y 22 R 51t
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NPV PESY (0.25£0.29 vs. 0.55+0.47) , 22 55K 481t
R X (P=0.04), Hop 4 H 22 R G017 X (P>0.05)
(Table 2).
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Table 2 The results of subgroup analysis (n=965)

Year<2000 vs. =2001

CSCD vs. Non-CSCD Methodologist vs. Non

[tems methodologist
MD(95%CI) P MD(95%CI ) P MD(95%CI ) P

1.Obtaining informed consent from patients 0.06 (-0.17,0.29) 0.61 -0.02 (-0.06,0.02) 0.29  -0.10(-0.41,0.21) 0.53
2.Pproval by a REC 0.47 (0.36,0.58) <0.01 -0.01(-0.03,0.01) 0.31  -0.03 (-0.29,0.23) 0.82
3.Risk-benefit ratio valuation -0.02 (-0.24,0.20) 0.86  0.00(-0.02,0.02) 1.00  -0.03 (-0.45,0.39) 0.89
4 Respect for the principle of a priori equivalence  -0.09 (-0.38,0.20) 0.54 -0.03 (-0.09,0.03) 0.34  -0.06 (-0.55,0.43) 0.81
5.Refusal of consent 0.03 (-0.08,0.14)  0.60  0.00 (-0.02,0.02) 1.00  -0.03 (-0.36,0.30) 0.86
6.Placebo ethical justification 0.03 (-0.08,0.14)  0.60  0.00 (-0.02,0.02) 1.00  -0.03 (-0.15,0.09) 0.62
7.Fairness of participant selection 0.12 (-0.16,0.40) 0.41 -0.06 (-0.12,0.00) 0.06 -0.30 (-0.59,-0.01) 0.04
8.Planned interim analysis -0.03 (-0.28,0.22) 0.82  0.00 (-0.01,0.01) 1.00  -0.01 (-0.22,0.20) 0.92
9.Prospectively definedstopping rules 0.09 (-0.20,0.38) 0.55 0.00(-0.01,0.01) 1.00  -0.01 (-0.19,0.17) 0.91
10.Independent monitoring committee 0.02 (-0.22,0.26) 0.87  0.01 (-0.03,0.05) 0.60  -0.01 (-0.26,0.24) 0.94
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