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“Expert Consensus on Risk Assessment of Drugs in Pregnancy in China” Based on the Delphi
Method*
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ABSTRACT OBJECTIVE: To establish the “Expert Consensus on Risk Assessment of Drugs in Pregnancy in
China” based on the Delphi method, so as to provide methodological basis for further studies on drug risk assessment
in pregnancy. METHODS: By referring to the literature related to drug risk assessment in pregnancy, the “Expert
Consensus on Risk Assessment of Drugs in Pregnancy in China” was established, and the expert consultation
questionnaire was designed. Fifty-one experts from Beijing, Shanghai and other provinces and cities were selected to
apply the Delphi method for two rounds of expert consultation to revise the content of the “Expert Consensus on Risk
Assessment of Drugs in Pregnancy in China”. RESULTS: The recovery rates of the two rounds of questionnaire were
100%. The expert authority coefficient( Cr) was 0. 80+0. 10, the coefficient of variation( CV) of expert opinion was
0. 15+0. 04 in the first round and 0. 13+0. 03 in the second round, and the coordination coefficient of expert opinion
(Kendall-W) was 0. 170 in the first round and 0. 493 in the second round. In both rounds, Chi-square test showed
statistically significant differences ( P <0.001). Finally, the “Expert Consensus on Risk Assessment of Drugs in
Pregnancy in China” was determined. CONCLUSIONS: The Delphi method is used to establish the “Expert Consensus
on Risk Assessment of Drugs in Pregnancy in China” , which provides methodological basis for the risk assessment of
drugs during pregnancy in China.
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Tab 1 General information of the experts

HiA LES BRI HEF BB %
i 30~40 14 27.45
>40~50 16 31.37
>50~60 21 41.18
5 il 14 27.45
Itk 37 72.55
£ i 9 17.65
it 19 37.25
AR 3 45.10
S FALZ 31 60.78
AL 14 27.45
FEHI 6 11.76
FAKE Tl A T 4 7.84
Tl4-H: 1 21.57
MERTA 26 50.98
FRAFRA 2 50.98
MAARIR /A 5~10 6 11.76
>10~20 13 25.49
>20~30 17 3.3
>30 15 29.41
st IR 35 68.63
KB 5 9.80
e 11 21.57
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Tab 2 Importance score and CV for primary indicators of
drug risk assessment in pregnancy

s TR/ 2 v

F1ge F2g H1k Hoke
AT 4.6920.52 4.56+0. 61 0.11 0.13
LigrEB K 4.56£0.47 4.610.55 0.10 0.12
i 4.3120.80 4.39+0.73 0.18 0.17
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I It 4.42+0. 87 4.42+0. 69 0.20" 0.16
ElbyE 4.0420.85 4.06£0. 86 0.20* 0.21*
A B A 4.63+0. 58 4.720.51 0.12 0.11
AR EEL 4.56x0. 58 4.720.51 0.12 0.11

P ERR V20,2
Note: “*” indicates CV 0.2
J90.170,X* K 275, P<0.001, %5 2 # CV 4 0.13+0.03,
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Tab 3 Importance score and CV for secondary indicators of drug risk assessment in pregnancy

b e BT/ 2 eV
i S BiE iR B FFL;
DR T HIER 4.4020.62 4.6120.49 0.14 0.11

AFE(MW) 4.37£0.67 4.25£0.69 0.15 0.16
TR B R (logP) 4.38£0.75 4.47:0.61 0.17 0.14
HEIZRIE DR (BCS) 4.29+0.75 4.2540.65 0.17 0.15
RTRTE [ MBS 8 (pKa) ] 4.21£0.90 4.28+0.74 0.21* 0.17
HH44% (PB) 4.3820.80 4.56£0. 61 0.18 0.13
g4 FREW(T, ) 4.44£0.76 4.72:0.51 0.17 0.11
FMRFER(VY) 4.27£0.76 4.5610. 56 0.17 0.12
TR (T,,.00) 4.35:0.76 4. 6420. 54 0.17 0.12
PR 4 4.4220.56 4.67:0.48 0.12 0.10
2y A2 3.90+0.98 " 4.060.83 0.24" 0.20%
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A R e g R 4.31£0.57 4.72£0.51 0.13 0.11
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ABE — S A $lli B (UpToDate  Micromedex il Lexicomp) 4.380.56 4.61£0.55 0.12 0.12
DTRRZ R 4.27+0. 62 4.560. 56 0.14 0.12
Drugs in pregnancy and lactation 4.310.57 4.56+0. 56 0.13 0.12
Drugs during pregnancy and lactation 4.29+0.57 4.56+0. 56 0.13 0.12
Drugs for pregnant and lactating women — 4.61+0. 60 0.14 0.13
ZGTH & Meta 7397 4.33£0. 67 4.560. 56 0.16 0.12
I R EHE-BATI ISR 4.5020.42 4.69:0.47 0.09 0.10
AT R 25500 4.440.59 4. 640,59 0.13 0.13
e -t A e 4,400, 57 4.690.47 0.13 0.10
I 5 445 X R 4.3120.62 4.50+0. 56 0.14 0.12
FAlRiE 3.85:0.90 4.060. 58 0.22" 0.14
ks Bk 4.3320.67 4.6120.55 0.15 0.12
LHEGCE (LDs,) 4.19£0.79 4.4750.65 0.18 0.15
BRIE 4.12:0.73 4.22+0.68 0.17 0.16
Ell7E ¢S 4.27£0.71 4.39:0. 64 0.16 0.15
SYIN RAEIRAS R A 4.25£0. 61 4, 44£0.65 0.14 0.15
A B ARG ARIEIRAE R 4.48+0.46 4.610. 60 0.10 0.13
RS L RS 4. 440,56 4.50.65 0.12 0.15
FRRRE A 5 4.420.56 4.56:0. 61 0.12 0.13
A a1 E A 4.52+0.51 4.6120.55 0.11 0.12
FERBIK 4.56+0.49 4.6920.47 0.10 0.10
HRREFAE 44610, 48 4.44£0.73 0.10 0.17
FRRENE 4,460, 47 4. 560, 65 0.10 0. 14
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e . P :
Note; “ ™" indicates importance score <4 points; “"" indicates CV=0.2;“—" means no relevant data
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