PR TIRE AR 2021 4F 12 H A 42 545 12 8] Chin J Epidemiol, December 2021, Vol. 42, No. 12 .- 2201

2« S AE U

T A il REE SRR T B 2o (4l 1
B 7 3 ) B B A A

BRE” M RER' WA FLk' DA s

"BEILFES TS, AHEAXRFIWELTILEER, G ARATREBIEESF O,
= 100045; 8 8 B S REEF R, BT 571435;° b7 B -EA A3 A R 5]
100089

WBAZHEH : F R, Email : pengxiaoxia@bch.com.cn

(FZE] Ao AR e HF i sh RIS TAES RS =4 8t . B et A
FEWG RS A S DABESE o — B kT 12 B (F S T SR80 o A G () B, AN SE 38 M A — 3Pk A
WERAPE AR 25 i EL St R S A LS o Ry T 0 St AR B = AR A R BB, AR SOk
TUHTHE )z R 0 BRI, B RS 22 3 b5 i Br 25 (CDISC) IF & B CDISC AR fETT K& 1 & 9
CDISC-HR {415 3 (CRF) , LA$E: i 2CSEHH TR B AR A /K T , B 38 B 20 se th R B s ik, 38
AT A T 40 o] 7 B B v kb S T SR ) S IR R 22 18 2R i T TR R
CDISC-CRF @5 B3t A EO AL S A TR, F 8543 T CDISC-CRF R BLI I & B0 5 Ik 3 %0
CDISC-CRF #i5 L5 T S840 4 o7 P i s B s SCHEAT T it o

[SE8Eim] B EEE;  IWREER AR 25 it &

HEEWH : FEESH AR (2016YFC1000105) 5 [ B F K% 10 (20172X09304029) 5 AL 5T
TR B A Py ) LR I 2 D I 2 e 2 1L (XTCX201812)

Development of case report form based on clinical data interchange standards consortium on
special diseases to promote the ecology construction of real-world data in China
Peng Xiaoxia'’, Su Jian', Cai Siyu’, Peng Ruiling’, Peng Yaguang', Ma Xiaoli', Ni Xin'
"Center for Clinical Epidemiology and Evidence-Based Medicine, Beijing Children's Hospital, Capital
Medical University, National Center for Children Health, Beijing 100045, China; *Hainan Real World
Data Research Institute, Haikou 571435, China; * Beijing Improve-Quality Technology Co., Ltd. Beijing
100089, China
Corresponding author: Peng Xiaoxia, Email: pengxiaoxia@bch.com.cn

[ Abstract] Real world data (RWD) refers to the data generated in routine clinical practices,
daily life, and real work environment and has been widely used in clinical or public health research.
Still, issues related to the quality of RWD, such as incompleteness, inconsistency, and inaccuracy;,
would affect the validity of real-world research. To overcome the challenges due to the lack of
standardization of real world source data, case report form based on clinical data interchange
standards consortium (CDISC-CRF) on certain diseases was developed to promote the ecology
construction of RWD based on the data standards set by the CDISC which has been widely used.
Firstly, we described how to apply data standards to make up the gap between RWD and real world
evidence. Then, the process was designed to build RWD ecology based on CDISC-CRF, in which the
development technology of CDISC-CRF form is mainly introduced. Finally, the application prospect
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and significance of building real-world data based on disease-specific CDISC-CRF are described. It is
believed that the present paper can provide a new idea for promoting the ecology construction of
RWD in China.
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