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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.

3



Agenda
1. !"#$%
2. &'()*+
3. (),-.
4. ()/0
5. 12



!"#$%

Ø CDISC3456

Ø CDISC &'789:



CDISC 
!"#$%&'()*+Clinical Data Interchange Standards Consortium,CDISC-.

/01234536789:;<=>?,@ABCDEFGHIJ3#$KL3MN3

%&3O%3PQRST9/UV'(,WX9.YZ!"[\#$'(],G^#$

9%_`abMN,cdEFefghijk,lm!"[\#$nopqrJMN9

nogstu

vwxAy1997z,{|20}z9~���,CDISC����|500�����*�,

�|600��9����`B'(94~uCDISC'(�{x�X�������v�

��9!"[\'(u

��g��9���� ¡¢£K�CDISC'(O%#$u¤�X�¥.¦§¢£K

�CDISC'(u
6https://www.cdisc.org/membership



CDISC&'()

7

!" #$

%&'()*+!"(SEND) SDTM!",-.,/01*&'234,().

567$89(PRM) :;3456,<=>?34@ABCD!"EF5GH,IJ>K3456
LM,!"

NO@A89(TDM) PQR/07$ST,AUVWENOXYAU,Z[,<=!".\]^_
SDTM E567$(PRM),`a.

&'()bcde!"(CDASH) /0fghi7j()kalm,<=!">\!"n0SDTM

34()o789(SDTM) ()pqEDrs,!", /0tuv]w1*,<=!".

^x()89(ADaM) ^x()yz{|,!",/0tuv]w1*,<=!".

}~()89(ODM) n0XML,/0bc,*+,1*E��&'34(),<=EDr!".

fghi7D()PQ��
(define.xml)

n0ODM,�()!">/�#$SENDBSDTMEADaM,�()���t
uv]wi��/R��()a>��>����>����,�P,�().

Dataset-XML /�#$SENDBSDTMEADaM,()a�

�O�()89(LAB) /0�&'sO�E34���/CRO��|()��,<=EDr!".

CDISC��a(CT)  ¡CDISC89/!"z@A,!"¢£E¤¥a



CDISC ()*+,-

8



CDISC ./0123

9

• ¨©ª«¬­®='CDISC' OR ­®= 
'Clinical Data Interchange Standards 
Consortium' OR ­®='!"#$%&'
(' OR ¯°±= 'CDISC' OR ¯°±= 
'Clinical Data Interchange Standards 
Consortium' OR ¯°±='!"#$%&
'(’

• ¨©ef¬2023.8
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硕士论文占比较高，多来自复
旦和东南大学，流行病与卫生
统计专业。
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ADaM应用于临床

试验的研究与探讨

ADaM 提交评审

材料的核查路径及

SAS 宏实现

CDISC 治疗领域

标准提高临床研究
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中国人民解放军总医院

围术期麻醉专科数据库

首都大学同仁医院

眼科研究所视功能数
据库

阜外医院

中国成人心血管外科
注册登记数据库
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赖俊恺，从真实世界数据到临床研究数据的标准转化研究. 中国食品药品监管, 2021



CDISC()_`abcdefgh

• COVID-19 ijbc()eklm!"

• !"#$%&'()*+,-./01#$

• 23%'(%&

• 456789:)*+,-;<=>)'(

• *+,-?@AB)*+<=>)*

21



CDISC  COVID-19--应对紧急事件，及时颁布相关指南

22CDISC. Interim user guide for COVID-19; 李庚, 温泽淮, CDISC COVID-19治疗领域标准用户指南及其相关标准解读. 中国循证医学杂志, 2021;
Department of Health and Human Services, FDA. FDA guidance on conduct of clinical trials of medical products during COVID-19 pandemic. Guidance for industry, investigators, and institutional review boards.
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• 2021.7.8pCDISC)þ©7NïCOVID-19 TA34KTAUGCOVID-19 v1.0Mp
©*+ï,-ñ COVID-19 Fló;ôõl?()?PoÒ.RSÚÜ
KADaMMXY#/0h�XYx



CDISC  COVID-19 

23李庚, 温泽淮, CDISC COVID-19治疗领域标准用户指南及其相关标准解读. 中国循证医学杂志, 2021. 
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