
臨床試験データと CDISC標準メタデータとの整合性を
検証するためのオープンソースソフトウェアの開発 

*1 

*1  

 

Developing an open source tool to validate consistency of clinical trial data and its 
metadata definition 

Masafumi Okada *1 

*1 University Hospital Medical Information Network Research Center, 
University of Tokyo Hospital 

 

 
1.  

Clinical 

Data Interchange Standards Consortium (CDISC)

[1]

(Define-XML[2])

XML (Dataset-XML)

(Study Data 

Tabulation Model Implementation Guide: 

SDTMIG[4])

 

Define-XML

Define-XML

 

Define-XML

PB4



 

 

 

Define-XML

Pinnacle21

XML4Pharma

Define-XML

Define-XML

Define2Validate ( D2V )

SDTMIG

ConformanceRules2Validate

C2V  

2.  
1) 機能の定義 
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2) 実装 
R R

 

3.  
D2V Define-XML

4 C2V

SDTM

TA (24/81

, 29.6%) AE (52/106 , 

49.1%)   

4.  
1) 実現できた機能と想定される応用例 
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