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Fundamental software library for clinical data management with standard-based
data models.

Okada, Masafumi
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We developed a software tool to help data management process for clinical
research: Define2Validate. When the research will be conducted using CDISC standards, one can apply
validation rule for collected data with standard-based rule description, by converting the rules
into re-usable script of R statistical language.
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<!-- ORIGINAL Define-XML -->
<ItemDef OID="IT.LB.LBSEQ" Name="LBSEQ" DataType="integer" Length="2"
SASFieldName="LBSEQ">
<Description>
<TranslatedText xml:lang="en"
</Description>
<def:0rigin Type="Derived"/>

</ItemDef>
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# Generated YAML Rule

Number</Transl

expr: 'nchar(as.character(LBSEQ)) <= 2'
name: Length of LBSEQ

expr: 'lis.na(LBSEQ)'
name: LBSEQ is mandatory

expr: 'regexpr("“[0-9-]+$",as.character(LBSEQ)) == 1'
name: LBSEQ should be integer
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Define2Validate Demonstration
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