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CDISC Standards May Harm Your 

Health - Unless You SHARE Them 

(CDISC 2020) 2017? 
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A valid VS SDTM Dataset? 
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Validates in OpenCDISC without errors or warnings 
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Using a web service 

• The web service is asked 2 questions: 

 is the unit (VSORRESU, VSSTRESU) applicable to the 

VSTESTCD? 

 is the VSPOS applicable to VSTESTCD? 
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Using a web service 

• The rules have NOT been programmed in the tool – 

they are on a public server which can be queried using 

a RESTful web service 
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RESTful Web Services Simplified 
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HTTP Request 

DB 
Application 

text 

JSON 

<XML> 

HTTP Response 
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RESTful web services for CDISC 
testing in a browser 
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Request:  

a) Is unit mmHg a valid unit for test DIABP? 

b) Is unit cm a valid unit for test DIABP? 

/CDISCCTService/rest/ValidCDISCUnitForCDISCTestCode/DIABP/mmHg 

/CDISCCTService/rest/ValidCDISCUnitForCDISCTestCode/DIABP/cm 
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Current Validation Tools 

Rules are: 

• are hardcoded in software 

• are intransparent (you can't see how exactly the rule 

has been implemented) 

• are own interpretations by a few people only 

• are not owned by CDISC 

• are sometimes just damned wrong 

• are only updated when a new release becomes 

available 
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A typical question on a forum 

• "Hi, … we found following false positive …" 

 

• "Thanks for reporting this, we will fix it in the next 

release which will be available within the next few 

weeks" 
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with web services, updates within a few hours or less are possible 
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Currently implement Web Services 

• Get CDISC Test Name from CDISC Test Code 

• Get NCI Code from CDISC Test Code 

• Get CDISC Definition from CDISC Test Code 

• Get whether a coded value is a valid value for the given 

codelist  

 e.g. "COMPLETED" in CodeList "NCOMPLT" (DS) 

• Get CDISC Definition from NCI code 

• Get UCUM notation of CDISC unit 

• Get whether a unit is a correct CDISC unit 

• Get whether a CDISC unit is a correct unit for a given 

(VS) test code 
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Currently implement Web Services (cont.) 

• Get whether a Vital signs "position" (VSPOS) is a 

correct "position" for a given (VS) test code 

• Get whether a Character Result/Finding in Standard 

Format text value (EGSTRESC) for a given ECG Test 

code (EGTESTCD) is a valid value 

• Get whether an SDTM variable is "required", "expected" 

or "permissible" 

 for a given SDTM Version 

• Get the Label for a given SDTM variable 

• Get the "CDISC Notes" for a given SDTM variable 

 for a given SDTM Version 
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Currently implement Web Services (cont.) 

• Get name of standard (and version) in which a given 

domain is used/valid 

 

• Get the list of domain names for a specific version and 

class of a given standard  

 

• Get domain label from domain name and standard and 

version  

 SDTM labels have changed between versions! 
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Currently implement Web Services 

LOINC and UCUM Web Services 

• Get LOINC Name from LOINC code 

• Get LOINC long name from LOINC code 

• Get example UCUM units for LOINC code 

• UCUM unit conversion service 

• UCUM unit validation service 
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But also many other public Web Services 

can be used 

• MedLinePlus (National Library of Medicine) 

• RxNav (National Library of Medicine) 

• UNII / SPL / … (DailyMed NLM) 

• … 
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Other uses of the web services 

• Why do we need to submit --TEST (test name)? 

 there is a 1:1 relationship with --TESTCD anyway 
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Currently implement Web Services 

• You can find an overview, detailed explanations and 

instructions at: 

 

www.xml4pharmaserver.com/WebServices/    

 

• free use for everyone and every application 
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http://www.xml4pharmaserver.com/WebServices/
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SDTM & FDA validation rules in XQuery 
The "OpenRules" Project 

• SDTM and FDA rules are currently implemented as 

"black box" in validation tools 

 failing transparency 

• Are sometimes incorrectly implemented or "just damned 

wrong" 

 

 

 

• When wrongly implemented => next release 

• Do not take ValueLevel into account 
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SDTM & FDA validation rules in XQuery 
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The rule uses an NLM web service itself! 
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"OpenRules" Project - Status 

• Created XQuery rules for 80% of the  

"FDA SDTM rules" 

 10% just "damned wrong" 

 10% not a rule / unclear rule / an expectation instead of a rule 

 

• Student is working on SDTM rules from CDISC Team 

 

• Expected to be made public early next year 

 

• Retrievable using a web service 

 so you always get the latest version 

 or the version of a specific date / period / release 

19 



© CDISC 2014  

Validation rules in XQuery 

A paradigm shift 

• machine- and human-readable rules  

 you can easily inspect each rule 

• public (transparency) 

• not open for different interpretations (precise description 

and implementation) 

• everybody plays by the same rules 

• everyone can make his own validation software 

 effort: 1-2 days 

• retrievable from a server (e.g. using a web service) 

 if error in the rule, it can be updated within a few hours and the 

update is immediately available 

• output is XML, easily transformable (PDF, HTML, …) 
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Validation rules in XQuery 

Disadvantages 

• Only for Dataset-XML  

(hopeless for SAS-XPT, forget about it) 

 

• slower as when hardcoded in (compiled) software  

(but you can e.g. run it as a scheduled batch job) 
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What has this all got to do with SHARE? 

• Everything 

• SDTM/SEND/ADaM validation rules are shared, they are 

transparent 

• functionality: these web services is exactly what users 

expect from SHARE, i.e. 

it answers their questions (like "when xxTESTCD=A, 

what are the allowed values for xxSTRESU") 

• OpenRules for SDTM will be made available through 

SHARE 

• We are talking to the SHARE team about formal 

implementations 

• OpenRules for FDA will be donated to the FDA 

 hopefully they will do something with it 
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What has this all got to do with SHARE? 

• Recent RFI ("Request for Information") of CDISC  

for SHARE: 
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http://www.cdisc.org/cdisc-share  

http://www.cdisc.org/cdisc-share
http://www.cdisc.org/cdisc-share
http://www.cdisc.org/cdisc-share
http://www.cdisc.org/cdisc-share
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One can share information between people 

using websites 

One can SHARE information between 

applications using web services 
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Thank you for your attention 


