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OpenCDISC in an outsourced model

• 3 CRO partners
• Standards group provides specifications for deliverables

– SDTM-like tabulations
• Standards group provides custom OpenCDISC configuration files

– Validation rules
– SDTM-like metadata 
– Controlled Terminology

• Data Management group receives tabulations deliverables
– Validates deliverable



http://www.opencdisc.org/about-opencdisc

What is OpenCDISC?
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http://www.takeda.com/standards-opencdisc (fake)

What is OpenCDISC in an Outsourced Model?
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Validation Rules
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Rule typeConfigurations



Rule types (programming language-like syntax)
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Type Description
Match Checks values against a list of hardcoded terms
Unique Checks a list of variables for primary key uniqueness
Regular
Expression

Checks values that fit a pattern (e.g. ISO-8601 date)

Conditional Build a condition to check values: 
variable <operator> variable or value

Required-When Checks value is non-null (when condition is met)
Lookup Similar to Match but uses an alternate file for terms
Metadata Checks alternate file for metadata conformity



Rule categories (a way to organize the rules)
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Category Description
Consistency Between 2+ variables in same domain, sometimes used for 

uniqueness of non key variables
Cross-reference Between variables in 2 domains
Format Length checks (8, 40, 20), ISO-8601 date, 

outside 32-127 ASCII code, leading blanks
Limit Start before end, high greater than low, no negative age or

dose
Metadata Non recommended length, Core (Req, Exp, Extra), Type
Presence Empty domain, subject not in DS or EX, (--BLFL = 'Y') in 

EG, FA, LB, QS, and VS
Structure & 
System

Not used in SDTM

Terminology Selected variables controlled by CDISC/NCI terms, select
variables controlled by MedDRA terms



SDTM 3.1.2 rules copied by Takeda (1)
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Rule ID Description
SD0002 Required variables (where Core attribute is 'Req') cannot be NULL 

for any records
SD0003 Dates and times of day must conform to the ISO 8601 international 

standard
SD0018 The value of a Short Name of Measurement, Test or Examination (--

TESTCD) variable should be limited to 8 characters, cannot start 
with a number, and cannot contain characters other than letters in 
upper case, numbers, or underscores 

SD0055 Variable Data Types in the dataset should match the variable data 
types described in mSDTM

SD0056 Variables described in mSDTM as Required must be included in the 
dataset

SD0057 Variables described in mSDTM as Expected should be included in 
the dataset



SDTM 3.1.2 rules copied by Takeda (2)
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Rule ID Description
SD0058 Only variables listed in mSDTM should appear in a dataset. New 

sponsor defined variables must not be added, and existing variables 
must not be renamed or modified

SD0063 Variable Label in the dataset should match the variable label 
described in mSDTM. When creating a new domain Variable Labels 
could be adjusted as appropriate to properly convey the meaning in 
the context of the data being submitted

SD0065 All Unique Subject Identifier (USUBJID) + Visit Name (VISIT) + Visit 
Number (VISITNUM) combination values in data should be present 
in the Subject Visits (SV) domain

SD1029 Variables value must not include non-ASCII or non-printable 
characters (outside of 32-127 ASCII code range), limited to variables 
which values may be converted into new variable name or label (--
TEST, --TESTCD, --PARM, --PARMCD, QLABEL, QNAM) 



New rules written by Takeda (this is the Open part)
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Rule ID Description
SD9001 Variable length in the dataset should match the variable length 

described in mSDTM for Text variables
SD9002, 
SD9004. 
SD9005, 
SD9006

The value of the variable cannot contain characters other than 
letters in upper case, numbers, or other printable characters 
(--TERM) (--CAT,--SCAT) (--REASND) (--NAM,--COM,--FAOBJ)

SD9003 Variable Label in the dataset must not include non-ASCII or non-
printable characters (outside of 32-126 ASCII code range)

CT… Variable values should be populated with terms found in MPI 
Global ePackage controlled terminology codelist



Process flow diagram
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Configuration file
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Follows ODM specifications



Configuration file
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Configuration file (ItemGroup=dataset attributes)
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Configuration file (Item=variable attributes)
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Configuration file (ItemGroup & Item using stylesheet)
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Configuration file (ValidationRules=Rule_Type syntax)
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Configuration file (ValidationRules using stylesheet)
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OpenCDISC sample output
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OpenCDISC sample detailed output
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Summary
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• Data Management
– Runs OpenCDISC using the custom configuration, metadata and 

codelist files along with the SAS transport delivered from the CRO
– Communicates findings to CRO
– Observed improvements over the life of a study
– Observed improvements in new studies by CRO with previous studies
– Study specific deviations need to be QCd manually

• Current Status
– Pilot configuration uses 10 copied rules + 6 custom rules + all CT
– Future expansion may copy entire set of rules
– In use since beginning of 2013
– Running on approx 40 protocols



Ordinary wheelchair
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Custom wheelchair
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