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CONTROLLED TERMINOLOGY DEFINITION



WHAT IS CONTROLLED TERMINOLOGY?
‣Data standards

‣ Provide consistent meaning to data
‣ Across information systems, programs, and agencies

‣ Uniform structuring, format, definition

‣ Terminology Standards
‣ Controlled terms for submissions
‣ FDA MDR Adverse Event codes

‣ CDISC CT Terminology standards
‣ Grouped into subsets: SDTM, CDASH, ADaM, SEND, Define.xml, Protocol

‣ Updated quarterly

‣ External Dictionaries
‣ MedDRA, WHODrug, SNOMED, MED-RT, UNII, LOINC



CDISC CONTROLLED TERMINOLOGY FILES
‣NCI Enterprise Vocabulary Services 

‣ https://datascience.cancer.gov/resources/cancer-vocabulary/cdisc-terminology

https://datascience.cancer.gov/resources/cancer-vocabulary/cdisc-terminology


IMPORTANCE OF CONTROLLED TERMINOLOGY



IMPORTANCE OF CT
‣ FDA and PMDA

‣ Required for submission 
‣ Part of CDISC-compliance
‣ Assist reviewers with predictability, consistency, transparency, efficiency

‣ CDISC
‣ Provide submission-controlled terms and definitions
‣ Harmonize data
‣ Aid with data exchange and interpretation
‣ Consistencies across systems and studies

‣ Execute analytic tools
‣ Automate validation, review, and analysis

‣ Cross-study comparative analyses
‣ Improve patient safety and outcomes



REQUIREMENTS
‣AGENCY REQUIREMENTS

‣ FDA Technical Conformance Guide
‣ Latest version 
‣ Same MedDRA version for ISS
‣ Exact case and spelling of terms

‣ PMDA Technical Conformance Guide
‣ Same version used within Clinical Study
‣ Exact case and spelling of terms

‣ CDISC
‣ Non-extensible vs. Extensible codelists

‣ Action Taken with Study Treatment - Non-extensible
‣ Route of Administration Response - Extensible

‣ Extending codelist
‣ CDISC submission value rules



COMMON INCORRECT EXTENSIONS



SOURCES OF INCORRECT EXTENSIONS
‣ Free-text data entry
‣Data collection design
‣ SDTM Mapping
‣ Extension of CDISC codelists
‣Use of synonyms
‣Misspelling and casing 
‣ External dictionaries unmatched coding

‣ E.g. MedDRA, WHODRUG



SYNONYMS
‣ Should not be used
‣ Provided to help map to the correct submission value

‣ Example: 
‣ mg/mL  - incorrect 
‣ g/L - correct



‣Mapping to “OTHER” not recommended
‣ FDA TCG “6.1.2.1 Use of the Specific Controlled Term ‘OTHER’“
‣ Search for other possible terms

‣ --TERM fields mapped to a –DECODE of “OTHER” 
‣ Explain in the RGs

“OTHER”



PINNACLE 21 VALIDATION & FIX TIPS



CDISC VALIDATION RULES
‣ CDISC Terminology rules



CT2001
‣Variable value not found in non-extensible codelist

‣ Verify value in your raw data
‣ Check CDISC CT terms
‣ Update SDTM data value 

‣ Match the CDISC Submission Value (including case and formatting, no typos, etc.).

‣ Example:
‣ Not Done   - incorrect
‣ NOT DONE - correct



CT2001 (CONT.)
‣ Verify value in your raw data
‣ Check CDISC CT Submission values
‣ Review Requests Denied Document
‣ Update CRF design for future studies
‣ Update SDTM mapping

‣ (including case and formatting, no typos, etc.)

‣ Examples of CRFs
‣ Action Taken with Study Drug

‣ None
‣ Drug discontinued
‣ Dose Reduced
‣ Dose Postponed -?

‣ Legacy: Action Taken with AE
‣ None
‣ Drug discontinued
‣ Hospitalization -?
‣ CM given -?



CT2002
‣Variable value not found in extensible codelist

‣ Verify value in your data
‣ Check CDISC CT Submission for possible values
‣ Ensure synonyms are not used
‣ Ensure consistency in your study and submission
‣ Avoid free text in data collection
‣ Submit your extended terms to CDISC (as early as possible)
‣ Document in Reviewer’s Guide



CT2003
‣ Coded and Decoded values do not have the same Code in 

CDISC CT
‣ Review the CDISC CT
‣ Ensure not using synonym
‣ Avoid misspelling
‣ Check SDTM mapping
‣ Update so the NCI codes match for the paired values

INCORRECT CORRECT



CT2004, CT2005, CT2006

‣ Similar to CT2001, CT2002, CT2003
‣ Except for Value-level data



OTHER DICTIONARIES AND FORMATS
‣MedDRA

‣ SD0008, SD00082C,  SD1114, SD1114C, … (12 rules)

‣ SNOMED
‣ SD2240, SD2257, … (8 rules)

‣MED-RT / NDF-RT
‣ SD2243, SD2263, SD2264, SD2265

‣WHODRUG
‣ SD1344, SD1345, SD1346

‣ LOINC
‣ SD2285

‣ ISO 3166 (Country)
‣ SD1322, SE1323, SE2339

‣ ISO 2190 (Null Flavor)
‣ SD2283



NEW VALIDATION RULES



LOINC

‣ SD2285: --LOINC value is not found in LOINC system
‣ FDA requires LOINC if it was provided by Labs
‣ Sponsor should not populate LOINC by themselves



WHODRUG VALIDATION
‣Validation against the WHODrug dictionary available
‣ Supports B3 format of WHODrug

‣ Version listed in FDA's Data Standards Catalog 
‣ --DECOD Drug Name
‣ --CLAS ATC Text
‣ --CLASCD ATC Code



200+ CHARACTERS

‣ https://www.who-umc.org/media/2940/how-to-use-whodrug-for-compliance-with-cm-domain-in-the-cdisc-sdtm-standard-march-2017.pdf

https://www.who-umc.org/media/2940/how-to-use-whodrug-for-compliance-with-cm-domain-in-the-cdisc-sdtm-standard-march-2017.pdf


BEST PRACTICES



RECOMMENDED- SPLIT OUT

NOT RECOMMENDED - COLLAPSED

UNITS- SPLIT OUT CODELISTS
‣UNIT Codelists in Define.xml

‣ --ORRESU, --STRESU, and --DOSU 
‣ Split out and create separate codelist



BEST PRACTICE FOR EXTENSIBLE CT
‣ Control data collection process
‣ Maintain consistency 

‣ within study, submission, and organization

‣ Check denied terms document from CDISC CT Team
‣ Submit request to CDISC CT team



REVIEWER’S GUIDE EXPLANATIONS
‣ Providing detailed explanation in Issue Summary

Example of insufficient explanation for CT2002 

Example of appropriate explanation for CT2002



THANK YOU ;)


