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Meeting Plan

▪ Review and discuss additional SDTM Implementation Guides

▪ Review and discuss Codetable Mapping Files

▪ Q&A



3

SDTM Implementation Guides

▪ The SDTMIG is the primary document used to tabulate data from 

human clinical trials

▪ Additional SDTMIGs (MD, AP, PGx) are available, including

▪ SDTMIG-AP for data about Associated Persons

▪ SDTMIG-MD for data about medical devices

▪ SDTMIG-PGx for data about biospecimens, biomarkers and 

genetic/genomic data

▪ Where to find these documents on www.cdisc.org

▪ SDTMIG-AP https://www.cdisc.org/standards/foundational/sdtmig

▪ SDTMIG-MD https://www.cdisc.org/standards/foundational/sdtm-ig-md

▪ SDTMIG-PGx https://www.cdisc.org/standards/foundational/pgx

http://www.cdisc.org/
https://www.cdisc.org/standards/foundational/sdtmig
https://www.cdisc.org/standards/foundational/sdtm-ig-md
https://www.cdisc.org/standards/foundational/pgx
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SDTMIG-AP (Associated Persons)

▪ Use for data collected about people who are not the study subject

▪ Biological Family Medical History

▪ Organ Donor Blood Type

▪ Caregiver QOL Questionnaire

▪ Sexual Partner Pregnancy History

▪ Uses same domains and data structures as subject data (SDTMIG)

▪ Prefixes “AP” to domain code to indicate it is AP data

▪ Uses APID (instead of USUBJID) to identify the person in the record

▪ If the AP has a relationship with the study subject, the study subject’s 

USUBJID value will appear in a RSUBJID variable in the AP record

▪ The relationship is described in the SREL variable
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SDTMIG-AP use case: Family Medical History
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SDTMIG-AP use case: Family Medical History
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SDTMIG-MD (Medical Devices)

▪ Seven (7) domains that have been defined to hold Device information

▪ Device Identifiers (DI)

▪ Device In Use (DU)

▪ Device Exposure (DX)

▪ Device Events (DE)

▪ Device Tracking and Disposition (DT)

▪ Device Subject Relationship (DR)

▪ Device Properties (DO)
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SDTMIG-MD - Use Case Device In Use (DU): MRI Settings

* Findings from the scan belong in the relevant body-system domain, e.g., 
Nervous System (NV) Findings domain for brain MRI results
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SDTMIG-MD - Use Case Device Exposure (DX) : Sutures
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SDTMIG-PGx (Pharmacogenomics/Pharmacogenetics)

▪ Six (6) domains for handling Pharmacogenetic / Pharmacogenomic 

data

▪ Biospeciman Events (BE)

▪ Biospecimen Findings (BS)

▪ Pharmacogenomics/Genetics Findings (PF)

▪ Pharmacogenomics/Genetics Methods and Supporting Information 

(PG)

▪ PGx Biomarker (PB) - Study Level reference dataset

▪ Subject Biomarker (SB)
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SDTMIG-PGx use case: Specimen Tracking using BE

▪ Biospecimen Events (BE)
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Codetable Mapping Files

▪ Relationships / mapping across codelists

▪ e.g., which tumor identification short names map to which tumor 

identification long names, and what codelist is used for responses

▪ Codetable mapping files (available at https://www.cdisc.org/standards/terminology):

▪ Disposition: DS

▪ Cardiovascular: CV

▪ ECG Tests and Results: EG

▪ Oncology (multiple domains: TU, TR, RS)

▪ Race, Ethnicity: Demographics (DM)

▪ Subject Characteristics: SC

▪ Trial Summary: TS

▪ Vital Signs: VS
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Codetable Mapping Files

▪ Relationships / mapping across codelists
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Codetable Mapping Files

▪ Review codetable mapping files

▪ Oncology mapping file

▪ Vital Signs mapping file

▪ Subject Characteristics mapping file

▪ Disposition mapping file

https://d.docs.live.net/832d94e57bb6e6e8/Data%20Science%20Solutions%20LLC/DSS-18005%20Essex/LPO%20Implementation%20Support/CDISC%20SME%20Meetings/23Aug2019/Oncology_Codetable.xlsx
https://d.docs.live.net/832d94e57bb6e6e8/Data%20Science%20Solutions%20LLC/DSS-18005%20Essex/LPO%20Implementation%20Support/CDISC%20SME%20Meetings/23Aug2019/VS_Codetable_Mapping.xlsx
https://d.docs.live.net/832d94e57bb6e6e8/Data%20Science%20Solutions%20LLC/DSS-18005%20Essex/LPO%20Implementation%20Support/CDISC%20SME%20Meetings/23Aug2019/SC_Codetable_Mapping.xlsx
https://d.docs.live.net/832d94e57bb6e6e8/Data%20Science%20Solutions%20LLC/DSS-18005%20Essex/LPO%20Implementation%20Support/CDISC%20SME%20Meetings/23Aug2019/DS_Codetable_Mapping.xlsx
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Q&A
NCICDISCSupport@nih.gov



www.cancer.gov                 www.cancer.gov/espanol

NCI End Page


