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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author’s and do not necessarily reflect the official policy or position of 
CDISC or for the author’s respective organizations.
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• {Please disclose any financial relationship or conflict of interest relevant to 
this presentation here OR}

• The author(s) have no real or apparent conflicts of interest to report.
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History
• TU, TR and RS modeling examples were                                                        

attachments to the SDTMIG PDF through v3.1.3
• Focus on  RECIST (Response Evaluation Criteria in                                                                
Solid Tumor)

• SDTMIG v3.2 Oncology Domains (TU, TR and RS) and Questionnaire Supplements
• SDTMIG v3.3 RS moved to QRS 
• Oncology TAUGs referencing SDTM Examples for Oncology Use Cases
• Additional Oncology examples, terminology and codetable mappings developed 

for other tumor response criteria based on:
• Feedback from industry experience with implementation
• Expert advice/opinion
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Oncology Terminology Content Developed to 
Date
• Oncology CT
• Codetable Mapping Files
• Terminology Development Rules
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CDISC Controlled Terminology – Oncology-specific 
codelists

• TUTEST/TUTESTCD
• TUIDRS

TU Domain

• TRTEST/TRTESTCD
• TRPROPRS

TR Domain

• ONCRSCAT
• ONCRTS/ONCRTSCD
• ONCRSR

RS Domain (Onc)
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Oncology Codetable Mapping Files
• Quarterly public review with CDISC CT package; published on CT page on 

CDISC.org
• https://www.cdisc.org/standards/terminology/controlled-

terminology#standard__Codetable_Mapping_Files

• Excel file containing rows and columns that describe relationships between 
published terms across multiple codelists relevant to a single domain.

• Date on each tab name identifies the CT version date associated with the 
information.

• Files contain the most up to date information
• Archive not available…yet
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Disease Response Criterion-specific Codetable 
Mapping Files
• 85 Disease Response Criterion published in ONCRSCAT codelist to date
• 8 Codetable Mapping Files published or in development*

• RANO - Wen PY et al 2010
• iRANO - Okada H et al 2015
• RECIST 1.0 - Therasse P et al 2000
• RECIST 1.1 - E.A. Eisenhauer et al 2009
• iRECIST - Seymour L et al 2017
• Lugano - Cheson BD et al 2014
• Rajkumar Multiple Myeloma - Rajkumar SV et al 2011
• Kumar IMWG - Kumar S et al 2016*

10CDISC 2022 US Interchange | #CDISCUS #ClearDataClearImpact



Non-Amgen
11CDISC 2022 US Interchange | #CDISCUS #ClearDataClearImpact



Non-Amgen

Oncology Terminology Development Rules
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Disease Response Supplement Development
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Purpose
Oncology disease response supplements provide a mechanism to represent more 
extensive examples for each disease response criteria, showing the controlled 
terminology which will be presented in context for the CDISC user community
• Disease Response Supplement to the Study Data Tabulation Model 

Implementation Guide for Human Clinical Trials
• Published independently of the CDISC SDTMIG versions

• CDISC QRS Disease Response supplements are new
• Oncology related ones are developed by CDISC Oncology SDS sub-team

• Creation of a Disease Response supplement requires
• Detailed SDTM examples
• Controlled terminology, including codetable mapping files

• SDTM examples within the supplement support various use cases for the disease 
response criteria of interest

• SDTMIG TU, TR and RS represent a very small subset of disease response data in oncology studies
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Development Process for Disease Response 
Supplements
• A new QRS Template was created specifically for Disease Response Supplements
• RECIST 1.1 created first since it is used most broadly across industry
• Building Disease Response Supplements

• Pointing to and not repeating contents from other sources: disease response criteria publication, 
SDTMIG and controlled terminology documents 

• Build examples: RS, TU, TR, and other applicable domains as needed (PR, GF, CP and MI, etc.) with 
supporting Controlled Terminology 

• Engage with other SDS teams to align concepts (CP, GF)
• Create row captions for the examples
• Develop the supplement section: “General Points on Representation of Data within the Oncology 

Disease Response Domains”
• Document the Supplemental Qualifier Name Codes

• Follows the CDISC QRS approval process: initial review by Oncology Team, QRS 
team review, internal review and public review
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Structure of the Disease Response Supplement
Response Evaluation Criteria in Solid Tumors 1.1 (RECIST 1.1)

Header
1 Introduction

1.1 Representations and Warranties, Limitations of Liability, and Disclaimers

2 Copyright Status
3 The Oncology Disease Response and Supporting Domains Model for RECIST 1.1

3.1 Assumptions for the Oncology Disease Response and Supporting Domains Model
3.2 General Points on Representation of Data within the Oncology Disease Response Domains for 
RECIST 1.1”

4 Examples for the Oncology Disease Response Domains Model for RECIST 1.1
Includes Eleven examples in sections 4.1 to 4.11

5 RELREC
6 Supplemental Qualifier Name Codes 
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Key RECIST 1.1 Concepts Covered

• Tumors are identified as target tumors, non-target tumors and new tumors
• Target non-lymph node tumors are measured in longest diameter
• Target lymph node tumors are measured in longest perpendicular (short axis)
• Target tumors that split (fragment) and/or merge (coalesce) 
• Collected or transferred calculations (e.g., Target lesion sum of diameters)
• Absent, non-pathological lymph nodes, and too small to measure target tumors
• Equivocal and unequivocal new tumors

• Overall response is based on:
• Measurements of target tumors (target response)
• Qualitative assessments of non-target tumors (non-target response)
• Appearance of new tumors

• Response related values
• Why RSDTC may be derived in SDTM RS, and general conventions for assigning RSDTC
• Symptomatic deterioration
• Representation of "NE" (Not Evaluable) and “NED” (No evidence of disease)
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Key Concepts from SDTMIG

• The preferred SDTM data representation 
is shown in the examples

• Note that examples in SDTMIG and this disease 
response supplement are based on 
assumptions about the data collection forms

• Linking Between Domains 
• Tumor identifier

• TULNKID in the TU domain links to the TRLNKID in 
the TR Domain

• Image identifier
• TUREFID, TRREFID and PRREFID link across the 

TU, TR and PR Domains
• Link Group

• RSLNKGRP links the RSTEST=‘Overall Response’ in 
RS domain with the underlying assessment in TR 
domain with matching TRLNKGRP

• Note that some criteria link to data in domains in 
addition to the TR domain
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RECIST 1.1 Examples (1-6)

Response (RS) data and the underlying tumor identification (TU), tumor 
results (TR), procedure (PR) data and trial disease assessment (TD) 

19

Example
# Topics Covered Source

1
• Case where lymph nodes are selected as target lesions
• NE assessment
• Use of the RSTEST=‘New Lesion Progression’ for equivocal new lesions

Investigator 

2 • Preferred representation of split (fragmented) and merged (coalesced) tumors (TULNKID/TRLNKID) Investigator 

3 • How to represent the case were progressive disease due to symptomatic deterioration was 
determined based on a clinical assessment by the investigator Investigator 

4 • Use of the acceptance flag to identify records when multiple assessments are performed by 
independent assessors (Radiologist 1 and Radiologist 2) for the same timepoint

Independent 
Assessor 

5 • Data for a subject that has only Target tumors at screening
• The example includes an unscheduled assessment Investigator

6
• Shows the investigator tumor identification, tumor results, and response data using RECIST 1.1 

along with an independent radiologist's tumor identification, tumor results, and response data using 
volumetric measurements

Investigator and 
Independent 
Assessor 
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RECIST 1.1 Examples (7-11)

Response (RS) data and the underlying tumor identification (TU), tumor 
results (TR), procedure (PR) data and trial disease assessment (TD) 

20

Example
# Topics Covered Source

7

• Data for a subject with non-target disease only
• Tumor presentation type supplemental qualifier and the associated controlled terminology (DSPRTY)
• Procedure data to represent correlative imaging used in addition to the primary method for the 

RECIST 1.1 evaluation

Investigator 

8

• Data from a breast cancer study in a metastatic setting
• Tumor state for the non-target in the pleural cavity is an assessment of the pleural effusion
• "SCINTIGRAPHY" of the "BONE" was not required at every disease assessment per protocol 
• Another different example of procedure data showing how to represent correlative imaging 

Independent 
Assessor 

9 • Independent radiologist found no evidence of disease (NED) at baseline Independent 
Assessor 

10 • Situation where enlargement from nadir of a single non-target does not necessarily mean that the 
Non-Target Response is PD

Independent 
Assessor 

11 • Case where lymph nodes are selected as target lesions
• Shows calculations provided in the data transfer from a review by an independent assessor review

Independent 
Assessor 
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Future Plans
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Future Plans: To Do List
• Additional Oncology Disease Response Supplements

• Finalize RECIST 1.1
• Create LUGANO, iRECIST, RANO (2017), IMWG

• IMWG: Multiple Myeloma SDTM Examples and CT development with 
codetable mappings
• TNM Staging
• Survival FU/Disposition/EOS
• CT Development:

• Codetable Mapping File for each tumor response criterion.
• Additions of TU and TR domain linkages into response criterion-specific 

codetable mapping files.
• Extensions to existing codelists for TU/TR/RS domains
• Extensions to existing codelists for other related domains such as GF and 

CP

25CDISC 2022 US Interchange | #CDISCUS #ClearDataClearImpact

https://wiki.cdisc.org/display/ONCO/Oncology+SDS+Topics+Under+Discussion
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Future Plans: End-to-End Mapping

• Concept maps
• Relationships from collection/CDASH to SDTM to ADaM
• Dream of downloading package identifying all domains and 

variables required for each criterion
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Community Ask

•Please review the disease supplements
•Share examples/use cases for other criteria
• Join our team
• Submit through JIRA – DRSUPPCOM (Disease Response 

Supplement Comments)
• Review Quarterly Terminology Releases
• Submit new terms through CDISC Change Request form, 

including additions/updates to codetable mapping files
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https://ncitermform.nci.nih.gov/ncitermform/?version=cdisc
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Thanks to our team!
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Resources
SDS Oncology (CDISC wiki) 
Public Review Disease Response Supplement RECIST 1.1 

Oncology Response Criteria SDTM Examples

SDS Oncology To Do List

CDISC QRS and CT (CDISC.org)
CDISC Controlled Terminology, Codetable Mapping Files and Oncology Rules

CDISC Change Request Form

QRS Supplements

General
RECIST 1.1 EORTC Website with Publication and Guidance

https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwiki.cdisc.org%2Fpages%2Fviewpage.action%3FpageId%3D80282243&data=05%7C01%7Ckmusgrav%40amgen.com%7Cf1036c8e52c341fb686908da96669ae6%7C4b4266a6136841afad5a59eb634f7ad8%7C0%7C0%7C637987664687890686%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=pJF9QvJ2TNhuZq50VW%2F4Hmy0zlQIHaBTkDoBWBt0AF4%3D&reserved=0
https://wiki.cdisc.org/display/ONCO/Response+Criteria+SDTM+Examples?src=contextnavpagetreemod
https://wiki.cdisc.org/display/ONCO/Oncology+SDS+Topics+Under+Discussion
https://www.cdisc.org/standards/terminology/controlled-terminology
https://ncitermform.nci.nih.gov/ncitermform/?version=cdisc
https://www.cdisc.org/standards/foundational/qrs
https://recist.eortc.org/recist-1-1-2/
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