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Oncology Clinical Trials



Difficulty in Oncology Clinical Trials 
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Complexity

Enrollment

https://kr.freepik.com/free-vector/writer-s-block-concept-

illustration_229383793.htm#fromView=keyword&page=1&position=4

&uuid=fb9a0c13-114f-46b3-929e-88edd3c0069e



Efficacy Endpoints in Oncology

• Time to Event
• Progression-Free Survival (PFS)

• Overall Survival (OS)

• Duration of Response  (DOR)

• Time to Response (TTR)

• Time to Treatment Failure (TTF)

• Response Rate
• Best of Response (BOR)

• Objective Response Rate (ORR)

• Disease Control Rate (DCR)

• Tumor Size
• Percent Change from Baseline in Sum of 

Diameter

• Percent Change from Baseline in Sum of 
Longest Diameter

• Percent Change from Nadir
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Tumor 

Assessment

(Image)



Tumor Assessment for Efficacy Analysis 
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Oncology Specific SDTM Domains



Oncology Specific Domains from CDISC SDTM

TU
(Tumor/Lesion 

Identification)

TR
(Tumor/Lesion Results)

RS
(Disease Response & 

Clinical Classification)

https://www.flaticon.com/kr/free-icon/understanding_3240869
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https://ajronline.org/doi/10.2214/AJR.09.4110https://ajronline.org/doi/10.2214/AJR.09.4110



TU (Tumor/Lesion Identification)
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https://www.cdisc.org/kb/ecrf/tumorlesion-identification-results; TU TR 

CDISC SDTM IG V3.4



TR (Tumor/Lesion Results)
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https://www.cdisc.org/kb/ecrf/tumorlesion-identification-results; TU TR,

https://www.cdisc.org/standards/therapeutic-areas/colorectal-cancer/colorectal-cancer-therapeutic-area-user-guide-v10/html, 

CDISC SDTM IG V3.4

. . . . . . . . .

TRORRES where TRTESTCD=“LDIAM”

TRORRESU where TRTESTCD=“LDIAM”



RS (Disease Response/Clinical Classification) 
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https://www.cdisc.org/kb/ecrf/disease-response ; RS_eCRF_Package



Example 1 – Tumor Identifier
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CDISC SDTM IG V3.4

• TU (Tumor/Lesion Identification)
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CDISC SDTM IG V3.4

Example 1 – Tumor Identifier

• TR (Tumor/Lesion Results)



Example 1 – Tumor Identifier
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CDISC SDTM IG V3.4

• RS (Disease Response/Clinical Classification)



Example 2 - TU (Tumor/Lesion Identification)
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TR (Tumor/Lesion Results) – Example 2
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Link between Oncology Specific Domains 
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TR

(Tumor/Lesion 

Results)

TU

(Tumor/Lesion 

Identification)

RS

(Disease 

Response & 

Clinical 

Classification)

TRLNKID
TULNKID

TRLNKID + TRGRPID
RSLNKID+ RSLNKGRP

Traceability 

/ Analysis

Tumor Identifier
Tumor Identifier

TRREFID
TUREFID

Image Identifier



Mapping Consideration for External Data

20CDISC 2024 Korea Interchange | #ClearDataClearImpact

Align with SDTM IG and Controlled Terminology such as:

• Date of Image, Not Response Assessment Date

• Assessment Name 
(ex., Sum of Diameter, Overall Response, Best Overall Response, etc.)

• Assessment Name Code: Limited to 8 Characters

• Result of Disease Assessment such as CR, PR, etc. 

• Independent Image Evaluator or Reader



Oncology Specific ADaM Domains



ADaM Domains for Oncology Efficacy Analysis
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Source 

Data
ADTR

ADTRSUM/

ADTRS

ADRS/

ADEFF
ADTTE

Source Data
- ADSL

- TU, TR, RS

Tumor Results Summary 
- Percent Change from Baseline in 

Sum of Diameter

- Percent Change from Baseline in 

Sum of Longest Diameter

- Percent Change from Nadir

Response Rate
- Best of Response (BOR)

- Objective Response Rate (ORR)

- Disease Control Rate (DCR)

Time-to-event
- Progression-Free Survival (PFS)

- Overall Survival (OS)

- Duration of Response  (DOR)

- Time to Response (TTR)

- Time to Treatment Failure (TTF)



ADTR for Tumor Results
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ADRS for Response Rate
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ADTTE for Time-to-event
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Conclusion



Conclusion

For Oncology Efficacy Analysis

Data Correlation Predefined External Data

https://kr.freepik.com/free-photo/geometric-abstract-background-technology-

concept-connecting-dots-

design_21629541.htm#fromView=keyword&page=1&position=6&uuid=10c05

31d-bdc4-4642-a486-70dddb33a4ea
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https://www.flaticon.com/kr/free-icon/mapping_2471463



Thank You!
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