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Introduction of CJUG ADaM Team Deliverables	


• This presentation based on 2015 CJUG ADaM / 
“ADaM & Analysis Specific to Oncology” sub-
team deliverables. 

• Why oncology (solid tumor) region? 
• Established evaluate response to treatment (RECIST) 
• Limited TLFs for efficacy analysis 
• Released Therapeutic Area User Guide for Breast 

Cancer (TAUG BrCa) 
• Fulfilling ADaM samples (e.g. ADTTE)	
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Introduction of CJUG ADaM Team Deliverables	


• TFLs mock 
• Generally create for efficacy analysis in oncology 
region 

• Survival time analysis (Kaplan-Meier method, life table, 
cox/logistic regression) 

• Waterfall plot 
• Response rate of treatment 
• Forest plot 
• Spider plot 
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Introduction of CJUG ADaM Team Deliverables	
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Kaplan-Meier Plot	
 Forest Plot	


Waterfall Plot	
 Spider Plot	




Introduction of CJUG ADaM Team Deliverables	
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Survival Time Analysis	


cox regression	


logistic regression	


life table	


Kaplan-Meier Method	


cox regression	




Introduction of CJUG ADaM Team Deliverables	
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Response Rete of Treatment	




Introduction of CJUG ADaM Team Deliverables	


• SDTM datasets 
• Domains (DM, DS, SS, DD, CM, TU, TR, RS) 

• Created only required to efficacy analysis defined in 
TFL mock 

• ADaM metadata (define.xml) 
• ADSL, ADTR*, ADRS*, ADEVENT#, ADTTE, 
ADRESP# 
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# defined in TAUG-BrCa 
* proposed by CJUG ADaM sub-team 



Introduction of CJUG ADaM Team Deliverables	


• ADaM datasets 
• ADSL, ADTR, ADRS, ADEVENT, ADTTE, ADRESP 

• Analysis Results Metadata 
• Examples ARM for TFLs mock 
• Excel format (not define.xml) 

• Description of deliverables 
• Explanation of ADaM structure 
• How to create ADaM datasets 
• Explanation of TFLs mock and ARM 
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Explanation of Oncology ADaM	


• ADTR* 

• Dataset for generate waterfall plot, spider plot 
• Populated with longest diameter of target lesion 
derived from TR domain 

• Add new record for sum of longest diameter (SLD) 
and smallest SLD in post-baseline 
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Explanation of Oncology ADaM	


• ADTR* (cont.) 

13	


 
TR	


where TRGRPID = ‘TARGET’	


derive SLD  

smallest SLD 



Explanation of Oncology ADaM	


• ADRESP# 

• Dataset for generate response rate treatment  
• Populated with best overall response derived from 
RS domain 
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Explanation of Oncology ADaM	


• ADRESP# (cont.) 
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RS	


where RSTESTCD = ‘OVRLRESP’	


Conformation 
Best Overall Response 
based on RECIST 

proposed variable in TAUG BrCa 



Explanation of Oncology ADaM	


• ADRS* 

• Intermediate dataset of ADEVENT 
• Required when analyze duration of response (DoR) 

• Derive confirmation date of CR or PR (date of CRin or 
PRin)	
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Explanation of Oncology ADaM	


• ADRS* (cont.) 
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RS	


where RSTESTCD = ‘OVRLRESP’	


populated with overall response of  
last tumor evaluation 

populated with date of  
last tumor evaluation 

proposed	
 proposed	




Explanation of Oncology ADaM	


• ADEVENT# 

• Intermediate dataset for ADTTE 
• Populated with data information relevant to survival 
time analysis (OS: Overall Survival, PFS: 
Progression Free Survival, DoR: Duration of 
Response) 

• date of randomization, date of first study treatment, 
date of death, date of disease progression, date of last 
known alive, date of last tumor assessment, etc. 
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Explanation of Oncology ADaM	


• ADEVENT# (cont.) 
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DS	


 
RS 

 
DD 

 
SS 

 
ADRS 

Tumor response 
(overall response)	


Date of randomization 
Date of first treatment	


Date of death	


Date of last known alive	


Date of CR or PR confirmation	




Explanation of Oncology ADaM	
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ADEVENT	


ADTTE	


OS	
 PFS	
 DoR	
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Explanation of Analysis Results Metadata	
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Number of event/censor  
subjects	


Time to event 
(Kaplan-Meier method  
estimated values) 

Hazard ration 

Event occurrence rate  
(Kaplan-Meier method  
estimated values) 



Explanation of Analysis Results Metadata	
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Difference of between TAUG BrCa and PrCa	


• Process of create ADTTE 
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ADEVENT	


 
ADDATES	


ADTTE	


ADTTE	


TAUG BrCa	


TAUG PrCa	


Intermediate 
dataset	


TAUG PrCa : DRAFT status !	




CJUG ADaM sub-team member	
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