
Activity 2: Structure  

• Handouts given out upon entry to workshop 

• Matt introduces Activity 2 on last slide of Part 2 

• Participants discuss with others at their table for 12 minutes 

• Discussion prompts:  

• Determine the column variable names based on the excerpts from PHUSE Implementation of ICH E9(R1) Estimands 
Framework using Data Standards white paper (May 2025) 

• List pros and cons of creating an Intercurrent Events Analysis Dataset (ADICE) 

• Group sharing: Volunteers share insights and questions from their groups.  

  



Intercurrent events structure (OCCDS-ICE) – Workshop Example 

Question of interest from workshop part 1: 

What would the hazard ratio for progression free survival by 24 months be if all patients with refractory or relapsed Follicular Lymphoma 
(Grade 1, 2, 3A) and meeting the additional ELARA eligibility criteria were prescribed optional bridging therapy and lymphodepleting 
therapy followed by tisagenlecleucel infusion compared to if they were prescribed standard of care, if patients were not able to initiate 
a new anticancer therapy before progression, but regardless of treatment discontinuation. 

Initiation of new anticancer therapy before progression. 
• CR: ICE reflected in Variable (Composite; Estimand 01) 
• PFS: Hypothetical strategy (Estimand 02) 
• OS: Treatment policy strategy (Estimand 03) 

 

Fill in the column headers below based on the excerpts from Implementation of ICH E9(R1) Estimands Framework using Data 
Standards white paper (May 2025) 

 

Col 1 Col 2 Col 3 Col 4 Col 5 Col 6 Col 7 Col 8 Col 9 Col 10 Col 11 Col 12 

      AENDT      

ABC001 1 
ELARA 
(single arm) 

Breyanzi 
Initiating a new 
anticancer therapy 
before progression 

2018-04-20  COMPOSITE HYPOTHETICAL TREATMENT POLICY CM 1 

ABC002 1 
RW Cohort 
(FHRD) 

Yescarta 
Initiating a new 
anticancer therapy 
before progression 

2019-04-03  COMPOSITE HYPOTHETICAL TREATMENT POLICY CM 1 

  



Excerpts from PHUSE Implementation of ICH E9(R1) Estimands Framework using Data Standards white paper (May 2025) 

 

 

 



 



 

 

 



 


