
 

TITLE: 

Document type Form 

Version number 2.0 

Date February 20th

 

Patient code 

 

Date off study:  

 /  /  
     Month         Day            Year 
 

 
Has the patient completed the study

 Yes    No   
 

 
If no, when was the study interrupted

 At screening (screening failure)   
 
If interrupted at screening, specify the cause of screening failure

 Investigator decision  
 Participant  decision   
 Did not meet eligibility criteria  
 Other, specify:______________________________________________________

 
If interrupted during the study, specify the cause:

 Toxicity irAE - update  the “Immune Related Adverse Event Log”
 Toxicity CT  
 Death (update the follow-up form)
 Other ________________________________________________________
 Unknown 

 
 

ICI first response: 
 CR 
 PR 
 SD 
 PD 

 
Date of first response: 

     

 

ICI best response: 
 CR 
 PR 
 SD 
 PD 

 
Date of best response: 

     

 

  

CRF 08 – Off study 

th 2020 

     

Off study 

Has the patient completed the study: 

If no, when was the study interrupted: 
 During the study   

If interrupted at screening, specify the cause of screening failure: 

Other, specify:______________________________________________________

upted during the study, specify the cause: 
update  the “Immune Related Adverse Event Log” 

up form) 
Other ________________________________________________________

 
Date of first response:  

 /  /  
     Month         Day            Year 

 
Date of best response:  

 /  /  
     Month         Day            Year 
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Other, specify:______________________________________________________ 

Other ________________________________________________________ 



 

TITLE: 

Document type Form 

Version number 2.0 

Date February 20th

 

Patient code 

Document history 
Version N. Date Reviewer

0.1 October 8th 2019 RM 

1.0 January 20th 2020 RM 

2.0 February 20th 2020 RM 

 
 

CRF 08 – Off study 

th 2020 

     

Reviewer Details of changes 

First version 

1) Addedd tox in the causes list; 2) Added causes off study during 
screening from CRF01. 

Added question ”has the patient completed the study” and re
organized info on interruption time  
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; 2) Added causes off study during 

Added question ”has the patient completed the study” and re-


