
TITLE 

CRF 

Document type Form 

Version number 0.2 

Date September 26
 

Patient code 

Study specific blood and stool samples
 
 

 
Time 

Baseline (before starting treatment)
At 2nd infusion (only blood collection)
Occurrence of first irAE G≥3 (only blood collection)

 
 
Blood collection date  

 /  / 
   Month         Day            Year 

 Not performed 
 

Date of freezing 
 

 /  / 
   Month         Day            Year 
 

Date site lab received blood sample
 

 /  / 
   Month         Day            Year 
 
 

RNA isolation performed date 
 

 /  / 
   Month         Day            Year 

 
 Not done 
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Study specific blood and stool samples

Gene-expression 

aseline (before starting treatment) 
(only blood collection) 

(only blood collection) 

 

 

Date of defrost  
 

 /  / 
   Month         Day            Year

sample 

 

 

performed date  

 

RNA sequencing performed date
 

 /  / 
   Month         Day            Year

 
 Not done 
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Study specific blood and stool samples 

 
Month         Day            Year 

performed date 

 
Month         Day            Year 
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Document type Form 

Version number 0.2 

Date September 26
 

Patient code 

 

 
Time 

Baseline (before starting treatment)
 
 
Date of blood collection 

 /  / 
   Month         Day            Year 

 Not performed.  
 

Date of freezing 
 

 /  / 
   Month         Day            Year 
 

Date site lab received blood sample
 

 /  / 
   Month         Day            Year 
 

DNA isolation performed date
 

 /  / 
   Month         Day            Year 

 
 Not done 
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SNPs 

aseline (before starting treatment) 

 

 

Date of defrost  
 

 /  / 
   Month         Day            Year

Date site lab received blood sample 

 

 

performed date 

 

Analysis performed date
 

 /  / 
   Month         Day            Year

 
 Not done 
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Month         Day            Year 

performed date 

 
Month         Day            Year 



TITLE 

CRF 

Document type Form 

Version number 0.2 

Date September 26
 

Patient code 

 

 
Time 

Baseline (before starting treatment)
At 2nd infusion 
Occurrence of first irAE G≥3 

 
 
Date of stool collection 

 /  / 
   Month         Day            Year 

 Not performed 
 
 

Date of freezing 
 

 /  / 
   Month         Day            Year 
 

Date site lab received stool sample
 

 /  / 
   Month         Day            Year 
 
 
 

RNA/DNA isolation performed date 
 

 /  / 
   Month         Day            Year 

 
 Not done 
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Microbiota 

aseline (before starting treatment) 

 

 

Date of defrost  
 

 /  / 
   Month         Day            Year

Date site lab received stool sample 

 

 

performed date  

 

Analysis performed date
 

 /  / 
   Month         Day            Year

 
 Not done 
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Month         Day            Year 

performed date 

 
Month         Day            Year 
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CRF 

Document type Form 
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Date September 26
 

Patient code 

 
Time 

Baseline (before starting treatment)
At 2nd infusion (only blood collection)
Occurrence of first irAE G≥3 (only blood collection)

 
 
Date of blood collection 

 /  / 
   Month         Day            Year 

 Not performed 
 
 

Date of freezing 
 

 /  / 
   Month         Day            Year 
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Cytokines  

aseline (before starting treatment) (only blood collection) 
(only blood collection) 

(only blood collection) 
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Patient code 

Document history 
Version N. Date 

0.1  August 28th  2019 

0.2 September 26th 2019 
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Reviewer Details of changes 

RM First creation  

RM Possibility to register not performed
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Possibility to register not performed 


