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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal MRNO Participant ID (MRNO) Participant ID (MRNO) numeric 
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Section 2: Adverse Events 

 
Class Variable Label Description Format Text 

01. Principal adverse_action Action  1="1= Agent Withdrawn" 
4="4=Agent Dose Not Changed" 
6="6=Not Applicable" 

01. Principal adverse_ae_attri
bution 

AE Attribution  1="1 = Unrelated" 
2="2 = Unlikely" 
3="3 = Possible" 
4="4 = Probable" 

01. Principal adverse_ae_grad
e 

AE Grade  numeric 

01. Principal adverse_comme
nt 

Comments  char, 141 
" "="Not Applicable" 

01. Principal adverse_ctcae_te
rm 

CTCAE Term  char, 86 

01. Principal adverse_dropped Dropped due to this 
AE? 

 1="Yes" 
2="No" 

01. Principal adverse_end_dt End Date  SAS Date 
.M="Missing" 

01. Principal adverse_meddra
_soc 

medDRA System 
Organ Class (SOC) 

 char, 69 

01. Principal adverse_onset_d
t 

Onset Date  SAS Date 

01. Principal adverse_outcom
e 

Outcome  numeric 

01. Principal adverse_report_d
t 

Reported Date  SAS Date 

01. Principal adverse_reported
_sae 

Reported as SAE?  numeric 

01. Principal adverse_verbati
m 

Verbatim Term  char, 73 
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