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Note #1: 

Data can be used to approximate published study findings, but exact reproduction of previous manuscripts may not 

be possible in some cases (e.g., when data must be modified for de-identification purposes or have undergone 

further data cleaning). 

 
Note #2: 

Adverse events were scored with CTCAE version 4. 

 

Note #3: 

This dataset is limited to grade 1-5 treatment-related serious adverse events. The denominator comes from the 

companion dataset NCT01196390-D1-Dataset.csv (consort_tx=1,2,3,4,5,6,7,8 and include_in_analysis=2). 

 

See also the companion datasets and data dictionaries: 

NCT01196390-D1-Dataset.csv and NCT01196390-D1-Data-Dictionary.pdf 

NCT01196390-D2-Dataset.csv and NCT01196390-D2-Data-Dictionary.pdf 

 

 
# Variable Description Coding 

1 study_no Study number Character 

2 patient_id De-identified patient ID Character 

3 arm_rand Assigned treatment (randomization) 1=Chemoradiotherapy 

plus trastuzumab 

(CXRT+trastuzumab) 

2=Chemoradiotherapy 

(CXRT) 

4 ae_soc AE system organ class Character 

5 ae_term AE term Character 

6 ae_grade AE grade 1=Grade 1 

2=Grade 2 

3=Grade 3 

4=Grade 4 

5=Grade 5 
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