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Section 1: Identifiers 

 
Class Variable Label Description Format Text 

01. Principal MRNO MRNO  Numeric 
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Section 2: Study Wide 

 
Class Variable Label Description Format Text 

01. Principal Accession Accession  Numeric 

01. Principal Form Form  "Baseline History Assessment"="Baseline 
History Assessment" 

01. Principal Institution Institution  "Baylor College of Medicine"="Baylor College 
of Medicine" 
"M. D. Anderson Cancer Center"="M. D. 
Anderson Cancer Center" 
"Mayo Clinic"="Mayo Clinic" 
"Northwestern University"="Northwestern 
University" 
"Saint Michael's Hospital Toronto"="Saint 
Michael's Hospital Toronto" 
"UCLA SCHOOL OF MEDICINE"="UCLA 
SCHOOL OF MEDICINE" 
"University of Colorado"="University of 
Colorado" 
"University of North Carolina at Chapel 
Hill"="University of North Carolina at Chapel 
Hill" 

01. Principal Reg_Date Registration Date  SAS Date 

01. Principal Trial Trial Name  "MDA2013-02-02"="MDA2013-02-02" 
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Section 3: Baseline History Assessment 

 
Class Variable Label Description Format Text 

01. Principal _3673_10998_Vis
it_Date 

Visit Date  SAS Date 

01. Principal _3673_11123_Pri
or_Esophageal_
Dis 

Prior Esophageal 
Disease 

 "False"="False" 
"True"="True" 

01. Principal _3673_11124_Co
mments 

Comments Esophageal  Char 

01. Principal _3673_11125_Co
mments 

Comments Reflux  Char 

01. Principal _3673_11126_Co
mments 

Comments Ulcer  Numeric 

01. Principal _3673_11127_Co
mments 

Comments BE  Char 

01. Principal _3673_11128_Co
mments 

Comments 
Fundoplication 

 Char 

01. Principal _3673_11129_Ref
lux_GERD 

Reflux / GERD  "False"="False" 
"True"="True" 

01. Principal _3673_11130_Ulc
ers 

Ulcers  "False"="False" 
"True"="True" 

01. Principal _3673_11131_Bar
rett_s_Esophagu
s_ 

Barrett's Esophagus 
(BE) (Please Provide 
Results) 

 "False"="False" 
"True"="True" 

01. Principal _3673_11132_Fu
ndoplication 

Fundoplication  "False"="False" 

01. Principal _3673_11133_On
set_Date_MM_DD
_YYY 

Onset Date 
(MM/DD/YYYY) 
Esophageal 

 Char 

01. Principal _3673_11134_On
set_Date 

Onset Date Reflux  Char 

01. Principal _3673_11135_On
set_Date 

Onset Date Ulcer  SAS Date 

01. Principal _3673_11136_On
set_Date 

Onset Date BE  Char 

01. Principal _3673_11137_On
set_Date 

Onset Date 
Fundoplication 

 Char 
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Class Variable Label Description Format Text 

01. Principal _3673_11138_BE
_Results 

BE Results  "Intestinal metaplasia, high grade 
dysplasia"="Intestinal metaplasia, high grade 
dysplasia" 
"Intestinal metaplasia, indefinite for 
dysplasia"="Intestinal metaplasia, indefinite 
for dysplasia" 
"Intestinal metaplasia, low grade 
dysplasia"="Intestinal metaplasia, low grade 
dysplasia" 
"Intestinal metaplasia, negative for 
dysplasia"="Intestinal metaplasia, negative 
for dysplasia" 
"Intramucosal 
adenocarcinoma"="Intramucosal 
adenocarcinoma" 
"No evidence of intestinal metaplasia"="No 
evidence of intestinal metaplasia" 

01. Principal _3673_11138_BE
_Results__Desc_ 

BE Results (Desc)  "Intestinal metaplasia, high grade 
dysplasia"="Intestinal metaplasia, high grade 
dysplasia" 
"Intestinal metaplasia, indefinite for 
dysplasia"="Intestinal metaplasia, indefinite 
for dysplasia" 
"Intestinal metaplasia, low grade 
dysplasia"="Intestinal metaplasia, low grade 
dysplasia" 
"Intestinal metaplasia, negative for 
dysplasia"="Intestinal metaplasia, negative 
for dysplasia" 
"Intramucosal 
adenocarcinoma"="Intramucosal 
adenocarcinoma" 
"No evidence of intestinal metaplasia"="No 
evidence of intestinal metaplasia" 

01. Principal _3673_11139_So
urce 

Source: BE  "Biopsies and Resection"="Biopsies and 
Resection" 
"Biopsies"="Biopsies" 
"Resection"="Resection" 

01. Principal _3673_11139_So
urce__Desc_ 

Source: BE  "Biopsies and Resection"="Biopsies and 
Resection" 
"Biopsies"="Biopsies" 
"Resection"="Resection" 

01. Principal _3673_11140_GE
RD_ulcer_medica
tio 

GERD/ulcer Medication  "True"="True" 

01. Principal _3673_11141_Co
mments 

Comments GERD/ulcer 
Medication 

 Char 

01. Principal _3673_11142_Ci
metidine_Tagam
et 

Cimetidine (Tagamet)  "False"="False" 

01. Principal _3673_11143_Do
se 

Dose Cimetidine  Char 

01. Principal _3673_11144_Fre
quency 

Frequency Cimetidine  Char 

01. Principal _3673_11144_Fre
quency__Desc_ 

Frequency Cimetidine 
(Desc) 

 Char 
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Class Variable Label Description Format Text 

01. Principal _3673_11145_Fre
quency 

Frequency 
Esomeprazole 

 Char 

01. Principal _3673_11145_Fre
quency__Desc_ 

Frequency 
Esomeprazole 

 Char 

01. Principal _3673_11146_Fre
quency 

Frequency Famotidine  Char 

01. Principal _3673_11146_Fre
quency__Desc_ 

Frequency Famotidine  Char 

01. Principal _3673_11147_Fre
quency 

Frequency Nizatidine  Char 

01. Principal _3673_11147_Fre
quency__Desc_ 

Frequency Nizatidine  Char 

01. Principal _3673_11148_Fre
quency 

Frequency Omeprazole  Char 

01. Principal _3673_11148_Fre
quency__Desc_ 

Frequency Omeprazole  Char 

01. Principal _3673_11149_Fre
quency 

Frequency 
Pantoprazole 

 Char 

01. Principal _3673_11149_Fre
quency__Desc_ 

Frequency 
Pantoprazole 

 Char 

01. Principal _3673_11150_Fre
quency 

Frequency 
Rabeprazole 

 Char 

01. Principal _3673_11150_Fre
quency__Desc_ 

Frequency 
Rabeprazole 

 Char 

01. Principal _3673_11151_Fre
quency 

Frequency Ranitidine  Char 

01. Principal _3673_11151_Fre
quency__Desc_ 

Frequency Ranitidine  Char 

01. Principal _3673_11152_Fre
quency 

Frequency Other  Char 

01. Principal _3673_11152_Fre
quency__Desc_ 

Frequency Other  Char 

01. Principal _3673_11153_Oth
er 

Other  Char 

01. Principal _3673_11154_Do
se 

Dose Esomeprazole  Numeric 

01. Principal _3673_11155_Do
se 

Dose Famotidine  Char 

01. Principal _3673_11156_Do
se 

Dose Nizatidine  Char 

01. Principal _3673_11157_Do
se 

Dose Omeprazole  Numeric 

01. Principal _3673_11158_Do
se 

Dose Pantoprazole  Numeric 

01. Principal _3673_11159_Do
se 

Dose Rabeprazole  Char 

01. Principal _3673_11160_Do
se 

Dose Ranitidine  Numeric 
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Class Variable Label Description Format Text 

01. Principal _3673_11161_Do
se 

Dose Other  Numeric 

01. Principal _3673_11162_Es
omeprazole_Nexi
um 

Esomeprazole 
(Nexium) 

 "False"="False" 
"True"="True" 

01. Principal _3673_11163_Fa
motidine_Pepcid 

Famotidine (Pepcid)  "False"="False" 

01. Principal _3673_11164_Niz
atidine_Axid 

Nizatidine (Axid)  "False"="False" 

01. Principal _3673_11165_Om
eprazole_Prilose
c_ 

Omeprazole (Prilosec, 
Rapinex) 

 "False"="False" 
"True"="True" 

01. Principal _3673_11166_Pa
ntoprazole_Proto
ni 

Pantoprazole (Protonix)  "False"="False" 
"True"="True" 

01. Principal _3673_11167_Ra
beprazole_AcipH
ex 

Rabeprazole (AcipHex)  "False"="False" 

01. Principal _3673_11168_Ra
nitidine_Zantac 

Ranitidine (Zantac)  "False"="False" 
"True"="True" 

01. Principal _3673_11169_Oth
er 

Other  "False"="False" 
"True"="True" 

01. Principal _3673_11170_An
y_prior_endosco
pic 

Any Prior Endoscopic 
Exams 

 "False"="False" 
"True"="True" 

01. Principal _3673_11171_Co
mments 

Comments Endo Exam  Char 

01. Principal _3673_11172_An
y_previous_BE_t
her 

Any previous BE 
therapy 

 "False"="False" 
"True"="True" 

01. Principal _3673_11173_Co
mments 

Comments BE Therapy  Char 

01. Principal _3673_11174_If_
other_BE_results
_ 

If Other BE Results, 
Specify 

 Char 

01. Principal _3907_12380_Ver
ified_Date 

Verified Date  Char 
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