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Section 1: Identifiers 
 

Variable Label Description Format Text 

Sequence_No_ Patient ID  Numeric 
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Section 2: Study-wide 
 

Variable Label Description Format Text 

Arm Arm  "POMx 1000mg/Placebo daily"="POMx 
1000mg/Placebo daily" 

Cycle Cycle  Char, 1 

Day Day  Numeric 

Form Form  "CP DCP PhysicalExam V1"="CP DCP 
PhysicalExam V1" 

Form_Desc_ Form Description  Char, 1 

Form_Status Form Status  "Amended"="Amended" 
"Completed"="Completed" 
"Validated"="Validated" 

Institution_Code Institution Code  "MA017"="MA017" 
"MN022"="MN022" 
"TX273"="TX273" 
"WI020"="WI020" 

Level Level  Char, 1 

Not_Applicable_or_
Missing 

Not Applicable Or Missing  "Not Applicable"="Not Applicable" 

Phase Phase  "Treatment"="Treatment" 

Segment Segment  "Baseline"="Baseline" 
"End of Study"="End of Study" 
"Week 13"="Week 13" 
"Week 26"="Week 26" 
"Week 39"="Week 39" 

Visit_Date Visit Date  SAS Date 
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Section 3: Physical Exam 
 

Variable Label Description Format Text 

Blood_Pressure_Di
astolic 

Blood Pressure Diastolic 
(mmHg) 

 Numeric 
.="Missing" 

Blood_Pressure_Di
astolic_Units 

Blood Pressure Diastolic 
Units 

 "mmHg"="mmHg" 

Blood_Pressure_No
t_Obtained__Di 

Blood Pressure Not 
Obtained, Diastolic 

 "Not Obtained"="Not Obtained" 

Blood_Pressure_No
t_Obtained__Sy 

Blood Pressure Not 
Obtained, Systolic 

 "Not Obtained"="Not Obtained" 

Blood_Pressure_Sy
stolic 

Blood Pressure Systolic 
(mmHg) 

 Numeric 
.="Missing" 

Blood_Pressure_Sy
stolic_Units 

Blood Pressure Systolic 
Units 

 "mmHg"="mmHg" 

Check_here_if_NO_
body_systems_we 

Check Here If No Body 
Systems Were Examined 

 "Not Examined"="Not Examined" 

Examination_Date Examination Date  SAS Date 
.="Missing" 

Examination_Not_D
one 

Examination Not Done  "Not Done"="Not Done" 

Height Height  Numeric 
.="Missing" 

Height_Not_Obtaine
d 

Height Not Obtained  "Not Obtained"="Not Obtained" 

Height_Units Height Units  "cm"="cm" 
"in"="in" 

Performance_Status Performance Status  "0"="0" 
"N/A"="N/A" 

Pulse_Not_Obtaine
d 

Pulse Not Obtained  "Not Obtained"="Not Obtained" 

Pulse_Rate Pulse Rate  Numeric 
.="Missing" 

Respiration_Rate Respiration Rate  Numeric 
.="Missing" 

Respiration_Rate_N
ot_Obtained 

Respiration Rate Not 
Obtained 

 "Not Obtained"="Not Obtained" 

Temperature Temperature  Numeric 
.="Missing" 

Temperature_Not_O
btained 

Temperature Not Obtained  "Not Obtained"="Not Obtained" 

Temperature_Units Temperature Units  "C"="C" 
"F"="F" 
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Variable Label Description Format Text 

VisitType Visit Type  "Baseline"="Baseline" 
"Week 13"="Week 13" 
"Week 26"="Week 26" 
"Week 39"="Week 39" 
"Week 52"="Week 52" 

Weight Weight  Numeric 
.="Missing" 

Weight_Not_Obtain
ed 

Weight Not Obtained  "Not Obtained"="Not Obtained" 

Weight_Units Weight Units  "kg"="kg" 
"lb"="lb" 
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