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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 ClinicalLaboratoryDataBloodChemistry 
V1"="CP DCP 
ClinicalLaboratoryDataBloodChemistry V1" 

Form_Desc_ Form Description  "CP DCP 
ClinicalLaboratoryDataBloodChemistry"="CP DCP 
ClinicalLaboratoryDataBloodChemistry" 

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 

Visit_Type Visit Type  "Baseline"="Baseline" 
"End of Study"="End of Study" 
"Week 13"="Week 13" 
"Week 26"="Week 26" 
"Week 39"="Week 39" 
"Week 52"="Week 52" 
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Section 3: Clinical Laboratory Data Blood Chemistry 
 

Variable Label Description Format Text 

Clinically_Significan
t 

Clinically Significant  "No"="No" 
"Unknown"="Unknown" 
"Yes"="Yes" 

Comments Comments  Char, 307 

Date_Specimen_Col
lected 

Date Specimen Collected  SAS Date 
.="Missing" 

Fasting Fasting  "No"="No" 
"Unknown"="Unknown" 
"Yes"="Yes" 

Lab_Test Lab Test  "ALT"="ALT" 
"AST"="AST" 
"Alkaline Phosphatase"="Alkaline Phosphatase" 
"Bicarbonate"="Bicarbonate" 
"Bilirubin, Total"="Bilirubin, Total" 
"Chloride"="Chloride" 
"PSA (Prestudy)"="PSA (Prestudy)" 
"PSA"="PSA" 
"Potassium"="Potassium" 
"Serum Creatinine"="Serum Creatinine" 
"Sodium"="Sodium" 

Not_Obtained Not Obtained  Char, 1 

Out_of_Range Out Of Range  "No"="No" 
"Yes"="Yes" 

Result Result  Numeric 
.="Missing" 

Units Units  "U/L"="U/L" 
"mg/dL"="mg/dL" 
"mmol/L"="mmol/L" 
"ng/mL"="ng/mL" 
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