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Section 1: Identifiers

Class Variable Label Description Format Text
01. Principal SEQUENCE_NO_ | Patient ID Numeric
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Section 2: Study-wide

Class Variable Label Description Format Text

01. Principal ARM Arm Char

01. Principal CYCLE Cycle Char

01. Principal DAY_1 Day Numeric

01. Principal FORM Form "CP_DCP_Baseline_Med/Surg_History
V2"="CP_DCP_Baseline_Med/Surg_History
va2"

01. Principal FORM_DESC_ Form Description "Built for UW16110"="Built for UN16110"

01. Principal FORM_STATUS | Form Status "Amended"="Amended"
"Completed"="Completed"

01. Principal LEVEL Level Char

01. Principal NOT_APPLICABL | Not Applicable Or Char

E_OR_MISSING | Missing

01. Principal PHASE Phase "Treatment"="Treatment"

01. Principal SEGMENT Segment "Screening/Baseline"="Screening/Baseline"

01. Principal VISIT_DATE Visit Date SAS Date
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Section 3: Medical History (Dataset 2)

Class Variable Label Description Format Text
01. Principal BodySystem Body System Text term to identify a "Breasts"="Breasts"
Review of Systems "Cardiovascular"="Cardiovascular"
(ROS) component that | "Dermatologic"="Dermatologic"
consists of one or all "Endocrine/Metabolic"="Endocrine/Metabolic
members of an organ "
system, and/or "Gastrointestinal"="Gastrointestinal"
additional medical "Genitourinary"="Genitourinary"
questions. "H/E/E/N/T"="H/E/E/N/T"
"Hematopoietic/Lymph"="Hematopoietic/Lym
ph"
"Musculoskeletal"="Musculoskeletal"
"Neck"="Neck"
"Neurologic"="Neurologic"
"Respiratory"="Respiratory"
01. Principal BodySystemCom | Body System The free text field for Char
ments Comments general notes of the
abnormalities noted for a
particular body system
01. Principal BodySystemNor | Body System/Site Details the determination | "Abnormal"="Abnormal"
m Status of the body system "Normal"="Normal"
being reviewed as to any
abnormalities in the
medical history
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