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Section 1: Identifiers

Class

Variable

Label

Description

Format Text

01. Principal

SEQUENCE_NO_

Patient ID

Number used to link
participant with the

study.

Char
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Section 2: Study-wide

Class Variable Label Description Format Text
01. Principal treat Treatment (Long) Treatment that was "ACTOplus"="ACTOplus"
assigned to participant- | "Placebo"="Placebo"
ACTOplus/Placebo
01. Principal trt Treatment (Formatted) | Treatment (formatted) - | "A"="ACTOplus"
arm that participant was | "B"="Placebo"
assigned to.
01. Principal VisitType Visit Text (Character) | Original Text for Visit "Day 11-22 or Early Termination"="Day
11-22 or Early Termination"
"Day 15-22 or Early Termination"="Day
15-22 or Early Termination"
"Screening/Baseline"="Screening/Baseline"
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Section 3: Vitals

Class Variable Label Description Format Text

01. Principal bmicalc BMI BMI Numeric
01. Principal dbp Diastolic Blood Diastolic Blood Pressure | Numeric

Pressure (mm Hg)
01. Principal ecog ECOG Performance ECOG Performance Numeric

Status Status
01. Principal htcm Height (cm) Height (cm) Numeric
01. Principal pls Pulse (bpm) Pulse (bpm) Numeric
01. Principal randt Randomization Date Randomization Date SAS Date
01. Principal regdt Registration Date Registration Date SAS Date
01. Principal rsp Respirations Respirations Numeric
01. Principal sbp Systolic Blood Pressure | Systolic Blood Pressure | Numeric

(mmhg)
01. Principal temp Temperature (f) Temperature (f) Numeric
01. Principal vis Visit ID 0="Baseline"
1="Day 15-22/Early Term."

01. Principal wtkg Weight (kg) Weight (kg) Numeric
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