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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.
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Section 3: Status

Class Variable Label Description Format Text
01. Principal cpl Is The Participant Whether compliant 0="No"
Compliant? 1="Yes"
01. Principal int Was Agent Whether treatment was | 0="No"
Interrupted? interrupted 1="Yes"
01. Principal randt Date Participant Date Participant Numeric
Randomized Randomized
01. Principal regdt Date Participant Date Participant Numeric
Registered Registered
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