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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 "ACTOplus XR/Placebo"="ACTOplus
XR/Placebo"
01. Principal CYCLE Cycle Char
01. Principal DAY_1 Day Numeric
01. Principal FORM Form "Alcohol Assessment - Follow-up
V1"="Alcohol Assessment - Follow-up V1"
01. Principal FORM_DESC_ Form Description "Originally built for UW16110 but applicable
to other studies"="Originally built for
UW16110 but applicable to other studies”
01. Principal FORM_STATUS | Form Status "Amended"="Amended"
"Completed"="Completed"
01. Principal LEVEL Level Char
01. Principal MDS_DCPProtoc | DCP Protocol Number | Unique alphanumeric "UWI2016-07-01"="UWI2016-07-01"
olNumber identifier assigned to a
protocol by the National
Cancer Institute for
reporting of data.
01. Principal MDS_Registering | Registering Institution | Code that uniquely "MDO017"="MDOQO17"
Institution identifies the institution | "MN022"="MN022"
where the research "WI1020"="WI1020"
participant was
registered in the clinical
trial
01. Principal NOT_APPLICABL | Not Applicable Or Char
E_OR_MISSING | Missing
01. Principal PHASE Phase "Treatment"="Treatment"
01. Principal SEGMENT Segment "Day 15-22 (max day 26)"="Day 15-22 (max
day 26)"
01. Principal VISIT_DATE Visit Date SAS Date
01. Principal VisitType Visit Type The visit at which the "End of Study or Early Termination"="End of
data reported on the Study or Early Termination"
form was collected.
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Section 3: Alcohol Assessment (Follow-up)

Class Variable Label Description Format Text
01. Principal drinksperday 3a. On The Days When | Numeric value that Numeric
You Drank, On represents on the days
Average, About How when a person drank, on
Many Drinks Did You average, about how
Have? many drinks they had.
01. Principal drinksperday_UN | 3a. On The Days When "per day"="per day"
ITS You Drank, On
Average, About How
Many Drinks Did You
Have? Units
01. Principal During30daysdri | 1. During The Past 30 | The response that "No"="No"
nkany Days, Did You Drink indicates whether during | "Yes"="Yes"
Any Alcoholic the past 30 days, the
Beverages? participant drank any
alcoholic beverages.
01. Principal Frequency 2b. Frequency Based on question 2a. it | "Month"="Month"
indicates, during the
past 30 days, how many
days per week or per
month a person drank
any alcoholic beverages,
on the average.
01. Principal in30daysfiveorm |4a. In The Past 30 Numeric value that Numeric
oredrinks Days, On How Many represents the number
Days Did You Have 5 | of days, in the past 30
Or More Drinks Per days, a person had 5 or
Day? more drinks per day.
01. Principal in30daysfiveorm |4a. In The Past 30 "days"="days"
oredrinks_UNITS | Days, On How Many
Days Did You Have 5
Or More Drinks Per
Day? Units
01. Principal past30daysdrink |2a. During The Past 30 | Numeric value that Numeric
Days, How Many Days |represents, during the
Per Week Or Per past 30 days, how many
Month Did You Drink days per week or per
Any Alcoholic month a person drank
Beverages, On The any alcoholic beverages,
Average? on the average.
01. Principal past30daysdrink | 2a. During The Past 30 "Per"="Per"
_UNITS Days, How Many Days
Per Week Or Per
Month Did You Drink
Any Alcoholic
Beverages, On The
Average? Units
01. Principal q3bRefusedorDN | 3b. Refused Or Don't Response indicating on | Char
NS Know/Not Sure the days when
participant drank, on
average, about how
many drinks they had.
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Class

Variable

Label

Description

Format Text

01. Principal

q4bRefusedorDN

NS

4b. None Or Don't
Know/Not Sure

The response that
indicates, on how many
days, in the past 30
days, did a person have
5 or more drinks per
day.

Char
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