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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  "ACTOplus XR/Placebo"="ACTOplus XR/Placebo" 

CYCLE Cycle  Char 

DAY_1 Day  Numeric 

FORM Form  "Tobacco Assessment - Follow-up V1"="Tobacco 
Assessment - Follow-up V1" 

FORM_DESC_ Form Description  "Originally built for UW16110 but applicable to other 
studies"="Originally built for UW16110 but 
applicable to other studies" 

FORM_STATUS Form Status  "Amended"="Amended" 
"Completed"="Completed" 

LEVEL Level  Char 

MDS_DCPProtocolN
umber 

DCP Protocol Number Unique alphanumeric 
identifier assigned to a 
protocol by the National 
Cancer Institute for reporting 
of data. 

"UWI2016-07-01"="UWI2016-07-01" 

MDS_RegisteringIns
titution 

Registering Institution Code that uniquely identifies 
the institution where the 
research participant was 
registered in the clinical trial 

"MD017"="MD017" 
"MN022"="MN022" 
"WI020"="WI020" 

NOT_APPLICABLE_
OR_MISSING 

Not Applicable Or Missing  Char 

PHASE Phase  "Treatment"="Treatment" 

SEGMENT Segment  "Day 15-22 (max day 26)"="Day 15-22 (max day 
26)" 

VISIT_DATE Visit Date  SAS Date 

VisitType Visit Type The visit at which the data 
reported on the form was 
collected. 

"End of Study or Early Termination"="End of Study 
or Early Termination" 
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Section 3: Tobacco Assessment (Follow-up) 
 

Variable Label Description Format Text 

afterendofstudycigfr
eq 

9. After The End Of Study 
Treatment, How Often Did 
You Smoke Cigarettes? 

The response that indicates 
how often a person smoked 
after the end of study 
treatment. 

Char 

avgsmokeaday 2. On Average When You 
Smoked, About How Many 
Cigarettes Do You (Or Did 
You) Smoke A Day? 

The response that indicates 
the average number of 
cigarettes a person smokes 
or has smoked per day. 

Char 

avgsmokeaday_UNI
TS 

2. On Average When You 
Smoked, About How Many 
Cigarettes Do You (Or Did 
You) Smoke A Day? Units 

 "per day"="per day" 

Doyounowsmokecig
arettes 

1. Do You Now Smoke 
Cigarettes? 

A field that indicates whether 
and how often the 
participant currently smokes. 

"Not at all"="Not at all" 

Duringstudytreatme
ntcigfreq 

8. During Study Treatment, 
How Often Did You Smoke 
Cigarettes? 

The response that indicates 
how often a person smoked 
during study treatment. 

Char 

howlongsincelastci
garette 

3a. How Long Has It Been 
Since You Last Smoked A 
Cigarette (Even One Or 
Two Puffs)? 

The response that indicates 
how long it has been since a 
person last smoked a 
cigarette, including even one 
or two puffs. 

"Don't know/Don't remember"="Don't know/Don't 
remember" 
"More than 1 year."="More than 1 year." 

howlongsinceotherr
egular 

7. If You Do Not Currently 
Use Other Forms Of 
Tobacco, But Did In The 
Past, How Long Has It 
Been Since You Last Used 
Other Forms Of Tobacco 
Regularly? 

For the participant who is no 
longer using other forms of 
tobacco, the time frame 
when last used any form of 
tobacco on a regular basis. 

Char 

Howoftenotherform
s 

5a. How Often Do You/Did 
You Use Other Forms Of 
Tobacco? 

The response that indicates 
how often a person has 
used or uses other forms of 
tobacco. 

Char 

IfOtherSpecifyprodu
ctsused 

6b. If Other, Specify: The response that indicates 
which nicotine products, 
other than those listed, the 
person has ever used 
regularly 

Char 

Numberofcig 3c. Based on response from 
question 3a.,and is the 
response indicates the 
number to go along with the 
unit since last cigarette 
smoked. 

Numeric 

Numberofcig_UNITS 3c. Units  "Number"="Number" 
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Variable Label Description Format Text 

Numberofotherform
s 

5c. [Enter Number] Based on response from 
question 5a.,and is the 
response indicates the 
number to go along with the 
unit of frequency for other 
forms of tobacco. 

Char 

Sincelastcigarette Timeframe Based on response from 
question 3a.,and is the 
response that indicates the 
unit of 
days/weeks/months/years it 
has been since a person last 
smoked a cigarette, 
including even one or two 
puffs. 

"Years"="Years" 

sincelastvisitproduc
tsused 

6. Since Your Last Visit, 
Which Of The Following 
Products Have You Used? 

The response that indicates 
which nicotine products the 
person has ever used 
regularly 

Char 

sincelastvisitusedot
herforms 

4. Since Your Last Visit, 
Have You Used Other 
Forms Of Tobacco, Not 
Including Cigarettes? 

Indicates if an individual has 
used any other forms of 
tobacco since their last visit. 

"No"="No" 

Sinceyourlastvisitci
gfreq 

10. Since Your Last Visit 
To This Clinic, How Often 
Did You Smoke 
Cigarettes? 

The response that indicates 
how often a person smoked 
since their last visit to this 
clinic. 

Char 

Timesordaysotherfo
rms 

5b. Number Of Times Daily 
(Or Days Per Week, 
Month, Or Year) That You 
Use Other Forms Of 
Tobacco 

Based on response from 
question 5a.,and is the 
response that indicates the 
unit of frequency the person 
used other forms of tobacco. 

Char 
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