
SDTM 1.1/IG 3.1.1 ANNOTATION 
FOR CTN0046

NOTE: Boxed annotations indicate 
supplemental qualifier variables. 
Result found in QVAL field.



DOMAIN: AE

AETERM

QNAM=AESEIZ

QLABEL=AE WAS A SEIZURE

IDVAR=AESEQ

AEDTC

AESTDTC

AESEV

AESDTH

AESLIFE

AESCONG

AESDISAB

AESHOSP

AESHOSP

AESMIE

QNAM=AEHOSP1

QLABEL=AE INPATIENT ADMISSION

IDVAR=AESEQ

AESER

QNAM=AEHSOP2

QLABEL=AE PROLONG HOSPITALIZATION

IDVAR=AESEQ

AEOUT

AEENDTC

AEREL

AEACN

QNAM=AEREL1

QLABEL=NICOTINE INHALER RELATED

IDVAR=AESEQ

QNAM=AEACN1

QLABEL=NICOTINE INHALER ACTION TAKEN

IDVAR=AESEQ

QNAM=AEREL2

QLABEL=BEHAVIORAL INT RELATED

IDVAR=AESEQ

QNAM=AEACN2

QLABEL=BEHAVIORAL INT ACTION TAKEN

IDVAR=AESEQ

USUBJID



DOMAIN: QS

There were a number of variables that had a high level variable that was 1 for answering, 97 for NOT ANSWERED and 96 or 
98 for NOT APPLICABLE.  These were combined with the under variable in a variable with a name base.c.  The  following 
variables have been combined:
Asl0d14, asl0d17, asl0d19, asl0d20, asl0d21, asl0d22, asl0d23, asl0d24, asl0d25, asl0d26, asl0d27, asl0e11, asl0e12, 
asl0e13, asl0e14, asl0e15, asl0e16, asl0e17, asl0e18, asl0e19, asl0e1a, asl0e1b, asl0e2a, asl0e2b, asl0e6a, asl0e6b, 
asl0F23S, asl0F30, asl0F31, asl0g20, asl0l10, asl0l11, asl0l12, asl0l13, asl0l14, asl0l15, asl0l16, asl0l17, asl0l18, asl0l19,
asl0l20, asl0l21, asl0l25, asl0l26, asl0l27, asl0l4, asl0l5, asl0l6, asl0l7, asl0l8, asl0l9, asl0m1, asl0m6, asl0p12, asl0p1,
Asl0p2, asl0l3 



DOMAIN: QS



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

EPOCH  ? VISITNUMQSDTC

Data not collected

DATA NOT STORED

QSSCAT=GENERAL INFORMATION

QSTEST QSORRES/QSSTRESCC

QSORRESU=YEARS

QSORRESU=MONTHS

QSTESTCD

=G18

=G14A

G14B

QSORRESU=DAYS

=G19

=G20

=G18s



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=MEDICAL STATUSQSTESTCD

M1

M10

M5

M8

M7

M11

M6

M2

M4

QSTEST
QSORRES/QSSTRESC

QSORRESU=DAYS

QSORRESU=TIMES HOSPITALIZED

DATA NOT STORED

M4SP

M3SP

M5SP



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=EMPLOYMENT/ SUPPORT STATUSQSTESTCD

DATA NOT STORED

E1A/
E1B

QSTEST
QSORRES/QSSTRESC

E11

E10

E9

E7

E6

E5

E4

E2A/
E2B

QSORRESU=YEARS QSORRESU=MONTHS

QSORRESU=YEARS QSORRESU=MONTHS

QSORRESU=YEARS QSORRESU=MONTHS

QSORRESU=DAYS

E7SP



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=EMPLOYMENT/SUPPORT STATUSQSTESTCD

DATA NOT STOREDE12

QSTEST QSORRES/QSSTRESC

E18

E17

E16

E14

E3

E24

E23

E21

E20

E19

E15

QSORRESU=DOLLARS

QSORRESU=DOLLARS

QSORRESU=DOLLARS

QSORRESU=DOLLARS

QSORRESU=DOLLARS

QSORRESU=DOLLARS

QSORRESU=DAYS

QSEVLINT=-P30



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=DRUG/ALCOHOL USEQSTESTCD

QSTEST
QSORRES/QSSTRESC

D1A/
D1B

QSORRESU
=DAYS

QSORRESU
=YEARS

DATA NOT STORED

D2A/
D2B

D3A/
D3B/
D3C

D4A/
D4B/
D4C

D4AA/
D4AB/
D4AC

D5A/
D5B/
D5C

D6A/
D6B/
D6C

D7A/
D7B/
D7C

D8A/
D8B/
D8C



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=DRUG/ALCOHOL USEQSTESTCD

DATA NOT STORED

QSTEST

QSORRES/QSSTRESC

QSORRESU
=DAYS

QSORRESU
=YEARS

D9A/
D9B/
D9C

D9AA/
D9AB/
D9AC

D10A/
D10B/
D10C

D11A/
D11B/
D11C

D12A/
D12B/
D12C

D13A/
D13B



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=DRUG/ALCOHOL USE

QSTESTCD

DATA NOT STORED

D14

QSTEST QSORRES/QSSTRESC

QSORRESU=DOLLARS

QSORRESU=DOLLARS

QSORRESU=DAYS

QSORRESU=DAYS

D17

D22

D19

D20

D21

D23

D24

D26

D25



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=DRUG/ALCOHOL USE

QSTESTCD

DATA NOT STORED

D28

QSTEST QSORRES/QSSTRESC

D30

D27

D29

D31

D34

D35

QSORRESU=DAYS

QSEVLINT=-P30

QSEVLINT=-P30

QSEVLINT=-P30



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=LEGAL STATUS

QSTESTCD

DATA NOT STORED

L1

QSTEST QSORRES/QSSTRESC

L2

L9

L8

L7

L6

L5

L4

L3

L10

L17

L16

L15

L14

L13

L12

L11

L18

L19

L20

L16S



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=LEGAL STATUS

QSTESTCD

DATA NOT STORED

L21

QSTEST QSORRES/QSSTRESC

L24

QSORRESU=MONTHS

L25

L26

L27

L28

L29

L31

L32

QSORRESU=DAYS

QSORRESU=DAYS



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=FAMILY/SOCIAL RELATIONSHIPS

QSTESTCD

DATA NOT STORED

F1

QSTEST QSORRES/QSSTRESC

F3

F4

F6

F7

F8

F9

F10



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=FAMILY/SOCIAL RELATIONSHIPS

QSTESTCD

DATA NOT STORED

F18A/
F18B

QSTEST QSORRES/QSSTRESC

QSEVLINT=-P30

F19A/
F19B

F20A/
F20B

F21A/
F21B

F22A/
F22B

F23A/
F23B

F24A/
F24B

F25A/
F25B

F26A/
F26B

F28A/
F28B

F29A/
F29B

F23S



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=FAMILY/SOCIAL RELATIONSHIPS

QSTESTCD

DATA NOT STORED

F30

QSTEST QSORRES/QSSTRESC

F32

QSEVLINT=-P30

QSEVLINT=-P30

QSEVLINT=-P30

QSEVLINT=-P30

QSORRESU=DAYS

QSORRESU=DAYS

F34

F31

F33

F35

F37

F38



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=PSYCHIATRIC STATUS

QSTESTCD

DATA NOT STORED

P1

QSTEST QSORRES/QSSTRESC

P2

QSEVLINT=-P30

QSORRES/QSSTRESC

P3

P4A/
P4B

P5A/
P5B

P6A/
P6B

P7A/
P7B

P8A/
P8B

P9A/
P9B

P10A/
P10B

P11A/
P11B



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

Data not collected

QSSCAT=LEGAL STATUS

QSTESTCD

DATA NOT STORED

P12

QSTEST QSORRES/QSSTRESC

P13

QSEVLINT=-P30

QSEVLINT=-P30

P14

P22

P23



DOMAIN: QS

There were a number of variables that had a high level variable that was 1 for answering, 97 for NOT ANSWERED and 96 or 
98 for NOT APPLICABLE.  These were combined with the under variable in a variable with a name base.c.  The  following 
variables have been combined:
asf0d14, asf0d17, asf0d19, asf0d20, asf0d21, asf0d22, asf0d23, asf0d24, asf0d25, asf0d26, asf0d27,  asf0e11, asf0e12, 
asf0e13, asf0e14, asf0e15, asf0e16, asf0e17, asf0e18, asf0e19, asf0e7, asf0e1a,     asf0e1b, asf0e2a, asf0e2b, asf0F23S, 
asf0F30, asf0F31, asf0g20, asf0l10, asf0l11, asf0l12, asf0l13, asf0l14, asf0l15, asf0l16, asf0l17, asf0l18, asf0l19, asf0l20,
asf0l21, asf0l25, asf0l26, asf0l27, asf0l3, asf0l4, asf0l5, asf0l6, asf0l7, asf0l8, asf0l9, asf0m1, asf0m6, asf0p12, asf0p1, asf0p2 



DOMAIN: QS



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=GENERAL INFORMATION

QSTESTCD

DATA NOT STORED

G19

QSTEST QSORRES/QSSTRESC

G20

G19S



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=MEDICAL STATUS

QSTESTCD

DATA NOT STORED

M1

QSTEST QSORRES/QSSTRESC

M4

M5

M6

M7

M8

M10

M11

QSEVLINT=-P30

QSORRESU=DAYS

QSEVLINT=-P30

M4SP

M5SP



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=EMPLOYMENT/SUPPORT STATUS

QSTESTCD

DATA NOT STORED

E1A/
E1B

QSTEST QSORRES/QSSTRESC

E2A/
E2B

QSORRESU=YEARS

QSORRESU=MONTHS

QSORRESU=YEARS

QSORRESU=MONTHS

QSORRESU=DAYS

E5

E7

E4

E11

E9

E7SP



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=EMPLOYMENT/SUPPORT STATUS

QSTESTCD

DATA NOT STORED
E12

QSTEST QSORRES/QSSTRESC

E13

QSORRESU=DOLLARS

QSORRESU=DOLLARS

QSORRESU=DOLLARS

QSORRESU=DOLLARS

QSORRESU=DOLLARS

QSORRESU=DOLLARS

QSORRESU=PEOPLE

QSORRESU=DAYS QSEVLINT=-P30

QSEVLINT=-P30

E14

E15

E16

E17

E18

E19

E20

E21

E23

E24



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=ALCOHOL/DRUGS

QSTESTCD

DATA NOT STORED

D1A

QSTEST QSORRES/QSSTRESC

D2A

D3A/
D3C

D4A/
D4C

D4AA/
D4AC

D5A/
D5C

D6A/
D6C

D7A/
D7C

QSEVLINT=-P30



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=ALCOHOL/DRUGS

QSTESTCD

DATA NOT STORED

D8A/
D8C

QSTEST QSORRES/QSSTRESC

QSEVLINT=-P30

D9A/
D9C

D9AA/
D9AC

D10A/
D10C

D11A/
D11C

D12A/
D12C

D13A/
D13C



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=ALCOHOL/DRUGS

QSTESTCD

DATA NOT STORED

D14

QSTEST QSORRES/QSSTRESC

D17

QSEVLINT=-P30

QSEVLINT=-P30

QSEVLINT=-P30

QSEVLINT=-P30

QSORRESU=DAYS

QSORRESU=DOLLARS

QSORRESU=DOLLARS

D19

D20

D21

D22

D23

D24

D25

D26



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=GENERAL INFORMATION

QSTESTCD

DATA NOT STORED

G28

QSTEST QSORRES/QSSTRESC

D30

QSEVLINT=-P30

QSORRESU=DAYS

QSEVLINT=-P30

QSEVLINT=-P30

D27

D29

D31

D34

D35



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=LEGAL STATUS

QSTESTCD

DATA NOT STORED

L2

QSTEST QSORRES/QSSTRESC

L3

L4

L5

L7

L6

L10

L9

L8

L13

L12

L11

L16

L15

L14

L17

L20

L19

L18



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=LEGAL STATUS

QSTESTCD

DATA NOT STORED

L21

QSTEST QSORRES/QSSTRESC

L24

QSEVLINT=-P30

QSORRESU=MONTHS

QSORRESU=DAYS

QSORRESU=DAYS

QSEVLINT=-P30

L25

L26

L27

L28

L29

L31

L32



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=FAMILY/SOCIAL RELATIONSHIPS

QSTESTCD

DATA NOT STORED

F1

QSTEST QSORRES/QSSTRESC

F3

F4

F6

F7

F8

F9

F10



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=FAMILY/SOCIAL RELATIONSHIPS

QSTESTCD

DATA NOT STORED

F18

QSTEST QSORRES/QSSTRESC

F19

QSEVLINT=-P30

F20

F21

F22

F23

F24

F25

F26

F28

F29

F23S



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=FAMILY/SOCIAL RELATIONSHIPS

QSTESTCD

DATA NOT STORED

F30

QSTEST QSORRES/QSSTRESC

F32

QSEVLINT=-P30

QSORRESU=DAYS

QSORRESU=DAYS

QSEVLINT=-P30

QSEVLINT=-P30

QSEVLINT=-P30

F34

F31

F33

F35

F37

F38



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=PSYCHIATRIC STATUS

QSTESTCD

DATA NOT STORED

P1

QSTEST QSORRES/QSSTRESC

P2

P8

QSEVLINT=-P30

P3

P4

P5

P6

P7

P9

P10

P11



DOMAIN: QS
QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
QSSCAT=PSYCHIATRIC STATUS

QSTESTCD

DATA NOT STORED

P12

QSTEST QSORRES/QSSTRESC

P13

QSORRESU=DAYS

QSEVLINT=-P30

QSEVLINT=-P30

P14

P22

P23



DOMAIN: LB

USUBJID

VISITNUM
LBDTC

LBCAT=CHEMISTRY

LBGRPID

LBTEST LBORRES LBORRESU

LBNRIND

DATA NOT STORED

QNAM=ABNORMAL

QLABEL=TEST VALUE IS ABNORMAL

IDVAR=LBSEQ

QNAM=EXCLUDES

QLABEL=TEST VALUE IS 
ABNORMAL/EXCLUDES

IDVAR=LBSEQ



DOMAIN: QS
QSCAT=BRIEF SUBSTANCE CRAVING SCALE (BSCS)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTESTCD

BSCS01

QSTEST QSORRES/QSSTRESC

QSEVLINT=-H24

BSCS02

BSCS03

BSCS04

BSCS05

BSCS06

QSTESTCD=BSCS06S QSTEST=2ND CRAVED SUBSTANCE 
OTHER SPECIFY

QSORRES/QSXTRESC



DOMAIN: QS
QSCAT=BRIEF SUBSTANCE CRAVING SCALE (BSCS)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTESTCD

BSCS07

QSTEST QSORRES/QSSTRESC

QSEVLINT=-H24

BSCS08

BSCS09

BSCS010



DATA NOT STORED

DOMAIN: LB

USUBJID

VISITNUM
LBDTC

LBCAT=CARBON MONOXIDE ASSESSMENT

LBTEST=CARBON MONOXIDE

LBORRESU=ppm

LBDTC

LBORRES

LBORRES LBORRESU=ppm

LBSPID=TRIAL #1

LBSPID=TRIAL #2

QNAM=LBAVGCO

QLABEL=AVERAGE OF 2 CO2 LEVELS < 4 PPM

IDVAR=LBSEQ

QNAM=LBCOGT8

QLABEL=CO LEVEL > 8 PPM FOR EITHER TRIAL

IDVAR=LBSEQ

QNAM=LBSMOKE2

QLABEL=SMOKED OTHER THAN TOBACCO IN PAST 7 DAYS

IDVAR=LBSEQ

QNAM=LBSMOKE

QLABEL=SMOKED TOBACCO IN PAST 7 DAYS

IDVAR=LBSEQ

QNAM=LBEXHAUS

QLABEL=NEAR QUITE A BIT OF EXHAUST

IDVAR=LBSEQ

QNAM=LBFURNAC

QLABEL=HAVE A DEFECTIVE FURNACE AT HOME

IDVAR=LBSEQ



DOMAIN: MH

USUBJID

VISITNUM
MHDTC

MHCAT=CIDI SUMMARY

MHSCAT=SUBSTANCE DEPENDENCE

MHTERM

MHOCCUR=0

MHOCCUR=1

QNAM=MHDUR_LF

QLABEL=HISTORICAL OCCURANCE LIFE

IDVAR=MHSEQ

MHSCAT=SUBSTANCE ABUSE

MHTERM

QNAM=MHDUR_YR

QLABEL=HISTORICAL OCCURANCE 12MO

IDVAR=MHSEQ

QNAM=MHDUR_MH

QLABEL=HISTORICAL OCCURANCE 30 DAYS

IDVAR=MHSEQ



DOMAIN: MH

USUBJID

VISITNUM
MHDTC

MHCAT=CIDI SUMMARY

MHSCAT=NON-SUBSTANCE USE DISORDERS

MHTERM

MHOCCUR=0

MHOCCUR=1

QNAM=MHDURAT

QLABEL=HISTORICAL OCCURANCE

IDVAR=MHSEQ

MHSCAT=PSYCHOSIS SCREEN

MHOCCUR

MHTERM=PSYCHOSIS



DOMAIN: DA, EX

VISITNUM

USUBJID

VISITNUM

DA.DATEST

DA.DAORRESDA.DADTC / EX.EXDTC

EX.EXTRT EX.EXTRT

EX.EXDOSE EX.EXDOSE

EX.EXDOSU

EX.EXDOSFRM

EX.EXDOSU

EX.EXDOSFRM

DATA NOT STORED

DACAT/EXCAT=COMPLIANCE-MEDICATION-PARTICIPATION REPORT



DOMAIN: DA, EX

VISITNUM

USUBJID

VISITNUM

DADTC

DATEST=PILLS RETURNED-EXPECTED
DAORRES

DACAT=COMPLIANCE-MEDICATION-PARTICIPATION-PILL COUNT

DATEST=PILLS RETURNED-ACTUAL
DAORRES

DATEST=PILLS REPORTED LOST
DAORRES

DATEST=BOTTLE DISPENSED

DADTCDATEST=BOTTLE DISPENSED

DAORRES

DATEST=NUMBER OF PILLS RETURNED-EXPECTED
DAORRES

DATEST=NUMBER OF PILLS RETURNED-ACTUAL
DAORRES

DATEST=NUMBER OF PILLS REPORTED-LOST
DAORRES

DADTC

DADTC

DATEST=REPLACEMENT BUPROPRION DISPENSED
DAORRES

DATEST=INCONSISTENCY ACTUAL/ REPORTED PILL CNT
DAORRES

DASCAT=SECTION 1: SCHEDULED BUPROPION XL

DASCAT=SECTION 2: REPLACEMENT BUPROPION XL



DOMAIN: DA

USUBJID

VISITNUM

DACAT=COMPLIANCE-MEDICATION-PARTICIPATION-CARTRIDGE COUNT

VISITNUM

DADTC

DATEST=USED CARTRIDGES RETURNED

DAORRES

DATEST=UNUSED CARTRIDGES RETURNED

DAORRES

DATEST=CARTRDGES REPORTED LOST

DAORRES

DATEST=CARTRIDGES DISPENSED

DASCAT=SECTION 1: SCHEDULED NICOTINE CARTRIDGES

DADTC

DATEST=REPLACEMENT CARTRIDGES DISPENSED

DAORRES

DATEST=INCONSISTENCY ACTUAL/ REPORTED CART CNT

DAORRES

DADTC

DATEST=CARTRIDGES DISPENSED
DAORRES

DATEST=USED CARTRIDGES RETURNED
DAORRES

DATEST=UNUSED CARTRIDGES RETURNED
DAORRES

DATEST=CARTRIDGES REPORTED LOST
DAORRES

DADTC

DASCAT=SECTION 2: REPLACEMENT CARTRIDGES

DAORRES



DOMAIN: EX/DA

USUBJID

VISITNUM

EXDTC / DADTC

EX.EXDOSE  EX.EXTRT=SMOKING CESSATION COUNSELING 
EX.EXDOSU=SESSION 

SUPPEX

QNAM=EXCOMPLY

QLABEL=HOW COMPLIANT WAS THE PARTICIPANT

IDVAR=EXSEQ

DATA NOT STORED

DA.DAORRES  DA.DATEST=SCHEDULED SESSIONS  
DA.DAORRESU=SESSION

DA.DAORRES  DA.DATEST=SESSIONS MISSED 
DA.DAORRESU=SESSION

DA.DAORRES  DA.DATEST=SESSIONS CANCELLED 
DA.DAORRESU=SESSION

DACAT/EXCAT=COMPLIANCE-SMOKING-CESSATION COUNSELING



DATA NOT STORED

USUBJID

EXDTC / DADTC

DOMAIN: EX/DA

VISITNUM

DA.DAORRES  DA.DATEST=DRAWS EARNED 
DA.DAORRESU=DRAW

EX.EXGRPID / DA.DAGRPID = FIRST CM VISIT

DACAT/EXCAT=CONTINGENCY MANAGEMENT TRACKING FORM

SUPPDA

QNAM=DADRAWC1

QLABEL=REASON NO DRAWS EARNED

IDVAR=DASEQ

EX.EXDOSU=PRIZE

EX.EXDOSE

EX.EXTRT

DA.DAORRES  DA.DATEST=DRAWS EARNED 
DA.DAORRESU=DRAW

EX.EXGRPID / DA.DAGRPID = SECOND CM VISIT

SUPPDA

QNAM=DADRAWC2

QLABEL=REASON NO DRAWS EARNED

IDVAR=DASEQ

EX.EXDOSU=PRIZE

EX.EXDOSE

EX.EXTRT



DOMAIN: DM, SC

DM.DMDTC / SC.SCDTC

USUBJID

DM.BRTHDTC

DM.SEX

DM.ETHNIC

DM.RACE (if multiple, then ‘MULTIPLE’)

SC.SCTEST / SC.SCORRES

SC.SCCAT = DEMOGRAPHICS



DOMAIN: EG

USUBJID

VISITNUM

EGTEST EGORRES

EGTEST EGORRES EGTEST EGORRES

EGTEST EGORRES

EGTEST
EGORRES

EGORRES

EGORRES

EGORRES

EGORRESU

EGORRESU

EGORRESU

EGORRESU

DATA NOT STORED

QNAM=EGCNAME

QLABEL=EG CARDIOLOGIST NAME

IDVAR=VISITNUM

QNAM=EGSIGDTC

QLABEL=EG SIGNATURE DATE

IDVAR=VISITNUM



DOMAIN: QS

QSTESTCD

QSTEST

QSORRES/QSSTRES

FTN001

FTN002

FTN003

FTN004

FTN006

FTN005

QSORRES/QSSTRES

QSORRES/QSSTRES

QSORRES/QSSTRES

QSORRES/QSSTRES

QSORRES/QSSTRES

QSCAT=FAGERSTROM TEST FOR NICOTINE DEPENDENCE (FTND)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

ADDITIONAL QUESTION ADDED TO FORM:

QSTEST= DO YOU SMOKE AT ALL?

QSTESTCD = FTN007



DOMAIN: QS
QSCAT=HOSPITAL ANXIETY AND DEPRESSION SCALE (HADS)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSORRES/QSSTRES

QSTESTCD

QSTEST

QSORRES/QSSTRES

HAD1

QSTEST

QSTESTCD

HAD8

HAD9HAD2

HAD3

HAD4

HAD10

QSORRES/QSSTRES

QSORRES/QSSTRES
QSORRES/QSSTRES

QSORRES/QSSTRES
QSORRES/QSSTRES

QSORRES/QSSTRES

QSORRES/QSSTRES

QSORRES/QSSTRES

QSORRES/QSSTRES

QSORRES/QSSTRES

QSORRES/QSSTRES

QSORRES/QSSTRES

HAD11

HAD12

HAD13

HAD14

HAD5

HAD6

HAD7



DOMAIN: QS

QSTESTCD=IQ4DT

IQ4SDT

IQ5DT

IQ5SDT

IQ6DT

IQ6SDT

QSORRES/QSSTRES
QSTEST

QSTEST

QSTEST

QSORRES/QSSTRES

QSORRES/QSSTRES

QSTESTCD=IQ4ABST 
IQ4SABST

QSTESTCD=IQ4ABSDT 
IQ4SABSDT

QSTEST

QSTEST

QSORRES/QSSTRES

QSORRES/QSSTRES

QSTESTCD=IQ6ABST 
IQ6SABST

QSTESTCD=IQ6ABSDT 
IQ6SABSDT

QSTEST

QSTEST

QSORRES/QSSTRES

QSORRES/QSSTRES

QSTESTCD=IQ5ABST 
IQ5SABST

QSTESTCD=IQ5ABSDT 
IQ5SABSDT

QSCAT=INITIAL QUITSTUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC



DOMAIN: MH

USUBJID

VISITNUM
MHDTC

MHCAT=MEDICAL HISTORY

MHTERM MHOCCUR

QNAM=MHSPEC

QLABEL=MEDICAL HISTORY SPECIFIED

IDVAR=MHSEQ

QNAM=MHCURREN

QLABEL=CONDITION PRESENT CURRENTLY

IDVAR=MHSEQ

QNAM=MHEXCLUD

QLABEL=CONDITION EXCLUDES PATIENT

IDVAR=MHSEQ

MHGRPID=1



DOMAIN: MH

USUBJID

VISITNUM
MHDTC

MHCAT=MEDICAL HISTORY

MHTERM MHOCCUR

QNAM=MHSPEC

QLABEL=MEDICAL HISTORY SPECIFIED

IDVAR=MHSEQ

QNAM=MHCURREN

QLABEL=CONDITION PRESENT CURRENTLY

IDVAR=MHSEQ

QNAM=MHEXCLUD

QLABEL=CONDITION EXCLUDES PATIENT

IDVAR=MHSEQ

MHOCCUR=Y

MHSCAT= PSYCHIATRIC/NEUROLOGICAL HISTORY

MHGRPID=1

MHSCAT=OTHER RELEVANT MEDICAL HISTORY



DOMAIN: MH

USUBJID

VISITNUM
MHDTC

MHCAT=MEDICAL HISTORY

MHSCAT=SURGICAL HISTORY

MHSTDTC

MHTERM=MAJOR SURGERY

MHOCCUR

MHTERM / MHOCCUR=1

DATA NOT STORED

QNAM=MHNAME

QLABEL=MH CLINICIAN NAME

IDVAR=MHGRPID

QNAM=MHSIGDTC

QLABEL=MH SIGNATURE DATE

IDVAR=MHGRPID

MHGRPID=1



DOMAIN: MH

USUBJID

VISITNUM
MHDTC

MHCAT=MEDICAL HISTORY

MHTERM MHOCCUR

MHSCAT=PERSONAL CARDIOVASCULAR HISTORY QNAM=MHAGE

QLABEL=MH PARTICIPANT AGE

IDVAR=VISITNUM

QNAM=MHSPEC

QLABEL=MEDICAL HISTORY SPECIFIED

IDVAR=MHSEQ

MHOCCUR

MHSCAT=FAMILY CARDIOVASCULAR HISTORY

DATA NOT STORED

MHTERM MHOCCUR

QNAM=MHSPEC

QLABEL=MEDICAL HISTORY SPECIFIED

IDVAR=MHSEQ

MHGRPID=2



DOMAIN: MH

USUBJID

VISITNUM
MHDTC

MHCAT=MEDICAL HISTORY

MHSCAT=OTHER STUDY ELEGIBILITY CRITERIA

MHTERM

MHOCCUR

DATA NOT STORED

DATA NOT STORED

QNAM=MHNAME

QLABEL=MH CLINICIAN NAME

IDVAR=MHGRPID

QNAM=MHSIGDTC

QLABEL=MH SIGNATURE DATE

IDVAR=MHGRPID

MHGRPID=2



DOMAIN: QS
QSCAT=NON-STUDY SMOKING TREATMENTSTUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSORRES/QSSTRESQSTESTQSTESTCD
NSST01

NSST02

NSST02A_0

NSST02A_1

NSST02A_2

NSST02A_3

NSST02A_4

NSST02A_5

NSST02A_6

OTHER MEDICATION USED:

QSTESTCD=NSST02A_7

OTHER MEDICATION USED SPECIFY: 

QSTESTCD = NSST02_OT

NSST03

NSST05

NSST04

NSST06

NSST06A

DATA NOT STORED



DOMAIN: DS

USUBJID

VISITNUM
DSDTC

DSSTDTC

DSTERM

QNAM=DSPECIFY

QLABEL=ADMIN DISCHARGE SPECIFIED

IDVAR=DSSEQ

DSCAT = DISPOSITION



DOMAIN: PE

If ‘Not Done’ then 
PESTAT=NOT DONE and 
PEREASND=NA

DATA NOT STORED

PETEST PEORRES

USUBJID

VISITNUM
PEDTC

DATA NOT STORED

QNAM=PENAME

QLABEL=PE CLINICIAN NAME

IDVAR=VISITNUM

QNAM=PESIGDTC

QLABEL=PE SIGNATURE DATE

IDVAR=VISITNUM

QNAM=OTHER

QLABEL=OTHER BODY SYSTEM

IDVAR=PESEQ



DOMAIN: QSDOMAIN: QS

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI1

QSCAT=PITTSBURGH SLEEP QUALITY INDEX (PSQI)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSORRES/QSSTRESQSTEST=BEDTIME AM/PM QSTESTCD=PSQI1A

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI2 QSORRESU=MINUTES

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI3

QSORRES/QSSTRESQSTEST=WAKEUP AM/PM QSTESTCD=PSQI3A

QSORRES/QSSTRES
QSTEST QSTESTCD=PSQI4 QSORRESU=HOURS

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI5A

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI5B

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI5C

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI5D

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI5E

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI5F



DOMAIN: QS

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI5G

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI5H

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI5I

QSORRES/QSSTRES
QSTEST QSTESTCD=PSQI5J

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI5J

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI6

QSORRES/QSSTRESQSTEST QSTESTCD=PSQI7

QSORRES/QSSTRES

QSTEST QSTESTCD=PSQI8

QSORRES/QSSTRES

QSTEST QSTESTCD=PSQI9

QSCAT=PITTSBURGH SLEEP QUALITY INDEX (PSQI) STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTEST



DOMAIN: QS

QSORRES/QSSTRES QSTESTCD

QSCAT=PREGNANCY AND OUTCOMESTUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTEST

POA101

POA12U

POA12UNK

POA12T

POA12S

QSSCAT

QSSCAT

POA103R/ POA103DT

POA104R/ POA104DT

POA14AR

POA14BR/ POA14BDT

POA105R/ POA105DT

POA106R/ POA106DT

POA107R

POA17ASP

POA17BSP

POA08R/ POA08DT

POA09R

POA09SP

POA10



QSSCAT=NEWBORNn   where n = birth number (in case of multiple births (e.g. twins))

DOMAIN: QS

QSORRES/QSSTRES QSTESTCD

USUBJID

VISITNUMQSDTC

QSTEST

POAN01

POAN02R/ POAN2WK POAN02R/ POAN2DAY

POANO3R/ POAN3LBS POAN3OZS

POAN4LNG

POAN5CIR

POAN61MN

POAN75MN

POAN824H

POAN9R
POAN9BSP

POAN9BR

POAN9CSP

THE ABOVE FIELDS ARE 
REPEATED ON SEPARATE 
RECORD FOR EACH BIRHT
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DOMAIN: QS

QSTEST=.RATING

QSTESTCD=PRISM1A

QSCAT=PRISM SUICIDAL AND HOMICIDAL INTENT (PRISM)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSORRES/QSSTRES

QSTEST=.MOST RECENT

QSTESTCD=PRISM1B

QSORRES/QSSTRES

QSTEST=.RATING

QSTESTCD=PRISM2A

QSORRES/QSSTRES

QSTEST=.MOST RECENT

QSTESTCD=PRISM2B

QSORRES/QSSTRES



DOMAIN: QS

QSTEST=.RATING

QSTESTCD=PRISM3A

QSORRES/QSSTRES

QSTEST=.MOST RECENT

QSTESTCD=PRISM3B
QSORRES/QSSTRES

QSTEST=.RATING

QSTESTCD=PRISM4A QSORRES/QSSTRES

QSTEST=.MOST RECENT

QSTESTCD=PRISM4B

QSORRES/QSSTRES

QSCAT=PRISM SUICIDAL AND HOMICIDAL INTENT (PRISM)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC



DOMAIN: QS

QSTEST=.RATING

QSTESTCD=PRISM6A QSORRES/QSSTRES

QSTEST=.MOST RECENT

QSTESTCD=PRISM6B
QSORRES/QSSTRES

QSTEST=.RATING

QSTESTCD=PRISM5A

QSORRES/QSSTRES

QSTEST=.MOST RECENT

QSTESTCD=PRISM5B

QSORRES/QSSTRES

QSTEST=.RATING

QSTESTCD=PRISM7A

QSORRES/QSSTRES

QSCAT=PRISM SUICIDAL AND HOMICIDAL INTENT (PRISM)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC



DOMAIN: DS, DM, SC

USUBJID

VISITNUM
DS.DSDTC / SC.SCDTC

DM.RFSTDTC

DM.ARM

SCORRES
SCTEST

SCCAT=RANDOMIZATION

SCTEST
SCORRES

DSTERM

DSCAT=DISPOSITION EVENT

DSDECOD



DOMAIN: QS
QSCAT=RISK ASSESSMENT BATTERY (RAB)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTEST

QSTESTCD

QSORRES/QSSTRES

QSEVLINT=-P30

RAB1

RAB2

RAB4

RAB5

RAB6

RAB7

RAB3

RAB8

RAB9

RAB10

RAB11

RAB12

RAB12_3A



DOMAIN: QS
QSCAT=RISK ASSESSMENT BATTERY (RAB)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTESTQSTESTCD QSORRES/QSSTRESQSEVLINT=-P30

RAB13

RAB12

RAB16

RAB18

RAB17

RAB19

RAB15

QSTESTCD

RAB20

RAB23

RAB21

RAB22

QSTESTCD=RAB23_6A

RAB23_0 RAB23_1

RAB23_2

RAB23_6

RAB23_5

RAB23_4

RAB23_3

RAB24

RAB25

RAB23_err 
has no data,  
not collected



DOMAIN: QS
QSCAT=RISK ASSESSMENT BATTERY (RAB)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTEST=.MOST RECENTQSTESTCD QSORRES/QSSTRESQSEVLINT=-P30

RAB26

RAB27

RAB29

RAB30

RAB28

RAB31

RAB32_0

RAB33

RAB34

QSTESTCD

RAB27_1

RAB27_2

RAB27_3

RAB27_7

RAB27_6

RAB27_5

RAB27_4

RAB27_0

RAB23_err 
has no data,  
not collected



DOMAIN: QS
QSCAT=RISK ASSESSMENT BATTERY (RAB)STUDYID = CTN0046

SITEID USUBJID

VISITNUM
QSDTC

QSTESTQSTESTCD QSORRES/QSSTRESQSEVLINT=-P30

RAB35

RAB36

RAB39

RAB37

RAB40

RAB38

RAB41

RAB42

RAB43

RAB44

RAB45

RABH



DOMAIN: AE, CM, LB

USUBJID

VISITNUM
AEDTC

AETERM

AESER=Y

QNAM=AESNAR

QLABEL=SAE NARRATIVE DESCRIPTION

IDVAR=AESEQ

AESEQ

QNAM=AESMH

QLABEL=SAE MEDICAL HISTORY

IDVAR=AESEQ

CMTRT CMDOSECMINDC

CMCAT = ‘SAE CONCOMITANT DRUGS USING’

CMSEQ CMSTDTC

CMCAT = ‘SAE CONCOMITANT DRUGS ENGAGED’

CMTRT CMINDC
CMSEQ CMSTDTC

LBCAT = ‘SAE LAB TESTS PERFORMED’

LBTEST = SAE RELATED

LBTESTCD = SAELAB LBDTC
LBORRES



DOMAIN: QS
QSCAT=SMOKING HISTORY SURVEY (SHS)STUDYID = CTN0046

SITEID USUBJID

VISITNUM
QSDTC

QSTESTQSTESTCD QSORRES/QSSTRES

SHS01
QSSTRESU=YEARS

QSSTRESU=CIGARETTES

SHS06A

SHS06B

SHS06C

SHS02

SHS03

SHS04

SHS05

SHS06D

SHS06E

SHS07

SHS08A

SHS08B

SHS09

SHS010

QSEVLINT=-P1Y

SHSCRIS



DOMAIN: QS
QSCAT=SMOKING HISTORY SURVEY (SHS)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTESTQSTESTCD QSORRES/QSSTRES

SHS11A

SHS12

SHS13

SHS11B

SHS11C

SHS11D

SHS11E

SHS14A

SHS14B

SHS14C

SHS14D

SHS14E

SHS14F

SHS14G

SHS14H

SHS14I

SHS14J

SHS15A

SHS15B

SHS15C

SHS15D

SHS15E

SHS15F

SHS15G

SHS15H

SHS15I

SHS15J

SHS15JS

QSSCAT=NON-CIGARETTE TOBACCO PRODUCTS USED

QSSCAT=UNCOMFORTABLE SYMPTOMS EXPERIENCED

QSSCAT=SMOKING CESSATION METHODS ATTEMPTED



DOMAIN: QS
QSCAT=SMOKING HISTORY SURVEY (SHS)STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTESTQSTESTCD QSORRES/QSSTRES
SHS16A

SHS17BDT

SHS17A

SHS16B

SHS16C

SHS16D

SHS17C

SHS17D

SHS17E

SHS17F

SHS18

QSSCAT=NICOTINE SKIN PATCHES

QSSCAT=LAST ATTEMPT TO STOP SMOKING



DOMAIN: IE

USUBJID

VISITNUM
IEDTC

IECAT = INCLUSION CRITERIA

IECAT = EXCLUSION CRITERIA

IETEST IEORRES



DOMAIN: IE

USUBJID

VISITNUM
IEDTC

IECAT = EXCLUSION CRITERIA

IETEST

IEORRES



DOMAIN: IE

USUBJID

VISITNUM
IEDTC

IECAT = EXCLUSION CRITERIA
IETEST

IEORRES

DATA NOT STORED

QNAM=IENAME

QLABEL=IE CLINICIAN NAME

IDVAR=VISITNUM

QNAM=IESIGDTC

QLABEL=IE SIGNATURE DATE

IDVAR=VISITNUM



DOMAIN: QS
QSCAT=STUDY QUESTIONNAIRE STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTEST

QSTESTCD

QSORRES/QSSTRES

SQ01

SQ02

SQ03

SQ04

SQ05

SQ06

SQ07A-

SQA7G

SQ07GSP

SQ08

QSSCAT(FOR 7 ONLY)=WHY YOU USED CIGARETTES WITH COCAINE/METH 



DOMAIN: QS
QSCAT=STUDY QUESTIONNAIRE STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTEST

QSTESTCD

QSORRES/QSSTRES

SATS01

Data not collected

SATS02DT

SATS03A

SATS03B

SATS03C

SATS04

SATS05A

SATS05B

SATS06A

SATS06B

SATS06C

SATS06D

SATS06E

SATS07

SATS03c = 1  for # of weeks, =2 for ongoing

SATS03cr = the number of  weeks



DOMAIN: QSDOMAIN: QS
QSCAT=SUPERVISOR TAPE RATING (STR)  OR SUPERVISOR TAPE RATING (ITR)  STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

QSTESTQSTESTCD QSORRES/QSSTRES

STR001/
ITR001

SEE DETAIL BELOW

QSSCAT=CLINICIAN RATINGS

NOTE: THERE ARE TWO FORMS STR AND ITR WITH ALMOST (SEE 
SUPPQUAL) IDENTICAL FIELDS

SUBSTITUTE ‘STR’ FOR ‘ITR’  WHEN USING STR FORM

IDVAR   SQ1 – SQ9  =  VISITNUM 
SQ1 QNAM=ITR001A   QLABEL= CLINICIAN ID   Also in STR
SQ2 QNAM=ITR001B  QLABEL=SUPERVISOR ID Also in STR
SQ3 QNAM=ITR001B1 QLABEL=SUPERVISOR NODE Also in STR
SQ4 QNAM=ITR001B2 QLABEL=SUPERVISOR SITE Also in STR
SQ5 QNAM=ITR001E  QLABEL=IR ID   (ITR FORM ONLY)
SQ6 QNAM=ITR001E1 QLABEL=IR NODE (ITR FORM ONLY)
SQ7 QNAM=ITR001E2  QLABEL=IR SITE  (ITR FORM ONLY)
SQ8 QNAM=ITR001C QLABEL=SESSION NUMBER  Also in STR
SQ9 QNAM=ITR001DT QLABEL=SESSION DATE  Also in STR

SQ 1 SQ 2 SQ 3 SQ 4

SQ 5 SQ 6 SQ 7

SQ 8 SQ 9

STR002/
ITR002

STR003/
ITR003

STR004/
ITR004

STR005/
ITR005

STR006/
ITR006

STR007/
ITR007



DOMAIN: QS

ETH05A

QSORRES/QSSTRESQSTEST

QSTESTCD

ETOH01
QSEVLINT=-D90

ETOH02

ETOH03

ETOH04

ETOH05

QSCAT=THOUGHTS ABOUT ABSTINENCE-ALCOHOLSTUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC



DOMAIN: QS

QSORRES/QSSTRESQSTEST

QSTESTCD

CIG1

CIG2

CIG3

CIG4

CIG4A_1

QSCAT=THOUGHTS ABOUT ABSTINENCE-CIGARETTES STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC



DOMAIN: QS

QSORRES/QSSTRESQSTEST

QSTESTCD

DRUG01

DRUG02

DRUG03

DRUG04

DRUG04A

QSCAT=THOUGHTS ABOUT ABSTINENCE-DRUGS STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC
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DATA NOT STORED

DOMAIN: EX

USUBJID

VISITNUM

EXDTC

EXSTDTC EXENDTC

EXTRT EXDOSE

EXDOSU

EXDOSRGM

EXTRT EXDOSEEXDOSRGM

EXTRT EXDOSEEXDOSRGM

EXCAT=TREATMENT TRACKING FORM

EXTRT
EXDOSE

EXDOSU

EXDOSRGM

EXTRT
EXDOSEEXDOSRGM

EXTRT
EXDOSEEXDOSRGM

EXTRT
EXDOSEEXDOSRGM

DATA NOT STORED. IF YES, THE BELOW 
VARIABLES WILL BE IN THE EX DATASET



DOMAIN: LB

USUBJID

VISITNUM
LBDTC

LBSTAT/LBREASND

LBCAT=DRUG SCREEN

QNAM=LBTEMP
QLABEL= URINE TEMP WITHIN EXPECTED RANGE
IDVAR=LBSEQ

QNAM=LBABNORM
QLABEL= URINE POTENTIALLY ABNORMAL
IDVAR=LBSEQ

LBTEST

LBORRES

DATA NOT STORED
QNAM=LBAGREE
QLABEL= LAB AGREES WITH TLFB
IDVAR=LBSEQ



DOMAIN: LB, SC

DATA NOT STORED

USUBJID

VISITNUM

LB.LBDTC

LB.LBTEST

LBCAT=PREGNANCY TEST

LB.LBSTAT

LB.LBORRES

SC.SCTEST

SC.SCORRES

SC.SCTEST

SC.SCORRES

SC.SCTEST SC.SCORRES

Value is SC.SCORRES for question 5j

SC.SCDTC

SC.SCCAT=BIRTH CONTROL ASSESSMENT



DOMAIN: VS

USUBJID

VISITNUM
VSDTC

VSTEST

VSORRES VSORRES VSORRES VSORRES VSORRES

VSTEST VSTEST

VSTEST VSTEST

VSORRESU VSORRESU

VSSPID

VSSPID

VSSPID

DATA NOT STORED

VSORRES VSORRES

VSTEST VSTEST

VSORRES VSORRES



DOMAIN: QS

QSORRES/QSSTRESQSTEST

QSTESTCD

WST08

WST01

WST02

WST03

WST04

WST05

WST06

WST07

QSEVLINT=-P24

QSCAT=WITHDRAWAL SCALE-TOBACCO STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC



DOMAIN: QS

QSORRES/QSSTRES

QSTESTQSTESTCD

PVL01DT

QSCAT=PROTOCOL VIOLATION LOG (PVL) STUDYID = CTN0046

SITEID USUBJID

VISITNUMQSDTC

DATA NOT STORED

PVL02

PVL03

PVL04

PVL05

PVL05SP

QSORRES/QSSTRES

QSORRES/QSSTRES

QSORRES/QSSTRES

QSORRES/QSSTRES

IDVAR = 'QSSEQ';
IDVARVAL = left(put(qsseq,best.));
QNAM = 'PVL03';
QLABEL = 'COMMENT BASED ON PVL02';
QVAL =  left(pvl03);
IDVAR   SQ1 – SQ9  =  VISITNUM 

PVLVISWK




