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

SDTM 1.1/IG 3.1.1 
ANNOTATION FOR CTN0029



DOMAIN: DM, SC

USUBJID
SC.SCTEST=NODE

DM.DMDTC/SC.SCDTC
VISIT / VISITNUM

DM.SEX
DM.BRTHDTC

DM.ETHNIC

DM.RACE (if multiple, then = 'MULTIPLE')
SC.SCTEST / SC.SCORRES

SC.SCTEST / SC.SCORRES

QNAM=AOTHERS
QLABEL=ASIAN: OTHER TEXT
IDVAR=SCSEQ

SC.SCTEST / SC.SCORRES

QNAM=NOTHERS
QLABEL=NATIVE HAWAIIAN OR 
PACIFIC ISLANDER: OTHER TEXT
IDVAR=SCSEQ

SC.SCTEST / SC.SCORRES
SC.SCTEST / SC.SCORRESQNAM=OOTHERS

QLABEL=RACE OTHER: OTHER TEXT
IDVAR=SCSEQ THIS DATA NOT STORED



DOMAIN: SC, COTHIS DATA NOT STORED

SC.SCTEST / SC.SCORRES SC.SCORRESU=YEARS

SC.SCTEST / SC.SCORRES   SCEVLINT=-P3Y

SC.SCTEST / SC.SCORRES   SCEVLINT = -P30D

SC.SCTEST / SC.SCORRES
CO.COVAL 
IDVAR=USUBJID



DOMAIN: QSQSCAT=THOUGHTS ABOUT ABSTINENCE (TTA)

QSDTC
VISITNUM

QSTEST QSORRES



DOMAIN: QSQSCAT=
QSDTC

VISITNUM
QSTEST QSORRES



DOMAIN: QSQSCAT=
QSDTC

VISITNUM
QSTEST QSORRES



DOMAIN: QSQSCAT=
QSDTC

VISITNUM

QSTEST QSORRES



DOMAIN: QSQSCAT=

QSDTC

QSTEST QSORRES

VISITNUM



DOMAIN: LB, CO
LBDTC

VISIT / VISITNUM

LBTEST / LBTESTCD LBORRES

CO.COVAL     
IDVAR=LBSEQ

LBCAT=DRUG SCREEN

LBSTAT / LBREASND

QNAM=LBSUPER
QLABEL=URINE COLLECTION SUPERVISED
IDVAR=LBSEQ

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



DOMAIN: QSQSCAT=

QSDTC
QSTEST QSORRESVISITNUM



DOMAIN: VS, CO
VSDTC

VISIT/VISITNUM

VSTEST / VSTESTCD VSORRES

CO.COVAL 
IDVAR=USUBJID

VSCAT=READING 1

VSCAT=READING 2

VSCAT=READING 3



DOMAIN: QSQSCAT=

QSDTC
VISITNUM

QSTEST
QSORRES



DOMAIN: QSQSCAT=

QSDTC
VISITNUM

QSTEST QSORRES



DOMAIN: SU
SUDTC

VISIT / VISITNUM

SUCAT=TOBACCO USE – PRE ACTIVE STUDY

SUGRPID=PRE STUDY FILE 1
SUSPID

SUSTDTC
SUOCCUR

SUTRT = CIGARETTE
SUDOSE / SUDOSU



DOMAIN: SUSUGRPID

SUSPID
SUSTDTC

SUOCCUR

SUTRT = CIGARETTE

SUDOSE / SUDOSU



DOMAIN: SU
SUDTC

VISIT / VISITNUM

SUCAT=TOBACCO USE – PRE ACTIVE STUDY

SUSPID
SUSTDTC SUOCCUR

SUDOSE / SUDOSU
SUTRT = CIGARETTE

SUGRPID=PRE STUDY FILE 2



DOMAIN: SU, LB, QS, CO

SU.SUOCCUR SUDOSE / SUDOSU

SU.SUOCCUR SU.SUEVLINT=-P7D

SU.SUTRT=NON CIGARETTE TOBACCO PRODUCT 

CO.COVAL     
IDVAR=SUSEQ

QS.QSTEST = WORK WHERE THERE IS CARE EXHAUST?

QSTESTCD= RCNOYE1

QSORRES

LB.LBDTC  LBCAT = TOBACCO USE – ACTIVE STUDY
LB.LBTEST/LBTESTCD/LBORRES/LBORRESU LBCAT=TOBACCO USE – PRE ACTIVE STUDY
LB.LBTEST/LBTESTCD/LBORRES/LBORRESU LBCAT = TOBACCO USE – PRE ACTIVE STUDY

SU.SUOCCUR SU.SUEVLINT=-P7D

SU.SUEVLINT=-P28D

SU.SUTRT=SMOKED ANYTHING ELSE BESIDES TOBACCO IN PAST 7 DAYS

QS.QSTEST = DEFECTIVE FURNACE AT HOME

QSTESTCD= RCNOYE2

QSORRES



DOMAIN: MH
MHDTC

QNAM=MHSPEC
QLABEL=MEDICAL HISTORY SPECIFY
IDVAR=MHSEQ

VISIT / VISITNUM QNAM=MHAGE
QLABEL=MEDICAL HISTORY AGE
IDVAR=MHGRPID

MHTERM MHOCCUR

MHCAT=CARDIOVASCULAR HISTORY     MHSCAT=PERSONAL HISTORY

QNAM=MHPRES
QLABEL=CONDITION PRESENT CURRENTLY
IDVAR=MHSEQ



DOMAIN: MH, CO

QNAM=MHSPEC
QLABEL=MEDICAL HISTORY SPECIFY
IDVAR=MHSEQ

MHTERM MHOCCUR
MHCAT=CARDIOVASCULAR HISTORY     MHSCAT=FAMILY HISTORY

CO.COVAL    IDVAR=MHGRPID

CO.COVAL    IDVAR=MHGRPID

MHCAT=ASSESSMENT OF OTHER STUDY ELIGIBILITY CRITERIA = MHSCAT

MHTERM MHOCCUR



DOMAIN: MH
MHDTC

QNAM=MHSPEC
QLABEL=MEDICAL HISTORY SPECIFY
IDVAR=MHSEQ

VISIT / VISITNUM

MHTERM
MHOCCUR

MHCAT=MEDICAL HISTORY = MHSCAT

QNAM=MHPRES
QLABEL=CONDITION PRESENT CURRENTLY
IDVAR=MHSEQ

QNAM=MHEXCL
QLABEL=CONDITION EXCLUDES PARTICIPANT
IDVAR=MHSEQ



DOMAIN: MH

QNAM=MHSPEC
QLABEL=MEDICAL HISTORY SPECIFY
IDVAR=MHSEQMHTERM

MHOCCURQNAM=MHPRES
QLABEL=CONDITION PRESENT CURRENTLY
IDVAR=MHSEQ

QNAM=MHEXCL
QLABEL=CONDITION EXCLUDES PARTICIPANT
IDVAR=MHSEQ



DOMAIN: MH

MHCAT=MEDICAL HISTORY 
MHSCAT=PSYCHIATRIC/NEUROLOGICAL HISTORY

QNAM=MHSPEC
QLABEL=MEDICAL HISTORY SPECIFY
IDVAR=MHSEQMHTERM

MHOCCURQNAM=MHPRES
QLABEL=CONDITION PRESENT CURRENTLY
IDVAR=MHSEQ

QNAM=MHEXCL
QLABEL=CONDITION EXCLUDES PARTICIPANT
IDVAR=MHSEQ



DOMAIN: MH

QNAM=MHSPEC
QLABEL=MEDICAL HISTORY SPECIFY
IDVAR=MHSEQMHTERM

MHOCCURQNAM=MHPRES
QLABEL=CONDITION PRESENT CURRENTLY
IDVAR=MHSEQ

QNAM=MHEXCL
QLABEL=CONDITION EXCLUDES PARTICIPANT
IDVAR=MHSEQ



DOMAIN: MH
QNAM=MHSPEC
QLABEL=MEDICAL HISTORY SPECIFY
IDVAR=MHSEQ

MHTERM
MHOCCUR

QNAM=MHPRES
QLABEL=CONDITION PRESENT CURRENTLY
IDVAR=MHSEQ

QNAM=MHEXCL
QLABEL=CONDITION EXCLUDES PARTICIPANT
IDVAR=MHSEQ

MHCAT=MEDICAL HISTORY 

MHSCAT=OTHER RELEVANT MEDICAL HISTORY

MHTERM

MHSTDTC

MHCAT=MEDICAL HISTORY 

MHSCAT=SURGERY



DOMAIN: RP, CO
RPDTC

VISIT / VISITNUM

RPTEST/RPTESTCD RPORRES

CO.COVAL     
IDVAR=RPSEQ

RPCAT=PREGNANCY AND BIRTH CONTROL ASSESSMENT



DOMAIN: QSQSCAT=

QSDTC
VISITNUM

QSTEST

QSORRES



DOMAIN: EG
EGDTC

VISIT / VISITNUM

EGTEST/EGTESTCD EGORRES



DOMAIN: EG
EGTEST/EGTESTCD EGORRES



DOMAIN: QS
=QSCAT

QSDTC
VISITNUM

QSTEST QSORRES



DOMAIN: QS



DOMAIN: QS
=QSCAT

QSDTC
VISITNUM

QSTEST QSORRES



DOMAIN: QS



DOMAIN: QS
=QSCAT

QSDTC
VISITNUM

QSTEST QSORRES=QSSCAT

=QSSCAT



DOMAIN: QS
=QSCAT

QSDTC
VISITNUM

QSTEST QSORRES



DOMAIN: QS=QSCAT
QSDTC

VISITNUM

QSTEST QSORRES



DOMAIN: QS
=QSCAT

QSDTC
VISITNUM

QSTEST QSORRES=QSSCAT

=QSSCAT



DOMAIN: QS
=QSCAT

QSDTC
VISITNUM

QSTEST QSORRES



DOMAIN: QS=QSCAT
QSDTC

VISITNUM
QSTEST QSORRES



DOMAIN: QS=QSCAT
QSDTC

VISITNUM

QSTEST
QSORRES



DOMAIN: IE, SC
IEDTC

VISIT / VISITNUM

IETEST IEORRES
IECAT

NOTE: Only exceptions to IE are in the database. That includes “No”
responses for Inclusion and “YES” responses for exclusion criteria.

SC.SCTEST / SC.SCORRES



DOMAIN: LB, CO
LBDTC

VISIT / VISITNUM

CO.COVAL     
IDVAR=LBSEQ

LBSTAT / LBREASND

QNAM=LBSUPER
QLABEL=URINE COLLECTION SUPERVISED
IDVAR=LBSEQ

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

QNAM=LBSHIP
QLABEL=URINE SAMPLE SHIPPED
IDVAR=LBSEQ

QNAM=LBSHIPDT
QLABEL=DATE SAMPLE SHIPPED
IDVAR=LBSEQ

Note: Urine Cotinine results will also be in the LB file  where LBTEST=‘COTININE’

LBCAT=URINE COTININE COLLECTION



DOMAIN: DM, SC
SC.SCDTC

SUPPRESSED DUE TO DUP./ERRANT KIT NUMBERS
DM.RFSTDTC

SC.SCTEST / SC.SCORRES

SC.SCTEST / SC.SCORRES

VISIT / VISITNUM

QNAM=NRNOTHER
QLABEL=NOT RANDOMIZED: OTHER TEXT
IDVAR=SCSEQ



DOMAIN: QS=QSCAT
QSDTC

VISITNUM
QSTEST QSORRES



DOMAIN: SU

SUDTC
VISIT / VISITNUM

SUCAT=TOBACCO USE – ACTIVE STUDY

SUGRPID = ACTIVE STUDY FILE 1

SUSPID SUSTDTC
SUOCCUR

SUDOSE / SUDOSU

SUTRT = CIGARETTE



DOMAIN: SU, LB, QS, CO

SU.SUOCCUR
SUDOSE / SUDOSU

SU.SUOCCUR
SU.SUEVLINT=-P7D

CO.COVAL     
IDVAR=SUSEQ

LB.LBDTC  LBCAT = TOBACCO USE – ACTIVE STUDY

LB.LBTEST/LBTESTCD/LBORRES/LBORRESU LBCAT=TOBACCO USE – ACTIVE STUDY
LB.LBTEST/LBTESTCD/LBORRES/LBORRESU LBCAT = TOBACCO USE – ACTIVE STUDY

SU.SUTRT=NON CIGARETTE TOBACCO PRODUCT 

SU.SUTRT=SMOKED ANYTHING ELSE BESIDES TOBACCO IN PAST 7 DAYS

SU.SUEVLINT=-P7D

QS.QSTEST = WORK WHERE THERE IS CARE EXHAUST?

QSTESTCD= RCNOYE1

QSORRES

QS.QSTEST = DEFECTIVE FURNACE AT HOME

QSTESTCD= RCNOYE2

QSORRES



DOMAIN: EX, CO

EXDTC
VISIT / VISITNUM
EXSPID

EXGRPID

EXTPT EXSTDTC

EXDOSFRM=PILL EXDOSFRM=PATCH

CO.COVAL     
IDVAR=EXSEQ

EXDOSU

EXDOSE
EXDOSEEXDOSTXT

EXTRT=OROS-MPH EXTRT=NICOTINE



DOMAIN: DA

DADTC
VISIT / VISITNUM
DASPID
DAGRPID

DACAT=SCHEDULED OROS-MPH/PLACEBO

DACAT=REPLACEMENT OROS-MPH/PLACEBO

DATEST/DATESTCD DAORRES



DOMAIN: QS=QSCAT
QSDTC

VISITNUM

QSTEST QSORRES



DOMAIN: DA

DADTC
VISIT / VISITNUM
DASPID
DAGRPID

DACAT=ORIGINAL NICOTINE PATCHES

DACAT=REPLACEMENT NICOTINE PATCHES

DATEST/DATESTCD DAORRES



DOMAIN: QS
=QSCAT

QSDTC
VISITNUM

QSTEST QSORRES

QSSCAT=RATING STAFF, OTHER PARTICIPANTS AND VISITS



DOMAIN: QS
=QSCAT

QSDTC
VISITNUM

QSTEST QSORRES



DOMAIN: QS
=QSCAT

QSDTC
VISITNUM

QSTEST QSORRES



DOMAIN: DS, DM

DM.RFENDTC

QNAM=TRTADHD
QLABEL=TYPE OF TREATMENT FOR ADHD 
SOUGHT
IDVAR=DSSEQ

QNAM=TRTSMOKE
QLABEL=TYPE OF TREATMENT FOR 
SMOKING CESSATION  SOUGHT
IDVAR=DSSEQ

QNAM=ADMSPEC
QLABEL=ADMINISTRATION DISCHARGE OR 
OTHER: SPECIFY
IDVAR=SCSEQ

DS.DSSTRDTC

DS.DSDTC
DS.VISIT

DS.DSTERM/DSDECOD

DS.DSCAT :END OF ACTIVE STUDY PHASE



DOMAIN: SU

SUDTC
VISIT / VISITNUM

SUCAT=TOBACCO USE – POST ACTIVE STUDY

SUSPID
SUSTDTC

SUOCCUR

SUDOSE / SUDOSU

SUTRT = CIGARETTE
SUGRPID = POST STUDY FILE 1



DOMAIN: SU

SUSPID
SUSTDTC

SUOCCUR

SUDOSE / SUDOSU

SUTRT = CIGARETTE



DOMAIN: SU

SUDTC
VISIT / VISITNUM

SUCAT=TOBACCO USE – POST ACTIVE STUDY

SUGRPID = POST STUDY FILE 2

SUSPID
SUSTDTC

SUOCCUR

SUDOSE / SUDOSU

SUTRT = CIGARETTE



DOMAIN: SU, LB, QS, CO

SU.SUOCCUR
SUDOSE / SUDOSU

SU.SUOCCUR
SU.SUTRT=SMOKED ANYTHING ELSE BESIDES TOBACCO IN PAST 7 DAYS

SU.SUEVLINT=-P7D

SU.SUTRT=NON CIGARETTE TOBACCO PRODUCT 

CO.COVAL     
IDVAR=SUSEQ

LB.LBDTC LBCAT=TOBACCO USE – POST ACTIVE STUDY

LB.LBTEST/LBTESTCD/LBORRES/LBORRESU 
LBCAT=TOBACCO USE – POST ACTIVE STUDY

LB.LBTEST/LBTESTCD/LBORRES/LBORRESU 
LBCAT=TOBACCO USE – POST ACTIVE STUDY

SUSPID
SUSTDTC

SUOCCUR

SUDOSE / SUDOSU

SUTRT = CIGARETTE

SUOCCUR SUTRT = SMOKED WITHIN THE PAST 7 DAYS    SUEVLINT=-P7D

SU.SUEVLINT=-P28D

QS.QSTEST = WORK WHERE THERE IS 
CARE EXHAUST?

QSTESTCD= RCNOYE2

QSORRES

QS.QSTEST = DEFECTIVE FURNACE AT HOME

QSTESTCD= RCNOYE3

QSORRES



DOMAIN: CM

Data not valid: no visit info
CMDTC

USE ONLY IF THIS = 1
CMTRT

CMINDC

CMDOSE
CMDOSU (6A) CMDOSTXT (6B)

CMDOSFRM

CMROUTE

CMDOSFRQ
CMSTDTC

CMENDTC

EITHER 99 OR 98 NO USEFUL DATA

QNAM=TRTFORAE
QLABEL=DRUG GIVEN AS TREATMENT FOR 
AE
IDVAR=CMSEQ

QNAM=ADDFORM
QLABEL=ADDITION INFO ON FORM TYPE
IDVAR=CMSEQ

QNAM=ADDRTE
QLABEL=ADDITIONAL ROUTE INFORMATION
IDVAR=CMSEQ

QNAM=ADDFREQ
QLABEL=ADDITIONAL FREQUENCY 
INFORMATION
IDVAR=CMSEQ

QNAM=VISITNO
QLABEL=VISIT THAT DRUG WAS 
DISCONTINUED OR CHANGED
IDVAR=CMSEQ



DOMAIN: RP

RPDTC
VISIT / VISITNUM

RPTEST/RPTESTCD RPORRES

RPCAT=PREGNANCY AND OUTCOME



DOMAIN: RP

RPDTC
VISIT / VISITNUM

RPTEST/RPTESTCD
RPORRES

RPCAT=PREGNANCY AND OUTCOME



DOMAIN: AE

AEDTC
VISIT/VISITNUM/EPOCH

AETERM

SUPPAE: RCAEF003A

SUPPAE: AEF003B
SUPPAE: AEF003C

AESTDTC
AEREL

AESEV
AEACN

SUPPAE: AEF008
AEACNOTH

SUPPAE: AEF0091
SUPPAE: AEF0092

SUPPAE: AEF009B
AESER

AEOUT
SUPPAE: AEF0121

SUPPAE: AEF0122
SUPPAE: AEF0123

SUPPAE: AEF0124
SUPPAE: AEF0125

SUPPAE: AEF0126
SUPPAE: AEF0127

SUPPAE: AEF0128
SUPPAE: TCAEF013

AEENDTC



DOMAIN: AE

AESDTH
AESLIFE

AESHOSP
AESDISAB

AESCONG

AEREL

SUPPAE: SAE002
SUPPAE: SAE003

SUPPAE: SAE004_DT
SUPPAE: SAE005_DT

SUPPAE: SAE006F
SUPPAE: PCSAE007

SUPPAE: SAE009

SUPPAE: SAE010

SUPPAE: NO Death dates in file

SUPPAE: SAE012
SUPPAE: NO Agent names in file

SUPPAE: SAE012b
SUPPAE: NO Investigational dates  in file

SUPPAE: SAE012d
SUPPAE: SAE012e_dt

SUPPAE: SAE012f_dt
SUPPAE: SAE012g



DOMAIN: AE

SUPPAE: NO data  in file

SUPPAE: SAE012h
SUPPAE: SAE012I

SUPPAE: SAE012J



DOMAIN: AE

SUPPAE: SAE014A
SUPPAE: SAE014B

SUPPAE: SAE014D
SUPPAE: SAE014E

SUPPAE: SAE014F

SUPPAE: SAE014C



DOMAIN: AE

SUPPAE: SAE015
SUPPAE: SAE016

SUPPAE: SAE017A
SUPPAE: SAE017B

SUPPAE: SAE017C
SUPPAE: SAE017D

SUPPAE: SAE017E
SUPPAE: SAE017G



DOMAIN: QS
=QSCAT

QSDTC
VISITNUM

QSTEST
QSORRES

QSSCAT



DOMAIN: QS
=QSCAT

QSDTC

QSTEST QSORRES


