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

USUBJID

IECAT

CTN0007

IEDTC

EPOCH

STUDYID

VISITNUM / VISIT

IETEST

IEORRES

DOMAIN: IE, SC

SC.NODE

IECAT

IETEST
IEORRES

SC.SCTEST SC.SCORRES

NOTE: Only exceptions to IE are in the database.  That includes “No,” “N/A,” and 
“Unk” for inclusion and “Yes,” “N/A,” “Unk” for exclusion criteria.



DM.ARM

DM.RFSTDTC

DS.DSTERM DS.DSOCCUR

DSCAT=DISPOSITION EVENT

DOMAIN: DM, DS

QNAM=DSDECL
QLABEL=DECLINED PARTICIPATION: SPECIFY
IDVAR=DSSEQ



DM.SEX

DM.BRTHDTC

USUBJID

EPOCH

STUDYID

VISITNUM / VISIT

DOMAIN: DM, SC

DM.DMDTC / 
SC.SCDTC

SCTEST

SCORRES

DM.RACE (If multiple, then = ‘MULTIPLE’)

QNAM=SOTHERS
QLABEL=SPANISH, HISPANIC, OR LATINO: OTHER TEXT
IDVAR=SCSEQ

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

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

QNAM=OOTHERS
QLABEL=ETHNICITY/RACE: OTHER TEXT
IDVAR=SCSEQ



SCTEST

SCORRES

DOMAIN: SC

SCTEST

SCORRES

SCTEST

SCORRES

SCTEST

SCORRES



SUEVLINT=-P30

SUDUR SUROUTE

DOMAIN: SU

SUTRT

SUCAT =

QNAM=SUOROUTE
QLABEL=ALL OTHER ROUTES
IDVAR=SUSEQ



SUTRT

DOMAIN: SU
SUCAT=MAJOR DRUG PROBLEM



USUBJID

EPOCH

STUDYID

VISITNUM / VISIT

DOMAIN: QS

QSDTC

QSCAT =

QSSCAT=

QSORRESQSTEST

QSEVLINT = -P90D

QSSCAT=

QSORRESU = ‘DAY’



DOMAIN: QS

QSSCAT=

QSORRESQSTEST QSEVLINT = -P90D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSORRESU = ‘DAY’

QSORRESU = ‘DAY’

QSORRESU = ‘DOLLAR’

QSORRESU = ‘DOLLAR’

QSORRESU = ‘DOLLAR’



DOMAIN: QS

QSSCAT=

QSORRESQSTEST

QSEVLINT = -P30D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSSCAT=

QSSCAT=

QSORRESU = ‘DOLLAR’

QSORRESU = ‘MONTH’

QSORRESU = ‘DAY’

QSORRESU = ‘DOLLAR’



DOMAIN: QS

QSSCAT=

QSORRESQSTEST

QSEVLINT = -P30D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSORRESU = ‘DAY’

QSORRESU = ‘DOLLAR’

QSORRESU = ‘DAY’

QSORRESU = ‘DOLLAR’



USUBJID

EPOCH

STUDYID

VISITNUM / VISIT

DOMAIN: QS

QSDTC

QSCAT = MIEDAR

QSSCAT=
QSORRESQSTEST

QSSCAT=

QSSCAT=



DOMAIN: QS

QSSCAT=

QSORRESQSTEST

QSSCAT=

QSSTRESN

QSSTRESN

QSSCAT=

QSORRESU = ‘%’



USUBJID

EPOCH

STUDYID

VISITNUM / VISIT

DOMAIN: QS

QSDTC

QSCAT =

QSSCAT=

QSORRES

QSTEST



DOMAIN: QS

QSORRES

QSTEST

QSEVLINT = -P30D

QSEVLINT = -P30D

QSORRESU = ‘MONTH’

QSORRESU = ‘YEAR’

QSORRESU = ‘DAY’



DOMAIN: QS

QSSCAT =

QSORRES

QSTEST

QSEVLINT = -P30D

QSEVLINT = -P30D

QSORRESU = ‘DAY’



DOMAIN: QS

QSORRES

QSTEST

QSSCAT =

QSORRES

QSTEST QSORRESU = ‘MONTH’

QSORRESU = ‘YEAR’

QSORRESU = ‘MONTH’

QSORRESU = ‘MONTH’

QSORRESU = ‘YEAR’



DOMAIN: QS

QSORRES

QSTEST

QSEVLINT = -P3Y

QSEVLINT = -P30D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSORRESU = ‘DAY’

QSORRESU = ‘DOLLAR’

QSORRESU = ‘DOLLAR’

QSORRESU = ‘DOLLAR’



QSORRES

QSTEST QSEVLINT = -P30D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSEVLINT = -P30D

DOMAIN: QS

QSORRESU = ‘DAY’



DOMAIN: QS

QSORRESQSTEST

QSSCAT =

QSEVLINT=-P30D

QSORRESU = ‘DAY’ QSORRESU = ‘YEAR’



DOMAIN: QS

QSORRES

QSTEST

QSEVLINT=-P30D

QSEVLINT=-P30D

QSEVLINT=-P30D

QSEVLINT=-P30D

QSEVLINT=-P30D

QSEVLINT=-P30D

QSEVLINT=-P30D

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DAY’

QSORRESU=‘DAY’

QSORRESU=‘DAY’



DOMAIN: QS

QSORRES

QSTEST

QSEVLINT=-P30D

QSSCAT=

QSORRES

QSTEST



DOMAIN: QS

QSORRES

QSTEST

QSORRESU=‘MONTH’



DOMAIN: QS

QSORRES

QSTEST

QSEVLINT=-P30D

QSEVLINT=-P30D

QSORRESU=‘DAY’

QSORRESU=‘DAY’



DOMAIN: QS

QSORRES

QSTEST

QSSCAT=

QSEVLINT = -P3Y



DOMAIN: QS

QSORRES

QSTEST

QSEVLINT = -P30D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSORRESU=‘DAY’



DOMAIN: QS

QSORRES

QSTEST

QSEVLINT = -P30D

QSEVLINT = -P30D

QSORRESU=‘DAY’



DOMAIN: QS

QSORRES

QSTEST

QSSCAT=

QSEVLINT = -P30D



DOMAIN: QS

QSTEST

QSORRES

QSEVLINT = -P30D

QSEVLINT = -P30D

NOT 
COLLECTED

QSORRESU=‘DAY’



DOMAIN: QS

USUBJID

VISIT / VISITNUM

STUDYID

QSDTC EPOCH

QSCAT=

QSTEST

QSORRES



DOMAIN: QS

QSTEST

QSORRES



USUBJID

EPOCH

STUDYID

VISITNUM / VISIT

DOMAIN: TU

TUDTC

TUTEST/TUTESTCD TUORRES/TUSTRESC/TUSTRESN

TUCAT=

TUSCAT=



QSCAT=

QSTEST
QSORRES

DOMAIN: QS

USUBJID

VISIT / VISITNUMQSDTC

PHASE

STUDYID

QSEVLINT = -P12M

QSEVLINT = -P12M

QSTEST
QSORRES

QSSCAT=‘USED IN PAST 12 MONTHS’

QSSCAT=‘SUBSTANCE DEPENDENCE’



DOMAIN: QS

QSSCAT=‘SUBSTANCE ABUSE’



STUDYID

USUBJID

QSTEST

QSDTC VISIT / VISITNUM

EPOCH

QSORRES

DOMAIN: QS

QSEVLINT=-P30D

QSEVLINT=-P30D



DOMAIN: QS

QSTEST

QSEVLINT=-P30D

QSEVLINT=-P30D

QSORRES

QSEVLINT=-P30D



DOMAIN: QS

QSTEST

QSEVLINT=-P30D

QSEVLINT=-P30D

QSORRES

QSEVLINT=-P30D



DOMAIN: QS

QSTEST

QSEVLINT=-P30D

QSEVLINT=-P30D

QSORRES

QSEVLINT=-P30D



DOMAIN: QS
QSTEST

QSEVLINT=-P30D

QSORRES



USUBJID

USUBJID

QSDTC VISIT / VISITNUM

EPOCH

QSTEST

QSORRES

DOMAIN: QS

QSCAT=

QSEVLINT=-P30D

QSEVLINT=-P30D

QSORRESU=‘DAY’

QSORRESU=‘DOLLAR’



QSTEST

QSORRES

DOMAIN: QS

QSEVLINT=-P30D

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DAY’



QSTEST
QSORRES

DOMAIN: QS

QSORRESU=‘DOLLAR’

QSORRESU=‘DAY’

QSORRESU=‘DOLLAR’

QSORRESU=‘DAY’



STUDYID

USUBJID

QSDTC VISIT / VISITNUM

EPOCH

QSTEST

QSORRES

QSCAT=

DOMAIN: QS

QSEVLINT = -P90D

QSORRESU=‘DAY’



QSTEST

QSORRES

DOMAIN: QS

QSEVLINT = -P90D

QSEVLINT = -P90D

QSEVLINT = -P30D

QSEVLINT = -P30D

QSORRESU=‘DAY’

QSORRESU=‘DAY’

QSORRESU=‘DAY’

QSORRESU=‘DOLLAR’



QSEVLINT = -P30D

QSORRES

QSTEST

DOMAIN: QS

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DAY’



QSORRES

QSTEST

DOMAIN: QS

QSEVLINT = -P30D

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DAY’

QSORRESU=‘DAY’



STUDYID

USUBJID

QSDTC VISIT / VISITNUM

EPOCH

QSTEST

QSORRES

DOMAIN: QS

QSCAT=

QSEVLINT = -P90D

QSORRESU=‘DAY’



QSTEST

QSORRES

DOMAIN: QS

QSEVLINT = -P90D

QSEVLINT = -P90D

QSEVLINT =-P30D

QSEVLINT = -P30D

QSORRESU=‘DAY’

QSORRESU=‘DAY’

QSORRESU=‘DAY’

QSORRESU=‘DOLLAR’



DOMAIN: QS
QSTEST

QSORRES QSEVLINT = -P30D

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DAY’



QSTEST

QSORRES

DOMAIN: QS

QSEVLINT = -P30D

QSORRESU=‘DOLLAR’

QSORRESU=‘DOLLAR’

QSORRESU=‘DAY’

QSORRESU=‘DAY’



USUBJID

EPOCH

STUDYID

VISITNUM / VISIT

DOMAIN: QS

QSDTC

QSCAT = MIEDAR

QSSCAT=
QSORRESQSTEST

QSSCAT=



DOMAIN: QS

QSSCAT=

QSORRES/QSSTRESNQSTEST

QSORRESU=‘%’



STUDYID

USUBJID

DSDTC VISIT / VISITNUM

EPOCH

DOMAIN: DS

DSTERM / DSDECOD

DSSTDTC / DM.RFENDTC

DSOCCUR 
(DSOCCUR=Y for terms without 
a YES/NO response.)

DSCAT=DISPOSITION EVENT

DSSTDTC

QNAM=DSOTHSP
QLABEL=OTHER DISCONTINUATION 
REASON SPECIFIED
IDVAR=DSSEQ



USUBJID

EPOCH

STUDYID

VISITNUM / VISIT

DOMAIN: QS

QSDTC

QSCAT =

QSSCAT=

QSTEST QSORRES

QSORRESU=‘MG’



AEHOSP

AESTDTC

AEDTC

STUDYID

USUBJID

AEDTC VISIT / VISITNUM

EPOCH

DOMAIN: AE

AESER=Y

AESDTH

AEOUT

AEOCCUR

AETERM

AESEQ

QNAM=AEPHASE
QLABEL=TRIAL PHASE DURING AE
IDVAR=VISITNUM

QNAM=AETRT
QLABEL=TREATMENT
IDVAR=VISITNUM

QNAM=AEPSYCH
QLABEL=HISTORY OF 
PSYCHIATRIC ILLNESS
IDVAR=AESEQ

QNAM=AENEURO
QLABEL=TAKING 
NARCOLEPTIC MEDICATION
IDVAR=AESEQ

QNAM=AEOTHMED
QLABEL=TAKING 
OTHER MEDICATION
IDVAR=AESEQ

QNAM=AEMEDESC
QLABEL=OTHER 
MEDICATION 
DESCRIPTION
IDVAR=AESEQ

QNAM=AEDAYUSE
QLABEL=DAYS OF 
DRUG/ALCOHOL USE
IDVAR=AESEQ



DOMAIN: AE
QNAM=AEAMTUSE
QLABEL=AMOUNT OF 
DRUG/ALCOHOL USE
IDVAR=AESEQ

AEOCCUR

AETERM

AESEQ

QNAM=AESUIC
QLABEL=HISTORY OF 
SUICIDAL IDEATION
IDVAR=AESEQ

QNAM=AEVIOL
QLABEL=HISTORY OF 
HOMICIDAL IDEATION
IDVAR=AESEQ

QNAM=AEINFRAC
QLABEL=PROGRAM OR INFRACTION 
DESCRIPTION
IDVAR=AESEQ

QNAM=AEOTHDTH
QLABEL=HOSP OR DEATH OF 
ANOTHER DESCRIPTION
IDVAR=AESEQ

QNAM=AEOTHCRS
QLABEL=OTHER AE COURSE OF 
TREATMENT
IDVAR=VISITNUM



DOMAIN: AE

QNAM=AEREVIEW
QLABEL=REVIEW OF CASE MADE AT 
SITE
IDVAR=VISITNUM

AEOCCUR
AETERM

AESEQ

QNAM=AEACCID
QLABEL=ACCIDENTAL DEATH-
SUBSTANCE USE INVOLVED
IDVAR=AESEQ

QNAM=AESUBST
QLABEL=MEDICAL REASON FOR 
DEATH-SUBSTANCE USE
IDVAR=AESEQ

QNAM=AEREVTXT
QLABEL=REVIEW OF CASE MADE AT 
SITE TEXT
IDVAR=VISITNUM

QNAM=AEMET
QLABEL=AE REVIEW SUGGESTS 
NEED FOR MET
IDVAR=VISITNUM

QNAM=AEMETTXT
QLABEL=AE REVIEW SUGGESTS 
NEED FOR MET TEXT
IDVAR=VISITNUM


