
DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC

QSTESTCD/QSTEST

QSORRES

QSEVAL

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



DOMAIN: QS

QSTESTCD/QSTEST

QSORRES

QSDTC
USUBJID



DM.SEX

DM.BRTHDTC

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

SCTEST

SCORRES

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: DM and SC

USUBJID

EPOCH VISITNUM

SCTEST



DOMAIN: SUUSUBJID

SUDTC

SUCAT=DRUG/ALCOHOL USE

SUOCCUR=Y

SUTRT

SUEVLINT=-P30D

SUDUR

SUROUTE

SUCAT=MAJOR DRUG PROBLEM
SUTRT



DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC

QSTESTCD/QSTEST QSORRES

QSEVAL

QSCAT



DOMAIN: QSUSUBJID

QSDTC

QSEVLINT=-P12M

QSTESTCD/QSTEST

QSORRES



DOMAIN: QSUSUBJID
QSDTC

QSEVLINT=-P12M

QSTESTCD/QSTEST

QSORRES



DOMAIN: QSUSUBJID

QSDTC
QSEVLINT=-P12M

QSTESTCD/QSTEST

QSORRES



DOMAIN: QSUSUBJID

QSDTC
QSEVLINT=-P12M

QSTESTCD/QSTEST

QSORRES



DOMAIN: QSUSUBJID

QSDTC
QSEVLINT=-P12M

QSTESTCD/QSTEST

QSORRES

QSTESTCD/QSTEST

QSORRES



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

DOMAIN: IE

USUBJID

STUDYID EPOCH VISITNUM

IEDTC

IEORRES

IECAT

IETEST



DOMAIN: IE and SCUSUBJID

IEDTC

IEORRES

IECAT

IETEST

SC.SCTEST

SC.SCORRES



DOMAIN: MH

USUBJID

STUDYID EPOCH VISITNUM

MHDTC

MHTERM MHOCCUR

QNAM=MHASSES
QLABEL=HISTORY ASSESSMENT
IDVAR=MHSEQ

QNAM=MHSPECIFY
QLABEL=HISTORY SPECIFIED
IDVAR=MHSEQ



MHTERM MHOCCUR

QNAM=MHASSES
QLABEL=HISTORY ASSESSMENT
IDVAR=MHSEQ

QNAM=MHSPECIFY
QLABEL=HISTORY SPECIFIED
IDVAR=MHSEQ

DOMAIN: MHUSUBJID

MHDTC

THIS DATA NOT ENTERED



DOMAIN: RP

USUBJID

STUDYID EPOCH VISITNUM

RPDTC

RPTEST
RPORRES

DOMAIN:  CO
COVAL
DOMAIN=RP
IDVAR=VISITNUM or RPDTC



DOMAIN: CM

USUBJID

STUDYID EPOCH VISITNUM

CMDTC

CMTRT

CMINDC

CMSPID

DATA NOT STORED

CMDOSE
CMDOSU

CMROUTE

CMDOSFRM

CMDOSFRQ

CMSTDTC

CMENDTC

QNAM=CMFORAE
QLABEL=DRUG BEING GIVEN FOR TREATMENT OF AE
IDVAR=CMSEQ

CMENRF

QNAM=CMAENUM
QLABEL=MEDICATION AE NUMBER
IDVAR=CMSEQ



QNAM=CMSIG
QLABEL=MEDICATION SIGNATURE DATE
IDVAR=CMSEQ

THIS DATA NOT ENTERED

THIS DATA NOT ENTERED

DOMAIN: CM
USUBJID CMDTC



DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC

QSTESTCD/QSTEST

QSORRES

QSEVAL

=QSCAT



DOMAIN: QS
USUBJID QSDTC

QSTESTCD/QSTEST

QSORRES



DOMAIN: QS
USUBJID QSDTC

QSTESTCD/QSTEST

QSORRES



DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC

QSTESTCD/QSTEST

QSORRES

QSEVAL

=QSCAT



DOMAIN: SC

USUBJID

STUDYID EPOCH VISITNUM

SCDTC

THIS DATA NOT ENTERED

THIS DATA NOT ENTERED

SCTEST SCORRES

SCTEST SCORRES



DOMAIN: VS

USUBJID

STUDYID EPOCH VISITNUM

VSDTC

VSDTC

VSTESTVSORRES

VSORRESU

THIS DATA NOT ENTERED

THIS DATA NOT ENTERED

QNAM=VSSIG
QLABEL=VITALS SIGNATURE DATE
IDVAR=VISITNUM

DOMAIN:  CO
COVAL
RDOMAIN=VS
IDVAR=VSDTC or VISITNUM



DOMAIN: BR

USUBJID

STUDYID EPOCH VISITNUM

BRDTC

BRTESTBRORRES

BRORRESU

DOMAIN:  CO
COVAL
RDOMAIN=BR
IDVAR=VISITNUM



DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC
QSEVAL

=QSCAT



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

=QSSCAT

QSORRESU=YEAR / QSORRESU=MONTH

QSEVLINT=-P30D

QSEVLINT=-P30D  QSORRESU=DAY

THIS DATA NOT ENTERED



THIS DATA NOT ENTERED

DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

=QSSCAT

QSORRESU=DAYQSEVLINT=-P30D

QSEVLINT=-P30D



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

=QSSCAT

QSORRESU=MONTH

QSEVLINT=-P3Y

QSORRESU=YEAR / QSORRESU=MONTH

QSORRESU=YEAR / QSORRESU=MONTH

QSORRESU=DAY

QSEVLINT=-P30D

QSEVLINT=-P30D
QSORRESU=DOLLAR



THIS DATA NOT ENTERED

DOMAIN: QS
USUBJID QSDTC

QSTESTQSORRES

QSORRESU=DAYQSEVLINT=-P30D

QSEVLINT=-P30D

QSEVLINT=-P30D



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

=QSSCAT

QSEVLINT=-P30D

QSORRES

QSTEST



DOMAIN: QS
USUBJID QSDTC

QSTESTQSORRES

QSEVLINT=-P30D   QSORRESU=DOLLAR

QSEVLINT=-P30D   QSORRESU=DOLLAR

QSEVLINT=-P30D   QSORRESU=DAY

QSEVLINT=-P30D   QSORRESU=DAY

QSEVLINT=-P30D   QSORRESU=DAY

QSEVLINT=-P30D

QSEVLINT=-P30D

THIS DATA NOT ENTERED



DOMAIN: QS
USUBJID QSDTC

QSTESTQSORRES

=QSSCAT

QSORRESU=MONTH



DOMAIN: QS
USUBJID QSDTC

QSTESTQSORRES QSEVLINT=-P30D   QSORRESU=DAY

QSEVLINT=-P30D   QSORRESU=DAY

THIS DATA NOT ENTERED



DOMAIN: QS
USUBJID QSDTC

QSTESTQSORRES
=QSSCAT

QSEVLINT=-P3Y

QSEVLINT=-P30D



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

QSEVLINT=-P30D   QSORRESU=DAY

THIS DATA NOT ENTERED

QSEVLINT=-P30D

QSEVLINT=-P30D   QSORRESU=DAY

QSEVLINT=-P30D 

QSEVLINT=-P30D 



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

=QSSCAT

QSEVLINT=-P30D

QSEVLINT=-P30D   QSORRESU=DAY



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

QSEVLINT=-P30D

THIS DATA NOT ENTERED



DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC
QSEVAL

=QSCAT



DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC
QSEVAL

=QSCAT

QSTEST

QSORRES



DOMAIN: SC, DM, DS

USUBJID

STUDYID EPOCH VISITNUM

SCDTC/DSDTC

SC.SCORRES     SC.SCTEST

SC.SCORRES     SC.SCTEST

DM.ARM

DM.RFSTDTC

DS.DSOCCUR                    DS.DSTERM

SC.SCTEST           SC.SCORRES

DS.DSCAT=DISPOSITION EVENT

SC.SCTEST        
SC.SCORRES

THIS DATA NOT ENTERED

DOMAIN:  CO
Variables COVAL-COVALN
RDOMAIN=DS
IDVAR=VISITNUM
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N
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M
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L



DOMAIN: QS

USUBJID QSDTC

QSTEST

QSCAT=RISK BEHAVIOR SURVEY

QSEVLINT=-P30D

QSSCAT=DRUG INJECTION

QSSCAT=SEXUAL ACTIVITY

QSORRES

QSSCAT=SEXUAL ACTIVITY – CLIENT WITH FEMALE PARTNER



QSSCAT=SEXUAL ACTIVITY – MALE CLIENT WITH FEMALE PARTNER

DOMAIN: QS

USUBJID QSDTC

QSCAT=RISK BEHAVIOR SURVEY

QSTEST

QSORRES

QSEVLINT=-P30D

QSSCAT=SEXUAL ACTIVITY 
– MALE CLIENT WITH MALE PARTNER

QSSCAT=SEXUAL ACTIVITY 
– CLIENT WITH MALE PARTNER

QSSCAT=SEXUAL ACTIVITY 
– FEMALE CLIENT WITH MALE PARTNER

QSSCAT=SEXUAL ACTIVITY 
– CLIENT WITH MALE PARTNER



DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC
QSEVAL

=QSCAT

QSTEST

QSORRES

QSEVLINT=-P4W



DOMAIN: QS

USUBJID QSDTC

QSTEST

=QSCAT

QSORRES

QSEVLINT=-P4W



DOMAIN: QS

USUBJID QSDTC

QSTEST

=QSCAT

QSORRES

QSEVLINT=-P4W



DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC
QSEVAL

=QSCAT

QSTESTQSORRES



U
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DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC
QSEVAL

QSCAT=URICA

QSTEST

QSORRES



DOMAIN: QS

USUBJID QSDTC

QSTEST

QSCAT=URICA

QSORRES



QNAM = LBSHIPBY
QLABEL = SHIPPED BY
IDVAR=LBSEQ

DOMAIN: LB

USUBJID

STUDYID EPOCH VISITNUM

QNAM = SHIPDTC
QLABEL = DATE URINE SHIPPED
IDVAR=LBSEQ

QNAM = LBNOSHIP
QLABEL = REASON URINE NOT 
SHIPPED
IDVAR=LBSEQ

QNAM = LBSHIP
QLABEL = SAMPLE SHIPPED
IDVAR=LBSEQ

LBDTC

LBSTAT/LBREASND

Additional values captured 
from the Northwest 
Toxicology Urinalysis lab 
file.

THIS DATA NOT ENTERED

QNAM=LBVISDTC
QLABEL=LAB VISIT DATE
IDVAR = LBSEQ

LBSPID



DOMAIN: LB

USUBJID

STUDYID EPOCH VISITNUM

LBDTC

LBCAT=DRUG SCREEN

LBTEST

LBORRES

QNAM=LBVISDTC
QLABEL=LAB VISIT DATE
IDVAR = LBSEQ

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

QNAM = LBSUPER
QLABEL = URINE COLLECTION SUPERVISED
IDVAR = LBSEQ



DOMAIN: AE

USUBJID

STUDYID EPOCH VISITNUM

IF NO, THEN NO RECORD EXISTS IN SDTM AE FILE

AESPID
AETERM (AEDECOD, AEBODSYS)

QNAM = AEDESC
QLABEL = AE DESCRIPTION
IDVAR = AESEQ

QNAM = AETYPE
QLABEL = AE TYPE OF REPORT
IDVAR = AESEQAESTDTC

AEDTC

AESTDTC

AEREL

AESEV

AEACN

AESEQ



DOMAIN: AE
USUBJID

AEDTC

AEOUT

AESER

AEENRF

THIS DATA NOT ENTERED

QNAM = AESIGDTC
QLABEL = AE SIGNATURE DATE
IDVAR = AESEQ

QNAM = AECHGDTC
QLABEL = AE INTENSITY 
CHANGE DATE
IDVAR = AESEQ

AEDUR

QNAM = AESEVCHG
QLABEL = AE SEVERITY CHANGE
IDVAR = AESEQ

QNAM = AEMED1-3
QLABEL = AE MEDICATION 
NUMBER 1-3
IDVAR = AESEQ

AESHOSP

AEACNOTH

AEACNOTH

AEACNOTH

AECONTRT



NO DATA IN DATABASE



NO DATA IN DATABASE



NO DATA IN DATABASE



NO DATA IN DATABASE



NO DATA IN DATABASE



NO DATA IN DATABASE



DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC
QSEVAL

QSTEST

QSORRES

QSCAT=BRIEF SUBSTANCE CRAVING SCALE



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSCAT=BRIEF SUBSTANCE CRAVING SCALE

QSORRES



DOMAIN: TU

USUBJID

STUDYID EPOCH VISITNUM

TUDTC

TUTEST/TUTESTCDTUORRES

=TUCAT

TUTEST/TUTESTCD

TUORRES

QNAM = TUENROTH
QLABEL = NOT ENROLLED FOR OTHER REASON
IDVAR = TUSEQ

QNAM = TUEOTHER
QLABEL = NOT ATTENDED FOR OTHER REASON
IDVAR = TUSEQ

TUSTDTC
TUSPID



DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC
QSEVAL

QSTEST

QSORRES

=QSCAT



DOMAIN: TU

USUBJID

STUDYID EPOCH VISITNUM

TUDTC

TUTEST/TUTESTCD

=TUCAT

TUORRES

TUTEST/TUTESTCD

TUSTDTC

QNAM = TUEOTHER
QLABEL = NOT ATTENDED FOR OTHER REASON
IDVAR = TUSEQ

QNAM = TUHOTHER
QLABEL = OTHER SELF HELP MATERIALS
IDVAR = TUSEQ

TUORRES

TUSPID

TUSPID QNAM = TUSREAS
QLABEL = NOT ATTENDED REASON
IDVAR = TUSEQ



DOMAIN: DA

USUBJID

STUDYID EPOCH VISITNUM

DADTC

DATESTDAORRES

DACAT=STUDY MEDICATION



DOMAIN: EX

USUBJID

STUDYID EPOCH VISITNUM

EXDTC

EXSTDTC

EXTRT=NICODERM CQ EXDOSFRM,EXDOSE,EXDOSU=PATCH

EXADJ

EXADJ

QNAM = EXCOMP
QLABEL = SUBJECT MEDICATION COMPLIANCE
IDVAR = EXSEQ



DOMAIN: QS

USUBJID

STUDYID EPOCH VISITNUM

QSDTC
QSEVAL

=QSCAT



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

=QSSCAT

THIS DATA NOT ENTERED

QSEVLINT=-P30D

QSEVLINT=-P30D  QSORRESU=DAY



THIS DATA NOT ENTERED

DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

=QSSCAT

QSORRESU=DAYQSEVLINT=-P30D

QSEVLINT=-P30D



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

=QSSCAT

QSORRESU=MONTH

QSEVLINT=-P3Y

QSORRESU=YEAR / QSORRESU=MONTH

QSEVLINT=-P30D
QSORRESU=DOLLAR

QSORRESU=DAY

QSEVLINT=-P30D



THIS DATA NOT ENTERED

DOMAIN: QS
USUBJID QSDTC

QSTESTQSORRES

QSORRESU=DAYQSEVLINT=-P30D

QSEVLINT=-P30D

QSEVLINT=-P30D



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

=QSSCAT

QSEVLINT=-P30D

QSORRES

QSTEST



DOMAIN: QS
USUBJID QSDTC

QSTESTQSORRES

QSEVLINT=-P30D   QSORRESU=DOLLAR

QSEVLINT=-P30D   QSORRESU=DOLLAR

QSEVLINT=-P30D   QSORRESU=DAY

QSEVLINT=-P30D   QSORRESU=DAY

QSEVLINT=-P30D   QSORRESU=DAY

QSEVLINT=-P30D

QSEVLINT=-P30D

THIS DATA NOT ENTERED



DOMAIN: QS
USUBJID QSDTC

QSTESTQSORRES

=QSSCAT

QSORRESU=MONTH



DOMAIN: QS
USUBJID QSDTC

QSTESTQSORRES QSEVLINT=-P30D   QSORRESU=DAY

QSEVLINT=-P30D   QSORRESU=DAY

THIS DATA NOT ENTERED



DOMAIN: QS
USUBJID QSDTC

QSTESTQSORRES
=QSSCAT

QSEVLINT=-P3Y

QSEVLINT=-P30D



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

QSEVLINT=-P30D   QSORRESU=DAY

THIS DATA NOT ENTERED

QSEVLINT=-P30D

QSEVLINT=-P30D   QSORRESU=DAY

QSEVLINT=-P30D 

QSEVLINT=-P30D 



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

=QSSCAT

QSEVLINT=-P30D

QSEVLINT=-P30D   QSORRESU=DAY



DOMAIN: QS
USUBJID QSDTC

QSTEST

QSORRES

QSEVLINT=-P30D

THIS DATA NOT ENTERED



DOMAIN: DS

USUBJID

STUDYID EPOCH VISITNUM

DSDTC

DSTERM/DSDECOD DSCAT=DISPOSITION EVENT

DSSTDTC

DSSTDTC

DSSTDTC

DM.RFENDTC

DOMAIN:  CO
Variables COVAL-COVALN
RDOMAIN=DS
IDVAR=VISITNUM

QNAM = DSTERMWK
QLABEL = TERMINATION STUDY WEEK
IDVAR = DSSEQ


