
THIS DATA NOT ENTERED

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



THIS DATA NOT ENTERED



THIS DATA NOT ENTERED



THIS DATA NOT ENTERED



DOMAIN: SC

STUDYID

USUBJID
VISITNUM

EPOCH

SCDTC

SCTEST SCORRES



DOMAIN: IE

STUDYID

USUBJID

VISITNUM

EPOCH

IEDTC

IECAT
IETEST

IEORRES

IECAT

IETEST

IEORRES

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 SC.SCORRES



DOMAIN: DS, DM,CO

USUBJID

STUDYID EPOCH

VISITNUM

DM.RFSTDTC

DS: DSSTDTC

DS.DSTERM

DS.DSOCCUR

DM.ARM

DS.DSTERM

Note: Only ‘Yes’ responses are retained 
(EXCEPT FOR RAN001)

DS.DSTDTC
DM.DMDTC
CO.CODTC

QNAM=RNDOTHER
QLABEL=PATIENT NOT RANDOMIZED SPECIFIED
IDVAR=DSSEQ

COVAL

RDOMAIN = DM

IDVAR=VISITNUM

COREF=RANDOMIZATION PAGE 1

DSOCCUR

DSCAT: RANDOMIZATION

DSCAT: REASON FOR NOT 
RANDOMIZING



DOMAIN: DM, SC

STUDYID

USUBJID VISITNUM

EPOCH

DMDTC/SCDTC

DM.BRTHDTC

DMSTDTC/SCSTDTC

DM.SEX

DM.HISPANIC

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

SCTEST

SCORRES

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

DMENDTC/SCENDTC



DOMAIN: QS

STUDYID

USUBJID VISITNUM

EPOCH

QSCAT=ASI-LITE

QSDTC

THIS DATA NOT ENTERED

Also used in qsstdtc
and qsendtc

QSEVAL



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

QSSTDTC

QSORRES QSTEST

THIS DATA NOT ENTERED

QSORRESU=‘DAYS’ QSEVLNT=-P30D

QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

QSORRES
QSTEST

THIS DATA NOT ENTERED

=QSSCAT

QSEVLNT=-P30DQSORRESU=‘DAYS’

QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

QSORRES QSTEST

THIS DATA NOT ENTERED

=QSSCAT

QSORRESU=‘YEARS’

QSORRESU=‘YEARS’

QSEVLNT=-P3Y

QSORRESU=‘DAYS’ QSEVLNT=-P30D

QSEVLNT=-P30D

QSORRESU=‘DOLLARS’

QSORRESU=‘MONTHS’

QSORRESU=‘MONTHS’

QSORRESU=‘MONTHS’



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

QSORRES QSTEST

THIS DATA NOT ENTERED

QSORRESU=
‘DOLLARS’

QSEVLNT=-P30DQSORRESU=‘DAYS’

QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

=QSSCAT

QSORRES
QSTEST

THIS DATA NOT ENTERED

QSEVLNT=-P30D

QSORRESU
=‘DAYS’

QSORRESU=
‘YEARS’



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

QSORRES

QSTEST

THIS DATA NOT ENTERED

QSEVLNT=-P30DQSORRESU=
‘DOLLARS’

QSORRESU=‘DAYS’

QSORRESU=‘DAYS’

QSORRESU=‘DAYS’
QSEVLNT=-P30D

QSEVLNT=-P30D

QSEVLNT=-P30D

QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

=QSSCAT

QSORRES
QSTEST

THIS DATA NOT ENTERED

QSORRESU=
‘MONTHS’



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

QSORRES QSTEST

THIS DATA NOT ENTERED

QSEVLNT=-P30DQSORRESU=‘DAYS’

QSORRESU=‘DAYS’ QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

=QSSCAT
QSORRES QSTEST

THIS DATA NOT ENTEREDQSEVLNT=-P3Y

QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

QSORRES
QSTEST

THIS DATA NOT ENTERED

QSEVLNT=-P30D

QSEVLNT=-P30D

QSEVLNT=-P30D

QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

=QSSCAT

QSORRES

QSTEST

THIS DATA NOT ENTERED

QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE DOMAIN: QS

QSORRES

QSTEST

THIS DATA NOT ENTERED

QSEVLNT=-P30D

QSENDTC



DOMAIN: TU

USUBJID

STUDYID EPOCH

VISITNUM
TUDTC

TUSTDTC

THIS DATA NOT ENTERED

TUTEST
TUORRES



USUBJID

STUDYID EPOCH
VISITNUM

DOMAIN: DS

DSTERM

DSDTC

DSCAT=EARLY 
TERMINATION

DSCAT=INTERVENTION 
PHASE COMPLETED

QNAM=DSSPECET
QLABEL=SPECIFY REASON FOR EARLY TERMINATION
IDVAR=DSSEQ

DSCAT= CONTINUATION

DSOCCUR

DSENDTC

QNAM=IPNOSES
QLABEL=# OF INTERVENTION SESSIONS ATTENDED
IDVAR=DSSEQ

QNAM=IPRANGRP
QLABEL=RANDOMIZATION GRP ASSIGNMENT
IDVAR=DSSEQ

QNAM=IPTAPPT
QLABEL=DID PART MAKE APPT
IDVAR=DSSEQ



DOMAIN: QS

STUDYID

USUBJID VISITNUM

EPOCH

QSDTC

QSCAT=ASI-LITE FOLLOW-UP

THIS DATA NOT ENTERED

Also used in qsstdtc
and qsendtc

QSEVAL



USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS



USUBJID
QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

QSSTDTC

=QSSCAT

QSORRES QSTEST

QSEVLNT=-P30D

THIS DATA NOT ENTERED

QSORRESU=‘DAYS’
QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

=QSSCAT
QSORRES QSTEST

QSEVLNT=-P30D

THIS DATA NOT ENTERED

QSEVLNT=-P30D

QSORRESU=‘DAYS’



USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

=QSSCAT

QSORRES

QSTEST

QSEVLNT=-P30D

THIS DATA NOT ENTERED

QSORRESU=‘YEARS’ QSORRESU=‘MONTHS’

QSEVLNT=-P30D

QSORRESU=‘DAYS’

QSORRESU=‘DOLLARS’

QSORRESU=‘MONTHS’



USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

QSORRES QSTEST

QSEVLNT=-P30D

THIS DATA NOT ENTEREDQSORRESU=‘DAYS’

QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

=QSSCAT

QSORRES

QSTEST

QSEVLNT=-P30D

THIS DATA NOT ENTERED

QSORRESU=‘DAYS’



USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

QSORRES

QSTEST

THIS DATA NOT ENTERED

QSORRESU=‘DOLLARS’

QSEVLNT=-P30D

QSORRESU=‘DAYS’

QSEVLNT=-P30D

QSEVLNT=-P30D
QSORRESU=‘DAYS’

QSORRESU=‘DAYS’
QSEVLNT=-P30D

QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

QSORRES QSTEST

THIS DATA NOT ENTERED

QSORRESU=‘MONTHS’

=QSSCAT



USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

QSORRES QSTEST

THIS DATA NOT ENTERED

QSEVLNT=-P30D

QSEVLNT=-P30D

QSORRESU=‘DAYS’

QSORRESU=‘DAYS’



=QSSCAT

USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

QSORRES QSTEST

THIS DATA NOT ENTERED

QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

QSORRES QSTEST

THIS DATA NOT ENTERED

QSEVLNT=-P30D

QSORRESU=‘DAYS’

QSORRESU=‘DAYS’ QSEVLNT=-P30D



USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

QSORRES

QSTEST

THIS DATA NOT ENTERED

QSEVLNT=-P30D

=QSSCAT



USUBJID QSDTC

QSCAT=ASI-LITE FOLLOW-UP DOMAIN: QS

QSORRES

QSTEST

THIS DATA NOT ENTERED

QSENDTC



DOMAIN: SU

STUDYID

USUBJID VISITNUM

SUDTC

SUSTDTC
SUCAT=DRUG/ALCOHOL USE

SUTRT SUEVLINT=-P30D

SUOCCUR
SUROUTE

SUCAT=MAJOR DRUG PROBLEM
SUTRT

EPOCH

SUENDTC



DOMAIN: QS

STUDYID

USUBJID

VISITNUM
EPOCH

QSCAT=SELF-EFFICACY

QSTEST

QSORRES

QSDTC
QSEVAL



DOMAIN: QS

STUDYID

USUBJID

VISITNUM
EPOCH

QSCAT=STAGE OF CHANGE

QSTEST

QSORRES

QSDTC

QSEVLINT=-P30D

QSEVAL



USUBJID QSDTC

QSCAT=STAGE OF CHANGE DOMAIN: QS

QSTEST

QSORRES

QSEVLINT=P6M

QSEVLINT=P30D

QSEVLINT=P30D

QSEVLINT=P6M



DOMAIN: QS

STUDYID

USUBJID

VISITNUM
EPOCH

QSCAT=SERVICES RECEIVED QUESTIONNAIRE

QSTEST

QSORRES

QSDTC
QSEVAL

QSORRESU=‘MINUTES’

QSORRESU=‘MINUTES’



USUBJID QSDTC

DOMAIN: QS

QSCAT=SERVICES RECEIVED QUESTIONNAIRE

QSTEST

QSORRES



DOMAIN: LB

STUDYID

USUBJID VISITNUM

EPOCH

LBCAT=SALIVA TEST

LBGRPID

QNAM=LBVISDTC
QLABEL=SALIVA TEST VISIT DATE
IDVAR = LBSEC

LBDTC

LBSTAT/LBREASND

LBTEST

LBORRES

QNAM=LBSTPTM
QLABEL=SALIVA TEST STOP TIME
IDVAR = LBSEQ

DOMAIN:  CO
COVAL
RDOMAIN=LB
IDVAR=LBSEQ
COREF=SALIVA TEST



DOMAIN: LB

STUDYID

USUBJID VISITNUM

EPOCH

LBDTC

LBCAT=URINE DRUG SCREEN

LBGRPID

QNAM=LBVISDTC
QLABEL=URINE COLLECTION DATE
IDVAR = LBGRPID

LBSTAT/LBREASND

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

QNAM = LBSUPER
QLABEL = URINE COLLECTION SUPERVISED
IDVAR = LBGRPIDLBTEST

LBORRES

QNAM=LBSTPTM
QLABEL=URINE COLLECTION STOP TIME
IDVAR = LBGRPID



USUBJID

STUDYID EPOCH

VISITNUM

DOMAIN: DS

DSTERM

DSDTC

QNAM=VSOTHER
QLABEL=OTHER REASON VISIT NOT ATTENDED
IDVAR=DSSEQ

DSOCCUR
DSCAT=VISIT

NOTE: ONLY YES RESPONSES ARE 
RETAINED (Except for VIS001)



QSCAT=SUBSTANCE USE DIAGNOSES DOMAIN: QS

USUBJID

EPOCH

VISITNUM

STUDYID

QSDTC

QSSTDTC

QSTEST

QSORRES

QSENDTC

QSEVAL





DOMAIN: QS

USUBJID
VISITNUM

STUDYID

QSDTC

QSTEST

QSORRES

QSCAT=TIMELINE FOLLOWBACK

QSEVAL



DOMAIN: QS

USUBJID
QSDTC

QSTEST

QSORRES

QSCAT=TIMELINE FOLLOWBACK



USUBJID

STUDYID EPOCH

VISITNUM

DOMAIN: DS

DSTERM/DSDECOD

DSDTC

DSCAT=FOLLOW-UP 
PHASE COMPLETED

DSCAT=TERMINATION

DSSTDTC

QNAM=DSSPECT
QLABEL=SPECIFY REASON FOR TERMINATION
IDVAR=DSSEQ

DOMAIN: DS

STUDYID

USUBJID

VISITNUM
EPOCH

DSDTC

DSTERM/DSDECOD
DSSTDTC

DSCAT=FOLLOW-UP PHASE COMPLETED

DSCAT=TERMINATION

QNAM=DSSPECT
QLABEL=SPECIFY REASON FOR TERMINATION
IDVAR=DSSEQ

DSOCCUR

QNAM=FTN)OSES
QLABEL=# OF FOLLOWUP VISITS ATTENDED
IDVAR=DSSEQ



DOMAIN: AE

STUDYID

USUBJID VISITNUM

EPOCH

AEDTC

AEs are reflected in the AE file.  Otherwise this field not databased.

AESPID

QNAM=AESEVCHG
QLABEL=AE CHANGE IN SEVERITY
IDVAR=AESEQ

QNAM=AESEVNUM
QLABEL=PREVIOUS AE NUMBER
IDVAR=AESEQAESER

AESEV

AESTDTC

AEREL

AEACN

AETERM



AEOUT

AEENDTC

THIS DATA NOT ENTERED

DOMAIN:  CO
COVAL
RDOMAIN=AE
IDVAR=VISITNUM
COREF+AE PAGE TWO

USUBJID AEDTC



DOMAIN: AE

STUDYID
USUBJID

AEDTC

AESPID

AESTDTC

AETERM

AESER=Y

AESDTH=1

AESLIFE=2

AESHOSP=3
AESDISAB=4

AESCONG=5

QNAM=AESEX
QLABEL=SEX (SAE PAGE)
IDVAR=AESEQ

QNAM=AEDOB
QLABEL=DATE OF BIRTH (SAE PAGE)
IDVAR=AESEQ

QNAM=AEETHNIC
QLABEL=RACE/ETHNICITY (SAE PAGE)
IDVAR=AESEQ

QNAM=AEETHOTH
QLABEL=RACE/ETHNICITY OTHER, SPECIFY
IDVAR=AESEQ

DOMAIN:  CO
COVAL
RDOMAIN=AE
IDVAR=AESEQ
COREF=SAE PAGE ONE

QNAM=AESERS
QLABEL=DETERMINATION OF SERIOUS
IDVAR=AESEQ

QNAM=AEINT
QLABEL= STUDY INTERVENTION
IDVAR=AESEQ

QNAM=AEREPT
QLABEL=TYPE OF REPORT
IDVAR=AESEQ



DOMAIN: AE

USUBJID
AEDTC

QNAM=RELHIST
QLABEL=RELEVANT HISTORY, MEDICAL/PSYCHIATRIC
IDVAR=AESEQ
QVAL=LABEL WHERE ‘YES’

QNAM=DRUGUSE
QLABEL=INCREASED DRUG USE IN PAST 7 DAYS
IDVAR=AESEQ

QNAM=RELHIST0
QLABEL=RELEVANT HISTORY, SPECIFY
IDVAR=AESEQ

QNAM=ALCUSE
QLABEL=INCREASED ALCOHOL USE IN PAST 7 DAYS
IDVAR=AESEQ

QNAM=SUBUSESP
QLABEL=DESCRIBE DRUG/ALCOHOL USE
IDVAR=AESEQ

QNAM=AMTDAYS
QLABEL=AMOUNT/DAYS OF DRUG/ALCOHOL USE
IDVAR=AESEQ



DOMAIN: CM

USUBJID
CMDTC

LBTEST LBORRES

CMCAT=SAE FORM

LBDTC NOT 
COLLECT

ED

CMTRT CMDOSE
CMENDTC

CMDOSU
CMSTDTC

DOMAIN:  CO
COVAL
RDOMAIN=CM
IDVAR=CMSEQ
COREF=SAE FORM 
CONCOMITANT 
MEDICATIONS

CMGRPID

LBGRPID

DOMAIN: LBLBCAT=SAE FORM

CMSTRF



AESEV

QNAM=AEEXPECT
QLABEL=AE EXPECTED/UNEXPECTED
IDVAR=AESEQ

AEREL
QNAM=OUTRPT
QLABEL=OUTCOME AT TIME OF REPORT
IDVAR=AESEQ

AEENDTC
QNAM=AUTOPSY
QLABEL=AUTOPSY
IDVAR=AESEQ

QNAM=CAUSEDTH
QLABEL=PROBABLE CAUSE OF DEATH
IDVAR=AESEQ

QNAM=AEFUP
QLABEL=OUTCOME REQUIRES FOLLOW-UP
IDVAR=AESEQ

QNAM=STAFFID
QLABEL=STAFF ID OF PERSON COMPLETING FORM
IDVAR=AESEQ

QNAM=LIDT
QLABEL=DATE LEAD INV 
NOTIFIED
IDVAR=AESEQ

QNAM=NMODT
QLABEL=DATE NIDA 
MEDICAL OFFICER 
NOTIFIED
IDVAR=AESEQ

QNAM=COORNAME
QLABEL=SITE COORDINATOR NAME
IDVAR=AESEQ

QNAM=CORSIGDT
QLABEL=DATE SITE COORDINATOR  
SIGNED
IDVAR=AESEQ

QNAM=AEGRP
QLABEL=PARTICIPANT RANDOMIZATION GROUP
IDVAR=AESEQ

QNAM=COORSIG
QLABEL=SITE COORDINATOR 
SIGNATURE
IDVAR=AESEQ

QNAM=PHONENUM
QLABEL=PHONE NUMBER
IDVAR=AESEQ

QNAM=FAXNUM
QLABEL=FAX NUMBER
IDVAR=AESEQ

QNAM=PERCOMPL
QLABEL=PERSON 
COMPLETING FORM
IDVAR=AESEQ


