
SDTM 1.1/IG 3.1.1 
ANNOTATION FOR CTN0028

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



DOMAIN: SC

SCTEST SCORRES
USUBJID



DOMAIN: DS

DSTERM=SUBJECT ENROLLED

DSCAT=DISPOSITION EVENT

USUBJID

DSDECOD = SUBJECT ENROLLED



DOMAIN: DM, SC

USUBJID

DMDTC

SEX

SCTEST/SCORRES

VISITNUM/VISIT

BRTHDTC

ETHNIC

DM.RACE  (if multiple then = ‘MULTIPLE”)

QNAM=AOTHERS
QLABEL=ASIAN OTHER TEXT
IDVAR=SCSEQ

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

SCTEST SCORRES

SCTEST SCORRES

SCTEST SCORRES

SCCAT=DEMOGRAPHICS



DOMAIN: DM, SCDM.RACE  (if multiple then = ‘MULTIPLE”)

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

SCTEST
SCORRES

SCTEST SCORRES

SCTEST SCORRES



DOMAIN: QS

QSDTC

QSCAT=DSM-IV ADHD CHECKLIST

VISITNUM/VISIT
QSSPID

QSTEST QSORRES



DOMAIN: QS/CO

QSDTC

QSCAT=K-SADS-E ADHD MODULE – INTERVIEW SUMMARY

VISITNUM/VISIT
QSSCAT = INATTENTION

QSTEST QSORRES

QSSCAT = HYPERACTIVITY/IMPULSIVITY
QSTEST QSORRES

CO.COVAL IDVAR=QSSEQ

CO.COVAL IDVAR=QSSEQ



DOMAIN: QS

QSDTC

QSCAT=K-SADS-E ADHD MODULE – INTERVIEW SUMMARY

VISITNUM/VISIT
QSSCAT = ADDITIONAL SYMPTOMS

QSTEST QSORRES

CO.COVAL IDVAR=QSSEQ

QSTEST QSORRES



DOMAIN: QS

QSDTC

QSCAT=ASRS

VISITNUM/VISIT
QSTEST QSORRES



DOMAIN: CM

CMSEQ
VISITNUM/VISIT

CMDTC

There is only a record in the CM dataset 
when the answer to this question is ‘Yes’

CMTRT
CMINDC

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

CMDOSE
CMDOSU

CMDOSFRM

CMROUTE

CMDOSFRQ

QNAM=CMAEREF
QLABEL=RELATED AE FORM SEQUENCE NUMBER
IDVAR=CMSEQ

QNAM=CMAEVIS
QLABEL=RELATED AE VISIT NUMBER
IDVAR=CMSEQ

CMSTDTC

CMENDTC

QNAM=CMCONTV
QLABEL=VISITS WHERE MED WAS ASSESSED/CONTINUED
IDVAR=CMSEQ

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

CMCAT = ‘PRIOR AND CONCOMITANT MEDICATIONS’



DOMAIN: MH
MHDTC

QNAM=MHSPEC
QLABEL=MEDICAL HISTORY SPECIFY
IDVAR=MHSEQ

VISIT / VISITNUM

MHTERM
MHOCCUR

QNAM=MHPRES
QLABEL=CONDITION PRESENT CURRENTLY
IDVAR=MHSEQ

QNAM=MHEXCL
QLABEL=CONDITION EXCLUDES PARTICIPANT
IDVAR=MHSEQ

MHCAT=MEDICAL HISTORY



DOMAIN: MHThis page is annotated in identical fashion 
to the first MH page.



MHCAT=PSYCHIATRIC/NEUROLOGICAL HISTORY

DOMAIN: MHThis page is annotated in identical fashion 
to the first MH page.



DOMAIN: MHThis page is annotated in identical fashion 
to the first MH page.



MHCAT=OTHER RELEVANT MEDICAL HISTORY

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

MHOCCUR

QNAM=MHPRES
QLABEL=CONDITION PRESENT CURRENTLY
IDVAR=MHSEQ

QNAM=MHEXCL
QLABEL=CONDITION EXCLUDES PARTICIPANT
IDVAR=MHSEQ

MHTERM

MHCAT=SURGICAL HISTORY

MHTERM
MHSTDTC

There is only a record in this MH dataset for surgery 
when the answer to this question is ‘Yes’

QNAM=MHSPEC
QLABEL=MEDICAL HISTORY SPECIFY
IDVAR=MHSEQ

MHTERM



DOMAIN: QS

QSDTC

QSCAT=CHILDRENS GLOBAL ASSESSMENT FORM

VISITNUM/VISIT
QSTEST QSORRES



DOMAIN: LB, CO

LBDTC
VISIT / VISITNUM

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

LBTEST / LBTESTCD

QNAM=LBADULT
QLABEL=ADULTERANT TEST INDICATES TEST VALID
IDVAR=LBSEQ



DOMAIN: LB, CO

LBDTC
VISIT / VISITNUM

CO.COVAL     
IDVAR=LBSEQ

LBCAT=URINALYSIS

LBSPID
LBTEST LBORRES

/LBSTAT



DOMAIN: LB, CO

LBDTC
VISIT / VISITNUM

CO.COVAL     
IDVAR=LBSEQ

LBCAT=HEMATOLOGY

LBSPID
LBTEST LBORRES

LBORRESU LBSTAT/LBNRIND



DOMAIN: RP, CO

RPDTC
VISIT / VISITNUM

RPTEST/RPTESTCD RPORRES

CO.COVAL     
IDVAR=VISITNUM

RPCAT=PREGNANCY TEST



DOMAIN: LB, CO

LBDTC
VISIT / VISITNUM

CO.COVAL     
IDVAR=LBSEQ

LBCAT=BLOOD CHEMISTRY

LBSPID
LBTEST LBORRES

LBORRESU
LBSTAT/LBNRIND



DOMAIN: SU

SUDTC
VISIT / VISITNUM

SUGRPID
SUSTDTC

SUTRT SUDOSE / SUDOSU

SUOCCUR

SUTRT
SUROUTE

QNAM=SUDISC
QLABEL=DISCREPANCY BETWEEN 
SELF REPORT AND TOX
IDVAR=SUSTDTC

QNAM=(AMPHET, BARBIT, BENZO, COCAINE, METHAM, MORPHINE, THC
QLABEL=URINE TEST DISCREPANCY:  drug name
IDVAR=SUSTDTC

QNAM=PRIMDRUG
QLABEL=PRIMARY DRUG
IDVAR=SUSTDTC

QNAM=OTHPRIM
QLABEL=OTHER PRIMARY DRUG
IDVAR=SUSTDTC

DATA NOT ENTERED

SUROUTE

SUROUTE

SUROUTE

SUROUTE



DOMAIN: PE
PEDTC

VISIT / VISITNUM
PETEST PEORRES

CO.COVAL     
IDVAR=PESEQ

QNAM=OTHSPEC
QLABEL=OTHER EVALUATION SPECIFY
IDVAR=PESEQ

CO.COVAL IDVAR=PESEQ



DOMAIN: VS, CO
VSDTC

VISIT/VISITNUM

VSTEST / VSTESTCD
VSORRES/VSORRESU

CO.COVAL 

IDVAR=VISITNUM

VSCAT=READING 1

VSCAT=READING 2

VSCAT=READING 3



DOMAIN: QS

QSDTC

QSCAT=DSM IV DIAGNOSTIC SCALE 

VISITNUM/VISIT
QSSCAT = SUMMARY OF CIDI

QSTEST
QSORRES

QSSCAT = SUMMARY OF K-SADS



DOMAIN: QS

QSDTC

QSCAT=CHILD HEALTH QUESTIONNAIRE 

VISITNUM/VISIT
QSSCAT = YOUR GLOBAL HEALTH

QSTEST QSORRES

QSSCAT = YOUR EVERYDAY ACTIVITIES

QSSCAT = PAIN



DOMAIN: QSQSCAT=CHILD HEALTH QUESTIONNAIRE 

QSSCAT = GETTING ALONG

QSTEST QSORRES

QSSCAT = GENERAL WELL-BEING

QSSCAT = SELF-ESTEEM



DOMAIN: QSQSCAT=CHILD HEALTH QUESTIONNAIRE 
QSTEST QSORRES

QSSCAT = SELF-ESTEEM



DOMAIN: QSQSCAT=CHILD HEALTH QUESTIONNAIRE 

QSTEST QSORRES

QSSCAT = YOUR HEALTH

QSSCAT = YOU AND YOUR FAMILY

QSSCAT = FACTS ABOUT YOU



DOMAIN: QS

QSDTC

QSCAT=TEEN HEALTH SURVEY 

VISITNUM/VISIT
QSTEST QSORRES



DOMAIN: QSQSCAT=TEEN HEALTH SURVEY 

QSTEST QSORRES



DOMAIN: QSQSCAT=TEEN HEALTH SURVEY 

QSTEST QSORRES



DOMAIN: QSQSCAT=TEEN HEALTH SURVEY 
QSTEST QSORRES



DOMAIN: QSQSCAT=TEEN HEALTH SURVEY 
QSTEST

QSORRES



DOMAIN: QS

QSDTC

QSCAT=URICA 

VISITNUM/VISIT
QSTEST QSORRES



DOMAIN: QSQSCAT=URICA 

QSTEST QSORRES



DOMAIN: QS

QSDTC

QSCAT=ADOLESCENT RELAPSE COPING QUESTIONNAIRE 

VISITNUM/VISIT
QSTEST QSORRES



DOMAIN: EG

EGDTC

EGCAT=ECG RESULTS 

VISITNUM/VISIT

EGTEST EGORRES

QNAM=OTHERAB
QLABEL=OTHER ABNORMALITY
IDVAR=EGSEQ

EGORRESU



DOMAIN: IE SC

IEDTC

IECAT=INCLUSION CRITERIA
VISITNUM/VISIT

IETEST IEORRES

IECAT=EXCLUSION CRITERIA

SCCAT=ELIGIBLE FOR STUDY

SCTEST SCORRES



DOMAIN: DM,DS,SC

DSTERM

DM/DS/SC/DTC

DSCAT=DISPOSITION EVENT

VISITNUM/VISIT

DSDECOD

DM.RFSTDTC / DS.DSSTDTC

SCORRESSCTEST

QNAM=DSKITNO
QLABEL=MEDICATION KIT NUMBER
IDVAR=DSSEQ

SCCAT=RANDOMIZATION

Never Entered



DOMAIN: QS

QSDTC

QSCAT=RESERCH VISIT COMPLIANCE 

VISITNUM/VISIT
QSTEST

QSORRES

CO.COVAL

IDVAR=QSSEQ



DOMAIN: QS

QSDTC

QSCAT=CLINICAL TREATMENT SESSION SUMMARY (CTS)

QSTEST QSORRES
VISITNUM/VISIT



DOMAIN: EX/CO

EXDTC

EXCAT=TREATMENT COMPLIANCE – PARTICIPANT REPORT

EXSTDTC

VISITNUM/VISIT

EXSPID EXDOSRGM EXDOSE

CO.COVAL IDVAR=EXSEQ

SEQUENCE NUMBER NOT USED.  GENERATED SEQUENCE 
NUMBER FROM DATA INSTEAD (SEE EXSEQ)



DOMAIN: QS

QSDTC

QSCAT=ACTIVE STUDY (TLA)

QSTEST QSORRES

VISITNUM/VISIT

QSTEST QSORRES

QSTEST

QSORRES

SEQUENCE NUMBER NOT USED.  
GENERATED SEQUENCE NUMBER FROM 

DATA INSTEAD (SEE EXSEQ)



DOMAIN: QS

QSDTC

QSCAT=TREATMENT COMPLIANCE PILL COUNT

QSTEST QSORRES
VISITNUM/VISIT



DOMAIN: QS

QSDTC

QSCAT=MEDICATION LIKING

QSTEST QSORRES
VISITNUM/VISIT



DOMAIN: QS

QSDTC

QSCAT=MGH MEDICATION QUESTIONNAIRE

QSTEST QSORRES
VISITNUM/VISIT



DOMAIN: QS

QSDTC

QSCAT=CLINICIAN GLOBAL IMPRESSION OF IMPROVEMENT (CGI)

QSTEST QSORRES

VISITNUM/VISIT



DOMAIN: QS

QSDTC

QSCAT=CHECK ON BLIND ADOLESCENT (CBA)

QSTEST QSORRES

VISITNUM/VISIT



DOMAIN: QS

QSDTC

QSCAT=MEDICATION BLIND ASSESSMENT (MBA)

QSTEST QSORRES

VISITNUM/VISIT



DOMAIN: QS

QSDTC

QSCAT=TLFB ACTIVE STUDY (TLA)

QSTEST QSORRES

VISITNUM/VISIT

QSTEST QSORRES

QSTEST

QSORRES

SEQUENCE NUMBER NOT USED.  
GENERATED SEQUENCE NUMBER FROM 

DATA INSTEAD (SEE EXSEQ)



DOMAIN: QS

QSDTC

QSCAT=TREATMENT STATUS AT FOLLOW-UP 

QSTEST QSORRES

VISITNUM/VISIT
QSSCAT=ADHD

QSSCAT=SUD



DOMAIN: AE, 
SUPPAE

AETERM

One record was output for each AE for 
each VISIT/VISITNUM that was 

checked for questions 11.1 though 12.

AESER

AESTDTC

AESEV
AEREL

AEACN

AEACNOTH

AEOUT

See below for VISIT
AESPID

NOT USED, REPEAT OF 3 ABOVE

QNAM=AERPTTYP

QLABEL=AE TYPE OF REPORT

IDVAR=AESEQ

AECAT = AE

NOTE: if 0 or 98 checked for 
item 1, then form is dropped

QNAM=VISNUMC

QLABEL=VISIT # OF CHANGE

IDVAR=AESEQ

QNAM=DESACT

QLABEL=DESCRIPTION OF ACTION 
TAKEN

IDVAR=AESEQ

AEDTC



AEENDTC

DOMAIN: AE



DOMAIN: AE, 
SUPPAE

AETERM

VISITNUM/VISIT
AESPID

AECAT = SAE

QNAM=AEREPORT

QLABEL=SAE REPORT STATUS

IDVAR=AESEQ

AESTDTC
AEENDTC

QNAM=SAEDESCR

QLABEL=SAE DESCRIPTION

IDVAR=AESEQ

AESEV

AEREL

AEOUT

AEACN

AESDTH
AESLIFE

AESHOSP
AESDISAB

AESCONG QNAM=SAEINTV

QLABEL=REQUIRED INTERVENTION TO 
PREVENT OUTCOME 

IDVAR=AESEQ

QNAM=AEDTHDT
QLABEL=DATE OF DEATH
IDVAR=AESEQ

QNAM=AEINFKNW
QLABEL=INVEST AGENT INFO KNOWN
IDVAR=AESEQ
QNAM=AEAGNTNM
QLABEL=AGENT NAME
IDVAR=AESEQ

QNAM=AEEXPDTE
QLABEL=EXPIRATION DATE
IDVAR=AESEQ

QNAM=AELOTNO
QLABEL=AGENT LOT NUMBER
IDVAR=AESEQSEE NEXT PAGE

AEGRPID
AEGRPID

AEDTC



QNAM=AEQNTADM
QLABEL=QUANTITY OF AGENT ADMINISTERED

IDVAR=AESEQ
QNAM=AESRTDTE

QLABEL=START DATE
IDVAR=AESEQ

QNAM=AELSTADM
QLABEL=DATE LAST ADMINISTERED

IDVAR=AESEQ

DOMAIN: AE, 
SUPPAE

QNAM=AEDOSAGE
QLABEL=INVESTIGATIONAL AGENT DOSAGE

IDVAR=AESEQ
QNAM=AEDOSFRM

QLABEL=DOSAGE FORM
IDVAR=AESEQ

QNAM=AEADMFRQ
QLABEL=ADMINISTRATION FREQUENCY

IDVAR=AESEQ
QNAM=AERTEADM

QLABEL=ROUTE OF ADMINISTRATION
IDVAR=AESEQ

QNAM=AERELTES
QLABEL=RELEVANT TESTS ADMINISTERED

IDVAR=AESEQ



DOMAIN: CM

CMTRT
CMDOSE

CMDOSU
CMDOSFRM

CMROUTE
CMDOSFRQ

QNAM=AEREF
QLABEL=RELATED AE FORM SEQUENCE NUMBER
IDVAR=CMSEQ

QNAM=AEVIS
QLABEL=RELATED AE VISIT NUMBER
IDVAR=CMSEQ

Not entered

CMCAT = ‘SAE CONCOMITANT DRUGS’



DATA NOT ENTERED



DOMAIN: QS

QSDTC

QSCAT=PARTICIPANT STATUS AT END OF ACTIVE TRIAL

QSTEST QSORRES
VISITNUM/VISIT



DOMAIN: QS

QSDTC

QSTEST QSORRES
VISITNUM/VISIT

QSCAT=CBT FIDELITY RATING FORM-INDIVIDUAL SESSION (CBT2) 



DOMAIN: QS

QSDTC

QSCAT=CBT FIDELITY RATING FORM-FAMILY SESSION (CBF2) 

QSTEST QSORRES
VISITNUM/VISIT



DOMAIN: QS

QSDTC

QSCAT=CLINICAL TREATMENT SESSION SUMMARY FAMILY (CSS)

QSTEST QSORRES

VISITNUM/VISIT

CONTINUED ON NEXT PAGE



CONTINUED ON NEXT PAGE



DOMAIN: QS

QSDTC

QSCAT=PREGNANCY AND OUTCOME

QSTEST QSORRES
VISITNUM/VISIT



DOMAIN: QS

QSDTC

QSCAT=PREGNANCY AND OUTCOME CONTINUED

QSTEST
QSORRES

VISITNUM/VISIT



DOMAIN: DV

DVSTDTC

DVCAT=PROTOCOLVIOLATION

DVDECOD

DVTERM

DVSPID

QNAM=NODEPI
QLABEL=NODE PRINCIPAL INVESTIGATOR
IDVAR=DVSEQ

QNAM=SITEPI
QLABEL=SITE PRINCIPAL INVESTIGATOR
IDVAR=DVSEQ
QNAM=STEPIREC
QLABEL=SITE PI OF RECORD
IDVAR=DVSEQ
QNAM=PARTID
QLABEL=PART ID
IDVAR=DVSEQ

QNAM=REPTBY
QLABEL=REPORTED BY
IDVAR=DVSEQ
QNAM=REPTDATE
QLABEL=REPORTED DATE
IDVAR=DVSEQ
QNAM=SITEDATE
QLABEL=DATE SITE
IDVAR=DVSEQ
QNAM=LOGDATE
QLABEL=DATE LOG
IDVAR=DVSEQ

QNAM=RESOLVE
QLABEL=RESOLUTION
IDVAR=DVSEQ

QNAM=CURRSTAT
QLABEL=CURRENT STATUS
IDVAR=DVSEQ

QNAM=QAINIT
QLABEL=INITIALS OF QA
IDVAR=DVSEQ

QNAM=QAMON
QLABEL=QA MONITOR
IDVAR=DVSEQ

QNAM=QADATE
QLABEL=DATE OF QA
IDVAR=DVSEQ

QNAM=TYPEO
QLABEL=VIOLATION TYPE: OTHER
IDVAR=DVSEQ



DATA NOT ENTERED


