
USUBJID

STUDYID EPOCH

DOMAIN: BR

VISIT/VISITNUM

BRDTC

BRTEST

BRSEQ

This data not entered

BRORRES

BRORRESU = MG/ML

CTN0021



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

VISIT/VISITNUM
QSCAT=

QSORRES

QSTEST/QSTESTCD

THIS DATA NOT ENTERED

QSEVAL



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

VISIT/VISITNUM

QSTEST/QSTESTCD

QSORRES

QSEVAL



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

VISIT/VISITNUM

QSTEST/QSTESTCD

QSORRES

QSEVAL



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

VISIT/VISITNUM

QSTEST/QSTESTCD

QSORRES

QSEVAL



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

VISIT/VISITNUM

QSTEST/QSTESTCD

QSORRES

QSEVAL



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

VISIT/VISITNUM

QSTEST/QSTESTCD

QSORRES

QSEVAL



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSSCAT=

QSTEST

QSORRES

THIS DATA NOT ENTERED

QSEVLNT=-P30D

QSORRESU=‘DAY’

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSEVLNT=-P30DQSSCAT=

QSTEST

QSORRES

QSORRESU=‘DAY’

QSORRESU=‘DAY’

THIS DATA NOT ENTERED

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSSCAT=

THIS DATA NOT ENTERED

QSTEST

QSORRES

QSORRESU=‘MONTH’QSORRESU=‘YEAR’

QSORRESU=‘MONTH’

QSORRESU=‘YEAR’

QSEVLNT=-P30D

QSORRESU=‘DAY’

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSSCAT=

QSEVLNT=-P30D

THIS DATA NOT ENTERED

QSTEST/QSTESTCD

QSORRES

QSORRESU=‘DOLLARS’

QSORRESU=‘DAYS’



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSSCAT=

QSTEST/QSTESTCD

QSEVLNT=-P30D

QSORRESU=‘DAYS’

QSTEST/QSTESTCD

QSORRES



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSSCAT=

THIS DATA NOT ENTERED

QSEVLNT=-P30D
QSTEST/QSTESTCD

QSORRESU=‘DAYS’QSORRES

QSORRESU=‘DOLLARS’

QSORRESU=‘DAYS’



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

THIS DATA NOT ENTERED

QSSCAT= QSTEST/QSTESTCD QSORRES



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSSCAT= QSTEST/QSTESTCD QSORRES

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSSCAT=

QSTEST/QSTESTCD

QSORRES

THIS DATA NOT ENTEREDQSEVLNT=-P30D



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSSCAT=

QSTEST/QSTESTCD QSEVLNT=-P30D

THIS DATA NOT ENTERED

QSORRES



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSSCAT=

QSTEST/QSTESTCD QSORRES

QSORRESU=‘DAYS’

QSEVLNT=-P30D

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSSCAT= QSTEST/QSTESTCD

QSORRES

QSEVLNT=-P30D

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSTEST/QSTESTCD
QSSCAT=

QSORRES

QSORRESU=‘DAYS’

QSEVLNT=-P30D

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSSCAT=

QSTEST/QSTESTCD QSORRES

THIS DATA NOT ENTERED

QSORRESU=‘DAY’

QSORRESU=‘MONTH’QSORRESU=‘YEARS’

QSORRESU=‘DAYS’

QSEVLNT=-P30D

THIS DATA NOT ENTERED

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSEVLNT=-P30D

QSSCAT=

QSTEST/QSTESTCD

QSORRES

QSORRESU=‘DAY’

THIS DATA NOT ENTERED

THIS DATA NOT ENTERED

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSSCAT=

QSTEST/QSTESTCD

QSORRES

QSORRESU=
‘MONTH’

QSORRESU=‘YEAR’

QSORRESU=‘MONTH’

QSORRESU=‘YEAR’ QSEVLNT=-P30D

QSORRESU=‘DAY’

THIS DATA NOT ENTERED

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSSCAT=

QSEVLNT=-P30D

THIS DATA NOT ENTERED

QSTEST/QSTESTCD

QSORRES

QSORRESU=‘DOLLARS’

QSORRESU=‘DAYS’



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSSCAT=

QSTEST/QSTESTCD

QSEVLNT=-P30D

QSORRESU=‘DAYS’

QSTEST/QSTESTCD

QSORRES

QSORRESU=‘YEARS’



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSSCAT=

THIS DATA NOT ENTERED

QSEVLNT=-P30D

QSTEST/QSTESTCD QSORRES

QSORRESU=‘DOLLARS’

QSORRESU=‘DAYS’



STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSSCAT= QSTEST/QSTESTCD QSORRES

THIS DATA NOT ENTERED

USUBJID



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSSCAT=

QSTEST/QSTESTCD QSORRES

THIS DATA NOT ENTERED

QSORRESU=‘DAYS’

QSEVLNT=-P30D



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSSCAT=

QSTEST/QSTESTCD

QSORRES

THIS DATA NOT ENTEREDQSEVLNT=-P3Y



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSSCAT=

QSTEST/QSTESTCD

QSEVLNT=-P30D QSORRES

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSSCAT=

QSTEST/QSTESTCD QSORRES

QSORRESU=‘DAYS’

QSEVLNT=-P30D

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR FOLLOW-UP

QSSCAT= QSTEST/QSTESTCD

QSORRES

QSEVLNT=-P30D

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=ADDICTION SEVERITY INDEX FOR PRETREATMENT

QSTEST/QSTESTCD
QSSCAT=

QSORRES

QSORRESU=‘DAYS’

QSEVLNT=-P30D

THIS DATA NOT ENTERED



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=BICULTURAL INVOLVEMENT SCALE

QSTEST

QSORRES



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=BICULTURAL INVOLVEMENT SCALE

QSTEST

QSORRES



Client Disposition and End of Treatment Status Form

* If client withdrawn from study, a Serious Adverse Event Form/CRF should be completed.

2. Date of last individual session (MET or Standard)
Note: Date should not be filled in if a client who was randomized did not
initiate treatment.

1. How many MET/TUA sessions did the participant complete in the 28 days after randomization?

4. Was the client referred to any of the following treatments for further drug treatment?

please specify _________________________

3. Please indicate reason for patient's ending status. (completer,withdrawn,non-completer)

Completer

Withdrawn*

Non-completer

a. Further treatment
b. Individual therapy
c. Pharmacotherapy

d. Self - help groups (NA, CA, AA)

e. Group therapy

f. Family/couples therapy
g. Inpatient treatment
h. Residential treatment

YesNo YesNo
i. Intensive outpatient
j. Partial Hospital
k. Detox
l. Other

Please specify __________________

Page 1 of 1NIDA - CTN

Created: CTN Spanish MET CDE021 10/30/02 MAG   Modified: 9/30/03 MAG  Version: v09

Patient Completed Treatment

Significant psychiatric risk (suicidal, homicidal, psychotic)

Death

Other type of Clinical Deterioration (increased drug use, other)

Administrative discharge

Moving from area

Practical problems (no childcare, transportation, other)

Medical Problems (hospitalization, other)

Incarceration

Pressure or advice from outsiders

Feels treatment no longer necessary, cured

Feels treatment no longer necessary, still using

Unknown

Other

English
English and Spanish

Spanish
Source Document Language:

Form Completion Status: Form Completed as Required

Participant Refused

Responsible Person not Complete

Not Enough Time at the Visit

Participant did not Attend Visit

Other (specify: __________)
(Any data collected)

No sessions completed 1 session completed 2 sessions completed 3 sessions completed

/ /

Protocol Number Node Number Site Number Participant Number Week Day of Week Phase Visit Sequence

Rater NumberVisit Date

/ /

5. Is the client currently (at this time) enrolled in the clinic? No Yes
Draft

DSDTC

DSCAT=‘DISPOSITION EVENT’

DS.DSTERM/DSDECOD

DS.DSSTDTC  also as DM.RFENDTC

DOMAIN: DS

USUBJIDSTUDYID EPOCHVISITNUM

THIS DATA NOT ENTERED

THIS DATA NOT ENTERED



DOMAIN: DM, SC

USUBJIDSTUDYID EPOCHVISITNUM

DMDTC/SCDTC

DM.SEX
DM.BRTHDTC

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

NOT ENTERED

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

NOT ENTERED

NOT ENTERED

NOT ENTERED



DOMAIN: SC

USUBJIDSTUDYID EPOCHVISITNUM

SCDTC

SCTEST SCORRES SCORRESU



DOMAIN: SU

SUDTC SUCAT=DRUG/ALCOHOL USE
SUTRT

SUROUTE

SUDURSUEVLINT=-P30D

USUBJIDSTUDYID EPOCHVISITNUM

SUCAT=MAJOR DRUG PROBLEM

SUTRT



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=HELPING ALLIANCE QUESTIONNAIRE – CLIENT FORM

QSTEST

QSORRES



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=HELPING ALLIANCE QUESTIONNAIRE – CLIENT FORM

QSTEST QSORRES



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=HELPING ALLIANCE QUESTIONNAIRE – CLIENT FORM

QSTEST QSORRES



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=HELPING ALLIANCE QUESTIONNAIRE – CLIENT FORM

QSTEST QSORRES



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=HELPING ALLIANCE QUESTIONNAIRE – THERAPIST FORM

QSTEST QSORRES



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=HELPING ALLIANCE QUESTIONNAIRE – THERAPIST FORM

QSTEST QSORRES



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=HELPING ALLIANCE QUESTIONNAIRE – THERAPIST FORM

QSTEST QSORRES



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=HIV RISK-TAKING BEHAVIOR SCALE

QSTEST

QSORRES

QSEVLINT=-P1M

QSSCAT=INJECTED DRUG USE



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=HIV RISK-TAKING BEHAVIOR SCALE

QSTEST QSORRES
QSEVLINT=-P1M QSSCAT=INJECTED DRUG USE



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=HIV RISK-TAKING BEHAVIOR SCALE

QSTEST

QSORRES

QSEVLINT=-P1M

QSSCAT=SEXUAL BEHAVIOR



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=HIV RISK-TAKING BEHAVIOR SCALE

QSTEST

QSORRES

QSEVLINT=-P1M

QSSCAT=SEXUAL BEHAVIOR



Inclusion/Exclusion Criteria

INCLUSION CRITERIA

EXCLUSION CRITERIA

11. Is the patient seeking residential inpatient treatment for substance use problem? NO YES

9. Is the patient seeking detoxification only for substance use problem?

10. Is the patient seeking methadone maintenance for substance use problem?

NO YES

NO YES

16. Does the patient have a spouse/SO currently enrolled in the Spanish MET protocol? NO YES

13. Has the patient participated in the Spanish MET protocol (#0021) at this facility or any
other facility?

NO YES

14. Is the patient currently a significant suicidal/homicidal risk? NO YES

15. Is the patient facing incarceration for a period of greater than three weeks? NO YES

17. At this point is the patient eligible for the study? NO YES

12. Does the patient seem to have dementia or other irreversible organic brain syndromes? NO YES

8. Is the patient able to understand and provide written informed consent?

7. Will the patient likely be in the area for the next 4 months?

6. Is the patient willing to be contacted for follow-up interviews 4 and 12 weeks posttreatment?

5. Is the patient willing to be randomized into treatment?

4. Does the patient speak and understand Spanish as the preferred or principal language?

3. Does the patient currently have a stable living arrangement?

1. Is patient seeking outpatient treatment for any substance use disorder and have they used
any substance (cocaine, alcohol, heroin, methamphetamine, amphetamines, phencyclidine
(PCP), marijuana, benzodiazepines, opiates/morphine, barbituates) with the past 28 days?

2. Is the patient at least 18 years old?

NO YES

NO YES

NO YES

NO YES

NO YES

NO YES

NO YES

NO YES

Page 1 of 1NIDA - CTN

Created: CTN Spanish MET IEC021 12/10/02 MAG Modified: 7/31/03 MAG Version: v05

English
English and Spanish

Spanish
Source Document Language:

Form Completion Status:
(Any data collected)

Form Completed as Required

Participant Refused

Responsible Person did not Complete

Not Enough Time at the Visit

Participant did not Attend Visit

Other (specify: __________)

Protocol Number Node Number Site Number Participant Number Week Day of Week Phase Visit Sequence

Rater NumberVisit Date

/ /

42886

USUBJID

STUDYID EPOCH

IEDTC

DOMAIN: IE, SC

VISITNUM

IETEST IEORRESIECAT=

IETEST IEORRESIECAT=

SC.SCTEST SCORRES

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



USUBJID

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=POSTTREATMENT ATTITUDES AND EXPECTATIONS QUESTIONNAIRE

QSTEST QSORRES



STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=POSTTREATMENT ATTITUDES AND EXPECTATIONS QUESTIONNAIRE

QSTEST

QSORRES



STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=POSTTREATMENT ATTITUDES AND EXPECTATIONS QUESTIONNAIRE

QSTEST

QSORRES



STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=POSTTREATMENT ATTITUDES AND EXPECTATIONS QUESTIONNAIRE

QSTEST QSORRES



STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=POSTTREATMENT ATTITUDES AND EXPECTATIONS QUESTIONNAIRE

QSTEST QSORRES



STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=POSTTREATMENT ATTITUDES AND EXPECTATIONS QUESTIONNAIRE

QSTEST QSORRES

USUBJID



STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=POSTTREATMENT ATTITUDES AND EXPECTATIONS QUESTIONNAIRE

QSTEST

QSORRES

USUBJID



Protocol Number Node Number Site Number Participant Number Week Day of Week Phase Visit Sequence

Rater NumberVisit Date

/ / English
English and Spanish

Spanish
Source Document Language:

Form Completion Status: Form Completed as Required

Participant Refused

Responsible Person did not Complete

Not Enough Time at the Visit

Participant did not Attend Visit

Other (specify: __________)
(Any data collected)

Formulario de Características del Participante
Participant Characteristic Form

1. ¿Cuál es su lengua materna?
What's your primary language (or mother
tongue)?

1 2 3
Español
(Spanish)

Inglés
(English)

Otra
(Other)

Especifique (Specify):

2. ¿Qué idioma habla en su casa?
What language do you speak at home?

1 2 3 4
Español
(Spanish)

Inglés
(English)

Otro
(Other)

Especifique (Specify):

(English & Spanish
Equally)

3.
What country were you born in?

1

2

3
4

5

6

7

8

9
10

11

12

13

14

15
16

17

18

19

20

21
22

Argentina

Chile
Costa Rica

Ecuador
España (Spain)

Honduras

Nicaragua

Paraguay República Dominicana
(Dominican Republic)

Puerto Rico

Venezuela

Bolivia

Colombia

Cuba
El Salvador

Guatemala
Méjico (Mexico)

Panamá

Perú

Estados Unidos
(United States)

Uruguay

Otro (Other)

4.  ¿Hace cuánto tiempo vive en los Estados Unidos?
How long have you lived in the mainland United States?

Años Meses(Years) (Months)

¿En qué país nació usted?

Inglés y Español

5.
What country was your mother  born in?

1

2

3

4

5

6

7

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22

Argentina

Chile

Costa Rica

Ecuador

Honduras

Nicaragua

Paraguay

Venezuela

Bolivia

Colombia

Cuba

El Salvador

Guatemala

Panamá

Perú

Uruguay

Otro (Other)

¿En qué país nació su madre?

España (Spain)

Puerto Rico
Estados Unidos
(United States)

Méjico (Mexico)

República Dominicana
(Dominican Republic)

6.
What country was your father  born in?

¿En qué país nació su padre?

1

2

3

4

5

6

7

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22

Argentina

Chile

Costa Rica

Ecuador

Honduras

Nicaragua

Paraguay

Venezuela

Bolivia

Colombia

Cuba

El Salvador

Guatemala

Panamá

Perú

Uruguay

Otro (Other)

España (Spain)

Puerto Rico
Estados Unidos
(United States)

Méjico (Mexico)

República Dominicana
(Dominican Republic)

Especifique (Specify):

Especifique (Specify):

Especifique (Specify):

Created: CTN Spanish MET PCF021 8/22/03 MAG   Modified: 09/16/2003     Version: v3.0
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Draft

STUDYID EPOCH

SCDTC

DOMAIN: SC

VISITNUM

SCTEST

SCORRES

USUBJID

QNAM=PLOTHER
QLABEL=PRIMARY LANGUAGE 
SPECIFY
IDVAR=SCSEQ

QNAM=HLOTHER
QLABEL=HOME LANGUAGE SPECIFY
IDVAR=SCSEQ

QNAM=BCOTHER
QLABEL=COUNTRY OF BIRTH 
SPECIFY
IDVAR=SCSEQ

QNAM=MCOTHER
QLABEL=MOTHER COUNTRY OF 
BIRTH SPECIFY
IDVAR=SCSEQ

QNAM=FCOTHER
QLABEL=FATHER COUNTRY OF 
BIRTH SPECIFY
IDVAR=SCSEQ



Randomization Form

1. Sex: Male Female

2. Race: Caucasian African American Hispanic Asian Other

3. Primary Drug:

Cocaine Methamphetamines Alcohol Opiods Marijuana Benzos Other

4. Mandated to Treatment: No Yes

5. Employed: No Yes

6. Treatment Assignment: Treatment As Usual Spanish MET

7. Date of Randomization:

Page 1 of 1

8. If the client is eligible, but did not get randomized, please mark the reason why the client was not randomized.

Missed Pre-randomization appointments

No longer interested in participating in protocol

Incarceration

Moved out of area

Death

Unknown

Other

NIDA - CTN

Created: CTN Spanish MET RAN021 11/01/02 MAG   Modified: 4/21/03 MAG Version: v04

English
English and Spanish

Spanish
Source Document Language:

9. If the client is eligible, it has been confirmed that the Inclusion/Exclusion criteria have been re-assessed after all
pre-randomization assessments were given.

No Yes

Form Completion Status:
(Any data collected)

Form Completed as Required

Participant Refused

Responsible Person did not Complete

Not Enough Time at the Visit

Participant did not Attend Visit

Other (specify: __________)

Protocol Number Node Number Site Number Participant Number Week Day of Week Phase Visit Sequence

Rater NumberVisit Date

/ /

/ /

44142

DOMAIN: DM, DS, SC

USUBJIDSTUDYID EPOCHVISITNUM

DMDTC/SCDTC

SCTESTCD=RSEX SCORRES
DATA NOT ENTERED

SCTESTCD=PDRUG SCORRES

SCTESTCD=MANDATE SCORRES

SCTESTCD=REMPLOY SCORRES

DM.DMARM

DM.RFSTDTC

DS.DSTERM

DSCAT=DISPOSITION EVENT

SCTESTCD=IECONF SCORRES



Serious Adverse Events CRF Page 1 of 1

Created: CTN Spanish MET SAE021 03/10/03 MAG   Modified: 5/09/03 MAG Version: v03

2. Event: Please briefly
specify the event.

3. Onset 4. Maximum Severity

5. Final Outcome

6. Causality

7. Serious Reporting Criteria

8. Final Outcome

Form Completed as Required

Participant Refused

Responsible Person did not Complete

Not Enough Time at the Visit

Participant did not Attend Visit

Other (specify: __________)

Form Completion Status:

Source Document Language:
English
English and Spanish

Spanish

(Any data collected)

Date of Onset

/ /

Time of Onset

:

Mild Moderate Severe

Resolved Resolved- with sequelae Unresolved Death

Reasonable possibility Not reasonable possibility

Please note: If serious and causality related, please submit expedited Serious Adverse Event (SAE) Form.

Death
Life threatening

Resulted in persistent or significant disability/incapacity

Prolonged or requires hospitalization

Congenital anomaly/birth defect

Other significant event requiring medical and/or surgical interventions

No Yes

No Yes

No Yes

No Yes

No Yes

No Yes

Date of Final Outcome

/ /

Time of Final Outcome

:

Ongoing (if no resolution at time of
study completion)

OR Yes

9. Node Principle Investigator's Signature

Date of Signature

/ /

1. Did the participant report any serious adverse event(s) during the study period? No Yes
*If 'No', do not fill out any further question. If 'yes', please indicate the event. If 2 SAEs throughout the
course of the study, there should be 1 CRF filled out per case at the point of onset.

Protocol Number Node Number Site Number Participant Number Week Day of Week Phase Visit Sequence

Rater NumberVisit Date

/ /

2032

DOMAIN: AE, SC

USUBJIDSTUDYID EPOCHVISITNUM

AEDTC/SCDTC

SC.SCTEST
SC.SCORRES

AETERM

AESTDTC

AESEV

AEOUT

AEREL

AESDTH

AESLIFE

AESDISAB

AESHOSP

AESCONG

AESMIE

AEENDTC AEENRF

QNAM=INVNAME 
QLABEL=INVESTIGATOR NAME 
IDVAR=AETERM

QNAM=INVSIGDT
QLABEL=INV AGENT DATE 
INVESTIGATOR SIGNED
IDVAR=AETERM



QSORRES

QSTEST/QSTESTCD

QSEVLNT=-P3M

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SHORT INVENTORY OF PROBLEMS REVISED

USUBJID



QSORRESQSTEST/QSTESTCD

QSEVLNT=-P3M

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SHORT INVENTORY OF PROBLEMS REVISED

USUBJID



QSORRESQSTEST/QSTESTCD

QSEVLNT=-P3M

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SHORT INVENTORY OF PROBLEMS REVISED

USUBJID



QSORRESQSTEST/QSTESTCD

QSSCAT=CLINICIAN RATINGS

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SUPERVISOR TAPE RATING FORM

USUBJID



QSORRESQSTEST/QSTESTCD

QSSCAT=CLINICIAN RATINGS

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SUPERVISOR TAPE RATING FORM

USUBJID



QSORRESQSTEST/QSTESTCD

QSSCAT=CLINICIAN RATINGS

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SUPERVISOR TAPE RATING FORM

USUBJID



QSORRES
QSTEST/QSTESTCD

QSSCAT=CLINICIAN RATINGS

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SUPERVISOR TAPE RATING FORM

USUBJID



QSORRES

QSTEST/QSTESTCD
QSSCAT=CLINICIAN RATINGS

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SUPERVISOR TAPE RATING FORM

USUBJID



QSORRESQSTEST/QSTESTCD

QSSCAT=CLINICIAN RATINGS

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SUPERVISOR TAPE RATING FORM

USUBJID



QSORRES
QSTEST/QSTESTCD

QSSCAT=CLINICIAN RATINGS

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SUPERVISOR TAPE RATING FORM

USUBJID



QSORRESQSTEST/QSTESTCD

QSSCAT=CLINICIAN RATINGS

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SUPERVISOR TAPE RATING FORM

USUBJID



QSORRESQSTEST/QSTESTCD

QSSCAT=RATINGS OF THERAPIST

STUDYID EPOCH

QSDTC

DOMAIN: QS

QSEVAL

VISITNUM

QSCAT=SUPERVISOR TAPE RATING FORM

USUBJID

QSSCAT=RATINGS OF CLIENTS



STUDYID EPOCH

SUDTC

DOMAIN: SU

SUEVAL

VISITNUM

SUCAT=ACTIVE PHASE-PRIMARY DRUG
SUTRT

SUCAT=ACTIVE PHASE-DAILY LOG
SUSPID

SUTRT         SUOCCUR

SUEVLINT=-P1D

SUDUR=‘  ‘

USUBJID



STUDYID EPOCH

SUDTC

DOMAIN: SU

SUEVAL

VISITNUM

SUCAT=ACTIVE PHASE-DAILY LOG

SUSPID

SUEVLINT=-P1D

SUDUR=‘  ‘

SUTRT         SUOCCUR

USUBJID



STUDYID EPOCH

QSDTC

SUEVAL

VISITNUM

QSCAT=SUBSTANCE USE DIAGNOSES (CIDI)

QSTEST

DOMAIN: QS

USUBJID

QSORRES





STUDYID EPOCH

SUDTC

DOMAIN: SU

SUEVAL

VISITNUM

SUCAT=FOLLOW-UP 1-DAILY LOG
SUSPID

SUEVLINT=-P1D
SUDUR=‘ ‘

SUTRT         SUOCCUR

USUBJID



STUDYID EPOCH

SUDTC

DOMAIN: SU

SUEVAL

VISITNUM

SUCAT=FOLLOW-UP 1-DAILY LOG

SUSPID

SUEVLINT=-P1D
SUDUR=‘ ‘

SUTRT         SUOCCUR

USUBJID



STUDYID EPOCH

SUDTC

SUEVAL

VISITNUM

SUCAT=FOLLOW-UP2-DAILY LOG
SUSPID

SUEVLINT=-P1D
SUDUR=‘ ‘

SUTRT         SUOCCUR

USUBJID

DOMAIN: SU



STUDYID EPOCH

SUDTC

SUEVAL

VISITNUM

SUCAT=FOLLOW-UP 2-DAILY LOG

SUSPID

SUEVLINT=-P1D
SUDUR=‘ ‘

SUTRT         SUOCCUR

DOMAIN: SU

USUBJID



STUDYID EPOCH

SUDTC

SUEVAL

VISITNUM

SUCAT=FOLLOW-UP 2-DAILY LOG

SUSPID

SUEVLINT=-P1D
SUDUR=‘ ‘

SUTRT         SUOCCUR

DOMAIN: SU

USUBJID



STUDYID EPOCH

SUDTC

SUEVAL

VISITNUM

SUCAT=FOLLOW-UP 2-DAILY LOG

SUSPID

SUEVLINT=-P1D
SUDUR=‘ ‘

DOMAIN: SU

USUBJID



STUDYID EPOCH

SUDTC

SUEVAL

VISITNUM

SUCAT=PRETREATMENT-DAILY LOG
SUSPID

SUEVLINT=-P1D
SUDUR=‘ ‘

SUTRT         SUOCCUR

SUCAT=PRETREATMENT-PRIMARY DRUG

DOMAIN: SU

USUBJID



STUDYID EPOCH

SUDTC

SUEVAL

VISITNUM

SUCAT=PRETREATMENT-DAILY LOG

SUSPID

SUEVLINT=-P1D
SUDUR=‘ ‘

USUBJID

DOMAIN: SU

SUTRT         SUOCCUR



STUDYID

EPOCH

QSDTC QSEVAL

VISITNUM

=QSSCAT QSTEST/QSTESTCD

QSORRES

USUBJID

DOMAIN: QS

=QSSCAT

QSCAT=



STUDYID EPOCH

QSDTC QSEVAL

VISITNUM

QSTEST/QSTESTCD

QSORRES

USUBJID

DOMAIN: QS



STUDYID EPOCH

QSDTC QSEVAL

VISITNUM

QSTEST/QSTESTCD

QSORRES

USUBJID

DOMAIN: QS



STUDYID EPOCH

QSDTC QSEVAL

VISITNUM

QSTEST/QSTESTCD

QSORRES

USUBJID

DOMAIN: QS

=QSSCAT



TUCAT=ACTIVE STUDY PHASE

=TUSCAT
TUTEST                                                          TUORRES

STUDYID EPOCH

TUDTC

VISITNUMUSUBJID

DOMAIN: TU

=TUSCAT

NOT DATABASED

TUSTDTC TUENDTC



TUCAT=

=TUSCAT

TUTEST
TUORRES

STUDYID EPOCH

TUDTC

VISITNUM

USUBJID

DOMAIN: TU

NOT DATABASED

=TUSCAT

NOT DATABASED

QNAM=TUACTIVE
QLABEL=IS PATIENT STILL ACTIVE IN TREATMENT
IDVAR=VISITNUM

QNAM=TULSDTC
QLABEL=DATE OF LAST TREATMENT CONTACT
IDVAR=VISITNUM



STUDYID EPOCH

TUDTC

VISITNUM

TUORRES

USUBJID

DOMAIN: TU

TUTEST

TUCAT=

=TUSCAT

NOT DATABASED

NOT DATABASED

=TUSCAT



STUDYID EPOCH

TUDTC

VISITNUM

TUORRES

USUBJID

DOMAIN: TU

TUTEST

TUCAT=

=TUSCAT

NOT DATABASED

NOT DATABASED

=TUSCAT

QNAM=TUACTIVE
QLABEL=IS PATIENT STILL ACTIVE IN TREATMENT
IDVAR=VISITNUM

QNAM=TULSDTC
QLABEL=DATE OF LAST TREATMENT CONTACT
IDVAR=VISITNUM



STUDYID EPOCH

LBDTC

DOMAIN: LB

VISITNUM

QNAM=LBVISDTC
QLABEL=LAB VISIT DATE
IDVAR = LBSEQ

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

LBTEST LBORRES

QNAM = LBSUPER
QLABEL = URINE COLLECTION SUPERVISED
IDVAR = LBSEQ

LBCAT = ‘DRUG SCREEN’



STUDYID EPOCH

QSDTC QSEVAL

VISITNUM

QSTEST/QSTESTCD
QSORRES

USUBJID

DOMAIN: QSQSCAT=URICA



STUDYID
EPOCH

QSDTC QSEVAL

VISITNUM

QSTEST/QSTESTCD

QSORRES

USUBJID

DOMAIN: QS



STUDYID
EPOCH

QSDTC QSEVAL

VISITNUM

QSTEST/QSTESTCD

QSORRES

USUBJID

DOMAIN: QS



STUDYID
EPOCH

QSDTC QSEVAL

VISITNUM

QSTEST/QSTESTCD

QSORRES

USUBJID

DOMAIN: QS


