Form 226—Adverse Event

DOMAIN: AE
Fage 1 of 1

. StudyNumber:  STUDYID MNode: Site: Evaluator #: .
ID# USUBJID MameCode: Week #: Study Day: Date of Assessment:  AEDTC
Treatment phase: * Screening VISITNUM ) Taper 0 1 Month posttaper
(Mark one only) O Induction/stabilization O End of taper 0O 3 Months post randomization
O Posttaper 0O 3 Months post taper

O Post SludyEPOCHO Early termination

1. Adverse event number

{Start with 001, and continue through the end of the study):

AESPID

2. Description (200 characters):

9. Date of onset: AESTDTC

/ /

OPENED:

AETERM

.

3. Type of report:

0 Anticipated ) Intercurrentillness
) Unanticipated £ Withdrawal
4. Study drug related: AEREL
0 Definitely x Possibly ) Definitely not
O Probably O Remotely 0 Unknown

5. Severty: AESEV
0O Mild 0 Severe
D Moderate O Life threatening *

6. Action taken regarding study drug:

0 Mone AEACN {0 Reduceddose
O Discontinuedpermanently O Increased dose

O Discontinuediemporarily O Delayed dose
(=24 hour delay) (24 hour delay or less)

7. Other action taken {mark all that apgly):

] N-:rntAEACNOTH £ Therapynon-pharm.

) Therapy pharm. {) Hospitalization *
(OTC or RX) **

8. Serious: AESER
OvYes* QMNo

. * Complete Serious Adverse Event form
** Complete ConMed form

MD signature and date:
THIS DATA NOT ENTERED

10. Date of resclution/Change in severity: AEENDTC

/ /

O Unresolved at the end of study participafion

11. Cutcome:

AEENRF
AEOUT

O Resclved, no sequelae

O Mot yet resolved, but improving

O Mot yet resclved, no change

0 Resulted in chronic condition, severe and/or permanent
O Mot yet resolved, worsening

) Deceased*

) Unknown

CLOSED:

.

MD signature and date:
[THIS DATA NOT ENTERED

THIS DATA NOT ENTERED 52725

TN |

Serial Number:

AEFO03-08/02/04-Final v.2



QSCAT=ADJECTIVE RATING SCALE FOR WITHDRAWAL

Form 286—Adjective Rating Scale for Withdrawal

DOMAIN: QS

Page 1 of 1

Study Number: STUDYID Node: Site: Evaluater# QSEVAL .
ID# USUBJID Mame Code: Week #: Study Day: Date of Assessment. QSDTC
/ /

{) Screening

(Mark cne only)

EPOCH O Early termination

VISITNUM g3 Taper

Treatment phase: O Induction/stabilization O End of taper

O Post taper

0 1 Month post taper
O 3 Months post randomization
0O 3 Months post taper

Please fill in the circle which best describes how you have been feeling in the last 24 hours.

QSEVLINT=-PT24H

QSORRES

NONE MODERATE SEVERE
QSTEST 0 1 2 3 4 5 6 7 8 g
1. Muscle cramps o o o] o o c o o o o
2. Depressed or sad o O (] o o o (o] o o o
3. Painful joints o O o O O O o L™ o o
4. Excessive yawning o o o O o o o o o o
5. Hot or cold flashes o o o o o o o o o o
8. Trouble gefting to sleep & O (9] 0 o o (] ) L o
7. Sick to stomach o < o O Q (8] (] O o o
B Imitable o o o o L o o o o o
9. Runny nose O O o O O [ O O O L)
10. Poor appetite O o O o o (W) ) o o o
11. Weak knees ) o [ o o o [ o o o
12. Excessive sneezing o o o o o o o o o o
13. Tense, jittery O O O O O 0 o o L] o
14. Watery eyes O O o O O 0 o O O o
15. Abdominal cramps o o o o o o o o o o
18. Fitful sleep o ] 0 ) o D o L] o o
0 1 2 3 4 5 6 7 8 g
Please mark bubbles FULLY ‘& @5 coons
THIS OATA NQT ENTERED| E .
Serial Number:

ARSWO03-02/18/2003-Final V.1



QSCAT=ADDICTION SEVERITY INDEX LITE Pate 1 of 18 DOMAIN: QS
Form 293—Addiction Severity Index Lite CF .
. StudyNumber:  STUDYID Node: Site: Evaluator #: OSEVAL .
ID#  yUSUBJID MameCode: Week #: Study Day: Date of Assessment.  QSDTC
/ /
) Screening VISITNUM (3 Taper £ 1 Month post taper
Treatment phase: 0 Induction/stabilization 0 End of taper £ 3 Months post randemization
{Mark one only) o O Posttaper O 3 Months post taper
EPOCH ) Earlytermination

See page 16 for instructions and codes

Circled items asked at follow-up
* Starred items rephrased at follow-up as "Since the last A3l interview,. "

QSSCAT=-GENERAL INFORMATION

STEST
Q QSORRES
G4, Date of admission:
(MY (DD} (¥YrY)
Class:
O 1-Intake
O 2-Follow-up
Contact code:
G 1-In Person
O 2-Telephone (Intake AS| must be in person)
O 2-Mail
G10. Gender:
 1-Male
C 2-Female

@ Special:

O 1-Patientterminated

C 2-Patient refused

>} 3-Patient unable to respond
C -98-NA

Comments:

THIS DATA NOT ENTERED

30629
This PATR NOT ENTHREI ' ! .
Searial Number:

ASI003-02/18/2003-Final V.1




GENERAL INFORMATION

(continued)

DOMAIN: QS

Page 2 of 16

1D #:

USUBJID Mame Code:

Date of Azsessment:

OIS Site:

/

/

G4,
QSTEST

How long have you lived at your current address?
/ QSORRES

Maos

B B-
QSORRESUZ‘YTIFESAR’ QSORRESU='MONTH’

G16.

G17.

G18.

Date of birth:

/ /

(AR} [{a]a]

TR
Of what race do you consider yourself?
2 1-White (Mot Hispanic)

O 2-Black (Mot Hispanic)

0 3-Americanindian

0 4-Alaskan Mative

£ 5-Asian/Pacific

O 6-Hizspanic - Mexican

) T-Hispanic - Puerto Rican

) 8-Hispanic - Cuban

£ 9-CtherHispanic

Do you have a religious preference?
) 1-Protestant

O 2-Catholic

O 3-Jewish

) 4-Islamic

O 5-Other:

) 6-Mone

Hawve you been in a controlled environment

in the past 30 days? QSEVLNT=-P30D
0 1-Mo

0 2-Jail

O 3-Alcohol or Drug Treat.
2 4-Medical Treatment

0O 5-PsychiafricTreatment

D 5-Other

® A place, theoretically, without access to
drnugsfalcohol.

How many days?
QSEVLNT=-P30D

"MMN" if qguestion G19 is "No". Refers to total
number of days detained in the past 30 days.

QSORRESUA

Comments:

THIS DATA NOT ENTERED

‘DAY’

30529

THIS DATANOT ENJTERED

Serial Mumber:

ASI003-02182003-Final V.1



QsscAT- MEDICAL STATUS pagesorte  DOMAIN: QS

Mame Code: Date of Assessment QSDTC

/ /

ID#: USUBJID

QSTEST
- QSORRES Comments:
@ How many times in your life have you been

hospitalized for medical problems?

®  Include @.0's & D.T.'s. Exclude detox. alcoholidrug,
peychiatric treatment and childbirth {if no complications). Enter the
number of overnight hospitalizations for medical problems.

. . THIS DATA NOT ENTERED
M3 Do you have any chronic medical problems O 1-Yes (O 0-Mo

which continue to interfere with your life?

If "Yes", specify in comments.

A chronic medical condition is a serious physical condition that
requires regular care, {i.e., medication, dietary restriction)
preventing full advantage of their abilities.

Are you taking any prescribed medication on €3 1-Yes {0 0-No
a regular basis for a physical problem?
® ¥ "Yes" specify in comments.
®  WMedication prescribed by a M.D. for medical conditions; not
psychiatric medicines. Include medicines prescrbed

whether or not the patient is currently taking them. The intent
is to verify chronic medical problems

@ Do wou receive a pension for a physical O 1-Yes [ 0-Mo
disability?
*  f"Yes", specify in comments.
*  Include Worker's Compensation, exclude psychiatric disability.

How many days have you experenced medical QSORRESU='DAY’

problems in the past 30 days? _
* Do not include ailments directly caused by dregs/alcohol. QSEVLNT=-P30D

*  nclude flu, colds, ete. Include serious ailments related to
drugsfalcohol, which would continue even if the patient were
abstinent {e.g., cirfhosis of the liver, abscesses from needles,
etc.).

For questions M7 & M8, please ask patient to use the Patient's Rating
Scale.

@ How troubled or bothered have you been by these QO OE QSEVLNT=-P30D
medical problems in the past 30 days?
*  Restrict response to problem days of
question M3,

How imporiant to you now is freatment for these SO HE
medical problems?

*  Refers to the need for new or additional
medical treatment by the patient.

CONFIDENCE RATINGS
Is the above information gignificaptly distorted by:

Patient's inability to understand? O 1¥es [ 0-Mo 30629

. THis DaTANOR ENTERED ! .

BIE|F|I&|H|I|J|K|L|M
@ R|S|[T|u|v|w| x|y

@ Patient's mizrepresentation? O1-Yes [ 0-Mo

w
1 |

Sarial Number:

Z|»
0
v
™

AS1003-02/18/2003-Final V.1




QsscaT= EMPLOYMENT/SUPPORT STATUS pagadofts  DOMAIN: QS

ID#: USUBJID MName Code: Date of Assessment: QSDTC

/ /

N QSTEST QSORRES
: Education completed .

®  GED = 12 years, note Comments:
in comments A-YTS. B-Mos. ,

®  |nclude formal education only. QSORRESU="MONTH

QSORRESU='YEAR’
@ Training or technical education QSORRESU='MONTH’

completed

®  Formalforganized training only. Mos

For military training, only include
training that can be used in civilian life, i.e.,
electronics or computers.

Do you have a valid Oi¥es O 0-Mo
drivers license? THIS DATA NOT ENTERED
®  Valid license; not suspendedirevoked.

@ Do you have an OiYes Q0-No
automnobile available for use?

®  |f answer to E4 is "No”, then ES must be
"Mo"”. Does not require ownership, only
requires availability on a regular basis.

EG. How long was your
longest full time job?
®  Full time=35+ hours

AYrs.

weekly; does not necessarily mean Q%PRRES )="MONTH
. recent job. O SORRESU="YEAR’
@ Usual {or last) | o]el 010101010110 |
occupation
See Heollingshead categornies on page 16
(Specily in defail-30 characters)
Does someone confribute O 1-Yes 0 0-No
the majority of your support?
E10. Usual employment pattern, past three years:
0 1-Full fime {35+ hours) D 5-Military Service QSEVLINT=-P3Y
O 2-Par time (req. hrs) O 6-Refired disablility
Q) 3-Part time (imeg. hrs) 0 7-Unemployed
O 4-Student O 8-In controlled
environment
*  Answer should represent the majority of the
last 3 years, not just the most recent
selection. If there are egual times for more
than one category, select that which best
represents the more current situation. QSORRESU=DAY’
@ How many days ware you paid QSEVLNT=-P30D 30529
. for working in the past 30 days? E .
THJS DATAINOT ENTERED

% |nclude “under the table” work,
paid sick days, and vacations. Serial Number:

ASI003-02/1872003-Final .1



DOMAIN: QS

EMPLOYMENT/SUPPORT STATUS Page 5 of 16
(continued)
ID#USUBJID Mame Code: Date of Assessment: QShiIe Site:

/

/

For quesﬁnn?EEE'I%THnw much money u%sy%'? rlitlzza?ﬁ.ra from the following

sources in the past 30 days?

ONONONONORONONE

For question E20-21, please ask patient to use the Patient's Rating Scale.

® @

Employment:
#  Net or "take home™ pay, include

any “under the table” money.

Unemgloyment compensation: k]

Welfare: 5
®*  |nclude food stamps, fransportation

money provided by an agency to go to

and

from treatment.

Pensions, benefits, or social security: &
*  Include disability, pensions,

retirement, veteran’s benefits, 351 & worke

rg' compensation.

Mate, family or friends: 5

Money for personal expenses, {i.e.,

clothing), include unreliable sources of income (e.g.,
Record cash paymenis only, include windfalls {unexpected),

money from loans, gambling, inheritam

ce, tax re

turns, ete.).

lliegal
®  (Cash obtained from drug dealing, 3

stealing, fencing stolen goods,

gamiling, prostituficn, etc.

Do not attemipt to convert drugs exchanged to a dellar value.
How many people depend on you for the majority

of their food, shelter, eic.?
*  Must be regulary depending on patien

include alimony/child support, do not include the

self-supporting spouse, eic.

t, do

How many days have you expenenced emgloyment

problems in the past 307
»

jeopardized.

How troubled or bothered have you been by lololelelo)
these employment problems in the past 30 days?
®*  |f the patient has been incarcerated or detained during the

Include inability to find work, if they are actively
looking for work, or problems with present job in which that job is

patient or

past 30 days, they cannot have employment problems.

Heow imporant to you now is counseling
for these emgloyment problems?

olololo)

*  The pafient's rating in question E20-21 refer to guestion E19.

®  Siress help in finding or preparing for a job, not giving them a job.

CONFIDENCE RATINGS
Is the above information significantly distorted by:

Fatient's misrepresentation?

Patient's inability to understand?

gambling).

Comments:
\ THIS DATA NOT ENTERED

QSEVLNT=-P30D
QSORRESU='DOLLAR’

QSEVLNT=-P30D
QSORRESU='DAY’

QSEVLNT=-P30D

QSEVLNT=-P30D

0 1-¥es O 0-MNo
O1-ves Q0-MNo
30629
THI$ DATA NOT|IENTERED
Sarial Number:

AS1003-02/18/2003-Final V.1




QsscAT= ALCOHOL/DRUGS

Page & of 16 SO EIOS

Io#USUBJID

Mame Code:

QSTEST

QSORRES
QSEVLNT=-P30D

A-Days

B-Years

Almhol -
{any use at all)

DAY’ OSORR

QSORRESU
Imhnl i
({to intoxication)

H&roin
Methadnne

ther opiates/
analgesics
Bart:-iluralﬁ
ther sed/
hypitrang.
o-caine
mphetamin&s
a nnabis
Hallucinogens

Inhalants

More
than one
substance

per day {including alcohol).

THIS DATA NOT ENTERED

30829

NO

T ENTERED

[Crate of Assessment: QSbr¢
/ /
Comments:
Foute ol adminstration
1-0ral
2-Mazal
3-Srnaking
d=Man IV injectian
S5-I immetion
-BE-MA
Male the ususl or mosl recant route
Far mare then ane roule, choose
e mosl severs. The routes ane
ligted fram legsl severna to mosl
Eavene =
SU="YEAR' %
= &
| =
= 5 z =
T § E 5§ S «
(o] = L} = = =
O CcC o0 o0
o CcC 0o o0 Do
O CcC o0 OO0
O CcC o 0 Do
O C o000
o CcC 0o 0 0|0
o o0 0|0
O O 0 0|0
o0 0 0 OD|0
o o
> £ 8
= 8 z B
T & £E 5§ = <«
(o = L} = = =
THIS DATA
Sarial Mumber:

ASI003-02/18/2003-Final .1




D17

*

%

ALCOHOL/DRUGS
(continued)

DOMAIN: QS

Page 7 of 16

USUBJID
#

[ MName Code: Date of Assessment:

QSRhE Site:

/

/

QSORRES
How many times have you had Alcohol DT's?
Delirium Tremeans (DT's): Occur 24-43 hours

QSTEST

Comments:

after last drink, or significant decrease in alcohol intake.
Characterized by shaking, severe discrientation, fever, hallucinations,

they usually require medical attention.

THIS DATA NOT ENTERED

ow many times in your life have you been treated for:
Alcohol abuse

Drug abuse

Include detoxification, halfway houses, infoutpatient counseling
AA or MA (if 3+ meetings within one month pericd)

and

Hgw many of these were detox only:
Alcohol?

Drugs?
If D19="00", then question D21 is "NN~

If 020="00", then question D22 i3 "NN~

How much money would you say you spent during the past 30 days on:

Alcohol
5

QSEVLNT=-P30D QSORRESU='DOLLAR

Drugs
nly count actual money spent. \What is the g

QSEVLNT=-P30D QSORRESU='DOLLAR

financial burden caused by dregs/alcohol?
How many days have you been freated in an culpatient sefling

for

alcohal or drugs in the past 30 days?
B nclude AAMNA

QSEVLNT=-P30D QSORRESU='DAY’

How many days in the past 30 have you experienced

QSEVLNT=-P30D QSORRESU='DAY’

alcohol problems?

For questions D28-31, please ask patient to use the Patient's Rating
Scale. The patient is rating the need for additional substance abuse

treatment.

lolelelolo)
0C2Q0

How troubled or bothered have you been the
past 30 days by these alcohol problems?
How important to you now is treatment for
these alcohol problems?

QSEVLNT=-P30D

How many days in the past 30 have you experienced
drug problems?

)

QSEVLNT=-P30D QSORRESU='DAY

®*  Include only: Craving, withdrawal
symptoms, disturbing effects of use, or
wanting to stop and being unable to.

jolalelolo
jolalelolo

@ How troubled or bothered have you been in
the past 30 days by these drug problems?
@ How important to you now is treatment for
these drug problems?

CONFIDENCE RATINGS

Is the above information significantly distorted by:
O 1-Yes
O 1-Yes

Patient's misrepresentation?
Patient's inability to understand?

QSEVLNT=-P30D

0 0-No
0 0-No

30629

T EN

TEFIZED

THIS DATA NO

Sarial Number:
ASI003-02/18/2003-Final V.1



QSsCAT= LEGAL STATUS

DOMAIN: QS

Page B of 16

Io# USUBJID

Mame Code:

Date of Aszessment QSDTC

/

/

=

=

=

=

=

=

=

=

=

QSTEST . QSORR S
L1. Was this admission O l-Yes 0-No Comments:
prompted or suggested by the criminal ’
justice system?
®  judge, probafion/parole officer, eic. THIS DATA NOT ENTERED
@ Are you on probation G 1-Yes O 0-No
or paraole?
®  Note duration and level in comments.
How many times in your life * have you been
arrested and charged with the fellowing:
@ Shoplifing/vandalism
Parcle/probation violations
@ Drug charges
Forgery
@ Weapons offense
Burglary/larceny/B&E
Robbery
Assault
@ Arson
Include total number of counts, not just
convictions. Do not include juvenile (pre-age 18)
crimes, unless they were charged as an adult.
Include formal charges only.
30629
TH|S DRTAINOT ENTERED B
Serial Mumber:

ASI003-02182003-Final V.1




LEGAL STATUS
(continued)

DOMAIN: QS

Page 9 of 16

ID# USUBJID Mame Code: Date of Assessment QSDTC

/ /

QSTEST QSORRES

* @ Rape
* @ Homicide/manslaughier
% Prostitution

* @ Contempt of court

* Other;

*

How many of these charges

resulted in convictions?

* |fL3-16="00", then guestion L17="NN".

® Do notinclude misdemeanor offenses from
guesficns L18-20 below.

*  Convictions include fines, probation,
incarcerations, suspended sentences, and

guilty pleas.

How many times in your life * have you been
charged with the following:

* Disorderly conduct,

vagrancy, public intoxication

*

Driving while intoxicated

Major driving violations

®  Moving violations:
speading, reckless
driving, no license,
.

How many months were

you incarceraled in your
life? Mos.

-

®

®  [fincarcerated 2 weeks or more, round this
up to 1 month. List total number of months
incarcerated.

Comments:

QSORRESU="MONTH’

THIS DATA NOT ENTERED

30629

THis DATANOR ENTERED .
H N [ ]

Sarial Number:

AS1003-02/18/2003-Final V.1




LEGAL STATUS page 10016 DOMAIN: QS

. (continued) .

ID#: USUBJID Mame Code: Date of Assessment QSDTC

/ /

QSTEST QSORRES

Are you presently awaiting O 1-ves {3 0-MNo Comments: TH|S DATA NOT ENTERED
charges, trial or sentence?

@ What for? (If multiple charges, use most severa.)
% Refers to question L24. If more than cne, choose most
severe.
®*  Don'tinclude civil cases, unless a criminal offense is involved.

O 03-Shoplit Q) OB-Burglary O 13-Homicide 0 13-

O 04-Frob. viol. ) 08-Robbery O 14-Prastitution ) 20-Major driving
violatian
) 05-Drun 0 10-Assault O 15-Contampt
O 06-Forgery ) 11-Arson O 16-Other I O -oa-MA
O 07 Weapons ) 12-Rape ) 18-Disorderly conduct
QSORRESU=DAY’
How many days in the past 30 were
you detained or incarcerated? QSEVLINT=-P30D

®  |nclude being arrested and released
on the same day.

@ How many days in the past 30 have s

you engaged in illegal activities for profit? QSEVLINT=-P30D

%  Exclude simple drug possession. Include drug dealing,
prostitution, selling stolen goods, etc. May be cross checked
with guestion E17 under Employment/Family Support section.

For questions L28 & 29, please ask patient to use the Patient’s Rating
Scale

How serious do you feel your presentlegal GODOA
problems are?
*  Exclude civil problems.

How important to you now is counseling lelelalolol]

or referral for these legal problems?
®  Patient is rating a need for additional referral to legal counzel
for defense against criminal charges.

CONFIDENCE RATINGS
Is the above information significantly distorted by:

@ Patient's misrepreseniation? O 1-¥Yes 0 0-No
@ Patient's inability 1o understand? O 1-¥es 0O 0-Mo
30629
| |
- EnEmE! -
Alalclelelrle(mlzlale|e|m THI$ DATA NOT|ENTERED L
M|C|P | Q| R|S(T|U|V|W|X|Y|Z Serial Mumber:

AS1003-02/18/2003-Final V.1



QsscAT= FAMILY/SOCIAL RELATIONS

DOMAIN: QS

Page 11 of 16

Io#: USUBJID MName Code:

Date of Assessment QSDTC

/

/

QSTEST QSORRES

@ Marital Q) 1-Married {) 4-Separated
Status: 1y Remarried ¢ 5-Divorced
0 3-Widowed ) 6-Never Mamiad

Common-law marriage=1. Specify in comments.

@ Are ywou satisfied with this situation?
®  Satisfied=generally liking the situation. Refers to guestion F1.

Q 2-Yes Q0-No ) 1-Indifferent

* Usual living arrangements (past 3 yrs.):
O 1-With sexual partner and children O 8-With friends

£ 2-With sexual partner alone O 7-Alone

) 3-With children alone O 8-Controlled environment
£ 4-With parenis > S-Mo stable arrangements
£ 5-With family

Choose arrangements most represantative of the past 3 years
If there is an aven split in time betwaen these arangements,
choose the most recent arrangement.

Are you satisfied with these living arrangements?
O 2-Yes ©O0-MNo C1-Indifferent

Da you live with anyone who:
@ Has a current alcohol problem? O 1-Yes [ 0-Mo
Uses non-prescribed drugs? O 1-Yes [ 0-No

With whom do you spend most of your free time?
" |f a gifffriend/boyfriend is considered as family by
patient, then they must refer to them as famiky
througheut this section, not as a friend.

Q) 1-Family ' 2-Friends € 3-Alone

Are you satisfied with spending your free
time this way?
® A safisfied response must indicate that the
person generally likes the situation. Refers to
guestion F9.

Q2-Yes G0-Mo ) 1-Indifferent

Comments:

THIS DATA NOT ENTERED

QSEVLINT=-P3Y

30829

. HI]

DA

TA

NOT

ENT

ER

51 el W

Only one answer per question, please.

Sarial Mumber:

ASI003-02/18/2003-Final .1




FAMILY/SOCIAL RELATIONS page 120f 16  DOMAIN: QS

. (continued) .

ID#: USUBJID Marme Code: Date of Aszessment QSDTC

/ /

QSORRES
Hawve you had significant pericds in which you have experienced serious problems getting along with:

QSTEST Bast30 davs B. lnvour if

Mother O1-Yes ©O0No O NA O 1.Yes 0-No ONA
Father O1-vYes Q0-No QO NA O 1-ves ©O0-No QNA
e "Serious
Brothers/sisters O1Yes Q0-No 0O NA problems™ mean O1-ves ©O0-No QNA
QSEVLINT=-P30D those that
endangered the
@ Sexual parinerfspouse O1-Yes Q0No ONA | relationship. Oi1Yes O0-No QNA
@ Children Oi-Yes O0No (3naA | A problem O i-Yes (30-No (INA
[eauirgs conlgat
@ Other significant family- Q1-Yes (O0No (INA giftf;gr%“"' O 1-Yes Q0No C(INA
: telephone or in
(specify) | T
i | —
-Yes -Mo “Yes -Na

Close friends 0 - O 0N O NA 01y O 0N 0 MNA
@ Neighbors Oi-Yes O0No ONA O1-Yes CO0-No ONA
Co-workers Oi-Yes ©0-No O NA Oi-Yes GO-No ONA
Did anyone abuse you: A. Past 30 davs B. ln vour life
F28. Physically (cause you physical hamm)? Oivez QO 0-Mo O1-ves {QO0-No
F29. Sexually {force sexual advances/acis)? Div¥es Q0-No O 1-¥Yes £I0-No

Comments:

THIS DATA NOT ENTERED

30529

B B
THIS DATAINOT ENTERED u

Serial number of this page should match page 1

Serial Mumber:
ASI003-02/18/2003-Final V.1



FAMILY/SOCIAL RELATIONS Page 130f16  DOMAIN: QS

. (continued) .

Io# USUBJID Mame Code: Date of Assessment QSDTC

/ /

QSTEST QSORRES

How many days in the past 30 have you
had sericus conflicts with your family? Comments:

THIS DATA NOT ENTERED

For questions F32-34, please ask patient to use the Patient's
Rating Scale

@ How troubled or bothered have you S0000 QSEVLINT=-P30D
been in the past 30 days by these family problems?

How important to yvou now is treatment 000

or counseling for these family problems?

Patient is rating his'her need for counseling for family
problems, not whether they would be willing to attend.

@ How many days in the past 30 have you QSEVLINT=-P30D
had serious conflicts with other people
(excluding family)? QSORRESU='DAY’

For questions F33-35, ask the patient to use the patient’s rating
scale

@ How troubled or bothered have you 20000 QSEVLINT=-P30D
been in the past 30 days by social problems?

@ How important o you now is treatment lololalalo]

or counseling for these social problems?

®  |nclude patient's need 1o seek treatment for such
social problems as loneliness, inability to socialize,
and dissatisfaction with friends. Patient rating
should refer to dissatisfaction, conflicis, or other
senous problems.

CONFIDENCE RATINGS
Is the above information gignificantly distorted by:

Fatient's misrepresentation? O1¥es 0Q0-Mo

Patient's inability to understand? O1-Yes Q0-No

30629

| r-r
. THlS DaTA NO ENTERED .

Serial Number:

AS1003-02/18/2003-Final V.1



QsscaT= PSYCHIATRIC STATUS page 140116 DOMAIN: QS

ID# USUBJID Mame Code: Date of Assessment: QSDTC

/ /

QSTEST QSORRES
How many times have you been treated for any psychological or emotional problems? T T
* . . . . employment, or family counseling.
In a hospital or inpatient setting?
Treatment episode=a series of
* . i . mare or less continuous visits or
As an outpatient or private patient? treatment days, nat the number of
visits or treatment days.

Enter diagnosis in commants if

D-:u you receive a pension for a psychiatric disabiliy? ) 1-Yes Q0-No Gnthoul /

Have you had a significant period of time, (that was nota QSEVLINT=-P30D
direct result of drugfalechol use), in which you have: A Pastag B.| i

@ Experienced serious depression- 1-¥es 0-Mo 1-¥es 0-Mo
sadness, hopeleszness, loss of interest, 0 o o o

difficulty with daily function?
Experienced serous anxietyftension- £ 1-Yes ¢ 0-No O i-ves € 0-No
uptight, unreasonably worned, inability to feel
relaxed?
Experienced hallucinations- X N .

saw things or heard voices that were Q1-Yes  OO-No Qi-Yes Q0-No
not there?

Experienced trouble understanding, O i-Yes € 0-No O i-Yes O 0-No
concentrating, or remembering?

@ Experienced trouble controlling 1¥es 0-No 1-Yes 0-No :
violent behavier including episcdes of o Q Q o For questions

rage, or violence? FE-10, patient

@ Experienced serious thoughts of suicide? X ! X could have been
®  Patient seriously considered a plan SIE el Sl el

under the
@ for taking hig/her lifie. influence of

alcohol/drugs.

Aftempted suicide? 1-¥es 0-No 1-¥es Mo
®  |nclude actual suicidal gestures 0 o o 0

or altempts

Been prescribed medication for any 0 1-ves {0-No O1-Yes Q0-No

psychologicallemotional problem?

®  Prescribed for the patient by MD.
Record "Yes” if a medication was prescribed even if the patient is not taking it.

Comments:

THIS DATA NOT ENTERED

30829

u
. THI$ DATA NOT|ENTERED .

Sarial Number:

AS1003-02/18/2003-Final V.1



PSYCHIATRIC STATUS
(continued)

DOMAIN: QS

Page 15 of 16

IoD# USUBJID Mame Code: Date of Assessment: QSDTC

/

/

QSTEST QSORRES

How many days in the past 30 have you experienced
these paychological or emotional problems?

QSEVLINT=-P30D
QSORRESU='DAY’

®  This refers o problems noted in question P4-10

For questions P13 & 14, please ask patient to use
the Patient's Rating Scale

How much have you been troubled or lalalalo] o)
botherad by these psychological or emotional
problems in the past 30 days?

®  Patient should be rating the problem days
from question P12

How important to you nowis treatment SO0 0G

for these psychological or emotional problems?

CONFIDENCE RATINGS
Is the above information gignificantly distorted by:

Patient's misrepresentation? O 1-Yes Q1 0-MNo

Fatient's inahility to understand? O 1-Yes O 0-No

Comments:

QSEVLINT=-P30D

THIS DATA NOT ENTERED

30629

] rl
TH|S DATAINOT ENTERED .

Sarial Number:

AZI003-02/18/2003-Final V.1



CODESINOTES page 16or1s  DOMAIN: QS

Mame Code: Date of Assessment:

/

Patient Rating Scale Comments (include question number)

0-Mot at all
1-Slightly
2-Moderately
J-Considerably
4-Extremely

THIS DATA NOT ENTERED

Hollingshead Categories

1. Higher executive, major professional, owner of large business.

2. Business manager of medium sized business, lesser professionals,
i.e., nurses, opticians, pharmacists, sccial workers, teachers.

3. Administrative personnel, manager, minor professionals,
owner/proprietor of small business, i.e., bakery, car dealership,
engraving business, plumbing business, florist, decorator, actor,
reporier, travel agent.

4 Clenical and sales, technicians, small businesses (bank teller,
bockkeeper, clerk, draftsman, timekeeper, secretary).

5. Skilled manual-usually having had training (barber, brakeman, chef,
electrician, fireman, machinist, mechanic, paperhanger, painter,
repairman, tailor, welder, police, plumiber).

6. Semi-skilled (hospital aide, painter, bartender, bus driver, cutter,
cook, drill press, garage guard, checker, waiter, spot welder, machine
operator).

7. Unszkilled {attendant, janitor, construction helper, unspecified labor,
porter, include unemployed).

8. Homemaker.

9. Student, disabled, no occupation.

30529

B B
THI$ DATA NOTIENTERIED u

Serial Mumber:

ASI003-02182003-Final V.1



EXCAT=DOSE LOG

DOMAIN: EX

P 1of1
Form 333—Dose Log Bup Protocol 0003 )
StudyNumber: STUDYID MNode: Site: Evaluator #: .
ID# USUBJID Mame Code: Week #: Study Day: Date of Assessment EXDTC
/ /
) Screening VISITNUM ' 0 Taper 2 1 Month post taper

Treatment phase: Q Inducticn/stabilization 0 End of taper D 3 Months post randomization
(Mark one only) O Post taper 0 3 Months post taper

EPOCH

0 Early termination

Stant with the date of the last clinic visit and document each day of participation (do not include today).
Today's dose will be recorded on NEXT WEEK'S log.

A. Date of dose B. Dose taken, C. Location D. Dose fregency:
(MMIDDY Y as reported. mark ane; specify ‘other
below EXDOSFR
EXDOSE S Q
O o i
EXSTDTC EXDOSU ST | TP O P &
. / / 00 O C O OC O
, / / 0Q0O0 O 0 0 C O
; / / 000 0O 0 0 O 0
o
3 o o 0 o 0
4 "Ir / o e
o
; / / S 00CQC 0O 0O 0 0O 0
6 / / O00 o 0 o 0
7 / / 00O O 0 0 ©
. / / 00O 0\ 0 O ©

_" 9. |s the patient's final dose recorded above? 0 yves £ Mo(dosecontinuing)

]

\

\

Comments (200 characlers):

DOMAIN: CO
COVAL
RDOMAIN=EX

IDVAR=VISITNUM

X

X

QNAM=EXFINAL
QLABEL=IS PATIENT FINAL
DOSE RECORDED
IDVAR=VISITNUM

QNAM=EXLOCALE
QLABEL=LOCATION DOSED
IDVAR=VISITNUM

THIS

DATA NOT ENTERED

.

Page

of

54978

THI$ DATA INOT

ENT

[ERED

"N |

Serial Number:

BDLO03-02/26/2003-Final V.2




Form 223—Concomitant Medication

Mode:

Site:

Page 1of 1

Evaluator #:

DOMAIN: CM

. StudyMumber: STUDYID

ID#& USUBJID HNameCode: Week #:

Study Day:

Date of Assessment

/

/

Treatment phase: O Screening

(Mark one only)

) Induction/stabilization

VISITNUM O Taper
3 End of taper

CMDTC O 1 Month post taper

£ 3 Months post randomization

O Post Siudy Q) Early termination O Posttaper e
CMCAT=CONCOMITANT
CMSPID
Medication number 8. Start date : CMSTDTC
{Start with 001 and continue through the end of the study): ||II Ju"
START: MD signature and date:
CMTRT
3. Linked to AE # (if not linked, code "000"): CMGRPID
9. End date: CMENDTC
4. If not linked to an AE, indication:
CMINDC "Ir "'II
5. Amount: O Cn-going/eontinuing at end of study participation
CMDOSE CMSTRF
6. Units (Select ONE unit that describes in the greatest detai the END: WD signature and date.
amount of medication taken by the subject) :
O capsule O microliter O puff O teaspoon ”- THIS DATA NOT ENTERED
Q) drop O milligram Q) spray/squirt Q) unknown
Q) grain £ milliliter ) suppository ] other (specify below)
) gram ) ounce ) tablespoon
i /
) microgram 3 palcrbM DOSLP tablet/caplet
7. Frequency: CMDOSFRQ
O Once daily QTD L PRM
CBID Qoo £ Other{specify below)
48742
. THIS DATANOT ENTER{ED .
Sarial Number:

CMD003-08/02/04-Final v.2




DOMAIN: QS, VS

- : . Page 1 of 2
Form 281—Clinical Opiate Withdrawal Scale age 1o
StudyNumber:  STUDYID Node: Site: Evaluator#: QSEVAL .
ID# USUBJID Mame Code: Week #: Study Day: Date of Assessment
/ /
) Screening VISITNUM ' &3 Taper QSDTC/VSDTCgy 1 Month post taper
e O Induction/stabilization O End of taper O 3 Months post randomization
(Mark one only) o O Post taper 0O 3 Months post taper
EPOCH Q Earlytermination

For each item, mark the choice that best describes the patient's signs or symptom. Rate on just the apparent
relationship to opiate withdrawal. For example, if heart rate is increased because the patient was jogging just prior to
assessment, the increased pulse rate would not add to the score.

QSTEST
QSORRES
1. Resting pulse rate: measured after patient is sitting or lying for one minute
) 0 - pulse rate 80 or below VS.VSTEST=PUL
O 1- pulze rate 81-100 ] SE RATE
) 2 - pulse rate 101-120 Beatsiminute
O 4 - pulse rate greater than 120 VS.VSORRES

VS.VSORRESU

2. Gl upset: over last 1/2 hour

8 0 - no Gl symptoms QSEVLINT=-PT30M
1

- stomach cramps
O 2 - nausea or loose stool
3 = vomiting or diarrhea
5 - multiple episodes of diarrhea or vomiting

Qo

3. Sweating: over past 1/2 hour not accounted for by room femperature or patient activity

) 0 - no report of chills or flushing =

O 1 - subjective report of chills or flushing OSSR USSR 91
2 - flushed or observable moistness on face
3 - beads of sweat on brow or face

O 4 - sweat streaming off face

4. Tremor: observation of outstretched hands

0 - no tremor

&) 1 - tremor can be felt, but not observed
O 2 - slight tremor observable

) 4 - gross tremor or muscle twitching

5. Restlessness: observation during assessment

O 0 - able to =it still

3 1 - reports difficulty sitting still, but is able to do so

) 3 - frequent shifting or exiraneous movements of legs/arms
O 5 - unable to =it =till for more than a few seconds

64635

ﬂ
112(3|4|5|6|7|8|9|0 THIE DATA NOT ENTERED .

Sarial Number:

COWS003-02/18/2003-Final V.1



CD‘WS Page 2 of 2
(continued)

DOMAIN: QS

Mame Code: Date of Assessment:

/

QSTEST QSORRES
6. Yawning: observation during assessment

£ 0 - no yawning

) 1 -yawning once or twice during assessment

{2 2 - yawning three or more times during assessment
) 4 - yawning several times/minute

7. Pupil size:

) 0 - pupils pinned or normal size for room light

) 1 - pupils possibly larger than normal for room light

£ 2 - pupils moderately dilated

O 5 - pupils so dilated that only the rim of the irs is visible

8. Anxiety or irritability:

) 0-none

£ 1 - patient reperts increasing irritability or anxicusness

) 2 - patient obviously iritable or anxious

{0 4 - patient so irritable or anxious that participation in the assessment is difficult

9. Bone or joint aches: if patient was having pain previously, only the additional component attributed to opiate

withdrawal is scored

£ 0 - not present

D 1 - mild diffuse discomfort

£ 2 - patient reports severe diffuse aching of joints/muscle

{) 4 - patient is rubbing joints or muscles and is unable to sit still because of discomfort

10. Gooseflesh skin:

) 0 - skin is smooth
) 3 - piloerection of skin can be felt or hairs standing up on arms
) 5 - prominent piloerection

11. Runny nose or tearing: not accounted for by cold symptoms or allergies
£ 0 - not present
) 1 - nasal stuffiness or unusually moist eyes
) 4 - nose constantly running or tears streaming down cheeks

Total score: The tolal score is the sum of all 11 items. Initials of evaluator
Leave blank if a guestion was not answered. and date scored:

Score: 5-12=mild; 13-24=moderate; 25-J6=moderately severa; mare than J6=severe withdrawal

Please mark bubbles FULLY: THIS DATANOT ENTERED
Serial Number:

B4538

LR

COWS003-0218/2003-Final V.1



DOMAIN: VS, RP, SU, CO

Form 276—Clinic Visit Form Page 1 of 2
. StudyNumber: STUDYID Node: Site: Evaluator® oy p .
io# USUBJID MameCode: Week#  Study Day Seq.# Date of Assessment VSDTC/IRRDTC/SUDTC
/ /

EPOCH & Screening VISITNUM & Taper ) 1 Month post taper
Treatment phase: O Induction/stabilization C End of taper O 3 Months poest randomization
{Mark one only) o C Post iaper 0 3 Months post taper

O Early termination

”" Ay Datavisit O Non data visit (complete questions 14 thru 25 only if subject was given rnedicatiIlh'lS DATANOT ENTERED

/ Vital Signs (complete every data visit):

VSTEST VSORRES VSORRESU 3. Blood Pressure - sitting {mmHg) !‘
1. Weight {lbs.) 4. Pulse Rate (beats/minute resting)
2. Temperature {*F) . 5. Respiration (breaths/minute resting)

VS First day of medication enly - Vital Signs 1 HOUR POST DOSE
7. Blood Pressure - sitting (mmHg) ,r'(

8. Pulze Rate {beats/minute resting)

6. Temperature (°F)

9. Respiration (breathsiminute resting) 88\'\;':‘[’\' =
10. Stable on release? RDOMAIN=VS
CY ON IDVAR=VISITNUM
K Comments {30 char.)
(" | Femalesonly:  RpTEST RPORRES
11. What method of birth control is patient using (complete every data visit)?
C Oralcontraceptives/patch
3 Barier (diaphragm, cervical cap with spermicide, etc ) or condem
&} Infrauterine progesterone contraceptive system
RP < 2 Levonorgestrelimplant DOMAIN: CO
O Medroxyprogesterone acetate contraceptiveinjection COVAL
O Completeabstinence RDOMAIN=RP

O Mone, specify reason o
O Other, specify

12. Pregnancy test results (To be collected at screening, induction, randomization, and study day 28):
>_ C Positive 10O Mepgative { Motassessed

Drug use: &MT:CLlNIC VISIT DRUG U%I icoloay | .

IDVAR=VISITNUM

{Complete every data visit) AMF DY QN aar QP QN

BAR 8 Y 8 M BAR 8 P 8 M

13. Urine drug screen: BIOH Y N BIC F N

i @Y QN Mo @P ON

SU < Since the last feA QY ON Test strip MUST L= e LEe L,

DATAVISIT coc OY DN be read between coc QP ON

M-amP OY  OMN Sand8minutes . air QF ON

SUTRT MOE QY QM after inserting in MOR OP ON

FCF QY QN urine. rpcP QP ON

HC OY 0ON e OP ON

(. oxr QY QN oxy QP ON
SUSCAT=SELF REPORT SUSCAT=TOXICOLOGY RESULTS __ 12156

. THIS DATA NQT EINTERED I .

Saerial Numbser: CVFO03-08/02/04-Final v_2




Clinic Visigtbgrm

DOMAIN: DA, EX, CO, QS
Page 2 of 2

(continued) .
EXDTC/CODTC/QSDTC
ID#:USUBJID Mame Code: Date of Assessment: Site:
/ /
DAORRES
Prescription information (complete at every data visit; complete at # of Tablets:
non-data visits if a new prescription is given): 2 mg & mg
DATEST
14. # tablets on hand:
Cr Actual count QO Selfreport O NA O Unk ______
AN IR T BBy
EX Total: 147 ) =17 et VI
DATEST .
16. Mumber of days prescribed for: DAORRES
DATEST/DAORRES DATEST/DAORRES
A, Date of dose (mmiddiyy) B. Toftal dose C/D. Mumber of tablets: Comments
DADTC prescribed: (200 characters MAX):
DASPID Jll. /
17.
el I I/ LI/
w .
DOMAIN: CO
DA E 49 / / @ @ COVAL
2 s o RDOMAIN=DA
£ / / g = B IDVAR=DASPID
$ 20 m i) 8
=1 (8] o o
0 / / £ E =
@ 21. o o0
E i+ H*
<22 / /
&
AL / /
” / /

\ 25. Total number of tablets prescribed for take-home:

26. Since the last data visit, has the subject attended psychozocial counseling?

QSTEST  ves QMo O NA (first data visit) QSORRES

Psychosocial counseling (complete every data visit): QSCAT=PSYCHOSOCIAL COURNSELING

(30 characters MAX):

DOMAIN: CO
QS '< 264A.  If Yes, how many times since the last data visit? COVAL

Individualin-house:  Groupin-house 12-step Other({specify) RDOMAIN=QS

IDVAR=QSSEQ
N
12156
. MO signafure and date: .
PF"| 1HIS DATA NOT ENTERED THis §ATA NdT ENTERED = s
Serial Numbser: CVF003-08/02/04-Final v.2



DOMAIN: DM, SC

. P 1af2
Form 251—Demographics Form B
. StudyNumber: STUDYID MNode: Site: Evaluator#: .
ID# USUBJID MameCode: Week #: Study Day: Date of Assessment:
/ /
_ ) Screening VISITNUM & Taper DMDTC/SCDTCgy 1 Month post taper
Ir:qeaLmE"t ph;?& O Induction/stabilization D End of taper ) 3Months post randomization
SIEIO NS Postt 3 Month 1
EPOCH O Earlytermination oot 2 Onths pastfapar
SCTEST
1. Sex DM.SEX 4. Education completed: SCORRES
{ Male ) Female (GED=12 ysars) Years:
SCORRESU
2. Date ofbith. DM.BRTHDTC
}'I II.I' 5. Usual employment patiern:
{mmiddiyyyy) a. Past3years: SCTEST
O Full time {35+ hraiwk) C Service

3. FEthnicity/Race: p\| RACE (if multiple, then ‘MULTIPLE’)
For each of the following, answer®

@8 to all that apply 1o

you, and "Mae" to those that do not.

O Retired/Disability
2 Homemaker

O Part fime {regular hours)
) Part time (ireg., day-work)

Cyes ONo  White SCTEST Q) Student SCORRES & Unemployed
O ves O No Black or African American O In controlled environment
CYes QMo  American Indian or Alaskan Mative
Cves Mo Spanish, Hispanic, or Latino L e e SCTEST
SCORRES {mark all that apply) O Full time {35+ hraiwk) O Service
£ Mexican, Mexican-American,or Chicano . ) o
ONAM=SOTHERS O Puerto Rican O Part time {regular hours) O Retired/Disability
QLABEL=SPANISH, HISPANIC, @  Cuban _ O Part ime (imeg., daywork) O Homemaker
OR LATINO: OTHER TEXT O  Other (speci O Student © Unemployed
IDVAR=SCSEQ O vYes DO No Asian .
(mark all that apply] O In controlled environment SCORRES
O Asian-Indian
Q Chinese _
. QNAM=AOTHERS 6. Marital status:
Q  Filipino QLABEL=ASIAN: OTHER TEXT SCTEST
Q  Japanese | oo scsEQ
8 Korean C Legally married
Vietnamese . . -
0O Other (specify) I * I Living with partnerfCohabitating
Cyes QMo Native Hawsiian or Pacific 1slander G widowed  SCORRES
{mark all that apply) > Separated
o Mative Hawaiian )
O  Guamanian or Chamarro C Divorced
) Samoan C Nevermarried
) Other (specify)
CYes OMNo  Oiher(specify)

) Participant chooses not to answer

QNAM=NOTHERS
QLABEL=NATIVE HAWAIIAN
OR PACIFIC ISLANDER:

QNAM=OOTHERS OTHER TEXT
QLABEL=ESTHNICITY/RACE: IDVAR=SCSEQ
OTHER TEXT
IDVAR=SCSEQ
2538549
Searial Numbsar: I .
(2314567890 ! ook
THIP DATA NOTJENTERED DEMDO2-02/18/2003-Final V.1




Demographics Form Page 2 of 2
(continued) DOMAIN: SU .
ID#: MName Code: Date of Assessment:  ©UDTC Site:

JID

U|SUE

/

/

THIS DATA NOT ENTERH

7. DrugiAlcohol Use: SUCAT=DRUG/ALCOHOL USE .
For the follewing, please record use information for the past 30 days (days of use), lifetime (years of regular use), and route of
administration. For lifetime use, the use of a substance 3 or more times per week is conziderad regular use. The usual route of
administration should be coded. If more than 1 route is frequently used, then choose the most serious. The routes are listed from
least severe to most severe. |f Past 30 Days and Lifetime Use are zero, route should be coded as "N/A" If substance use is less
than & months, code Lifetime use as 00 years (5-12 months of use is coded as 1 year) and make a note on the form.
SUTRT Past 30: Lifetime Use: __Most frequent route of administration: Comments:
e Days s Oral Nasal Smoking Injection MIA,
SUEVLINT=-P30D SUDUIﬁﬁ|
Alcohol (any use at all) A in )
o O ()
SUROUTE
Alcohol (to intoxication) o o o o o
Heroin o o o o O
Methadone/LAAM
(prescribed) 0O Q Q Q Q
Methadone/LAAM 0 O 0 0 0
{illicit)
Oiher Opiates/Analgesics O O 0 O 0
Barbiturates o o o o o
Other Sedatives/Hypnotics
[Mranguilizers including O o o O o
Benzodiazapines
Cocaine O O 0 O o
Amghetamines! _ O (8] 0 O 0
Methamphetamine
Cannabis o o 0 o Q
Hallucinogens o) O (»] O o]
Imhalants
O o 0 Q Q
More than 1 substance per
day (including alochol)
Micotine (tobacco
products) o o o o

Code as above. Ask patient when not dear.

Mo problem
Alcohol (any)
Alcohol {intox.)
Heroin

8

Opiates/Analgesics
Barbiturates

SedHypTrang/Benz

O Methadone/LAAM (presc) © Cocaine
SUCAT=MAJOR DRUG PROBLEM

Methadone/LAAM (illicit) Amphetamines/Meth

According to the interviewer, which substance is the major problem? Inferviewer should determine the major drug of abuse.

Alcohol and drug {dual addiction)

Cannabis Polydrug -
Hallucinogens
Inhalants SUTRT = q

O Nicotine Serial Number: I .- .
TH'S DATA NOJT ENTERED DEMDO3-02/18/2003-Final V.1

D



QSCAT=DSM-IV: SUBSTANCE RELATED DISORDERS

Form 256—DSM IV Criteria Page 1ol boMAIN: 0S
Substance Related Disorders .
StudyNumber: STUDYID Node: Site: Evaluator #: QSEVAL
ID# USUBJID Mame Code: Week #: Study Day: Date of Aszessment. QSDTC
/ /
O Screening VISITNUM O Taper O 1 Month post taper

Treatment phase: O Induction/stabilization
{Mark one only)

EPOCH ¥ Earytermination

Q) End of taper
) Postiaper

0 3 Months post randomization
3 3 Months post taper

.‘a{fj g

ﬁ@ oy
QSEVLINT=-P12M & 45? & 'Féj &.f & & @f

'\ £ S e

QSTEST o @ ?‘@ (,-# o Q\@' \$ &
1. Have you used _‘_ in the past 12 months? 0 Cc 0 OO o0 Yes
Continue the assessmernt only for drugs used within
the past 12 months. QO |0 |00 000 ]| N
QSORRES

Al

Have you found that you needed to use a lot more (drug) in order to get high than you did when you first started using it? IF ¥YES,
how much more? IF NO, what about finding that when you used the same amount, it had much less effect than before?

Tolerance, as defined by either a need for markedly
increased amounts of the substance in order o
achieve intoxication or desired effect, or markedhy
diminished effect with continued use of the same
amount of substance

o Qo
E3R*3
c| O

QQC

QO O 0 O Q5| Present
0O O DO O o | Absent
O o |00 8|0 | Uncedain

A2,

Have you ever had withdrawal symptoms, that is felt sick when you cut down or stopped using (drugh? IF ¥ES, what symptoms did
you have? [Need fo refer fo withdrawal symptoms associated with each drug] Have you used (dnug) to keep yourself from getling

sick with (specific wilhdrawal svmotomis))?

Withdrawal, as manifested by either the characlernistic
withdrawal syndrome for the substance (see special
criteria sets for withdrawal in p. 185 of DSM-IV
manual) or the same (or closely related) substance is
taken to relieve or avoid withdrawal symptoms

| O
(o]

o

N
(@]
o

20 0 D O O O Present |
C |0 O 0| 0| O ol Absent
4 S OO0 0|00 Uncertain

AJ.

Have you often found that when you started using (drug), you ended up using more of it than you were planning 107 F NO, what

about using it over a much longer period of time than you were planning to?

Substance often taken in larger amounts or over a
longer period than subject intended

[«Hl*AE*AN+] O DO 0O ol Present
OO OO OO0 0O ol Absent
S| 0 (0|0 O 0| Q| O o] uncedain
63478
THIS DATA NOJr ENTERED .
Serial Number:

DsMO003-02/18/2002-Final V.1



Fage 2 of 4

DSM IV Criteria (continued) RIOLTUNBRO
. Dependence .
D #: Mame Code: Date of Assessment: Site:

/ / |

QSEVLINT=-P12M o &y e o e @
&L EEFT LS
oY ¥ ¥ ¥ & J

e ——QSTEST

A4, Have you tried to cut down or stop using (drug)? IF YES, have you ever actually stopped using (drug) altocgether? (How
many fimes did you try to cut down or stop altogether?) (F UNCLEAR, did you want to stog or cut down? [F NO, is this

something vou kept worrying about? QSORRES
Persistent desire or one or mone unsuccessful QO 0 0 O 0 o0 Q 000 Fresent
efforts to cut down or control substance use. O OO0 O 0 (s« B~ E*] Absent
OO0 0|0 0|0 0|0 Uncedain

A%, Have you spent a lot of time using (drug) or doing whatever you had to do to getit? Did it take you a long time to get back to
nomnal? {How much time?}

A great deal of time spent in activities necessary to OO0 0 0 0 o0 O Present
get the substance (.., visiting multiple doctors or O[O0 [0 OO 0O OO0 Absent
driving long distances), use the substance {e.g., O 90| 0|0 0O oo o0 Q Uncertain

chain smoking) or recover from its effects.

AG. Have you had times when you would use (drug) so often that you used {drug) instead of working or spending time in hobbies
with your family or friends?

Important social, cccupational, or recreational 0 00 o Q O D0 Present
activitizz given up or reduced because of substance O[O [0 Q (4] Do O[O0 Absent
abuse. oD 0O |00 |O|0O Uncertain

AT IF NOT ALREADY KNOWWN, has (drug) caused psychological problems, like making you depressed? [FNOT ALREADY
ENOWN, has (drug) ever caused physical problems or made a physical problem worse? IF YES TO EITHER OF THE
ABQVE, did you keep on using (drug) anyway?

Continued substance use despite knowledge of 0 0 0 8 0 0 ¢ £ 0] Present
having persistent or recurrent physical or QIO 0O Q0o 00 Absent
psychological problem that is likely to have been O 0 0| & 0|0 OC O 0| uUncedan
caused or exacerbated by the use of the substance
(e.g., continued drinking despite worsening ulcer).

Number of "Present” responses for each column.

Dependence is indicated by a total of 3 or more.

B3478
. THIS DIATA NOJr ENTERED | E .
Serial Number:

CSMO03-02/18/2003-Final V.1



DSM IV Criteria (continued) Page3of4  DOMAIN: QS

. Substance Abuse .

Complete this page only if participant does not meet substance dependence criteria on pages 1 & 2.

Mame Code: Date of Aszesament Site:

[

Mow I'd like o ask you a few more questions about your use

of (drug not coded as meefling criteria for dependance). \an.” & o
QSEVLINT=-P12M &,ﬁ & d%;;,(* .
A maladaptive patfern of substance use leading to clinically r:z.\ ,5)\ @?’ ,ﬁ"’ _{:12- o \@&5’ ,3@1“2'
significant impairment or distress, as manifested by one (ar qﬂ' ﬂp e ol B
more) of the following cocurring within & 12-month pﬁ'ﬂﬂw “253' w ?5\ Oté\ 'C?é? ‘4?"3} A=
()QTFQT I I I I I |

B1. Have you cﬁen been intoxicated or hlgh while very hungm'er wﬂh (drug) m.hlle you were doing something important like being
at school or work, or taking care of children? /F NC, what aboul missing something important, like staying away from school or
work or missing an appointment because you were intoxicated, high, or very hungover? IF YES AND UNKNOWN, how
often? (COver what period of time?)

Recurrent substance use resulting in a failure to _g %) 8 8__8 g 8 %_Q Present

fulfill major role obligaticns at work, school, or [a] O Absent

home {e.q., repeated absences or poor work O o Q OO0 | O ol olo Uncertain
performance related to substance use;

substance-related absences, suspensions, or QSORRES
expulsions from school, neglect of children or

household).

BZ. Hawve you ever used (drug) in a situation in which it might have been dangerous to use (drug) at all? (Have you ever driven
while you were really ioo high to drive?) IF YES AND UNKNOWN, how often? (Over what pericd of time?)

Recurrent substance use in situations in which OO0 0 O 0| D OOl D Present
it is physically hazardous (e.g., driving an O O [0 O O (O [ DO Absent
automabile or operating a machine when O 0 0 0 909 0| | O 9| Uncertain

impaired by substance use).

B3. Has your use of {drug) ever gotten you into trouble with the law? F YES AND UNKNOWN, how often? (Cwer what perioed of

time?)

Recurrent substance-related legal problems OO0 0O OO 1O OO0 Present
{e.g., arrests for substance-related disorderly T3 [+ %] | % JEE "] [4] [4] 20 Absent
conduct). O o Ql Ol O ¢ OO0 Uncertain

B4. Has your use of {drug) caused problems with other people, such as with family members, friends, or people at work? (Dhid
yaou ever get into physical fights or bad arguments about your drug use?) IF ¥YES, did you keep on using {dryg) anyway?
(Ower what period of time?)

Continued substance use despite having (] (] K] x| (s Present
persistent or recurrent social or interpersonal e g (9] [»E*E*] () Q_% Absant
problems caused or exacerbated by the effects O 0|0 OO |0 | C| OO Uncartain
of the substance (e.g., arguments with spouse
about consequences of intoxication, physical
fights).

MNumber of "Present” responses for each column.

Abuse is indicated by a total of 1 or more.

83478
. THIS DATA NOJr ENTERED .
Serial Number:

CSMO03-02/18/2003-Final V.1



DSM IV Criteria (continued)

Page 4 of 4 DOMAIN: QS

Summary .
1D #: USUBJID Mame Code: Cate of Assessment: QSDTC Site:
QSTEST QSORRES
1. |z participant currently opioid dependent? OYes QMo
2. Is participant currently dependent on any other O Yes QI No
substance {e.9., alcohol, benzodiazapines) which
reguires medical attention?
3. |s participant currenily in need of medical O¥Yes QNo

assistance for opicid withdrawal?

Comments:

THIS DATA NOT ENTERED

Signature and date:

”" THIS DATA NOT ENTERED

G3478

TH

ISD

ATA

NO

T EN

TEH

=] H=

Serial Number:

OSMO03-02/18/2003-Final V.1



Page 1 of 1

Form 306—Inclusion Exclusion Bup Protocol 0003 DOMAIN: IE

. StudyNumber: STUDYID Mode: Site: Evaluator#: .

iIDg USUBJID  NameCode: Week #: Study Day: Date of Assessment:|[EDTC

) Screening ) Taper ) 1 Month post taper
Treatment phase: 3 Induction/stabilization ) End of taper {2 3Months post randomization
{Mark one only)
e VISITNUM O Post taper O 3 Months post taper
EPOCH O Earlytermination
IECAT

CATA. INCLUSION CRITERIA [ETEST

OYes {MNo 1. lsthe parlicipant 15 years or older?

Q¥es QNo 2 Doesthe paricipant meet DSM=I\ criteria for opiate dependence?

OYes QO MNo 3 Isthe paricipant in good general health or, in case of a medical/psychiafric condition needing ongaing
treatment, under the care of a physician willing fo continue paricipant's medical management and cooperate

IEORRES with the stuedy physicians? Must be documenied in progress note and release of information obtained for
physician prier to enrcliment.

OYes QI MNo 4. Isthe paricipant agreeable to and capable of signing the informed consent approved by the IRE and, if under
the age of 18 (excluding emancipated minors), providing assent and concurrent consent from a parent or
legal guardian?

O vez QMo 5 If female of childbearing potential, does the participant agree to use of one of the following acceptable

0O NA methoeds of birth control:

a. oral contraceptives/patch
b. bamier (diaphragm, cervical cap with spermicide, etc.) or condom
c. intrauterine progesterone contraceplive systemn
d. levonorgestirel implant
e. medroxyprogesierone acelate contraceptive injection
f. complete abstinence?
QO ves I No B Hasthe paricipant provided a methadone and benzodiazepine negative urine test result immediately

preceding BUP/MNX induction?

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

0O Yes

0O Yes
0 ves

Q) Yes
Q) Yes
0 Yes

Q) Yes
0O Yes

Q) ves

Q) Yes
Q) NA

0 Yes

O Mo

O No
O No

) No
) No
O No

£ Mo
O Mo

£ Mo
£ Mo

O Mo

IECAT B. EXCLUSION CRITERIA

10.

11.

Does the participant have a medical condition that would, in the opinion of the study physician, make
participation medically hazardous (e.g., acute hepatitis, unstable cardiovascular, liver or renal dizease)?

Does the participant have a known allergy or sensitivity to bugrencrghine or naloxene?

Does the participant have an acute severe psychiatric condition reguiring immediate freatment, or posing an
imminent suicide risk?

Iz the paricipant dependent on alcohel, other depressants, or stimulants, requiring immediate medical
attention?

Does the participant have a current pattern of benzodiazepine use, as assessed by the study physician,
which would preclude safe participation in the study?

Has the pariicipant participated in an investigational drug study, including buprencrphine, within the past 30
days prior to screening?

Has the paricipant had methadone or LAAM maintenance or detoxification within 20 days of enrcliment?
Does the participant have pending legal acticn that could prohibit or interfere with paricipation?
Iz the participant unable to remain in area for the duration of treatment?

If fermale, is the paricipant pregnant, lactating, or planning to become pregnant?

Iz the participant seeking long-term (greater than 2 months) opiate maintenance treatment?
Draft

ALL ITEMS MUST BE COMPLETED
FOR ENROLLED PARTICIPANTS

THIS DATA|NOT ENTERED

Serial Mumber: INCO03-03/02/03-Final v.1



Form 307—Induction

Page 1 of 1

DOMAIN: DM, SC

DS

. StudyMumber: STUDYID Node: Site: Evaluator#: .
ID# yYsSuBJID Mame Code: Week #: Study Day: Date of Azsezsment: DMDTC/SCDTC/DSDTC
/ /
_ 10 Screening VISITNUM £ Taper O 1 Month post taper
gr:q&ELmE"t phla?l ) Induction/stabilization {3 End of taper 3 3 Months post randomization
ark one only
EPOCH (O Esrlytsrmination O Posttaper { 3 Months post taper
SC.SCTEST SC.SCORRES
1. Are the answers to all inclusion critena "Yes" and all exclusion criteria "Mo™? Oves QONo
DS.DSTERM DS.DSOCCUR

2. Has participant been inducied in the study? O Yes (complete question #3)  Cr Mo (complete guestion #4)
3. Ninducted into the study:

» neBSRSTER = I )

B. Date of first dose of medi-:atiun.-’indumi!:?nM'RFSTDTC 'Iil "III

(mmiddiyyyy)
- OR -
4. IfNOT inducted, reason(s) why:
DS.DSTERM DS.DSOCCUR

A.  Failed to return to clinic OYes QONo

B. Changed mind regarding pariicipation Oves QMo

C. Incarceration {current or pending) OYes QMo

O. Death (complete SAE form) Oves QMo

E. Mare than 14 days elapsed since consent OvYes QMo

F. Did not meet inclusion/exclusion criteria QYes MNo

G. Other (specify below) OYes {DNo

H. Specify (200 characters):

QNAM=DSOTHER
QLABEL=NOT INDUCTED OTHER SPECIFY
IDVAR=VISITNUM

23098
.- m-m
TH|S DATAINOJr ENTERED _—
Serial Numbser:

INDD03-03/03/03-Final v.1




Page 1 of 1

Form 331—Hepatitis and Liver Tests DOMAIN: LB, CO
StudyNumber: STUDYID Mode: Site: Evaluator #:
ID#USUBJID Mame Code: VWeek # Study Day: Date of Assessment: LBDTC
/ /
_ ) Screening VISITNUM ¢ Taper 2 1 Month post taper
Treatment phase: O Induction/stabilization O End of taper O 3 Months post randomization
{Mark one only) o O Positaper 0 3 Months post taper
EPOCH O Early termination

LBCAT=HEPATITIS SEROLOGY

Hepatitis Serology: screening only; repeal testing not reguired.
LBgRRES

LBORRES LBORRES
1. Hepatitis B surface [ Positive 2. Hepafitizs B core IGM ) Positive 3. Hepatiis Cvirus ¥ Positive
antigen (HBs Ag) O Negative antibedy (Anti-HBg) & Megative anfibody (HCV Ab) & Negative
LBTEST O Indeferminate LBTEST O Indeterminate LBTEST C Indeterminate

Liver Functions: fo be assessed af screening, study day 0, and study day 28 for all participants. Additional LFT monitaring
requirements are oullined in the profocol version 7.

LBCAT=LIVER FUNCTION

Test result: Comments-specify question number {200 characters max):
LBTEST
4. Total
protein : gfdL
LBORRESU DOMAIN: CO
COVAL
B elE HUy | RIES RDOMAIN=LB
e uiL IDVAR=VISITNUM
5. SGPT/
ALT L
7. GGTR!
GGET L
8. Total
bilirubin - mgidL
9. LDH
L
10. Alkaline
phosphatase L

iy L ) O Yes QNAM=LBMONIT
LS LI bt T P T QLABEL=ADDITIONAL MONITORING REQUIRED
under protocol guidelines? O Mo IDVAR=LBDTC

6127

MD signature and date:

"
PN~ | THISDATANOTENTERED | |THIE DATANOTENTERED | B2

Serial Number:

LFTO03-03/03/03-Final v.1



Form 271—Medical History Page 10Tl DOMAIN: MH

. StudyNumber: > UDYID Node: Site: Evaluator#: .
ID# USUBJID Mame Code: Week #: Study Day: Date of Assessment VJHDTC
/ /
() Screening VISITNUM Q) Taper ) 1 Month post taper
E—r:q';ar:(m;r: EEESJ'E- & Induction/stabilization ) End of taper {2 3 Months post randomization
P 3 Month t
EPOCH &) Earlyiermination Sl O 3 Months post taper
MHTERM MHOCCUR MHOCCUR
MEDICAL CONDITION PAST HISTORY ACTIVE
. Cardiovascular Oy QN
MHSPID 2. Hepatic Gy ON

MHENRF=BEFORE MHENRF=DURING/AFTER

o
cY

0 na, oy
O NA cy

O NA CY
O MNA (a Ry

Renal
Psychiatric

)
=
0
=
0
=

-
=
=

Respiratory
Gastrointestinal

£ NA
D Na

<
= =
==

Genitourinary
Endocrine

O NA
O NA

<=
= =
==

NA
MA

Seizure

5 MA, b
. Demmatological

MA

<=
= =
= =

. Eyes, ears, nose, and throat
. Skin test positive for TB

NA
MA

NA
MA

. X-ray positive for TB
. Symptoms of TB

O NA
O MA

O NA
£ MA

<
= =
==

. Musculoskeletal
. Meurclogical

NA
NA

MA
NA

<=
= =
==

. Allergies
. Other {specify below)

O NA
O NA

D NA
QO NA

o0 OO0 00 OO0 CO 00 OO O
==

==

O o
0 0
o o
o) Q
O o
8v 8
8v 8\
0 Q
o O
8v 8
o) Q
O o

<=
= =

18C. Specify (30 characters)

DOMAIN: CO
., COVAL
Motes (200 characters max): RDOMAIN=MH

IDVAR=VISITNUM

60952

. MD signature and date: .
”" THIS DATA NOT ENTERED THIS DATA NOJIr ENITERED

Serial Number:

MHX003-02/18/2003-Final V.1




Form ZBB—PhESicaI Exam

Page 1 of 1 DOMAIN: PE, VS

StudyNumber: STUDYI Node: Site: Evaluator#:
1D #: USUBJID MName Code: Week #: Study Day: Date of Assessment: PEDIG/VSDIC
) Screening VISITNUM O Taper O 1 Month post taper
Treatment phase: £ Induction/stabilization ¥ End of taper 2 2 Months postrandomization
(Mark one anly) o O Posttaper 0O 3 Months post taper
EPOCH ) Early termination

A. Height (inches)

B. Weight (poun

PETEST

PESPID

@ Skin, Hair, and Nails
@ Head and Neck

@ Ears, Eyes, Nose, and Throat

G Heart

12. Genitalia

13. Prostate

14. Breasts

15. Pelvic

18. Musculoskeletal

17. Other:

VS.VSTEST VSORRES VSORRESU
VS.ggTEST VSORRES VSORRESU

18. Was an EKG performed?

F o
&F
S &
A ,
q;\éa' =4 If ‘Not assessed’ then
& L HFESTAT=NOT DONE and
PEOERE?@? @ﬁ rsgif:‘r"d’F>EREASND:NA
& & &
£ F P
o ¢ © DOMAIN: CO
COVAL
o O © RDOMAIN=PE
o o o IDVAR=PESPID
o Q¢ Q0
O Q 0
o ¢ G
o o 0O
o Q G
o ¢ Q
O O ¢
O O O 0
O O O O
O O C 0
O ¢ O 0
o o C 0O
0 O C© 0
O O o 0
Cves Do

Circled items represent
recommendad minirmum
physical exam

Comments (if abnormal, please comment-50 characters):

(Perform EKG if parficipant is =40 years ofd or has a history of cardiovascular disease)

184, If yes, resulis:

Q) Normal
O Abnormal, not dinically significant
O Abnormal, clinically significant

22632

THI$ DATA

.

MO signature and date:
THIS DATA NOT ENTERED

NOT]

EN]

[ERED

Searial Number:

PHYS003-02/18/2003-Final V.1




CMCAT=PRIOR

H Form 222—Prior Medications Page 1ot DOMAIN: CM H
StudyMumber: STUDYID Ml Site: Evaluator
Ly
%
io#:  USUBJID name Coda Wieek i Study Day Date of Assessment: CMDTC
f j
L) [

@ Screening VISITNUMQ Tager 0 1 Month post taper

Treatment phase O Inductionistabilization Q) End of taper Q) 3 Months pest randomization

(Mark one anly)

EPOCH © Earlyterminztion O Postiaper 0 3 Months post 2per

”— Has the participant taken any medications in the past 2 weeks? Ov DNTHIS DATA NOT RETAINED

A Medication B. Indication | €. Amount . UNITS: {Sclect OME unit that describes in the greatest | g ppEd. - E. Start dase G. End date H
Generic name of | (30 characters] detail the amount of medicaton taken by the subject i-ance daily Medication start] if ended, enter Continung
medication &.capsule Gemilligram M-suppository 2 Bin date last date Mairk ¥ if
(30 characters) Badrop He-milliliter H-tablespoon 1.TID (MMDDYY) miedication takean | continuing,
Cgrain l—ounce O-ableticaplet | 4000 (MMDDYY) ‘W if not
D-gram depatch Pieaspoon B-FRN
E-microgram Kapuff Q-unknown Eeofher CMSTDTC | CMENDTC CMSTREF
CMSPID F-microliter L--spraysquirt Regther CMDOSER
1. Item & A. Medication B indication CMDOSE . Aot D. Unit E. Fredq. F. Star date: G. End date: H. Caont.
CMDOSU MM D D ¥ ¥ M M D D Y Y
¥
CMTRT CMINDC _ | o
] o
QH
Q0
[ ]
[m
ﬂ H
D
[m ]
O
QH
O
QH
- MU sansue nd dale THIE DATA NGT ENTERED
L A -
| Page of HIS DATA NOT ENTERED B
Eerial Number: PMDDNE- 030303 Final .1




Form 334—Randomization

Page 1 of 1

StudyNumber: STUDYID Mode: Site: EwaluatDrE:OMAlN: = D’.
ID# USUBJID MameCode: Week #: Study Day: Date of Assessment: DMDTEREDTE
/ /
VISITNUM
SC.SCTEST SC.SCORRES
1. Date randomized: I,n" /
(MMIDDIYYYY)
SC.SCTEST SC.SCORRES
2. Bup/Nx dose at start of randomization {8 mg O 16 mg D24 mg
(expressed as mg bup):
DM.ARM
3. Taper group: O 7-day taper () 28-day taper
SC.SCTEST SC.SCORRES

4, Card number:

Fax IMMEDIATELY to Pacific Node
CTN 003 Coordinating Genter

Fax #: (310) 449-5606

35149

THI

b D/

TA NOT|

EN

N'ER

1 Tisd

Serial Number:

RAMNODI-03/03/02-Final v.1



QSCAT=RISK BEHAVIORS SURVEY

Page 1of &

Form 318—Risk Behaviors Survey DOMAIN: QS
StudyMumber: STUDYID Node: Site: Evaluator#: .
QSEVAL
ID# ySUBJID MName Code: Week #: Study Day: Dhate of Assessment: SpTC
/ /
_ ) Screening VISITNUM ) Taper 2 1 Month post taper

Treatment phase: 0 Induction/stabilization {2 End of taper ) 3 Menths post randomization
{Mark one only) o {3 Posttaper 3 3 Months post taper

EPOCH O Earlytermination

INTERVIEWER: The RBS contains sensitive information on drug use and sexual behavior.
Please ensure that you have developed rapport with the participant before asking these guestions.

A DRUGUSE

QSSCAT=DRUG

I'm going to ady) $d0 some questions about your drug use. I'l ask what types of drugs you've used and how often you use them.
SSEVLINT:-PSOL_I?

A
Hawve you ever used 7

{if no use, skip to the next
drug)

QSTEST

How many days

did you use __in
the last 30 days?
(if 00, do not ask
parts C-F, & skip
to the next drug)

How many days
did you inject __
in the last 30

days? (If 00, skip

to part E)

How many times
a day did you
inject 7
(Average # of
injections/day)

E

How many days did
wou use _ without
imjecting (smaking,
snorting, swallowing)
im the last 30 days?
{If 00, then skip to
the next drug class)

F

How many times
a day did you
use  without
injecting?

1. Cocaine by itself
(injected or snored)?
OSORRES

OY O Unknown
OnN O Refused

QSORK

ESU=DAY

QSORRESU=DA

Heraoin (by itself)?

Ov Q) Unknown
ON O Refused

Heroin and cocaine
mixed together
(speedball)?

Oy O Unknown
ON O Refused

Cther opiates
(Demerol, codeine,
dilaudid)?

OY O Unknown
ON ) Refused

Amphetamines
(methamphetamine,
speed, crank)?
OY O Unknown
OnN O Refused

o~

NO

THIS DIATA

[ EN

TERED

Sarial Mumbser:

RBE003-03/03/03-Final v.1



RBS Page 2 of &

continued
. ( ) DOMAIN: QS .
QSCAT=RISK BEHAVIOR SURVEY

QSDTC
1D #: USUBJID Mame Code: Date of Assessment: Site:
/ /
QSEVLINT=-P30D
QSTEST QSSCAT=DRUG INJECTION
B. DRUG INJECTION (If no injection use in the past 30 days, skip to section C.) QSORRES

1. Inthe last 30 days, how many times (# of injections) did you inject using works {needles/syringes)
that YOU KNOW had been used by someone else? (If 00, then skip to B3)

2. Of the times you injected after someone, how many times did you dean the works with full-strength
bleach? (Mumber cannot exceed total number of times used after a friend {gB1)).

3. How many times in the last 30 days did you use a cooker/cotton/rinse water that had been used by
ancther injector?

4.  How many times in the last 30 days did you fix drugs with ancther person, then split the drug sclution
{through use of the same cocker/spoon or through front or back loading)?

C. SEXUAL ACTMITY QSSCAT=SEXUAL ACTIVITY
Mow I'm going o ask you some guestions about sex. I'm referring here to anybody you've had sex with

in the last 30 days.

1.  During the last 30 days, with how many people did you have vaginal, oral, or anal sex?

{If none, ernter "MD" and the gquestionnaire is completed)

2. How many of your pariners were female?
{Mumber cannot exceed total number of people (gC1)).

3.  Howmany of your partners were male?
{Mumber cannoct exceed total number of people (gC1)).

4. Interviewer: Code gender of respondent Q 1-Male ) 2-Female C2-Don't know v

If 'Male', complete sections D, E, F, G, &L
If 'Female’, complete sections D, G, H, & |
If 'Don't know', ask ALL sexigender specific questicns and allow client to answer as they like.

Comect Incomrect
Please mark bubbles FULLY:
® W ()
26142
. THI$ DATA NOTIENTERED I .
Sarial Numbser:

RBS003-03/03/03-Final v.1



RBS Page 3 of &

continued
. ( ) DOMAIN: QS .
QSCAT=RISK BEHAVIOR SURVEY

QSDTC
1D #: USuBJID Mame Code: Date of Assessment: Site:

/

QSEVLINT=-P30D

QSSCAT=SEXUAL ACTIVITY — CLIENT WITH FEMALE PARTNER
D. Ask malefemale clients who had female partners

1A, How many women performed oral sex ("“went down") on you?
{If 300, then skip to guestion 2A. QSTEST
MNumber cannot exceed total number of female partners (gC2)).

QSORRES 1B. How often did your partner(s) perform oral sex ("go down™) on you?

O Once orirregularly 0 2-6times aweek O 4 or more times a day
Leas than cnce aweek About once a day Cen'tknow/unsure
About once a week 2-3 times a day Refused

1C. How often did you use condomsidental dams when your partner(s) performed oral sex (“went down') on

you'?
Q) Never 0 More than half the time Q) Don'tknow/unsure
O Less than half the time 0O Always 0O Refused

) About half the time

24, How many women did you perform oral sex ("go down") on?
{If 200, then skip to the next section appropriate for the sex of this cient.
Mumber cannot exceed total number of female partners (gC2)).

2B. How often did you perform oral sex ("go down'"} on your partners?

Onee orirregularly 2-6 times aweek 4 or more times a day
Less than cnce a week About once a day Con'tknow/unsure
0O About once aweek 0 2-3 times a day 0O Refusad

2C. How often did you use condoms/dental dams when you performed oral sex {"went down") on your pamer|s)?

) Never ) More than halfthe time I Don'tknow/unsure
) Less than half the time 0 Always 0 Refused
O About half the time

elr|e|n|z|a]e]L]m [HI9 DAFA NOT ENTIERED I .

=
MOIPIQIR|S(T|U|VW[X|Y|Z Serial Numbser:

RBS003-03/03/03-Final v.1



RBS

(continued)

Page 4 of &

QSCAT=RISK BEHAVIOR SURVEY

DOMAIN: QS .

1D #: USUB

ID Mame Code: [rate of Assessment:

siteQ@SDTC

/

QSSCAT=SEXUAL ACTIVITY — MALE CLIENT WITH FEMALE PARTNER

E. Ask male clients who had female partners

QSORRES

QSEVLINT=-P30D

1A, How many women did you have vaginal sex with?
{If 000, then skip to guestion 24,
Mumber cannot exceed total number of female pariners (QC2)). QSTEST

1B. How often did you have vaginal sex?

O Once orirregularly ) 2-6 times a week O 4 or more fimes a day
Less than cnce a week About once a day Don'tknow/unsure
About once aweek 2-3 times a day Refused
1C. How often did you use a condom?
O MNever O More than half the fime ) Don'tknow/unsure
) Less than half the time £ Always £ Refused

O About half the time

24, How many women did you have (inserive) anal sex with?
{If 000, then skip to the next section appropriate for the sex of this client.
Number cannot exceed total number of female pariners (QC2))

2B. How often did you have (insertive) anal sex?

Once orirregularly 2-6 limes a week 4 or more times a day
Less than once a weaek About once a day Don'tknow/unsure
O About once a week ) 2-3 times a day O Refused
2. How often did you use a condom?
Q) Never O More than half the time ) Don'tknow/unsure
) Less than half the time 2 Always ) Refused

0 About half the time

QSSCAT=SEXUAL ACTIVITY — MALE CLIENT WITH MALE PARTNER

F. Ask male clients who have had male partners

1A, How many men did you have (inserlive) anal sex with?
{If 000, then skip to the next zection appropriate for the sex of this client.
Mumber cannot exceed total number of male partners (gC3)).

1B. How often did you have (insertive) anal sex?

O Once orirregularly ) 2-6 times a week O 4 or more fimes a day
Less than cnce a week About once a day Don'tknow/unsure
About once aweek 2-3 times a day Refused

1C. How often did you use a condom?

O Never ) More than half the time O Don'tknowiunsure
0 Less than half the time O Always O Refused
O About half the time

Please fill bubbles completely: & @& O &

[HIY DATA NOT ENTIERBD
Sarial Numbser:

26142

g |

RBS003-03/03/03-Final v.1



RES Page S5 of &

. (continued) .

DOMAIN: QS
QSCAT=RISK BEHAVIOR SURVEY

gi@SDTC

ID#: USUBJID MName Code: Date of Assesament:

/

QSEVLINT=-P30D

QSSCAT=SEXUAL ACTIVITY — CLIENT WITH MALE PARTNER
G. Ask malefemale clients who had male partners

14 How many men performed oral sex ("went down™) on you?
(If 000, then skip to question 2A. QSTEST
Mumber cannol exceed total number of male pariners (gC3)).

QSORRES 1B. How often did your partner(s) perform oral sex ("go down') on you?

£} Once or imegulary C} 2-5 times a week £J 4 or more times a day
C Less than once a week G About once a day O Don'tknow/unsure
O About once a week  2-3 times a day Q) Refuzed
1C. How often did you use condoms/dental dams when your parinen(s) performed oral sex ("went down'™) on youp
O Never £ More than half the fime 0 Don'tknowlunsure
) Less than half the fime Q) Always 0 Refused

C About half the time

24, How many men did you perform oral sex ("go down™) on?
(If 000, then skip to the next section appropriate for the sex of this client.
Mumber cannol exceed total number of male pariners (gC3)).

2B. How often did you perform oral sex ("go down") on your partners?

Cnce orimegularly 2-6 times a week 4 or more times a day
Less than once aweek Aboutonce a day Don'tknow/unsure
O About once a week O 2-3 times a day O Refused
2C. How often did you use condoms/dental dams when you performed oral sex ("went down') on your partner(s)?
O Never ) More than half the fime 2 Don'tknowlunsure
O Less than half the fime ) Always D Refused

C About half the time

Correct Incorrect

Please print within the boxes. E @

u
. [HI§ DAJTA NOT EN1|EREZD .

Sarial Numbser:

RBS003-03/03/03-Final v.1



RES Page G of &

. {(continued) .
DOMAIN: QS
QSCAT=RISK BEHAVIOR SURVEY

QSDTC
1D #.&.JSU BJID MName Code: Date of Assessment Site:

/ /

QSEVLINT=-P30D

QSSCAT=SEXUAL ACTIVITY — FEMALE CLIENT WITH MALE PARTNER

H. Ask female clients who had male partrers
QSTEST

1A. How many men did you have vaginal sex with?
(If 000, then skip to the next section appropriate for the sex of this cient.

Mumber cannot exceed fotal number of male pariners (gC3)).

QSORRES

1B. How often did you have vaginal sex?
O Once oriregularly 0O 2-5 times a week 0 4 or more times a day
O Less than once a week O About once a day O Don'tknow'unsure
) About once a week ) 2-3 times a day ) Refused

1C. How often did you use a condom?
) Mever ¢ More than halfthe time £ Don'tknow/unsure
) Less than half the time Q) Abways ) Refused

O About half the time

QSSCAT=SEXUAL ACTIVITY — CLIENT WITH MALE PARTNER
.  Ask malefemale clients who had male partners

14, How many men did you have (receplive) anal sex with?

{If 300, end guesticnnaire.
Number cannol exceed total number of male partners (QC3)).

1B. How often did you have (receptive) anal sex?

3 Once oriregularty 0 2-5 times a week ) 4 or more times a day
O Less than once a week O About once a day 0 Don't know/unsure
) About once a week ) 2-3 times a day ) Refused
1C. How often did you use a condom?
O Mever 0 More than halfthe time O Don'tknow/unsure
) Less than half the time ) Always ) Refused v

Q) About half the time

26142

. THIY DAJTA NOT ENTEERBD I .
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. StudyMNumber:

Form 232—Serious Adverse Event

STUDYID

MNode:

Site:

DOMAIN: AE

Page 1 of 4

Evaluator#: .

ID# USUBJID MName Code: Week #  Study Day: Sequence #: Date of Assessment AEDTC
Treatment phase: 0 Screening  VISITNUM D Taper O 1 Month post taper
{Mark one only) O Induction/stabilization O End of taper ) 3 Months post randomization
EPOCH O Posttaper O 3 Months post taper
O Post Siudy O Earlytermination pe P pe
AESER=Y
DEMOGRAPHIC INFORMATION
1. Omitted QNAM=AESEX
QLABEL=SEX (SAE PAGE)
4— | IDVAR=AESEQ
2. Sec QOMale O Female
QNAM=AEDOB
3. Date of birth: / / QLABEL=DATE OF BIRTH (SAE PAGE)
) ’ IDVAR=AESEQ
4. Race/Ethnicity: £ White, not of Hispanic origin 3 Asian or Pacific |slander

QNAM=AEETHNIC
QLABEL=RACE/ET
IDVAR=AESEQ

HNICITY (SAE PAGE)

5.

G

SERIOUS ADVERSE EVENT \

{2 Hispanic or Latino
£ African American or Black,
not of Hispanic onigin

3 Mative American or Native Alaskan

QNAM=AEETHOTH
OtABE=RACEETHMCITYY OTHER, SPECIFY

 Unknown

O Other

specify) IDVAR=AESEQ

{30 charmax]
Height: 4 QNAM=AEHGT
{inches) QLABEL=HEIGHT (SAE PAGE)
_ IDVAR=AESEQ
. Weight {pounds)
ONAM=AEWGT

QLABEL=WEIGHT (SAE PAGE)

IDVAR=AESEQ

7. Serious adverse event descrigtion (90 char max per ling)

8

9

AETERM
II.f J,n' AESTDTC

. Onset date:

. Severty grade: O Severe ) Life-threatening ¥ Lethal AESEV
10. Was SAE related 1o Investigational Agent? AEREL

O Definitely ) Probably ) Possibly (O Remotely ) Definitelynot £ Unknown
Draft
. Please use the final page of the form THIS DATANOT ENTERED m .

r additional notes. Serial Number:

fo

SAEQD3-08/02/04-Final v.2




DOMAIN: AE

Sﬂ. E Page 2 of 4
. (continued) .
ID# USUBJID Name Code: Date of Assessment: 3PS Site:
/ /

11. Action taken regarding Investigational Agent: ) Mone

{J) Reduced dose

AEACN O Discontinuedpermanenihy {0 Increased dose
) Discontinuedtempararily {) Delayeddose
12. Other action(s) taken: 0O Mone

{mark all that

13, Cutcome: AEOUT

apply) AEACNOTH

O Remedial therapy - pharmacologic

O Remedialtherapy - nonpharmacologic
) Hospitalization (new or prolonged)

AESDISAB
AESDEAT
B Death ) Disability AESCONG
AESLIFE G Life-threateningevent {2 Congenitalanomaly
O Hospitalization Q Other AESMIE

AESHOSP

OQONAM=RELTEST1-RELTEST3

QLABEL=SAE — RELEVANT TESTS/LAB DATA, LINE lé_2,3) .
s/laboratory data, including dates {20 char max per line): QNAM=AESOUTOT

IDVAR:AESEQ1 4. Relevant test

specify:
{30 char max}\

QLABEL=OUTCOME — OTHER, SPECIFY

A

IDVAR=AESEQ

15. Relevant history, including pre-existing medical conditions (e.g., allergies, pregnancy, smoking and alcohaol use,

hepatic/renal

dysfunction, etc-90 char max per ling):

.

QONAM=RELHIST1-RELHIST3
16. SAE resolution date: QLABEL=RELEVANT HISTORY, PRE-EXIST COND, LINE 1 (2,3)
IDVAR=AESEQ
AEENDTC IIIr r.'
(mmiddiyyyy)
0 Centinuing If continuing then
AEENRF=DURING/AFTER
Cosrect Incomect
Please mark bubbles FULLY:
e @ o
raft
THIE DATA NOT| ENTERED .
Sarial Number:

SAEQ03-08/02/04-Final v.2



DOMAIN: AE

Sﬂ. E Page 3 of 4
(continued) .
ID#: USUBJID Mame Code: Date of Assessment ARG Site:

/

17. Omitted

18. Invesfigaticnal Agent name:

19. Lot number:

20. Expiration date:

QNAM=IANAME
QLABEL=INV AGENT NAME

QNAM=IANAME
QLABEL=INV AGENT LOT NUMBER
IDVAR=AESEQ

IDVAR=AESEQ

¥

Month: Year

A

QNAM=IAEXPDT

QLABEL=INV AGENT EXPIRATION DATE

IDVAR=AESEQ
21. Route of administration: Q) auricular ) intravenous ) sublingual ONAM=IAROTH
~ O inhaled O nasal O transdermal _
QNAM=IAROUTE - - . QL ABFI =INV AGENT ROUTE
LABEL=INV AGENT ROUTE Q) intra-articular () oral £} vaginal - — OTHER, SPECIF
Q == O intramuzcular 10 rectal O unknown specify. TN
IDVAR=AESEQ O intraccular O subcutaneous O other (30 char max) B Q
22_Frequency: ) single dose O twice daily ) as needed specify: QNAM=IAFRQOTH
QNAM=IAFREQ —»{ every other day ) three times a day {3 other (30 char max) QUABEL=INV AGENT
QLABEL=INV AGENT FREQUENCY 2 once daily O four times a day FREQUENCY — OTHER,
IDVAR=AESEQ SPECIFY
23 Quantity: QNAM=IAQUANT IDVAR=AESEQ
<4 QLABEL=INV AGENT QUANTITY
IDVAR=AESEQ
24_ nit code: £ capsule ) microliter X puft ) teaspoon
QNAM=IAUNIT (Select ONE unit that & drop o milligram O spray/squirt O unkno
QLABEL=INV describes in the greatest £ grain & milliliter O suppository Q other ONAM=IAUNTOTH
AC TP detail the amount of © gram O ounce O tablespoon - QLABEL=INV AGENT
IDVAR=AESEQ  |medication taken by the & microgram O patch ) tablet specify. UNIT — OTHER, YPECIFY
subject) (30 charmax) | |py R=AESEQ
JIII ,|'II QNAM=IASTDTC
25. Start date: QLABEL=INV AGENT START DATE
IDVAR=AESEQ
26. Slop date: / / “+|| onAM=IAENDTC
QLABEL=INV AGENT END DATE
27. Name of investigator: IDVAR=AESEQ
QNAM=INVNAME T
QLABEL=INVESTIGA Date signed:
TOR NAME Investigator's signature:
d ONAM=INVSIGDT
IDVAR=AESEQ THIS DATA NOT ENTERED ,|"I ,l" OLABEL=INV AGENT DATE
INVESTIGATOR SIGNED
28. Mame of physician: IDVAR=AESEQ
QNAM=DRNAME N
QLABEL=PHYStet& -
S NAME Date signed:
IDVAR=AESEQ Physician's signature: QNAM=DRSIGDT
THIS DATA NOT ENTERED / / || QUABEL=INV AGENT DATE
PHYSICIAN SIGNED
IDVAR=AESEQ
Diraft
. THIS DATANOT ENTERED m .
Serial Number:

SAEQ03-08/02/04-Final v.2



SAE
(continued)

DOMAIN: CO

Page 4 of 4

Io#: USUBJID Mame Code:

[rate of Assessment:

/

29. Additional comments (specify question number-90 char max per line):

COVAL1-COVAL16

IDVAR=AESEQ

Please print in UPPERCASE letters only.

Draft

THI

5 D/

TA

NOT

EN||'ER

SENTE |

Serial Number:

SAEMD3-08/02/04-Final v.2



QSCAT=SATISFACTION QUESTIONNAIRE

& . 5 = P 1of 2
Form 242—Satisfaction Questionnaire 29819 DOMAIN: Qs
. Study Number: STUDYID Node: Site: Evaluator #: .
QSEVAL
ID#YsSUBJID Mame Code: Week #: Study Day: Date of Assessment: QsSDTC
/ /
_ 0 Screening  VISITNUM () Taper 1 1 Month post taper

Treatment phase: O Induction/stabilization ) End of taper 1 3 Menths post randomization
{Mark one only) o ) Posttaper {01 3 Months post taper

EPOCH 2 Earlytermination

Please tell us about your experience as a participant in this study.
Your honesty is appreciated!

QSTEST
1. How easy was it for you to get to the dinic? QSORRES

Very difficult ) ] . ] 1 . 7 ] ] [ Very easy
1 2 3 4 5 6 T 5 9 10

2. How easy was it for you to become a paricipant in this study?

Verydificull O O © © O © © O 0O O Veryeasy
1 2 3 4 5 & 7 8 g 10

3.  During the first month, how much did Suboxone help you to stop using opiates?

Notatall O O O O O © O 0O 0O (O Extremelyhelpful
1 2 3 4 5 & 7 8 8 10

4. During the first month, how much did Suboxone help you with yvour withdrawal symptoms?

Natatall ) ] [ ] 8 ) 8 1 1 [+ Taotally eliminated
1 2 3 4 5 6 7 8 9 10

54, How easy was it to get off Suboxone?

Very hard ) O IS I & H S R O ] C Very easy
1 2 3 4 5 6 7 8 9 10
SB. If you had the option, how long would vou have liked to take Suboxone before being tapered of i?

) This was justright O 3months J 9months J More than 1 year
1 2 months Z) & months ) 1year

SC. If you had the choice, how long do you think the taper should be?

) 1 week 0 3weeks ) 2 months ) Longer than 3 months
O 2weeks O 4 weeks O 3months

62360

. THIS|DATA NOT ENTERED - .

Please mark ONE answer per question.

Serial Number:

SATO03-03/03/03-Final v.1



Satisfaction Questionnaire Page 2 of 2 SOMAIN: OS
(continued) :Q
ip# USUBJID  namecode: Date of Assessment: QSDTC Site:
QSTEST
5. Owerall, how satisfied were you with the treatment you received? QSORRES
Not satisfied () ] ] | 2 ] D' ] ) Very satisfied
1 2 3 4 & T 8 9 10
7. How effective do you think Suboxone is in treating opiate dependence?
Nof at alf effective 1 . . 1 ] (] D- o ) Very effective
1 2 3 4 & T 8 9 10
8. Ifyou had it to do over again, would you still choose to paricipate?
D) Definitely not 0) Probably not [0) Possibly ) Probably ) Definitely

8. What would you change about the study, if anything?

(200 characters)

DOMAIN: CO

COVAL

RDOMAIN=QS

IDVAR=VISITNUM

62360
THIS DATA NOT| ENTERED .
Serial Number:

SATO03-03/03/03-Final v.1



Form 216—Study Termination Form

Page 1 of 1

DOMAIN: DS, DM, SC

StudyNumber: STUDYID MNode: Site: Evaluator#: .
D& o)1 MName Code: Week #: Study Day: Date of Assessment: DSDTC
. ) Screening VISITNUM £ Taper > 1 Month post taper
;I'r:‘&ar;menl F?hlﬁ?ﬁ- O Induciion/stabilization O End of taper O 3Months post randomization
ark one only Post taper 3 Months post taper
EPOCH ) Early termination © P © . :

DM.RFENDTC
1. Date of last visit to the dinic:

SC.SCTEST

2. Study day corresponding to date of last visit:

SC.SCORRES

Commenis (200 characiers)

QNAM=DSWITHD
QLABEL=OTHER REASON
FOR WITHDRAWAL
IDVAR=VISITNUM

DSTERM
3. Withdrawn by investigator Oy ON DSOCCUR

Oy ©ON A More than 14 days from consent

Oy QW B. Missed 1week of medication

Oy MW C. Morethan 3 days window at randomization

Oy OMN D Missed 3 consecutive data collection visits {1 month)

Oy OMN E. Pregnancy'birth contral change

Oy OMNW F. Medical'psychiatric staius change

Oy QN G Sensitivity or allergy to study medication

Oy QN H  Other administrative (specify) -

4. Withdrawn by participant oY QN

OY QN A Withdrew consent

Oy QMmN B. Transferred to another freatment program - indicate type(s)
C Methadone Q) Malirexcne

LAan O Inpatient detox or treatment

¢ Drug free ) Other (specify) .
C Therapeutic community

Oy ONW C. Paricipant has moved from the arsa

Oy QMW D Paricipant is in a controlled environmentfincarcerated

Oy QN E Paricipant canfwill no longer attend clinic

Oy QN F Death

QY QOMN G Other (specify)

24163

THIS ATA NT EJ

NTE

bl m

Serial Numbsar:

TERO03-03/03/03-Final v.1



QSCAT=VISUAL ANALOG SCALE

Form 261—Visual Analog Scale Page 1 o1 DOMAIN: QS
studybumber:  STUDYID Mode: Site: Evaluator ¥
. QSEVAL .
ize: USUBJID mamecade: Week # Study Day Date of Assessment: %
/ ! "
EPOCH ﬂE i ﬂ'l" i ﬂ‘lh‘lllh sl I
Treatrment phase: Q I|:dr:-..1::ﬂ?mm|za1r:ﬂ (n] Eipd of taper QRS o3 h&umﬁsﬁﬁummmm
{Mark ane onilyy VISITNUM O Postrager D 3 Monihe post taper
0 Early terminaton
Indicate how you feel
RIGHT NOW
by drawing a vertical black line.
QSTEST
1. How much do you currently crave oplates?
Not at all Extremely
I QSORRES i
|
QSORRESU=0-100 POINT ANALOG SCALE '
2.  How would you rate your current opiate withdrawal symptoms?
None Severs
| |
1 |
3. How much does the study medication help you to not use other oplates? 0 NA
Not at all Extremely
| |
| |
Please mark scale with a BOLD BLACK pen {_I_‘J
. THIS IDATIA NOT|ENTERED

Serial Number:

WASD0E-02M BE2D0E-Final V.1
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