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Ferm ccmp|efx:n (if form not complete, check onet DOMAIN: AE
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|

USUBJID Meded#: CTPSite IDD#: Participant 1ID#: ___
Assessment Date: _J.-"EDT_C T e Week#:
mamth day year
4601 Adverse Events Source Document
1 AE symptom or diagnosis (one AF per form): AETERM
1a If AE was a seizure, check here: |:|1% QNAM=AESEIZ
QLABEL=AE WAS A SEIZURE
2 Onset date {month in 3 letters, DD, YYYY): ___ _ / °5STOi¢ IDVAR=AESEQ
monih day yuor

3 Severity [check only one): |:|: Mild
|:|! Maodsarate

[, Severe  pesev
|:|4 Lifethreatening

|:|5 Ceath

4 Was the event associated with any of the following (if more than one answer applies, please choose the most serious|?

None of the following: ... |:L Mo |:|1 Yes  AESER
QNAM=AEHOSP1
T
Becth? cooomnmarninisn e mniinnnsssas Dj Mo D-l Yes AESDTH QLABEL=AE INPATIENT ADMISSION
A life-threatening event? . o LlLme [ Yes aesire | IDVAR=AESEQ
Inpatient admission te hespital? ... [Lme [, Yes AESHOSP o
Prolongation of hospitalization? ... [Lre [, Yes AESHOSP w-__
A persistent or significant disability or incapacity? ... [LNe [ Yes  aespisas ONAM=AEHSOP2
A congenital birth anomaly or defect? ... . . [Lne [, Yes  aescong | QUABEL=AE PROLONG HOSPITALIZATION
Required significant intervention to prevent permanent IDVAR=AESEQ
impairment/damage? ... [Lre [ Yes Aesmie
5 Bupropion XL related (check only one|? |:|I Unrelated |:|3 Probably related o)
|:|2 Possibly related |:|Jl Definitaly related
S3a Action(s) taken for Bupropion XL {check all that apply): |:|,:, Mone AEACN |:|:| Temporarily stopped therapy
|:|1 Decreased therapy |:|4 Permanently stopped therapy
|:|9 Increased therapy |:|5 Participant terminated from study
& Micotine inhaler related (check only ane)? |:|. Unrelated |:|:| Probably related QNAM=AEREL1
<+—— QLABEL=NICOTINE INHALER RELATED
|:|! Possibly related |:|' Definitely related | |pyaR=AESEQ
Ga Action(s) taken for nicotine inhaler (check all that apply): |:|n Mane |:|3 Temporarily stopped therapy
QNAM=AEACN1 ] |, Decreased therapy |:|4 Permanently stopped therapy
QLABEL=NICOTINE INHALER ACTION TAKEN - .
IDVAR=AESEQ |:|n Increased therapy |:|5 Participant terminated from study
7 Behavioral intervention related (check only one|? |:|1 Unrelated |:|:| Probably related | QNAM=AEREL2
D . D ) <«—— QLABEL=BEHAVIORAL INT RELATED}
; Possibly related . Definitely relatad IDVAR=AESEQ
Ta Action(s] taken (check oll that apply): |:|n Mane |:|J Temporarily stopped therapy
QNAM:A_EACNZ —'DI Decreased therapy |:|‘1 Parmanently stopped therapy
QLABEL=BEHAVIORAL INT ACTION TAKEN o
IDVAR=AESEQ |:|! Increasaed therapy |:|5 Participant terminated from study
8 Outcome [check only ona: |:|i Ongoing
|:|2 Resolved AEOUT

|:|:| Resclved with sequelos
|:|4 Resclved by convention

|:|5 Death
AEENDTC

9 Resoluion Date (month in 3 leffers, DD, YYYY): /. /

manth day year
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. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|

Moded: CTP Site ID #: 2 me Participant 1ID#: ___
AssessmentDate: /¢ Wisit#: ___
month day yuar
4602 CTN-ASI Lite v.1
Medical: Drug: Legal: Psychiatric:
Employment: Alcohol: Family:

Introducing the CTN-ASI Lite v. 1

Seven potential problem areas: Medical, Employment/Suppert Status, Akohel, Drug, Legal, Family/Secial, and Psychological.
All clients receive this same standard interview. All information gathered is confidential.
There are two time periods we will discuss: 1. The past 30 days

2. Lifetime Data

Key: Participant
Rating Scale

Participant Rating Scale: Participant input is important. For each areaq, | will ask you to use this 0 = Not at all

scale to let me know how bothered you have been by any problems in each section. | will alse ask

you how impertant treatment is for you for the area being discussed.

1 = Slightly
2 = Moderately

Please referto the Participant Rating Scale in the adjacent key.

If you are uncomfortable giving an answer, then don't answer. 3.7 ansiderbly

4 = Extremely

Please do nol give inaccurale information!

Interviewer Instructions

1. Lleave no blanks

2. Make plenty of comments (if another person reads this ASI, they should have a relatively complete picture of the client’s perceptions of
his/her problems).

3. Throughout the ASI, please note if not answered or not applicable in the appropriate box.

4. Terminate interview if client misrepresents fwo or more sections.

5. When neting comments, pleass write the question number.

HALF TIME RULE: If a question asks the number of months, round up perieds of 14 days or mere te 1 menth.

Round up 6 months or more to 1 year.

CONFIDENCE RATINGS: — Last hwo items in each section.
— Do not over interpret.
= Denial dees not warrant misrepresentation.
= Misrepresentation = overt contradiction in infermation.

Probe and make plenty of comments!

There were a number of variables that had a high level variable that was 1 for answering, 97 for NOT ANSWERED and 96 or
98 for NOT APPLICABLE. These were combined with the under variable in a variable with a name base.c. The following
variables have been combined:

Asl0d14, asl0d17, asl0d19, asl0d20, asl0d21, asl0d22, asl0d23, asl0d24, asl0d25, asl0d26, asl0d27, aslOell, aslOel2,
asl0el3, aslOel4, aslOel5, aslOel6, aslOel7, aslOel8, asl0el9, aslOela, aslOelb, aslOe2a, aslOe2b, aslOe6a, aslOe6b,
aslOF23S, aslOF30, aslOF31, asl0g20, asl0I10, asl0l11, asl0l12, asl0l13, asl0l14, asl0l15, asl0l16, asl0l17, asl0l18, asl0l19,
asl0120, asl0121, asl0I25, asl0126, asl0127, asl0l4, asl0l5, asl0l6, aslOl7, asl0l8, asl0l9, aslOm1, aslOm6, aslOp12, aslOpl,
AslOp2, asl0I3
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. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|

Nede#:  CTPSitelD&

Participant 1D #: ___

AssessmentDate: /¢ Wisit #:
menth cry yuar

4602 CTN-ASI Lite v. 1: Hollingshead Categories

1= Higher Executive, Major Professionals, Owner of Large Business

2- Business Manager, Owner (medium sized business), Other Professional [nurse, optician, pharmacist, social worker, feacher)

3-  Administrative Personnel, Manager, Owner/Proprietor of Small Business (bakery, car dealership, engraving business,
plumbing business, florist, decorator, actor, reporter, trovel ogent)

4 - Clerical and Sales, Technician, Owner of Small Business (bank teller, bookkeeper, clerk, draftsman, timekeeper,
secrefary, car salesperson)

3= Skilled Manual—usually having had training (baker, barber, brakeman, chef, electrician, fireman, lineman, machinist,
mechanic, paperhanger, painter, repairman, toilor, welder, police officer, plumber)

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

7= Unskilled (afendant, jonitor, construction help, unspecified labor, porter). Include Unemployed.

8-  Homemaker

9 - Student/MNo Occupation/Disabled

List of Commonly Used Drugs

Alcohel: Beer, wine, liquor

Methadone: Delophine, LAAM

Opiates: Pain killers = Merphine, Dilvaudid, Demerol, Percocel, Darvon, Talwin, Codeine, Tylenol 2, 3, 4
Syrups = Robitussin, Fentanyl

Barbiturates: Nembutal, Seconal, Tuinel, Amytal, Pentobarbital, Secobarbital, Phencbarbital, Fiorinel

Sed/Hyp/Trang: Benzodiazepines = Valium, Librium, Ativan, Serax, Tranxene, Dalmane, Halkion, Xanax, Miltown,
Other = Chloral Hydrate (Modex), Quaaludes

Cocaine: Cocaine Crystal, Free-Base Cocaine or “Crack, and “Rock Cocaine”
Amphetamines: Monster, Crank, Benzedrine, Dexedrine, Ritalin, Preludin

Methamphetamine: Speed, lee, Crystal

Cannabis: Marijuana, Hashish
Hallucinogens:  L5D (Acid), Mescaline, Mushrooms (Psilocybin), Peycte, Green, PCP [Phencyclidine), Angel Dust, Ecstacy
Inhalants: Nitrous Oxide, Amyl Mitrate (Whippits, Poppers), Glue, Solvents, Gasoline, Toluene, ete.

Just note if these are used: Antidepressants,
Ulcer Meds = Zantac, Tagamet
Asthma Meds = Ventoline Inhaler, Theadur
Other meds = Antipsychotics, Lithium

Alcohol/Drug Section Instructions

The following questions look at two time periods: the past 30 days and lifetime. Lifetime refers to the time prior to the last 30
days. However, if the client has been incarcerated for more than 1 year, you would only gather lifetime information, unless the
client admits to significant alcohol/drug use during incarceration. This guideline only applies to the Alcohol/Drug Sedtion.
— 30 day questions only require the number of days used.
— Lifetime use is asked to determine extended periods of use.
= Regular use = 3+ limes per week, binges, or problematic irregular use in which nermal activities are compromised.
—+ Alcohol to intoxication does not necessarily mean “drunk;” use the words “felt the effects,” “got a buzz,” “high,” etc.,
instead of infoxication. As a rule of thumb, 3+ drinks in one setting, or within a brief period of time, or 5+ drinks in
one day defines “intoxication.”
= How to ask these gquestions: = "How many days in the past 30 have you used....?
— “How many years in your life have you regularly used....?”
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

. DOMAIN: QS
Data not CO”ect%#arm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

EPOCH ? Assessment Date: QsbTC ¢ Visit #: _ VISITNUM
QSTESTCD QSSCAT=GENERAL INFORMATION B =

month

l 4602 CTN-ASI Lite v. 1: General Information

G14 How long have yo

~G14A ; SORRESU=YEARS Comments:
e lived at your curre / |:|w Mot answered
uddren? o ol QSSR%%U:MONTHS DATA NOT STORED
QSTEST
Ceus 18 Do you have a |:|I Protestant QSORRES/QSSTRESCC
v " 7 g
religious preference? [], Cathalic

|:|:| Jewish
|:|4 Islamic
=G18s |:|5 Other (specify):

|:L Mone

|:L? Mot answered

=19 | G19 Have youbeening |:|I Mo
controlled environment %
in the past 30 day§? :
(4 ploce, thearetically,
without occess o drygs/ |:|4 Medical treatment

alcohol) |:|5 Psychiatric treatment

D-& Oither {sp=cifyl:
Du‘.r Mot answered

|:|:| Alcohal or drug trectment

v

-c20 | 20 How many :l:rys? ____  daysOR DW Mot answered
(Refers fo totol number of Dua Mot applcabls
dcr:.-'s detained in the past Mot applicable if question GT19 i “No.”

30 doys) QSORRESU=DAYS

CTH-0046_CRF_V.004_18 SEP 2009 2009 DERI — Confidential AS) LITE, page 3 of 17




STUDYID = CTN0046

CTN-0046

S-CAST

QSTESTCD

l 4602 CTN-ASI Lite v. 1: Medical Status

M1 M1 How many times in your
life have you been
hospitalized for medical

pro blems? QSTEST

| QSORRESU=TIMES HOSPITALIZED

QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

Moded:

Assessment Date:
QSSCAT=MEDICAL STATUS

month

times OR |:Lr.r Mot answerad

®Include O.00's and DT, Exclude detos, aleohol/drug. pspchiotric
tregiment and childbirth [if no complications)

& Enter the number of uvaml'gﬁf hospitalizations for

QSORRES/QSSTRESC

medical problems

Data not CO||ECte(§nrm comp|ei'mn (if form not complete, check onet
[y Daba coll=clion errar
[0y QuesSons {me=y)

CTPSite ID &

M2 M3 Do you have any chronic
medical problems which

continue o interfere with

your life?

M3SP

D?? Mot answered
, Mo
|:|1 Yes = If Yes: Specify:

* A chronic medical condition is o seriou} physical or medical condiftion
that requires regular core [ie., medicaffon, dietary restriction ]

preventing Full odvanioge of their abilif=

M4 M4 Are you taking qny
prescribed meditation on
a regular basis for a

physical problem?

M4SP

o7 Mot answered
p Mo
|:|1 Yes = If Yes: Specify:
* Medication prescribed by o M.D for pedical conditions; nat
Piftﬁiﬂl‘rit medicines = nclude médicines prescribed, whether

or not the porticipant is currently toking them

# The intent is fo verily chronic medicol piblems

M5 M5 Do you receive ¢
pension fora phr[sicul
disabiliry?

M5SP

g Mot answared

|:||:. Mo
|:|1 Yes =+ If Yes: Specify:

* Include Workers' Compensation, exclude psychialric disability

M6 Mé& How many days|have
you experienced medical
problems inthe gast 30

_____ days OR DW Mot anfwered

QSORRESU=DAYS )
= Do not include ailments directly cauwsed by drugs/akohol

® Incfude flu colds, =ic Include seriows ofments reloted io drugs/

dﬂfﬁ? aleohol, which would continus even if th porticipant were abstinent
[=-g.. cirthosis of liver, abscesses from npadles, =i )
For gquestions M7 & N8, please ask participant to vse the Parliipant Rating Scale.

M7 | MT How troubled or|bothered [ ], Mot ot all

have you been by these
medical problemy in the
past 30 days?

|:|3 Considerably
|:|1 Slighthy |:|4 Estramely
, Moderately Dw Mt onswered

* Restrict responie fo problem doys of qukstion Mé

M8 M8 How important tq{'zau
neow is treatment|for

these medical p

blems?

|:||:. Mat at all |:|3 Cgnsiderably
|:|1 Slighthy |:|‘1 Edremely
|:|2 Moderately

a7 MEt answered

* Befers fo the need for new or oddifionollmedical freofmeant by the

porticipont

Confidence Ratings: |

the above information significantly dist

rted by:

Mo | M10  Participant's L1, Ne
misrepreserliinn? |:| Vs
1
vz | M11  Participant’s inabilty [ ] No |

te understand?

|:|1 fes

DOMAIN: QS

[; ParScipant unoble/unvsilling to answer

STED _ Participant ID # __ USUBID
QADTC . f Visit # _VISITNUM
day yuar

Comments:

DATA NOT STORED

CTr-0046_CRF_V.004_18 S5EP 2000
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

Dat t collect (lj:nrm comp|eric:n (if form not complete, check one: DOMAIN: QS

- ata not coflecte [, Poshicipant unavailable ], Daba colleciion error - [ ParScipant unoble/unvealling to answer

s CAST Fields affected: [, Etw= CRF [, Questons jmei)
|

Moded: CTP Site ID#: __ SITEID Parficipant ID #: __ USUBJID
AssessmentDate:  odprc /4 Wisit #: _\isiTnim
QSTESTCD QSSCAT=EMPLOYMENT/ SUPPORT STATUS menih day year
l 4602 CTN-ASI Lite v. 1: Employment/Support Status
E1A/ E1 Education cumplﬂer.l: o OR Dn? Mot answerad Comments:
E1B o yeors b. manfs
QSORRESU=YEARS QSORRESU=MONTHS
* GED = 12 yeans DATA NOT STORED
QSTEST ® Include formal edvcation only
OSORRES/IOSSTRESC
~ ~
E2 Training or techhical OR ot answerad
E2A/ ng o7
E2B education complleted: S Kclls
QSORRESH__J;YEARS ) QSORRESU=MONTHS ;
* Farmal/orgonized traming only. For miffory raining, only include

troining thot can be wed in civilian life|i=, electronics or computers.

E4 E4 Do you have a yalid |:|,:, Mo
driver's license? |:|1 Yas

o7 Mot answered

= ¥olid license; not suspended/frevoked.

s E5 Do you have an |:|.;. Mo
automobile muﬂuhle? |:|1 Yes

g7 Mot answered

o (if answer to E4 is "Mo”, hen E5 must B= “Mo”. ) Do=s not require

ownership, anly requires availability cnjo regulor bosis.

6 Eé How long was ypur A e DR DW Mot answered

. ™ a. years b. monifis
lﬂl‘gﬂﬂ full time PhQSORRESUZYEARS QSORRESU=MOINTHS

* Full time = 35+ howrs weekly; does nothecessarily mean

mast recent job

g7 | E7 Usual (or fou) occypation? OR [ ], Mot angwerad
E7SP SPECH’Y: * Use Hollingshead Categories Referencd Sheet.

E9 E9? Does som=one contribute |:|,:, Mo
the majority of your [, Yes

2
support? gy Mot answered

DN Mot applicabls

* |5 participont receiving ony regular supgaort fie, cosh, food, hous-

ng) from family/friend @ = nclud= spoust's confribution; exclude sup-

port by an insfitulion.

Full time [35+ hri/wesk)

E10 Usual employment
pattern, past threl years?

E10
Part time jreg. firs)

[

* Answer should repredent the

mufnrify of the lost|3 years,

Part time firr=g., day work)

(=}

Student

not just the most receqit selec-
Military service

Retired/ disabiliy
Unemployed

tion. If there are equdl times for

[

mors than one cofeggry, select

fhat which best repregents the

-

more cwrent sitvofion)

0 0 1 D

In contrelled environment

£ Mot answared

E11 E11 How many days were QSORRESU=DAi: OR DW Mot ansered

you PUd Fﬂr woryng m * Include “wnder fhe table” work, poid sick doys, and vocation
the past 30 days? \

CTN-D0464_CRF_V.004_18 SEP 2009 2009 DCRI % confidential ASI LITE, page 5 of 17




STUDYID = CTN0046

CTN-0046
S-CAST

QSTESTCD

|

E12

E3

El4
E15

El6

E17
E18

E19

E20

E21

E23

E24

Moded:

QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

Data not CO||ECte(§nrm ccmp|efx:n (if form not complete, check onet
[y Pasticipant unavailable
Fields affected: [, Entw= CRF

Assessment Date:

QSSCAT=EMPLOYMENT/SUPPORT STATUS

4602 CTN-ASI Lite v. 1: Employment/Support Status (continued)

For questions E12-E17: How mwch money did yov receive from the following

sovrces in the past 30 days? Ma

month

x. = 500000

[y Daba coll=clion errar
[0y QuesSons {me=y)

SITEID

CTPSite ID &

E12 Employment fn=t incom=):
QSTEST

* Net or “toke home” pay; include an

QSORRES/QSSTRESC

o Mot cnswered

wunder the toble” money

E13 Unemployment

compensation:

oy Mot answered

E14 Welfare:

agency fo go fo and fram treatment

e Mot answered

*Include food sfamps, fransporiofion noney provided by an

Social Security:

E15 Pensions, beneffs, or

$ QSORRESU=DOLIARS OR

* Include disobility, pensions, refireme

workers’ compensation,

oz Mot answered

i, weteran's benefits, 55/ &

E16 Mate, family or

{Friends:

* Money for pers onal expan ey, |'| e
swources of income [= g.. gambling}
include windfalls [unexpected ), mon

inheritonce, fox refurmns, =i

oy Mot answered

lothing), include unrelicble
ecord cash poyments only,

v from loans, gombling,

E17 lllegal:

$ QSORRESU=DOLLARS @R

«Cash cbioined from drug dealing, s
goods, gambling, prostitution, etc.

* Do not attemp! to convert drugs exc

o7 Mot answered

ealing, r::m:.‘ng stol=n

honged fo a dollar volue

E18 How many peo
their food, shelt

on you forthe Iuinriy of

ole depend

_ max=9% OR D??

etc.? * Munst be regularly depending on par]
r, etec.? [ i
d ny/fchild support do not include the g

el wpparfing spouse, sic

bJot answered

icipant; do include olimo-

oriicipant or

The participant’s ratin

ing er preparing for g

55 in questions E20 and E21 refer to question [
jeb, not giving them a jab.

E19 How many day} have you  QSORRESU=DAYS
experienced emlployment _____ days OR » Mot dnswared
pmblems in the Fﬂﬂ' 30 *Include inability to find work, if fhey dre ocfively looking for wark,
dﬂ}"S? or problems with present job in whichl that job is jeopordized
For questions E20-E1: Please ask participant te vse the Participant Rating Scale.

19. Stress help in find-

DOMAIN: QS

[; ParScipant unoble/unvsilling to answer

DATA NOT STORED

Participant ID #: _ YUSUBJID

Visit #: _VISITNUM

ment problems?

counseling for thelse employ-

[, slightly
; Maoderately

L1,
DP?

L]

E20 How troubled or pothered |:L] Mot at all |:|3 Considerably
have you been by these |:|F Slightly |:|‘1 = xtremelky
employment problems inthe |:|! Moderately DW ot answerad
past 30 days? QSEVLINT=-P30 [, Mot applicable
o f the porficipant hos been incarceraidd or detained during the
past 30 days, they cannot have empléyment problems.
E21 How important I you mew is [ | Mot af all [ ], Fonsiderably

Fxtramely
ot answered

ot applicable

Confidence Ratings:| Is the above information significantly distpried by:
E23 Participani’s T g
misrepresentatign? Cltia [, Yer
E24 Participant’s irvbili]r to Mo Yo
understand? [ L,
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

: DOMAIN: QS
Data not CO||ECte&Drm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
= SITEID USUBJID

Moded: CTPSite ID & — —— Participant ID#: ___ 7"~
A t Date: QgDTC Visit # VISITNUM
QSTESTCD QSSCAT=DRUG/ALCOHOL USE et =8 —mm—§ A f——l_r— PR e
4602 CTN-ASI Lite v. 1: Drug/Alcohol Use
Route of Administration: Comments:
1=-0Oral 2=MNasal 3=Smoking & =NorlVinjection 35 = IV Injection
Mote the uswal or most recent revte. For more thon one route, choose the most severe DATANOT STORED
The routes are listed from least severe o most severe, If Post 30 Days and Lifstime Use are zero, roufe
should be “MNot answered.” QSORRES/QSSTRESC
QSTEST / I \
- v
o
A Past 30 | B Lifetime
Substance € Route of Administration
{Days) Use [vears)
\)
1 QSORRESU QSORRESU
D1A/ D1 Alohsl [ony we dt all): —DAYS —YEARS

Di1B

D2A/ D2 Alohol {fo infoxichition i L L
D2B

DA I B3 Heroin:

D3B/ |:|1C'n:|| |:|4Nunl'v' injection
D3C |:|] Mol |:|5 IV injection
H S R |:|3 Smaking D?« Mot applicable
o7 Mot answered
D4A/
D4B/ D4 Methadone/LAAM |:|1Cln:|| |:|4Nunl'v' injectian
b4ac [prescribed): 2 Iasal DE |¥ injection
e A IS 5 Smaking D?« Mot applicable
o7 Mat answered
Bjﬁgﬁ D4a Methadone/LAAM , Ol |:|4N|:rn IV injection
D4AC (illicit]z , Mol |:|5 IV injection

s Mot applicable

g
a

ng D3 Other Opiates/

D5C Analgesics:

|:|4 on IV injection
5 Mol |:|5 IV injection
Smoking D% Mot applicable

o7 Mot answered

o)
g

(7]

DEA/ I D6 Barbiturates:
D6B/

D6C

|:|4Nun IV injection

|:|5 |¥ injection
[

Mot applicable

EO
g2

Smaking

[7]

os
o7 Mot answered

D7A" | DT Other Sedat ived/

D7B/ 1 Oml |:|4 Mon IV injection
D7C Hypm:licifTru nquilizers: . Nasl |:|5 IV injaction
- T 3 Smaking Dw Mot applicable
o7 Mot answered
v
ng D8 Cocaine: ; Ol |:|4 Mon IV injection
D8C 5 Mol |:|5 I injection

5 Smaking D% Mot applicable

o7 Mot answered

I N | O

CTH-0031_Participant_V4.0_17 JAN 2008 2007 DERI — Confidential A4Sl LITE, page 7 of 17




STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

. DOMAIN: QS
Data not CO||ECte(§Drm camp|eimn (if form not complete, check onet
- Porticipant unovailakls Daba caoll=ction errar ParSicipant vnoble /'umwilling to onswsr
1 | e 2 1 e
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

Assessment Date: QsDTC ¢ Visit # _VISITNUM
QSTESTCD QSSCAT=DRUG/ALCOHOL USE A

Route of Administration: QSORRES/QSSTRESC
1=-0Oral 2=HNasal 3=5Smoking 4=

Comments:

or-lY injpgtion 3 = IV Injection
han ong route\chooss the most severe
The routes are listed from least severe fo most sevgfe, If Post B0 Days\gnd Lifstime Use are zero, roufe

should be “Mot answered ”

Mote the vswval or most recent route. For mor DATA NOT STORED

QSTEST g a
Substance 0 B Lifetime € Route of Administration
\
v [Days) Use [vzars) >
ng; D? Amphetamines: QSORRESU QSORRESU  Oral |:|4 Non IV injection

[
DOC =DAYS =YEARS E! Masal |:|5 IV injection

_ _ , Smoking D‘,o Mot opplicable
|:Lr.r Mot answered

Bgﬁéﬁ D %a Methamphetamjine: l l [ ], oml [, Mon ¥ injection
D9AC [ ],Masal ], ¥ injection
:l: Smaking D% Mot opplicable

+ Mot answered

giggﬁ D10 Cannabis: L], ol (], Non 1V injection
D10C |:|5 IV injection

:l: Smoking D% Mot opplicable

- Mot answered

D11A/
p1ie; | P11 Hallucinegens: [ ], Oml [ ], Mon IV injection
D11C Masal |:|5 IV injection

Smoking |:Le. Mot opplicable
. Mat answered
D12A/

[,
[,

o1z, | P12 Inhalants: |:|! Masal |:Lo Mot opplicable
L,

Di12C . Mot answered

\ 4
%1133'2/ D13 More than 1 substance per
dﬂ'r fincluding akohal, excluding

nicatnef

CTH-0046_CRF_V.004_18 SEP 2009 2009 DERI — Confidential A4Sl LITE, page 8 of 17




STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

. DOMAIN: QS
Data not CO||ECte(§nrm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
- SITEID

Node#: __ CTPSitelD#__ >'-°  FarficipantiD#: _ YUSUBJID
QSSCAT=DRUG/ALCOHOL USE
Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSISTCD QSTEST QSORRES/QSSTRESC srrcreil day e

D14 D14 According to the OR |:|w Mot answered Comments:
interviewer, which *Interviewer should determine [he mojor drug or drugs of abuss
substance(s) is/ares the lexcluding Micotine vse]. Cods the number newt o the drug in DATA NOT STORED
major problem? quegions 01-12 [code preschibed or illick methodane s 04).

00 = no problem, 13 = alcollel ond one or more drugs; 16 = mare
than ane drug bet no akeohal] Ask paicipant when naot clear

017 | D17 How many times have OR D?? Mot answered
you had Alcohol DT's?

* Delirivm Tremens (D75} Occu 24-48 hours offer kst drink, or
!.:E'i'lllril:cll'l' decrease in alkccholintoke. Chorocterized by shaking,
severe disori=nfation, fever, hdliucinations; they wuolly require

medicol attenion.

How many times in your life have you been treated for:
Include detoxification, haffway houses, infouipatient cownseling ond A4 or fNA [if 3+ mesfings wifhin one manth
period]

D19 ¥ D19 Alcohol abuse OR DP? Mot answarsd

P20 | D20 Drug abuse: OR D?? ot answered

How many of thee were detox only:

D21 § D21 Akohol: OR DW Mot answarsd

Doe. Hot applicable
D19 = 00, then question D2{ is Mot opplicable

D22 § D22 Drugs: OR |:|l?? ot answered

DN Mot applicabls
D20 = 00, then question D2¥ is Mot opplicable

Heow much money would you say you spent during fhe past 30 dayson:
Mox. = 599909

0os | P23 Akohol $  QSORRESU=DOLLARS
OR |:L\? Mot answered

= Only cownt ochval money spent] What is the financiol burden cowed
by alcohal?

D24 D24 Drugi: % QSORRESU=DOLLARS
OR |:L\? MNat answered

* Only cownt ochual maney spent | Whot is the financial burden coused

by drugs#

D25 D25 How many days MWQS()WEULAYSduyi OR [:ll?? Mot answered
you been trdated in an
outpatient s¢tting for

alcohol or diugs in the

* Include AAMA

past 30 dayj? v
v SORRESU=DAYS
D26 D26 How many r.luys in ﬂ'leQ days OR DP? Mot answered
Pﬂﬂ 30 have you Include Craving, withdrawal symploms, disturbing eff=cts of ve, ar
experiencecl alechel wanting lo stop ond being wnable fo.
problems?
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

. DOMAIN: QS
Data not CoIIecte&“rm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
- SITEID

Nede#:  CTPSitelD&
QSSCAT=DRUG/ALCOHOL USE

Participant ID #: _ YUSUBJID

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSORRES/QSSTRESC iyl sl

For questions D28 D31, please ask participant to use th Participant Rating

Scale. The participdnt is rating the need for additienal jubstance abuse e e
Hechmem; DATA NOT STORED
D28 D28 How troubléd or |:|u Mot at all []3 Considerably
bothered hdve you [ | Slightly L], Extremely
been within|the past D? Moderately []W Mot answered
30 days by jakohol QSEVLINT=-P30
problems?
" ;
D30 D30 HawimpnrlLri - |:|u Mot at al []3 Considerably
. |:|E Slightly []4 Extramely
you mow is
bt bl , Moderately |: by Mot answered

aleohol prollems?

D27 D27 How many flays in QSORRESU=DAYSday: QR D,, Mot answered

the Pu-ﬂ 30 have Include: Croving, withdrowal symp#hms, disturhing effechs of
you experien:ed use, or wonting fo siop and being dhoble do
drug preblems? QSEVLINT=-P30

D29 D29 How troubldd or |:|u Mot at all [ , Considerably
bothered hgve you L], stightky [, Extremely
been withinthe past |:|! Moderately [P? Mot answered
30 days by drug QSEVLINT=-P30
problems?

b3l D31 How important to |:|u Mot at all D3 Considerably
you mow is [real- |:|‘ Slighthy [q Extramely
ment for drlg |:|! Maoderately [P? Mot answered
problems?

Confidence Ratings: Is the above information sigmificantly distorted by:

p34 | D34 Paricipant’ L] e [, ves
misrepresenfation?

35 | B35 Participant's [, Ne [, Yes |
inability to
understand?
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STUDYID = CTN0046

CTN-0046
S-CAST

QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

. DOMAIN: QS
Data not CoIIecte&“rm camp|eimn (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[y Daba coll=clion errar
[0y QuesSons {me=y)

SITEID

[; ParScipant unoble/unvsilling to answer

USuUBJID

Moded: CTP Site ID #: Participant 1D #: ___

QSSCAT=LEGAL STATUS

Assessment Date: Wisit #: _VISITNUM

QSTESTCD QSORRES/QSSTRESC

Il 4602 CTN-ASI Lite v. 1: Legal Status

L1 i ishi |:||:- Mo |:|1 Yes |:L\? Mot answered Comments:
the criminal jusfice system? » Judge, probatioh/parcle officer, sic
DATA NOT STORED
L2 L2 Are you on parele or probation? [ Mo, nethir
, Yes, paroks or post release supervision
|:|2 Yas, probgtion or pre-sentencing diversian
oz Mot answpred
= Maote duration ofd l=vel in comments
How many times in|your life have yow heen arrested IIJ charged with the following:
Include total numbers of founts, not just convictions. Do not includs juvenild [inder age 18] crimes, unless they
wers charged as an adu}. hclude farmal charges only
L3 L3 Shﬂpliﬁingquﬂuliim: ____ OE oy Mot answered
L4 L4 Pumlefpmbn*cn violations: ______ OR o7 Mot answered
LS L5 Drug charges: . DR DW Mot answered
L6 L& Forgery: ______ ORE 7 Mot answered
L7 LT Weapons offense: ___ OR o7 Mot answered
L8 L8 Burglclry,l"lclr:{ n}f{'B&E: e N oy Mot answared
L9 L9 Rnhber'_r: ______ ORE by Mot answered
L10 L10 Assault: . = | . | D?? Mot answered
L11 L11 Arson: R, | . | oy Mot answered
L12 L12 Rape: e DR 7 Mot answered
L3 1 L13 Homicide/ mahslaughter: _______ ©OR DW Mot answered
L14 L14 Prostitution: ____ OR o Mot answared
L15 L15 Contempt of eburt: e DR 7 Mot answared
L16 L16 Other [specify): L165 ____ OE oy Mot answered
L17 L17 How many of these charges I = | . 7 Mot answarad
resulted in convictions? | 1., Mot applicable
» Do nof include mifdem=anor offens=s from gquestions
L18-120 below. fonvictions include fines, probation,
mncorcerations, sugpended senfences, ond guilty pleas.
s f L3-L16 = 00, fHen L17 = Mot applicable
How many times (n your life have you been lhurgei with the following:
L18 § L18 Disorderly cornduct, vagrancy, ___ ____©OR :L.? Mot answered
public intoxication:
L19 L19 Driving while |ntoxicated jmwi): ___ OR oy Mot answered
. iy W
L20 ¥ L20 Maijor driving viclations: —— OR [ [, Net answered
* Moving viclofions speeding, reckless driving, no
liceni=, =i

CTH-0046_CRF_V.004_18 SEP 2009 2009 DERI ?—Eﬂnnﬁdonﬁul ASI UTE poge 11 of 17




STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

. DOMAIN: QS
Data not CO||ECte(§nrm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
- SITEID

Nede#:  CTPSitelD&
QSSCAT=LEGAL STATUS

Participant ID #: _ YUSUBJID

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSTEST QSORRES/QSSTRESC menth dey yuar

Il 4602 CTN-ASI Lite v. 1: Legal Status (continued)
L21 L21 How many me nths were you ____ months| OR DW Mot answered Comments:
incarcerated i yaur life? QSORRESLG a?:'ﬁTc'irSum' 2 :%aaka or moere, raund this up o |
manth. List fotal nuhber of months incarcerofed (up o 99) DATA NOT STORED
If more than 99, code 99 and =nter the number in com-
menrs.

L24 1 L2 Are you presehitly awaiting Clne [ vés L, Mot answered

charges, trial jor sentence?

L25 L25 What for (referd o 124)7 TR T |:L\? Mgt answered |:L\¢. Mot applicable
Use code= 03-16, 18-20 If more than one, choos= most
severe. Don 't include kivil coses, unl=ss o criminol offense is
iy heed

03 = Shopliting 12 = Rope
04 = Pobotion violgtion 13 = Homicide
03 = Drug 14 = Progtitution
04 = Fomgery 15 = Contempt
07 = Weapons 14 = Other
08 = Burglary 18 = Disorderly conduct
09 = Robbery 19 = DWWl
10 = Assauk 20 = Maijor driving violation
11 = Arsan
L26 L26 How many dajys in the past 30 days Mot answered
T : P QSORRESU=DAYS 4 DW

were you detdined or T A el .
nclude being arresed and released on the som= day

incarcerated?

L27 L27 How many :lr.rfs in the past 30 ___ days O oy Mot answered

. QSORRESU=DAYS
h:nlre. ?ﬂu eng e‘d n I“ﬂgﬂl * Exclude simple druglpossession. Include drug dealing,
activities for P : prosfitution, seffing folen goods, eic. Moy be cross checksd
with question E17 wider Employment/Family Support section
For questions L28-29: Please ask participant to vse the Participant Raling Scale.
128 | L28 How serious db you feel your L], Mt ot all [], Considerably
present legal problems are? [ ], slightly [ ], Extremely
, Moderately DP? Mot answered
# Euclude civil probl=ngs
29§ L29 How important to you mew is L], Mot at all [ ], Considerably
counseling or feferral for these L], stightly [, Extremely
|egu| prﬂblem1? |:|! Moderately P Mot answared
* Porticipant is rating g ne=d for additional referl o legal
cownsel for defense dgainst criminal charges
Confidence Ratings: Is the above information significqntly distorted by:
31 | L31 Participant’s Llne [ ve
misrepresentafion?
4 i . \
L32 I L32 Participant’s |*:|hlliy e L] e [, ves
understand?
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STUDYID = CTN0046

CTN-0046
S-CAST e

QSSCAT=FAMILY/SOCIAL RELATIONSHIPS

QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

. DOMAIN: QS
Data not CO||ECte(§nrm comp|eimn (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[J; Daba coll=clion errar [ Paricipant unoble /unvwilling to answer

[0y QuesSons {me=y)

CTP Site ID #: ___ S'TEID

Participant ID #: _ YUSUBJID

Assessment Date:
QSTESTCD QSTEST QSORRES/QSSTRESC

Il 4602 CTN-ASI Lite v. 1: Family/Social Relationships

Visit #: _VISITNUM

F1 F1 Marital status [, Married [l fivorced Comments:
|:|2 Remarriad IZL Hever married
|:|3 Widowed |:Lr.r t answerad DATANOT STORED
|:|_l Separated

* Common-low marrage=1: Splecify in comments.

F3 F3 Are you satisfied with |:LJ Mo |:|2 Yes |:|1 ndifferent o7 Mot onswered
\ —
this situation? * Safisfied = Generally liking thle sifuation. Refers o question F1
F4 F4 Usual living

L]

[x]

With sexual partner Tnl:l children

arrangement s|jpos 3 pra i With sexual partner glone
With children alone
With parents

With family

With friends

Alone

Controlled envlmnmi

Mo stable arrangem

Dg? Mot answered

[}

(0

=

]

ts

* Choose arrangements most repres=ntafive of the past 3 years. If

there is an even split in lime bgtwesn these armangements, choose the

mosf recent CI.I'I'DFJEE ment.

|:|n Mo |:|1 Yas |:|1 Ihdifferent

# Refers to response in question 4

oy Mot answered

F6 F6 Are you satisfizd with
these urrungetlerh?

Do you live with anyone who:

F7 F7

|:|D Mo |:|1 fes

Has a current filcohel
problem?

Du‘.r Mot answered

Fs FB Uses nor-pres ribed |:|D Mo |:|1 Yes Du? ot answered

drugs?
F9 F9 With whom dq you |:|1 Family |:|3 Alone
spend most ofjyour free [ ] Friends o7 Mot anfwered
H ¥
Fimes? * f o girlfri=nd boyfriend is consHered os fomily by participant, fien
they must refer do them os fomil throughout this section, not os o
friend. Family is not to be referded to as “Friend.”
\ 4 N
F10

F10 Are you satisfied with
spending your free time

this way?

DUN-::

|:|2 Yes |:|1 Indifferent

o Mot answered

* A safisfied response muwsf indicate thot the perion generally fikes the

situation, Refers o question F9

CTr-0046_CRF_V.004_18 S5EP 2000
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

. DOMAIN: QS
Data not CoIIecte&“rm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___
QSSCAT=FAMILY/SOCIAL RELATIONSHIPS

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSTEST iyl sl

Comments:

serious problemd getting along with:

DATA NOT STORED

* “Serious prpblems” mean thoie that endangered i relokionship

A “probleny” requires condoct of some sorf, either b telephone or in persor

QSEVLINT=-P30

y A Past 30 Days B Lifetime

"::ll%AB/ F18 Mother: |:|,:, Mo |:L.? Mot janswered |:L, Mo o Mot answerad
|:|1 Yes |:L\b Mot hpplicable |:|| Yas DP« Mot applicable

F19A/

riog | F19 Father: |:|,:, Mo |:L.? Mot answered |:L, Mo o Mot answerad
|:|1 Yes |:L\b Mot bpplicable |:|I Yas b Mot opplicable

"::22%': F20 Brother/ sisters: |:||:. Mo |:L,? Mot pnswered |:|n Mo 7 Mot answered
|:|1 Yes |:L\=- Mot ppplicable |:|| Yas es Mot opplicable

F21A/

oy Mot answerad

Mot applicable

oo F21 Sexual parinel/spouse: |:|.:. Ma |:L\, Mot hnswered |:L Mo
|:|1 fes |:L‘=- Mot hpplicable |:||

7220/ | F22 Children: [1one [, Net pnswered |[], No
|:|1 fes |:L‘=- Mot dpplicable |:||

F237 | F23 Other significant family [, No

F23B
|:|1 Yes
F23S

-
3

oy Mot answerad

Mot applicable

-
3

Mot gnswered |:|n Mo
Mot gpplicable |:|| Yas

Mot answered

o
-

(specifylt s Mot applicable

Mot answered

]
b1

F24B | F24 Close friends: |:| » 9
; Yes &5

pplicable Mot applicable

&

Ll
i

F24A/ |:||:. fo |:L\? fdet jniweted |:L Mo
[, L,
[l

F25A/ |:|,:, o 7 Mot gnswered oy Mot answered

I I T A T

|:L, Mo
F25 Neighbors:
F258 o |:|1 Yes . Mot dpplicable |:|| Yas ps Mot opplicable
F26A/ |:||:. Mo Mot dnswered |:|n Mo 7 Mot answered
F268 | F26 Co-workers: ] !
) s » Mot dpplicable |:|| Yas es Mot opplicable
Did anyone (F13-426) A Past 30 DT;: r Lifetime
abuse you?
"::22%';/ F28 Physically (causfd you |:||:- Ma |:L? Mot dnswered |:|n Mo |:|l?? Mot answersd
physical harm |7 D.I Yes DI Yas
F29A/ I F29 Sexvally jforced sexual |:||:- Ma |:L? Mot answered |:|n Mo oy Mot answersad
F29B

advances/acts)? D1 Yes DI Yas
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

. DOMAIN: QS
Data not CO||ECte(§nrm comp|eimn (if form not complete, check onet
- Porticipant unovailakls Daba caoll=ction errar ParSicipant vnoble /'umwilling to onswsr
1 | e 2 1 e
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|
N SITEID USUBJID

oded: CTP Site ID #: Participant 1D #: ___
QSSCAT=FAMILY/SOCIAL RELATIONSHIPS

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSTEST QSORRES/QSSTRESC menth dey yuar

Il 4602 CTN-ASI Lite v. 1: Family/Social Relationships (confinued)

F30 F30 How many days in the past 30 Lt
have you had |serious conflicts QSORRESU=DAY3gy,: |OR |:|w Mot answeared
with your family? DATA NOT STORED

QSEVLINT=-P30

For questions F32 (and F34, please ask parficipant te vje the Participant Rating

Scale.
F32 F32 How troubled |or bothered have |:|u Mot at all |:|:| Considerably
you been inthe past 30 days by |:|| Slightly |:|4 Extremely
these family pfoblems? . Maoderatel |:L,., Mot answerad

QSEVLINT=-P30

F34

F34 How important to you now is [ ], Mot at all [ ], Considerably
treatment or chunseling forthese [ ], Slightly [ ], Extremely
family problems? |:|2 Madarately DP? Mot answered
Participant is rating his/her nesd for

counseling for famdy problems, not whether

the fomily would b willing jo ottend.

F31 | F31 How many dajys in the past 30

have you had serious conflicts QSORRESU=DAYSlays PR [, Mot answer=d
with other pedple

{mecluding family|?

QSEVLINT=-P30

For questions F33 gnd F35, please ask participant to vsk the Participant Rating
Scale.

F33 F33 How troubled rr bothered have |:|u Mot at all |:|:| Considerably

you been inthf past 30 days by [ ], stightly [ ], Extremsly
these social pn:blems? |:|2 Maodsarately |:L? Mot answerad
QSEVLINT=-P30

F35 |} F35 How impnrlur1 o you now is L], ot at all [], considerably
treatment or cgunseling forthese [ ] Slightly [ ], Extremely
social problemis? |:|2 Madserately DW Mot answered

* Include porticipon|’s need fo se=k freafment for such

social problems ad loneliness, nability to sociolize,
and dissafisfactian|with friends. Porticipont rofing

should refer fo disdotivdoction, conflicts, or other s=ri-

ous problems. Exclpd= problems that wouold be elimi-

nated if participan| had no subsfonce abwe

Confidence Hﬂﬁnfi: Is the above information :igliﬁ:+l'ﬂy distorted by:

F37 | F37 Paricipant’ [Lre [ s
misrepresenyation?
v v
F38 | F38 Participant’s inability te LLre [ ves
understand?
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

. DOMAIN: QS
Data not CO||ECte(§nrm comp|eimn (if form not complete, check onet
- Porticipant unovailakls Daba caoll=ction errar ParSicipant vnoble /'umwilling to onswsr
1 | e 2 1 e
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|
N SITEID USUBJID

oded: CTP Site ID #: Participant 1D #: ___
QSSCAT=PSYCHIATRIC STATUS

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSORRES/QSSTRESC srrcreil sy
4602 CTN-ASI Lite v. 1: Psychiatric Status

How many times have you been treated forany p
problems?

* Do not include substonde abuse, employment, or fomily cowmseling. Treajment spizode = o s=ries of mare or feas

ychological or emotional T

DATA NOT STORED

continuous wisits or freafment doys, not the number of visits or treatment days. Enfer diagnosis i Comments if known

OR Du? Mot answerad

P1 P1 Ina hespital cT' inpatient setting?

P2 P2 Asan -:lulp:l'lJnl,-"privafe patient? OR |:|w tot answered

v
Mo |:|1 fes 5> Mot answered

P3 P3 Do you receive a pension fora psychiatric
disabiliry? Ll

Have you had a significant period of time [that was not a direct result of
drug/alcohol use) in which you have: QSORRES/QSSTRESC

A Past 30|Days B lLifetime

Panl § P& Experienced s¢rious depression—sadness, EESPEI\ALINT: P30 |;|u Mo
PaB hopelessness, Joss of interest, difficulty [ ], Yes | |, Yes

with duily‘ fundiion? :L? Mot answered oy Mot answerad

=
[%]

w
=
[=]

PSA/ | P53 Experienced s¢rious anxiety/tension—

p75 | P7 Experienced trpuble understanding,
concentrating, jor remembering?

Mot|answered

PoB uptight, unreajonably werried, inability to |[_], ves L [, Yes
feel relaxed? :L,? Mot ansgered |||, MNotjanswered
P6A/ | P& Experienced hfillucinations—saw things or |[ | Mo [ ], Mo
PeB heard voices that other people did not :|, Yes [ L v
hear or see? |:L,? Mot ansyered |:|w Mot|answered
PTAl |:L] Mo |:|u Mo
:

5
;

0]
=
;

, Mot ansered

For questions P8—P 10, participant could have been under the inflbence of alcohol/drugs

PeA/ | P8 Experienced trpuble controlling vielent L] Mo [l No
PeB behavior including episodes of rage, or L], es Yas

mm

*Prescribed for the parficipant by MO
fecord “Yei” if o medicofion woi prescribed @ven if

Mot answered

violence? |:L,7 Mot ansdrered MNotlanswersd
*Participont can bt tnder the influence of
alcohal/drugs
PoA/ : ; S
pog | P9 Experienced serious thoughts of suicide? L] Ne [, No
* Porficipant seriowly considered o plon for toking D Vs D Yes
hisfher life. ! !
+ Mot ansered |:|w MNotlanswersd
P10A/ < b
5108 P10 Attempted sunrcle? |:L, Ma |:|u Mo
* lnclude octuol sutidal gestures or oitempts. DI Yes Dt Yas
|:L? Mot answered Dur Motlanswered
v
P11A/ o i . v \ 4
p118 | P11 Been prescribed medication for any [ ] Mo [ ], Mo
psychological/emetional problem? |:|, Yes [ F e
[l [

7 Mot answerad

the participant is not faking it
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE (ASL)

. DOMAIN: QS
Data not CO||ECte(§Drm camp|eimn (if form not complete, check onet
- Porticipant unovailakls Daba caoll=ction errar ParSicipant vnoble /'umwilling to onswsr
1 | e 2 1 e
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___
QSSCAT=LEGAL STATUS

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSTEST QSORRES/QSSTRESC menth dey yuar

Il 4602 CTN-ASI Lite v. 1: Psychiatric Status (continued)
P12 P12 How many dalys in the past 30 . OR Dur Mot answered Commenits:
have you expe¢rienced these
psychelogical jpr emotional DATA NOT STORED

QSEVLINT=-P30

problems?
* This refers fo prdblems noted in questions

P4-P10

For gquestions P134P14, please ask participant te vse the Participant Rating Scale.

P13 I P13 How much haye you been [ ], Net at all [ ], Considerably
troubled or befthered by these [, stightly [, Extremely
piycholugi:ul r emotional , Maoderately DW Mot answered

* Parficipant shouldl be rating the problem days from
roblems in rli st 30 days? gt B A
P e £ quabion £i QSEVLINT=-P30

P14 . . ;

P14 How important to you mow is [ ], Net at all [ ], Considerably
treatment for these psychological [, stightly [l Extremely
ar emotional droblems? , Maoderately DW Mot answered

Confidence Ratings: Is the above information significantly distorted by:

P22 | P22 Participant’s rlisrepreserluiian? CLme [ Yes

P23 1 P23 Participant’s inability te Clme [, ves
understand?
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. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|

Nede#:  CTPSitelD&

Participant 1D #: ___

AssessmentDate: /¢ Wisit #:
menth cry yuar

4603 ASI-Lite Follow-up

Medical: Drug: Legal: Psychiatric:

Employment: Alcohal: Family:

Introducing the ASI-Lite Follow-up

Seven potential problem areas: Medical, Employment/Suppert Status, Alcohel, Drug, Legal, Family/Secial, and Psychological.
All clients receive this same standard interview. All infformation gathered is confidential.
There are tweo time periods we will discuss: 1. The past 30 days

2. Since your last ASI

Key: Participant
Rating Scale

Participant Rating Scale: Participant input is important. For each areq, | will ask you to use this 0 = Not at all

scale to let me know how bothered you have been by any problems in each section. | will alse ask

you how impertant treatment is for you for the area being discussed.

1 = Slightly
2 = Moderately

Please referto the Participant Rating Scale in the adjacent key.

If you are uncomfortable giving an answer, then don’t answer. 3 < Consklemmbly

4 = Extremely

Please do nol give inaccurate information!

Interviewer Instructions

1. Leave no blanks

2. Make plenty of comments (if another person reads this ASI, they should have a relatively complete picture of the client’s perceptions of
his/her problems/.

3. Throughout the ASI, please note if not answered or not applicable in the appropriate box.

4. Terminate interview if client misrepresents fwo or more sections.

5. When noting comments, please write the question number.

HALF TIME RULE: If a question asks the number of months, round up periods of 14 days or more to 1 menth.

Round up é months or more to 1 year.

CONFIDENCE RATINGS: — Last hwo items in each section.
— Do not over interpret.
= Denial does not warrant misrepresentation.
— Misrepresentation = overt contradiction in infermation.

Probe and make plenty of commenis!

There were a number of variables that had a high level variable that was 1 for answering, 97 for NOT ANSWERED and 96 or
98 for NOT APPLICABLE. These were combined with the under variable in a variable with a name base.c. The following
variables have been combined:

asf0d14, asf0d17, asf0d19, asf0d20, asf0d21, asf0d22, asf0d23, asf0d24, asf0d25, asf0d26, asf0d27, asfOell, asfOel2,
asfOel3, asfOel4, asf0el5, asf0el6, asfOel7, asf0el8, asfOel9, asfOe7, asfO0ela, asfOelb, asfOe2a, asfOe2b, asfOF23S,
asfOF30, asfOF31, asf0g20, asf0l10, asfOl11, asf0l12, asf0l13, asf0l14, asfOl15, asf0l16, asf0l17, asf0l18, asfOl19, asf0I20,
asf0I21, asf0l25, asf0I26, asf0l27, asf0lI3, asf0l4, asfOlI5, asf0l6, asf0l7, asfOI8, asfOl9, asfOm1, asfOm6, asfOp12, asfOpl, asfOp2
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. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|

Moded: CTPSite IDD#: Participant 1ID#: ___
AssessmentDate: /¢ Wisit#: ___
menth day yecr
4603 ASI-Lite Follow-up (asf): Hollingshead Categories
1= Higher Executive, Major Professionals, Owner of Large Business
2- Business Manager, Owner (medium sized business), Other Professional [nurse, optician, pharmacist, social worker, feacher)
3-  Administrative Personnel, Manager, Owner/Proprietor of Small Business (bakery, car dealership, engraving business,
plumbing business, florist, decorator, actor, reporter, trovel ogent)
4 - Clerical and Sales, Technician, Owner of Small Business (bank teller, bookkeeper, clerk, draftsman, timekeeper,
secrefary, car salesperson)
3= Skilled Manual—usually having had training (baker, barber, brakeman, chef, electrician, fireman, lineman, machinist,
mechanic, paperhanger, painter, repairman, toilor, welder, police officer, plumber)
6= Semi-skilled (hospital oide, painter, bartender, bus driver, cutter, cook, drill press, garage guard, checker, waiter, spot
welder, machine operator)
7= Unskilled (afendant, jonitor, construction help, unspecified labor, porter). Include Unemployed.
8-  Homemaker

9 - Student/MNo Occupation/Disabled

List of Commonly Used Drugs

Alcohel: Beer, wine, liquor

Methadone: Delophine, LAAM

Opiates: Pain killers = Merphine, Dilvaudid, Demerol, Percocel, Darvon, Talwin, Codeine, Tylenol 2, 3, 4
Syrups = Robitussin, Fentanyl

Barbiturates: Nembutal, Seconal, Tuinel, Amytal, Pentobarbital, Secobarbital, Phencbarbital, Fiorinel

Sed/Hyp/Trang: Benzodiazepines = Valium, Librium, Ativan, Serax, Tranxene, Dalmane, Halkion, Xanax, Miltown,
Other = Chloral Hydrate (Modex), Quaaludes

Cocaine: Cocaine Crystal, Free-Base Cocaine or “Crack, and “Rock Cocaine”
Amphetamines: Monster, Crank, Benzedrine, Dexedrine, Ritalin, Preludin

Methamphetamine: Speed, lee, Crystal

Cannabis: Marijuana, Hashish
Hallucinogens:  L5D (Acid), Mescaline, Mushrooms (Psilocybin), Peycte, Green, PCP [Phencyclidine), Angel Dust, Ecstacy
Inhalants: Nitrous Oxide, Amyl Mitrate (Whippits, Poppers), Glue, Solvents, Gasoline, Toluene, ete.

Just note if these are used: Antidepressants,
Ulcer Meds = Zantac, Tagamet
Asthma Meds = Ventoline Inhaler, Theadur
Other meds = Antipsychotics, Lithium

Alcohol/Drug Section Instructions

The following questions look at two time periods: the past 30 days and lifetime. Lifetime refers to the time prior to the last 30
days. However, if the client has been incarcerated for more than 1 year, you would only gather lifetime information, unless the
client admits to significant alcohol/drug use during incarceration. This guideline only applies to the Alcohol/Drug Sedtion.
— 30 day questions only require the number of days used.
— Lifetime use is asked to determine extended periods of use.
= Regular use = 3+ limes per week, binges, or problematic irregular use in which nermal activities are compromised.
—+ Alcohol to intoxication does not necessarily mean “drunk;” use the words “felt the effects,” “got a buzz,” “high,” etc.,
instead of infoxication. As a rule of thumb, 3+ drinks in one setting, or within a brief period of time, or 5+ drinks in
one day defines “intoxication.”
= How to ask these gquestions: = "How many days in the past 30 have you used....?
— “How many years in your life have you regularly used....?”
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|
N SITEID USUBJID

oded: CTP Site ID #: Participant 1D #: ___
QSSCAT=GENERAL INFORMATION

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSTEST QSORRES/QSSTRESC menth dey yuar

G19 G19 Have youbkenina |:|, Mo Comments:
controlled envi [, Jail
in the past |:|! g DATA NOT STORED
(4 ploce, thepretically, sl o Bl
without occeds o drugs/ |:|4 Medical treatment
aleahal) |:|5 Psychiatric treatment
G19S |:L Other f:,:ec:'f}']:
|:Lr: Mot answered
G20 v v
G20 How many :lu'_rs? ___  daysOR Dw ot answered
(Refers to tofal number of Dua Mot applicabls
dcr:.-'s defained in the past Mot applicable qu.-::r.'chn G i "Na.”
30 days)
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

. DOMAIN: QS
Ferm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|

Node#: ____ cTPSieiD#__ SE'° participantID #: _ USUBJID
QSSCAT=MEDICAL STATUS
AssessmentDate: _~ Q¥DTC ¢ Visit #: _VISITNUM
QSTESTCD QSTEST QSORRES/QSSTRESC menth dey yuar

M1 M1 How many linjes since times OR| []., Mot answered

your last ASI ! e = *Include O.0's ond D.T's. Explude detos, alohol/drug, paychiatric
been hﬂ’PiaI red r treatment ond childbirth Mn% complications] DATA NOT STORED

Comments:

medical th ms? * Enter the number of evernight hospitalizations for
medical problems

M4 M4 Are you taking any 7 Mot answared
prescribed medication on |:||:. o
a regular basis for a |:|1 Yes —* If Yes: Specily:
physical problem?
MASP * Medication prescribed by o p. D for medical conditions; not

PIr‘tﬁiﬂl‘rir medicines *fnclude medicine: prescribed, wheffizr
or nof the parlicipant is currdnily loking them

&« The intenf is to verify chronic fhedical problems

M5 M5 Do you receive a by Mot answered
pension for a physical L], MNa
disability? L], ¥es = If Yes: Specify:
M5SP

* Include Workers' Compensatn, exclude psychiatric disobility

M6 I M6 How many dgys have QSORRESU-DAXS OR DW ot answered

You experlenﬂzd medical * Do not include ailments direcly cavsed by drugs/akchol
problems int

Pﬂil 30 * [nclude flu, coldy, stc Include] seriow oilment reloted 1o drugs/

dﬂyi? olcohol, which would continud even if the porticipant were ahstinenf

(=.q., cirthosis of liver, absces|es from nesdles, =ic.)

QSEVLINT=-P30

For gquestions M7 f M8, please ask participant to vse the Participant Raling Scale.

M7 M7 How troubledor bothered |:|n Mot at all |:|3 Considerably
have you beeh by these |:|1 Slightly |:|4 Extremely

medical problzms in the [ ], Moderately
past 30 days?

oy Mot answered

* Restrict responie fo problem doys of question Mé

QSEVLINT=-P30

M8 M8 How important to you |:|,:, Mot at all |:|3 Considerably

new is treatment for |:|1 Slightly |:|‘1 Extremely
these medical|problems? |:|? Modarately

i Mot answered

# Befers to the need for new or gdditionol medical freatment by the

porhicipont

Confidence Ratings:

Is the above information sigmificantly distorted by:

Mo | M10  Participant’'s [, Ne
misrepresentation?
P |:|1 Yes

mit | M11  Paricipant's inabilty [ ], Mo
to understand? [ v
1
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

. DOMAIN: QS
Ferm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTPSite ID & ~ —— Participant ID#: ___ 27"~
QSSCAT=EMPLOYMENT/SUPPORT STATUS
AssessmentDate: _~ Q¥DTC ¢ Visit # _VISITNUM
QSTESTCD QSTEST QSORRES/QSSTRESC g dey yuar
Il 4603 ASI-Lire Follow-up (asf): Employment/Support Status
: SORRESU=YEAR
EE%L';/ E1 Education co pleledQ N ? =i _Q |:|w Mot answered Comments:
since your las ASI: Afedrs:  BManky - QSORRESU=MONTHS
« GED = 12 years DATA NOT STORED

# Include formal education ongs

g2/ | E2 Training or teghnical QSORRESU=YEARG OR DW ot answared
E2B aducation com Plﬂed A-Years ﬂ-\Mom

~ QSORRESU=MONTHS
since your lash ASI:

* Fermal/organized training oply. For milifory fraining, only include

r."nim'ns thot con be vsed in ciilion .'iFe_. ie, elecironics or compufers

E4 E4 Do you have q valid |:|.:. Mo
driver's license? |:|1 Yas

o7 Mot answered

= ¥olid license; not suspendedfrevoked.

ES E5S Do you have gn |:|D Mo

automobile available? [, Yes

gy Mot answered
s [f answer jo E4 is "MNo”, ther] E5 musi be “MNo”. Does not require
ownership, only requires avdilability on o regulor bosis.

E7 E7 Usual jor o) opcupation OR [ ], Mot answered

since your last ASI? * Uhe Hollingsheod Categorish Reference Sheet

Specify: E7SP

E9 E9 Does someond contribute [ | Mo
the majority qf your [, +es
suppori?

oy Mot answered

*|s participont receiving any fegular support (ie, cash, food, hous-
ing]} from family/friend? » Inclgd= spowuse’s contribulion; excluds sup-

port by an institution:

v
E11 E11 How many r.lr.r'_grs were _____ days OR D?? Mot answered

you PUd for warklng - ® Include “wnder the table” work, paid sick days. ond vocotion
the past 30 days? QSORRESU=DAYS
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STUDYID = CTN0046

CTN-0046
S-CAST e

QSSCAT=EMPLOYMENT/SUPPORT STATUS

QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

Ferm ccmp|efx:n (if form not complete, check onet
[y Pasticipant unavailable
Fields affected: [, Entw= CRF

DOMAIN: QS

[J; Daba coll=clion errar [ Paricipant unoble /unvwilling to answer

[0y QuesSons {me=y)

SITEID

USuUBJID

CTPSite ID & Participant ID #:

Assessment Date:
OSORRES/QSSTRESC

Visit #: _VISITNUM

QSTESTCD OSTEST

For questions E12-E17: How much money did you recefive from the fellowing sowrces in
Comments:
the past 30 days?
DATA NOT STORED
E12 | E12 Employment (het $ QSORRESU=DOLLARS | OR [ ], Mot answered
iI'ICﬂI'I‘IEI: s Met or “loke home” pay. indude ony “wnder e table” maney.
E13
E13 Unemployme $§ QSORRESU=DOLLARS | OR [ ], Not answered
compensation
E14 | E14 Welfare: $ QSORRESU=DOLLARS | OR [ ], Mot answered
* Include food stamps, fronspdriotion money provided by an agency fo go
to and from treactment
E15 E15 Pensions, benefits, or & QSORRESU=DOLLARS | iy DW Mot answered
sﬂl.‘lﬂl 59curi‘} : * Include disability, pensions, detirement, vetzran’s benefity, 551 &
warkers’ compen ation
E16 1 E16 Mate, family ¢r friends: § QSORRESU=DOLLARS |QR [ ], Not answered
* Maoney for perional expenish, fi=, clothing) include unrefiohle sources
of income (=.g., gambling] Rkcord cosh poyments only, include windfolls
{unexpected). money fram lohns, gombling,
inherfance, fox refurns, eic.
E17 E17 lllegal: $ OSORRESU=DOLLARS |OR |:|W Mot answered
*Cash chiained fram drug dealing, stealing, F«:nc:’ng siolen goods, gam-
bling, prostiution, efc
* Do not oitempt o convert dfugs exchonged fo o dolior value.
SORRESU=PEOP
Ei8 § E18 How many people depend Q max> 99 OR [ ], Mot answered
on you for the maj of
?"ﬂ priy * Must be reguiarly depending on participent; do include alimony/child
their food, shelter, stc.? i il : 2 . )
suppert; do not include the phricipani or selfsypporting spowe, efc.
E19 | E19 How many ddys have you  QSORRESU=DAYS O, QSEVLINT=-P30
experienced ﬂ:‘Ph‘J’meﬂ ___  days Mot answered
pmblems int Pﬂﬂ 30 * Include inobility to find waork, |if they ore octively loaking for work, or
¥ roblems wi resent | in which thot j is jmopardized.
dﬂ}"" probl th p ob h that job is jeopard|
For questions E20{E21: Please ask participant to vse the Participant Rating Scale. The
participant’s ratings in questions E20 and E21 refer to qustion E19. Stress help in finding
or preparing for ajob, not giving them a job.
£20 | E20 How troubled dr bothered [ Mt ot cll [], Considerably
have you been by these |:|| Slightly |:|4 Extremely
employment prpblems in the [, Moderately [ L. Not applicable
past 30 deys? QSEVLINT=-P30 , Mot answerad
*[f the participont has been ingorceroted or detoined during the past 30
days, they cannot hove emplgement problems.
E21 E21 How impurh:rill: you mow is |:L] Mot at all |:|:| Considerably
counseling for these employ- L], stightly [, Extremaly
ment problems |:|2 Maodarately Due. Mot applicable
; Mot answerad
Confidence lﬂfil*l Is the above information significantly distorted by:
23 | E23 Participant’s [Lre [ ves
misrepresentation?
E24 | E24 Participant's inabilityte [ ]| No [, Yes \
understand?
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___
QSSCAT=ALCOHOL/DRUGS

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSORRES/QSSTRESC iyl sl

Comments:

1 =Oral . . ion 3 = IV Injection

Mote the uswal or miost recent route. For more thén one rowte, \choose the most severe DATA NOT STORED

The routes are listed from least severs fo most severy,

Substance A lf'f;:l Ja% oute of Administration
V5
v
D1A D1 Alcohol fany g at all]? RSEVLINT=-P30

D2A D2 Alkohel {fo intodication I}

DD33AC/ D3 Heroin:
Col |:|4 Maon IV injection

MNasal |:|5 IV injection
Smaking Dua Mot applicable

-+ Mot answersd

]

DA I D& Methadone/LBAM

D4C :|| Ol |:|4 Mon [V injection
[prescribed): ]] Masal B v mjeckion
- |:|:| Smoking Du& Mot applicable
|:Lr: [Mot answersd
D4AA/

oarc | DlaMethadone/LBAM

(itlicif )=

o
3

|:|4 Maon IV injection

; IV injection
Smaoking |:Le. Mot applicablz
ot answersd

0]
:

[}

T

Al
BS5C D3 Other opiates

|:|4 Man IV injection
sal |:|5 IV injection

Smaking Due. Mot applhcablz
+ Mot answersd

o
g

analgesics:

I I
:

D6A/
D6C D& Barbiturates:

o
4

|:|4 Maon IV injection
Masal |:|5 IV injection
Smaking Du& Mot applcable
ot answersd

0

T

D7A/

p7zc | BT Other sedatives/

hy pnotics/tranquilizers: Ol |:|4 Mon IV injection
, Masal |:|5 IV injection

, Smoking Dua Mot applicablz
. Mot answered

00
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STUDYID = CTN0046

CTN-0046

QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

Ferm camp|ei'mn (if form not complete, check onet
[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[y Daba coll=clion errar
[0y QuesSons {me=y)

DOMAIN: QS

[; ParScipant unoble/unvsilling to answer

S-CAST

SITEID

Nede#:  CTPSitelD&

QSSCAT=ALCOHOL/DRUGS

Assessment Date:
QSORRE$/QSSTRESC

QSTESTCD

Participant 1D #: ___

USuUBJID

Visit #: _VISITNUM

Comments:
1=0ral 2=HNasal 3 =Smoking &= 3 = IV Injection
Mote the uswval er fnost recent route. For more Jh = the most severe DATA NOT STORED
A Past 30 - :
Substance Rovte of Administration
v {Days)
D8A/ e DSEVLINT=-P30
D8C D8 Cocaine: |;|| Crral |:|4 ton IV injection
||, Mosal :ls IV injection
- ||, Smaking :Lﬁ fJot applicabls
|:L,., Iot answersd
D9A/ —
DOC D9 Amphetamines: . Ol [ ], Man IV injection
|, Masal . IV injection
- |:|:| Smoking Du& Mot applicable
|:Lr: [Mot answersd
D9AA/ -
DOAC D%a Methamphetamine: |:|I Oral |:|4 Mon IV injection
|:|! Masal . IV injection
- |:|:| Smaking Dua Mot applicable
|:L., [Mot answersd
D10A/ I
bioc | D10Cannabis: [], owl [ ], Mon IV injection
. IV injection
- |:|:| Smaking Due. ot applicablz
Du‘.r [Mot answersd
D11A/ .
D11C D11 Hallucinogens: |:|I Oral |:|4 Mon IV injection
|:|2 Masal |:|5 IV injection
- |:|:| Smoking Dw. Mot applicable
|:L,., Pob answerad
b12A7 1 D12Inhalants:
D12C [], Masal [ ], Mot applicable
- |:Lr: Hat answered
glleC/ D13 More than 1 substance per
dﬂ'r fincluding akohal, excluding
nicatine i

CTr-0046_CRF_V.004_18 S5EP 2000 200% DCRI Eﬁ!nnﬁdonﬁul ASHITE
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)
DOMAIN: QS

Ferm comp|ei'mn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___
QSSCAT=ALCOHOL/DRUGS

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSTEST QSORRES/QSSTRESC menth dey yuar

D14 D14 According to the OR |:|w Mot answered Comments:
interviewer, which *Interviewer should determine the mojor drg or drugs of abuss
substance(s) id/are the lexcluding Micotine vse]. Cods the number newt o the drug in DATA NOT STORED

quegions 01-12 [code presdribed or illick methodane s 04).
00 = no problem, 13 = aleofiel and one or more drugs; 16 = mare
than ane drug bet no akeohal Ask paicipant when naot clear

major problem?

D17 D17 How many times, since OR DW Mat answered
your last ASl, have You * Delirivm Tremens (D75} Occdr 24-48 hours offer kst drink, or
had Alcohol D's? !.:E'i'lllril:cll'l' decrease in alkcohof intake. Chorocterized by shaking,

severe disori=nfation, fever, hfilfucinations; they wuolly require

medicol attenion.

How many times since your last A5]1 have you been treated for:

Include detoxification, halfway houses, infouipatient cownseling ond A4 of MA [if 3+ mesfings wifiin one manth

period.)

D19 D19 Alcohol abuse} OR DP? Mot answered

D20 D20 Drug abuse: OR D?? Mot answered

How many of these were detox only:

D21 D21 Alcohol: OR DW Mot answered

Doe. Mot applicable
D19 = 00, then question D21 is Mot opplicable

OR |:|l?? Mot answered

DN Mot applicabls
D20 = 00, then question .'.-.IFZ is Mol opplicable

P22 | p22 Drugs:

How much money would you say you spent :Ilrilg!ihe past 30 days on:

Max. = 599999
D23 | p23 Akohol 4 QSORRESU=DOLLARS
QSEVLINT=-$30 OR |:L, Mot answerefd

= Only cownt ochval money spedt. What is the financiol burden cowed

by alcohal?

D24 § D24 Drugs: $ QSORRESU=DOLLARS
QSEVLINT=-P$0 OR |:L\, Mot answerefd
* Only cownt ochual maney spefdt. Whot is the financial burden cowed
by drugs#

P25 | D25 How many Hays have QSORRESU=DAYgys OR D?? Mot answered
you been triated in an

outpatient seHing for

* Include AAMA

alcohol or drugs in the QSEVLINT=-P30
past 30 days?
D26 )/ i
D26 How many days inthe days OR D?? Mot answered
Pﬂﬂ 30 have you Include Craving, withdrawal symploms, disturbing eff=cts of ve, ar
experiencecl alechel wanting lo stop ond being wnable fo.
problems? QSEVLINT=-P30
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|
N SITEID USUBJID

oded: CTP Site ID #: Participant 1D #: ___
QSSCAT=GENERAL INFORMATION

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSTEST QSORRES/QSSTRESC menth dey yuar

4603 ASI-Lire Follow-up (asF): Alcohol/Drugs (continued)

For questions D28D31, please ask participant to use thi Participant Rating Comments:
Scale. The participdnt is rating the need for additional sybstance abuse
treatment. DATA NOT STORED

G28 D28 How troubléd or

y |:|u Mot at all []3 Considerably
Hiathe |:Itl\f= e []. Slighthky 1], Extremely
been withinjthe past 1 L
|:|,2 Moderately []l?? Mot answered

30 days by jakohol

SEVLINT=-P30
problems? Q

]3 Considerably

]4 Extremebhy
]w Mot answared

D30 I D30 How imporfantte [ | Mot ot all
you mow isfreal- |:|! Slighthy
ment for aldohel []

problems?

i

, Moderately

D27 D27 How many fays in QSORRESU=DAYSdgy: OR [L, Mot answered
the past 30 have

QSEVLINT=-P30

you exper' need *lnclude: Craving, withdrawol sympioms, disfurbing effects of
drug Prﬂ.h 57 use, or wonling fo siop and being wnable o

D29 D29 How troubled or |:|u Mot ot all []3 Considerably
bothered hgve you L], stightly L], Extremely
been within|the past |:|! Moderately []w Mot answered
30 days by drug
problems?

QSEVLINT=-P30

D31 D31 How imperiant to |:|u Mot at all [], Considerably
you mow is |:|‘ Slighthy [L Extremely
treatment fdr D? Moderately |: g7 Mot answered
drug preblgms?

Confidence Ratings: Is the above information signifidantly distorted by:

D34 | D34 Participant’s L] Ne [, Yes
miirepreieT-:lﬁon?

v
D35 | D35  Participant’s L] e [, ves
inability to
understand?
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QSTESTCD

L2

L3

L4

L5

L6

L7

L8

L9

L10

L11

L12

L13

L14

L15

L16

L17

L18

L19

L20

STUDYID = CTN0046

CTN-0046
S-CAST

Ferm camp|ei'mn (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

Moded:

QSSCAT=LEGAL STATUS

QSTEST

bation or parcle?

Assessment Date:
QSORRES/QSSTRESC

|:|,2 Yes, parole or pod release supervision
|:|3 Yes, probftion or pre-sentencing diversion

arad

= Mofe duration ohd level in comments

[y Daba coll=clion errar
[0y QuesSons {me=y)

CTPSite ID &

QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

DOMAIN: QS

[; ParScipant unoble/unvsilling to answer

SITEID

USuUBJID

Participant 1D #: ___

Visit #: _VISITNUM

DATA NOT STORED

with the fellowi
Include folal numbers of

H

wers charged as an adut. hclude farmal chorges only

How many iinaslgin:a your last AS| have you beeh arrested and charged

ounts, not just convichons. Do not include juvenilf [ under age 18] crimes, unless they

resulled in copvictions?

L3 Shoplifing/vdndalism: ___ or|[l, Net answered
L4 Parocle/probalion viclations: I = | . o7 Mot answered
L5 Drug charges _____ OR|[], Mot answered
L6 Forgery: e OR b7 Mot answered
L7 Weapons offdnse: DR o Mot answered
L8 Burglary/larckmy/B&E: I = | . o Mot answered
L? Robbery: _____ DOR 7 Mot answared
L10 Assault: ___ ____©OR DW Mot answered
L11 Arson: DR o7 Mot answered
L12 Rape: ____ OR|Ll; Mot answared
L13 Homicide,/ mdnslaughter: I = | . o Mot answered
L14 Prostitution: . OR ., Mot answered
L15 Contempt of dourt: ___ ____©OR DW Mot answered
L16 Other (specify): ____ ©OR o7 Mot answered
L17 How many of these charges _____ OR|[], Mot applicable

Dw Mot answerad

Do not include migdemeancr offenses from questions
L18-120 below. (onvichions include fnes, probation,

incarcerations, suspended sentences, ond guilty pleos

Heow many times|since your last AS| have you been charged with

L19 Driving whi|1 intoxicated (Dwij:

the following:
L18 Disorderly conduct, vagrancy, e R ., Mot answered
public intoxichtion:
. DR DW Mot answered

\4
L20 Majer driving viclations:

OR DW Mot answered

* Moving viclofions. speeding, reckless driving, no

licen=, =ic

CTr-0046_CRF_V.004_18 S5EP 2000
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

. DOMAIN: QS
Ferm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
- SITEID

Node#: _ CTPSitelD#__ >'-°  FarficipantiD#: _ YUSUBJID
QSSCAT=LEGAL STATUS
AssessmentDate: _~ Q¥DTC ¢ Visit # _VISITNUM
QSTESTCD QSTEST QSORRES/QSSTRESC menth dey yuar
4603 ASI-Lite Follow-up (asF): Legal Status (continued)
21§ L21 How many mgnths were you __ OR []],, Mot answered Comments:
H ¥
incarcerated since your last ASI? sl incarceroted 2 weeaks or moere, rawd this wpho
QSORRESU=MONTHS manth. List fotal nupber of months incarcerofed (up o 99) DATA NOT STORED
If more than 99, cdde 99 and =nter the number in
Comment
L24 L24 Are you presently awaiting |:L] Ma |:|| Yes |:L\? Mot onswered
charges, trial jor sentence?
L25 L25 What for (referd o 124)7 TR T |:L\? Mgt answered |:L'¢. Mot applicable
Use cod= 03-16, 14-20 If more than one, choos= most

severe. Don 't include]civil coses, unl=ss o criminal offense is

invohed
03 = Shopliting 12 = Rape
04 = Probation vidlation 13 = Homicide
05 = Drug 14 = Progtitution
(04 = Fomgery 15 = Contempt
07 = Weapons & = Cither
08 = Burglary 18 = Disorderly conduct
0% = Robbary 19 = DWWl
10 = Assauk 20 = Maijor driving violation
11 = Arson

126 L26 How many ddys in the past SQSORREUﬂYdSu}ri gRrR DW Mot answered
were you detdined or

ed ¢ Include being arreged and released on the some day
incarcerated?

QSEVLINT=-P30

OQSORR_ESLEAJGS}W gr DW Mot answered

L27 L27 How many I:IT: in the past 3

have you =ng ed in l“egﬂl * Exclude simple drug possession. Include drug dealing,

activities "'nr P uﬁ? prosfitution, selfing flolen goods, =ic. Moy be cross checksd

QSEVLINT=-P30 with question E17 goder Employment/Family Support section

For questions L28-29: Please ask participant to vse thi Participant Rating Scale.

28 | L28 How serious you feel your [ ], Mot of all [ ], Considerably

present legal groblems are? [, stightly [ ], Extremely
; Maoderately D?? Mot answered
* Euclude civil probi=m:

129§ L29 How imporiarjt o you mow is |:|ﬂ ot at all |:|3 Considerably
counseling or feferral for these ], stighiky [, Estremely
legal Pmblem.? |:|! Moderately DW Mot answered

* Participant is ratinglo nesd for additional refzrml o legal
cowns=l for defenie ogainst criminal charges.
Confidence Ratings: Is the above information signifidantly distorted by:

L31 1 L31 Participant’s 0, Ne [, vés

misrepresentgtion? |
4
L32 | L32 Pariicipant’s [, Ne [T, Yes

ability to understand?
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

. DOMAIN: QS
Ferm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
- SITEID

Node#: __ CTPSitelD#__ >'-°  FarficipantiD#: _ YSUBJID
QSSCAT=FAMILY/SOCIAL RELATIONSHIPS
AssessmentDate: _~ Q¥DTC ¢ Visit # _VISITNUM
QSTESTCD QSTEST QSORRES/QSSTRESC iz dey yuar
Ll ’ L Ll
Il 4603 ASI-Lire Follow-up (asf): Family/Social Relationships
F1 F1 Marital status [, Married [l WPivorced Comments:

|:|2 Remarriad IZL Hever married
|:|3 Widowed |:Lr.r IHot answerad DATANOT STORED
|:|_l Separated
* Common-low marriage = 1: Specify in Comments

F3 F3 Are you satisfied with |:LJ Mo |:|1 Yes |:|3 Indifferent o7 Mot onswered
this situation?

* Safisfied = Generally liking = sifuation. Refers o question F1

F4 F4 Usual living
arrangements|(since lost
ASl):

With sexual portner find children

L]

[x]

With sexual partner hlone
With children alone
With parent

With family

With friends

Alone

Controlled environment

0

Mo stable arrangeménts

O]

» Mot answered

F6 F6 Are you satisfied with |:|u Mo |:|1 Yes |:|3 ndifferent o7 Mot answered
these arrangements?

* fefers to response in question] F4

Do you live with anyone who:

F7 F7 Has a current hlcohol [l ~e [, Yes |:|:I Mot answered
problem?

F8 F8 Uses non-presgribed [LNe [, Yes |:|:I Mot answerad
drugs?

Fo F® With whom dﬁ you |:|| Family |:|3 Alone
spend most of your free |:|! Friends 7 Mot agswered

time?

* If o girlfri=nd /boyfriend is congidered os fomily by participant, fhen
they must refer do them os fomgly throughout this section, not os o

friend. Family is not to be refebred to os “Friend.”

v
F10 F10 Are you satisfied with |:L, Mo |:|1 Yes |:|3 Indifferent oy Mot answered
spending your free time

. * A safisfied response must indicote that the perion generally likes the
this way?

sifuation. Refers o question F9
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___
QSSCAT=FAMILY/SOCIAL RELATIONSHIPS

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSTEST QSORRES/QSSTRESC srrcreil sl

4603 ASI-Lite Follow-up (asF): Family/Social Relationships (continued)

Have yeu had significant periods in which you ha
serious problemg getting along with:

e experienced Comments:

DATA NOT STORED

* Serious proplems mean fhose thot endongered the relotionslip

A “problen]” requires condoct of som= sort, either by telephohe ar in person

QSEVLINT=-P30

Past|30 Days
v

F18 F18 Mother: |:L] Mo DW ot answered
|:|r Yes DN ot applicable
F19 F19 Father: |:L] Mo DW ot answered
|:|r Yes DN ot applicable
F20 F20 Brothers/sisters: |:L] Mo DW ot answered
[ v Dh ot applicable
F21 | F21 Sexval partnef/spouse: Ll me [, ret answered
[], Yes Dh Mot applicable
F22 F22 Children: |:L] Mo DW Mot answered
[], Yes Dh Mot applicable
F23 F23 Other significdnt family (:p=cify): |:L] Mo DW Mot answersd
F23s |:|: Yes DH Mot applicable
|:| Mo |:| Mot answered

F24 | F24 Close friends: 5 L2
|:|r Yes s Mot applicable
s F25 Neiahb |:L] Mo oy Mot answerad
caars |:|r Yes o Mot opplicable

|:L] Mo DW et answered

F26C kers:
F26 ki il [ v o Mot applicable
Did anyone abusk you? Past 30 Days
F28 F28 Physicully feoude you physical harm | DI:I Mo oy MM answerad
|:|r Yes
\ 4 A 4
F29

F29 SEJ(UGIIY fforce sexval odvoncesfocts)? DI:I Mo DD? Mot answered

|:|r Yes
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

. DOMAIN: QS
Ferm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTPSite ID & ~ —— Participant ID#: ___ 27"~
QSSCAT=FAMILY/SOCIAL RELATIONSHIPS
AssessmentDate: _~ Q¥DTC ¢ Visit #: _VISITNUM
QSTESTCD QSTEST QSORRES/QSSTRESC iz dey yuar
F30 F30 How many days inthe past 30 days O o7 Mot answered Comments:
have you had|serious conflicts QSORRESU=DAYS
with your famfly? DATA NOT STORED

QSEVLINT=-P30

For questions F32 and F34, please ask parlicipant to wse the Participant Rating Scale.

F32 | F32 How troubled for bothered have [, Mot o all [ ], Considerably
you been inthe past 30 days by L], slightky [ ], Extremely
these family problems? |:|, Moderately |:|-;~r Mot answered

QSEVLINT=-P30

F34 ) F34 How importar|t to you now is [ ], Net ot all [ ], Considerably
treatment or chunseling for |:|1 Slighthy |:|4 Extremely
these family problems? D? Moderately Dnr Mot answered

* Parficipant is rating Histher need for counseling for fomily

problems, not whethdr the family wouwd be willing to
oftend.

F31 F31 How many dalys in the past EQSORESE@GS}G OR D?? Mot answered
have you hulerious conflicts

with other pedple
(encleding family|3 QSEVLINT=-P30

For gquestions F33 land F35, please ask participant to vie the Participant Rating

Seale.

F33 F33 How troubled [or bothered |:|n Mot at all |:|3 Considerably
have you been in the past 30 ], slightly [ ], Extremely
days by these|social problems? |:|2 Moderately qu Mot answered

QSEVLINT=-P30

F35 ¥ F33 How important to you now is L], Mot at all [ ], Considerably
treatment or cpunseling for |:|1 Slighthy |:|4 Extramely
these social problems? |:|2 Moderately D?? Mot answered

* Include parficipant’s heed fo s2ek freatment for such

social problems as icheliness, inability to sociolize, ond

dissatisfochion with frfsnds Participant rating should refer

to dissatisfoction, conlflich, or ather serious problems.
Euclude probl=ms thaf would be sliminated if porticipant
hod no subsfance objne

Confidence Ratings: Is the above information signifijantly distorted by:

r37 | F37  Paricipant’ Clme [, ve
miirepreie!ﬂatinn?

rss | F38 Participant’s inability to (e [, ves
understand?
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STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

. DOMAIN: QS
Ferm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___
QSSCAT=PSYCHIATRIC STATUS

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSTEST QSORRES/QSSTRESC menth dey yuar

4603 ASI-Lite Follow-up (asF): Psychiatric Status

How many times since your last A5l have you bee
psychelogical or pmotional problems?

* Do not include subsfonde abwse, employment, or Fomily counseling. Treafment episode = o serizs of more or l=is

treated for any Commenis:

DATA NOT STORED

confinuous visits or freafment doys, not the number of visits or freatment days. Enfer diognosis in Comments if known

PL f P1 Ina hespital or inpatient setting? OR |:|,?r Mot answered

P2 | P2 As an outpatidnt/private patient? OR [ ], Mot answered

P3 P3 Do you receive a pension for a psychiatric [iw
| Yes

dimbilinl,r? oy Mo D?? Mot answered

Have you had a significant peried of time (that waq not a direct result of
drug/alcohol use) in which you have:

Past 30 Days

Z

P4 P4 Experienced sgrious depression—sadness, QSEVLINT=-P30

hopelessness, Joss of interest, difficulty
with daily fundtion?

]

IO

a
i

&

Lt answared

P5 P3 Experienced sgrious anxiety/lension— |:|u Mg
uptight, unreajonably worried, inability to |[ ] =

feel relaxed? Dur Mgt answarsd
P6 | P& Experienced hhllucinations—saw things or |[] N4
heard voices 1rc|t other people did not L], ve

hear or see? L], Mgt answerad
P7 | PT Experienced tipuble understanding, [l M
concentrating, jor remembering? L], ve

Du? Mgt answerad

For questions PE&—P I"CI, participant could have been under the influence of dlcahel/drugs

Pe | P8 Experienced tipuble controlling vielent , Mo

hFhuvinr inclufling episodes of rage, or , Ye
violence? o7 Mt answerad
* Porficipont con He under the influence of

[T

alcohol/drugs

[

P9 | P9 Experienced s¢rious thoughts of suicide?

* Parficipant seriodily considered o plon for taking

hisfher life.

B

t answernad

£

P10 P10 Attempted suidide?

* lnclude octual sufcidal gestures or oitempts.

o

; Mgt answerad

I O

v
P11 | P11 Been prescribed medication for any , Mo
psychelogical/emetional problem? , Yes

* Prescribed for the parficipant by MO Mot answeared

a
-

Record “Yes” if o medicotion was prescribed @ven if

the participant is not daking it

CTH-D046_CRF_V.004_13 SEP 2009 2009 DCRI :T;-nfidonﬁul ASHUTE Follow-up, poge 16 of 17




STUDYID = CTN0046 QSCAT=ADDICTION SEVERITY INDEX LITE FOLLOWUP(ASF)

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___
QSSCAT=PSYCHIATRIC STATUS

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSTEST QSORRES/QSSTRESC menth dey yuar

Il 4603 ASI-Lire Follow-up (asF): Psychiatric Status (continued)

P12 | P12 How many ddys in the past 30 QSORRESU=DAY®R [ |, Mot answered

have you experienced these fumma
psychelogical jpr emotional DATA NOT STORED
problems? QSEVLINT=-P30
= This refens fo prablems nofed in questions

P4-P10

For questions "3—r|4, please ask participant to wse the Participant Rating Scale.

P13 P13 How much haje you been |:|,:, Mot at all |:|3 Considerably
troubled or bathered by these [ ], slightly [ ], Extremaly
psychelogical pr emotional |:|1 Moderately |:l‘,7 Mot answered

. ¥d
problems in the past 30 days? QSEVLINT=-P30

P14 § P14 How important to you mow is [, Net at all L], Considerably
treatment for these psychological [, shightly [, Extremely
or emotional droblems? , Moderately |:L? Mot answered

Confidence Ratings: Is the above information significantly distorted by:

P22 § P22 Participant’s njisrepresentation? Clone [, Ts

P23 | P23 Participant’s inability to [l ™o [, Yes
understand?

CTH-0046_CRF_V.004_18 SEP 2009 2009 DCRI :ch-nﬁdonﬁul ASHUITE Follow-up, pog= 17 of 17




CTN-0046
S-CAST

LBCAT=CHEMISTRY

4604 Blood Chemistry

Sequence #: LBGRPID

Ferm camp|ei'mn (if form not complete, check onet

[y Pasticipant unavailable

Fields affected: [, Entw= CRF

Moded:

AssessmentDate: /¢

[0y QuesSons {me=y)

CTPSite ID &

[y Daba coll=clion errar

DOMAIN: LB

[; ParScipant unoble/unvsilling to answer

Mt day

USUBJID

Participant 1D #: ___

Wisit #: VISITNUM

Complete blood level of analyte (value) and unit of measurement below. Indicate whether each measurement is Normal [within

laboratery normal limits), Abnormal (outside of laboratory normal limits but, does not sxclude participgtion), Abnormal
Excludes (outside laboratory normal limits gpg excludes participation [4631 Study Eligibility, @-14]), or Not Done. Provide com-

ments for any abnormal or significantly abnormal values below.

LBTEST LBORRES LBORRESU ::;rr::i?:::l:::l;:‘
Analyte Valve Standard Unit Nt Deisa
LBNRIND {check anly one)
1. Ghiss L gL |:|,, MNarmal |:|:| Abnormal/Excludes
|:|! Abnarmal |:L Mot Done
!
8 Creckining o mg/dL |:|r Marmal |:|:| Abnormal/Excludes
|:|n Abnarmal |:L Mot Done
3 Alanine Aminctransferase UL |:|‘ Mormal |:|:| Abnormal/Excledes
(ALT/SGPT) - |:|! Abnormal |:L Mot Done
4 Aspartate Aminotransferase u/L |:|,. MNaormal |:|:| Abnormal/Excludes
(AST/SGOT) — [ ], Abnarmal  [_], Mot Done
3 Gamma GlutamyHranspeptidase u/L [], Mormal [ ], Abnormal/Excludes
(GGT) e B |:|n Abnormal |:L Mot Done
6 Blood Urea Nitrogen (BUN) L mg/dL |:|§ Mormal |:|:| Abnormaly Iim:hdas
|:|! Abnarmal |:L Mot Done
A

7 Provide commenis for any abnormal value(s):

DATA NOT STORED

QNAM=ABNORMAL

IDVAR=LBSEQ

QLABEL=TEST VALUE IS ABNORMAL

QNAM=EXCLUDES

QLABEL=TEST VALUE IS —
ABNORMAL/EXCLUDES

IDVAR=LBSEQ

CTr-0046_CRF_V.004_18 S5EP 2000
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STUDYID = CTN0046 QSCAT=BRIEF SUBSTANCE CRAVING SCALE (BSCS)

. DOMAIN: QS
Ferm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

Assessment Date: Q8bTC ¢ Visit & _ VISITNUM

QSTESTCD QSORRES/QSSTRESC srrcreil day

Il 4605 Brief Substance Craving Scale

BSCS01 1 Please indicate your primary drug of cheice (check onlyons): |:|1 Cocaine

|:|2 Methamphetamine

Answer the following questions with regard te your|craving for your primary drug (check one per question|t

Bscsoz | 2 The INTENSITY of my craving, that is, how much | desited this drug in the past 24 hours was:
|:|n MNane at al
[, slight

|:|2 Moderate
|:|3 Considerable
|:|‘1 Extreme

Bscso3 | 3 The FREQLIENL‘I’ of my craving, that is, how often Id\#ﬁired this drug in th% past 24 hours was:
|:|,:, Mever

|:|1 Almeast Meder
|:|2 Several Till

|:|3 Regularly
|:|4 Almeost Cogstantly

QSEVLINT=-H24

|=41

BSCS04 4 The LENGTH df time | spent in craving this drug during the past 24 hours as:

|:||:- Mone at o
|:|1 Wery Shart

|:|,t Shart

|:|, Somewhat
|:|‘1 Very Long
Bscsos | 3 Write inthe NUMBER of times you think you had :ru\iing for this drug dufing the past 24 hours:

Long

Bscsoé § & A second craved substance during the past 24 hours was (check only one)t
[], None (sTOP)

|:|1 Alcohal

|:|2 Amphetamins

|:|3 Cannabis [Marijuana)

|:|4 Cocaine

|:|s Hallucinegens [including Ecstasy)

|:L_ Inhalanks
|:|? Methamphetamine

|:|B O piates [Herin, Morphine, prascription opicids such as Oxycontin, atc.)

L], pcp

|:|1n Seddtives/Benzodiazepines [Barbiturates, downers, Valivm, Xanax)

Other {specify): QSTESTCD=BSCS06S QSTEST=2\P CRAVED SUBSTANCE QSORRES/QSXTRESC
D” (specify) OTHER SPECIFY

CT-0046_CRF_V 004_13 SEP 2000 2009 DCRI E}Fﬁl‘l'ﬁdcl‘lﬁﬂl Brief Subsionce Croving Scale, poge 1 CIF 2




STUDYID = CTN0046 QSCAT=BRIEF SUBSTANCE CRAVING SCALE (BSCS)

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD QSTEST QSORRES/QSSTRESC srrcreil day e

4605 Brief Substance Craving Scale|(continued)

e fellowing questions with regard Jo a second craved drug (check on= per guestion)s

Please answert

Bscso7 | 7 The INTENSITY of my craving, that is, how much Idesiled this drug in the past 24 hours was:
|:||:- MNane at al
[, slight
|:|9 Moderate QSEVLINT=-H24
|:|3 Consideralle

|:|‘1 Extreme

Bscso8 | 8 The FREQLIENFI" of my craving, that is, how often | dejired this drug in the past 24 hours was:
|:|n Mever
|:|1 Almaost Mefer
|:|2 Several Times

|:|3 Regularly
|:|4 Almost Cogstantly

BSCS09 | 9 The LENGTH ¢f time | spent in craving this drug during the past 24 hours was:

|:|n Mone at afl
|:|1 Very Sho
|:|2 Short

|:|3 Somewhat|Lang

|:| Very Lon
4 ¥ 3
v \V

v
BSCS010 10 Write in the NUMBER of times you think you had craving for this drug during the past 24 hours:

CT-0046_CRF_V 004_13 SEP 2000 2009 DCRI Eg‘ﬁl‘lﬁdcl‘lﬁﬂl Brief Subsionce Croving Scale, poge 2 CIF 2




CTN-0046
S-CAST

LBCAT=CARBON MONOXIDE ASSESSMENT

4606 Carbon Monoxide (CO) Assessment

1 Carbon monoxide reading: BTEST=CARBON MONOXIDE

Du [lo
|:|F s

|:|u Mo
|:|= s

la Current time:

LBDTC

00:00 b 23:59

2 Wasthe average of the two CO levels < 4 ppm? [], Mo | QNAM=LBAVGCO

3 Wasthe CO level (Trial #1 g Trial #2) above 8 ppm? |:|,:, No| QNAMELBCOGTS

3b If No, please ask the following:

|:|1 Yas

Ferm camp|ei'mn (if form not complete, check onet

DOMAIN: LB

[y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer

Fields affected: [, Entw= CRF [, Quessors =iy

Nede#:  CTPSitelD&

AssessmentDate: /¢
menth cry yuar

1k Trial #1 CO: LBORRES _ ppm LBORRESU=ppm LBSPID=TRIAL #1

1¢ Trial #2 CO: LBORRES ppm LBORRESU=ppm LBSPID=TRIAL #2

QLABEL=AVERAGE OF 2 CO2 LEVELS < 4 PPM
[, Yes IDVAR=LBSEQ

QLABEL=CO LEVEL > 8 PPM FOR EITHER TRIAL
|:|1 Yes| IDVAR=LBSEQ

3a If Yes, does the participant report having smoked any tobacco inthe past 7 days? [l Mo

QNAM=LBSMOKE |:|| Yes
QLABEL=SMOKED TOBACCO IN PAST 7 DAYS
IDVAR=LBSEQ

1 Have you smoked anything else besides tobacco products in the past 7 days (for example, herbal cigarettes,
marijuana joints, ete.]? |:|.:. Ma

QNAM=LBSMOKE2
QLABEL=SMOKED OTHER THAN TOBACCO IN PAST 7 DAYS
IDVAR=LBSEQ

2 Do you work, or have you been, in an area where There is quife a bif of car exhaust [for example, garage, ete.)?

QNAM=LBEXHAUS

QLABEL=NEAR QUITE A BIT OF EXHAUST

IDVAR=LBSEQ

& Comments [print; limit 200 characters):

3 Do you know if you have a defective furnace at home that could be giving out a higherthan-normal reading of CO?

QNAM=LBFURNAC

IDVAR=LBSEQ

QLABEL=HAVE A DEFECTIVE FURNACE AT HOME

Participant 1D #: ___

USUBJID

Wisit #: VISITNUM

DATA NOT STORED

CTr-0046_CRF_V.004_18 S5EP 2000
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CTN-0046
S-CAST

MHCAT=CIDI SUMMARY

Fields affected: [, =
Moded:

Assessment

4607 CIDI Summary

Ferm camp|e!'mn (if form not complete, check onet
[y Pasticipant unavailable

DOMAIN: MH

[y Daba coll=clion errar
[0y QuesSons {me=y)

[; ParScipant unoble/unvsilling to answer
= CRF

USUBJID

CTPSite D&

MHDTC
Dote: =/ 4

day

Participant 1D #: ___

Wisit #: VISITNUM

month

'HVDIher Dependence—Other (nen-meth) stimulants [OTHD]

A Substance Dependence  MHSCAT=SUBSTANCE DEPENDENCE MHOCEUR=L
MHOCCUR=0 / ! .
Diagnesis eg Life 12me | 30days
MHTERM QNAM=MHDUR_LF > < X
. 2 QLABEL=HISTORICAL OCCURANCE LIFH
1 |Micotine Dependence [TBD] IDVAR=MHSEQ filil [] filil []
2 |Akohol Dependence [ALD] (past 30 excludes, 4631 G-8) i Q/ )j ]
atives/ Tranguilizers De ast 30 excludes; 4631 Q-3
3 (Sedatives/Tranquilizers Dep [SEDD] (p ludes; 46 )
4 |Stimulants Dep—Meth 'Dﬂ!:.l' [sTIMD] (past 12 or 30 required; 45637 Q-3) Q/ Q/ |:| |:|
B A ics D nd PAIND QNAM=MHDUR_YR
MIQEH‘“ o s [ ] QLABEL=HISTORICAL OCCURANCE 12MO |:| |:| |:| |:|
6 |Marijuana/Hashish Dependence [MARD] IDVAR=MHSEQ [] [] [] []
7 |Cocaine Dependence [cocp] (past 12 ar 30 required; 4637 Q-3) |:| |:| |:| |:|
8 [Club Drugs Dependence [CLUBD QNAM=MHDUR_MH
e P [ ] QLABEL=HISTORICAL OCCURANCE 30 DAYS |:| |:| |:| |:|
9 |Hallucinogens Dependence [HALD] IDVAR=MHSEQ | [] | ]
10 |Heroin/Opium Dependence [OPID] ] ] ] ]
11 |Inhalants/ Solvents Dependence [INHD] | [] | []
I [] I []

B Substance Abuse MHSCAT=SUBSTANCE ABUSE

Diagnesis
MHTERM

Life 12 mo

=
(]
L

30 days

13| Aleohel Abuse [ALA]

[
[]

14| Sedatives/Tranquilizers Abuse [SEDA]

15| Stimulants Abuse—Methamphetamine Only [STIMA]

16| Analgesics Abuse [PAINA]

17| Marijuana/Hashish Abuse [MARA]

18|Cocaine Abuse [COCA]

19|Club Drugs Abuse [CLUBA]

20|Hallucinogens Abuse [HALA]

21 |Heroin/Opium Abuse [OPIA]

22 Inhalants/ Solvents Abuse [INHA]

23"0Other Abuse—Other [ner-meth) stimulants [OTHA]

BhEEGElEEJEEEEEY
0 o o 0 o
55 [ 5 Y o ) o e (6
0 o A O A

CTr-0046_CRF_V.004_18 S5EP 2009
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MHCAT=CIDI SUMMARY

4607 CIDI Summary (continued)

Form completion (if farm not <
- [y Pasticipant unavailable

s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|

Moded#: ~ CTPSitelD#:

€ Mon-Substance Use Diserders MHSCAT=NON-SUBSTANCE USE DISORDERS

omplete, check one:

DOMAIN: MH

[J; Daba coll=clion errar [ Paricipant unoble /unvwilling to answer

Mt day

MHOCCUR=0

Participant 1D #: ___

AssessmentDate: /¢

MHOCCUR=1

USUBJID

Wisit #: VISITNUM

Diagnesis
MHTERM QNAM=MHDURAT

Neg

\

-
=
o

30 days
| »

24 |Agoraphobia without Panic Disorder [AGP]

IDVAR=MHSEQ

QLABEL=HISTORICAL OCCURANCE

[]

25 |Anorexia [ANO] (Excludes; 4631 GL10)

26 |Attention Deficit Disorder [ADD]

27 Bipolar | Disorder [BIPOLARI] (12 or 30 excludes; 4631 ©-10)

28 Bipolar Il Disorder [BIPOLARII] (12 or 30 excludes; 4631 @-10)

29 Bulimia [BUL] [Excludes; 4631 ©-10)

30 |Dysthymia [DYS]

31 |Generalized Anxiety Disorder [GAD]

32 |Major Depressive Disorder [MDD]

33 |Obsessive Compulsive Disorder [OCD]

34 |Panic Disorder [PD5]

35 |Pathological Gambling [GAM]

36 |Posttraumatic Stress Disorder [PTS]

37 |Premenstrual Syndrome [PMS] females only; if male v “MNeg™

38 |Social Phobia [SO]

39"5pecific Phobia [SP]

558 i o i 5 O o Qo O 1 2 O ) e 5 Y

0 i i i 0 i i i O

DDDDDDDDDDDDDDDD;‘_

A o o 0 O O 1

D Psychesis Sereen MHSCAT=PSYCHOSIS SCREEN

40 Indicate whether or not the participant screened positive for psychosis:

L] Participant DID screen postive for psychosis

[ ] Participant DID NOT screen positive for psychosis
MHOCCUR

MHTERM=PSYCHOSIS

CTH-0046_CRE_V.004_13 SEP 2009 2009 DERI —Icnnﬁdoniiul
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S-CAST

CTN-0046

Ferm CGI‘I‘IFI'E!'BBI'I (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[y Daba coll=clion errar

mon i

doy

DOMAIN: DA, EX

[; ParScipant unoble/unvsilling to answer

[0y QuesSons {me=y)
USUBJID  Node#: ____ CTPSitelD#__
AssessmentDate: _ / /
DACAT/EXCAT=COMPLIANCE-MEDICATION-PARTICIPATION REPORT

Participant 1D #: ___

i VISITNUM
Visitd: _~ —

o Sequence #: ___
e
4608 Compliance—Medication—Participant Report
1 Study week being assessed: _VISITNUM
- Nicotine
o Bupropion XL
Medication A Date papatest  Exexer | 18helee F Comments
Day B mg € mg D Cors. (Print; 200 character limit)
Prescribed Taken Used
DA.DADTC / EX.EXDTC DA.DAORRES | EX.EXDOSE | EX.EXDOSE
2 Dayl BN (ST, DATA NOT STORED
manth dn year e | s
’ EX.EXDOSU EX.EXDOSU
EX.EXDOSFRM| EX.EXDOSFRM
3 Day2 —m—f—m—"a——ﬂr— S (S
5 Day4 —m—f—m—"a——ﬂr— S (S
& Day5 —m—f—m—"a——ﬂr— S (S
7 Dayé —m—f—m—"a——ﬂr— S (S

CTN-0046_CRF_V.004_13 5EP 2009

2009 DERI — Confidential
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. DOMAIN: DA, EX
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|

USUBJID Moded: CTPSite ID#: __ Participant 1ID#: ___
e VISITNUM
AssessmentDate: /S 4 Yisitd: Sequence #: ___
DACAT=COMPLIANCE-MEDICATION-PARTICIPATION-PILL COUNT mon doy yeor

4609 Compliance—Medication—Pill Count

1 Study week being assessed: _VISITNUM

Section I: Scheduled Buprepion XL  DASCAT=SECTION 1: SCHEDULED BUPROPION XL

DATEST=BOTTLE DISPENSED DADTC
2 Date bottle dispensed: / /

DATEST=PILLS RETURNED-EXPECTED

3 Numberof pills returned—expected: DAORRES

DATEST=PILLS RETURNED-ACTUAL
4 HNumber of pills returmed—actual: DAORRES

DATEST=PILLS REPORTED LOST

5 Numberof pills reported lost: D_Aoﬁzs
DADTC
& Date hottle returned: e TRl o | D% A
monih day yoo
7  Was replacement Bupropion XL dispensed? |:|u Mo DAORRES

DATEST=REPLACEMENT BUPROPRION DISPENSED [ ]| a5 —+ If Yes: Complete Section Il below

8 Are there any inconsistencies between pill count and self-reported administration of pills (see CRF 4608)?
|:| Mo DATEST=INCONSISTENCY ACTUAL/ REPORTED PILL CNT

o DAORRES
|:|1 Yes

Section ll: Replacement Bupropion XL DASCAT=SECTION 2: REPLACEMENT BUPROPION XL

DATEST=BOTTLE DISPENSED DADTC
9 Date replacement bottle dispensed: e e
monih day yoo
. " DAORRES
10 Number of pills dispensed:
DATEST=NUMBER OF PILLS RETURNED-EXPECTED
DAORRES

11 Number of pills returned—expected:

DATEST=NUMBER OF PILLS RETURNED-ACTUAL
12 Number of pills returned—actual: DAORRES

DATEST=NUMBER OF PILLS REPORTED-LOST

13 Number of pills reported lost: DAORRES

14 Date replacement boitle returned:

CT-0046_CRF_V 004_13 SEP 2000 2009 DCRI —Ecﬁl'lflldcl'lﬁﬂl Complisnce—Medication—Pill Cownlt, poge 1 CIF 1
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. DOMAIN: DA
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
S-CAST
USUBJID

Nede#:  CTPSitelD&

Participant 1D #: ___

e VISITNUM
AssessmentDate: /S 4 Wisit #: ___

DACAT=COMPLIANCE-MEDICATION-PARTICIPATION-CARTRIDGE COUNT monih day yeor

Sequence #: ___

4610 Compliance—Medication—Cartridge Count

1 Study week being assessed: _VISITNUM
DASCAT=SECTION 1: SCHEDULED NICOTINE CARTRIDGES
Section I: Scheduled Nicotine Cartridges
DADTC
2 Date cartridges dispensed: -

manth doy year

DATEST=CARTRIDGES DISPENSED
3 Number of cartridges dispensed: DAORRES

DATEST=USED CARTRIDGES RETURNED
4 HNumber of ysed cartridges returned: DAORRES

DATEST=UNUSED CARTRIDGES RETURNED

5 Number of unused cartridges returned: DﬁRR_ES
DATEST=CARTRDGES REPORTED LOST DAORRE
6 MNumber of cartridges reported lost: i _S
DADTC
7 Date cartridges returned: __‘h_,-"_d_,-"____ OR [ ], Na
g = ot

DATEST=REPLACEMENT CARTRIDGES DISPENSED

8 Were replacement cartridges dispensed? [ ], No DAORRES
|:|1 ¥es = If Yes: Complete Section Il below
DATEST=INCONSISTENCY ACTUAL/ REPORTED CART CNT
9 Are there any inconsistencies between cartridge count and self-reported administration of cartridges (see CRF 4608)?
[],Ne  DAORRES
|:|1 fes
DASCAT=SECTION 2: REPLACEMENT CARTRIDGES
Section lI: Replacement Nicotine Cartridges

F . ADTC
10 Date replacement cartridges dispensed: /7 =
manth doy year
DATEST=CARTRIDGES DISPENSED
11 Number of cartridges dispensed: DAQRRES
DATEST=USED CARTRIDGES RETURNED
12 Number of used cartridges returned: DAORRES

DATEST=UNUSED CARTRIDGES RETURNED
13 Number of unused cariridges returned: ~ DAORRES

DATEST=CARTRIDGES REPORTED LOST
14 Number of cartridges reported lost: DAORRES

DADTC

man dey ywar

13 Date replacement cartridges returned: OR Dw- MA

CT-0046_CRF_V 004_13 SEP 2000 2009 DCRI —;nnﬁdcniiul Complignce—Medication—Cartridge Cownt, pogs 1 CIF 1
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. DOMAIN: EX/DA
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|

USUBJID Noded#:_ _ CTPSite|D#:

Participant 1D #: ___

EXDTC / DADTC
Assessment Date: _~ — /"~ 4

DACAT/EXCAT=COMPLIANCE-SMOKING-CESSATION COUNSELING monih day ymar

4611 Compliance—Smoking-Cessation Counseling

VISITNUM

1 Study week for which compliance is being assessed:

DA.DAORRES DA.DATEST=SCHEDULED SESSIONS
. . i
How many sessions were scheduled during the study week? DA DAORRESU=SESSION

How ma smssions were altended du"-ng the study week? EX.EXDOSE EX.EXTRT=SMOKING CESSATION COUNSELING
. Y e EX.EXDOSU=SESSION

B W W

How many scheduled sessions did the participant miss? __DADAORRES DA.DATEST=SESSIONS MISSED
DA.DAORRESU=SESSION

How many sessions did you cancel?DA.DAORRES DA DATEST=SESSIONS CANCELLED
DA.DAORRESU=SESSION

Based on the participant’s session participation and completion of homework assignments, how compliant was the

participant (check only ane|?
|:||:. Participant did not attend
|:|1 Mot ot all

SUPPEX

|:|2 Slighthy QNAM=EXCOMPLY
|:|3 Moderately | QLABEL=HOW COMPLIANT WAS THE PARTICIPANT

IDVAR=EXSE
|:|‘1 Considerably Q

|:|5 Extremely

T Comments [print; limit 200 charocters):

DATA NOT STORED

CT-0046_CRF_V 004_13 SEP 2000 2009 DCRI —jﬂﬁl‘lﬁdcl‘lﬁﬂl Compliance—Smoking Cessotion Counseling, poge 1 CIF 1
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. DOMAIN: EX/DA
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|

USUBJID Noded#:_ _ CTPSite|D#:

Participant 1D #: ___

AssessmentDate: _~~ —/ ~ ~/ ~
DACAT/EXCAT=CONTINGENCY MANAGEMENT TRACKING FORM monih day yuar

Visit #:

4612 Contingency Management Tracking Form

1 Study week being assessed: LISITNUM

First CM Visit for the Study Week EXEXGRPID/DADAGRPID = FIRST CM VISIT

2 Number of draws samed (If 0 then enter “00°): DA.DAORRES DA.DATEST=DRAWS EARNED
DA.DAORRESU=DRAW
3 If no draws earned, indicate the reason [check anly ane|: |:|F %Was not abstinent SUPPDA

[], Unexcused absence | QNAM=DADRAWCI

QLABEL=REASON NO DRAWS EARNED
EX.EXTRT |:|2 Excused absence IDVAR=DASEQ
4 if draws were earned, please indicate the number of prizes won in each of the following categories:
a | "Good Jobs": _EX.EXDOSE

b | “Small” prizes:
€ |“Medium” prizes:
d |“Large” prizes:
e |“Jumbo” prizes: _ Y __ EXEXDOSU=PRIZE

V

Second CM Visit for the Study Week: EXEXGRPID/DADAGRPID = SECOND CM VISIT

5 Mumber of draws earmned (If O then enter “007): _PADAORRES DA.DATEST=DRAWS EARNED
DA.DAORRESU=DRAW

6 If no draws earned, indicate the reason (check anly ane): [], Was not obstinent | suPPDA

D? Unexcused absance| QNAM=DADRAWC2
QLABEL=REASON NO DRAWS EARNED
|:|2 Excused obsence

IDVAR=DASEQ

EX.EXTRT

7 if draws were earned, please indicate the number of prizes won in each of the following categories:
a |“Good Jobs":  EX.EXDOSE

b | “Small” prizes:

¢ |“Medium” prizes:

d |“large” prizes:

e V"Jumhn" Prize;: Tt _EX.EXDOSU:PRIZE

8 Comments (print; limit 200 characters):

DATA NOT STORED
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DOMAIN: DM, SC

CTN-0046
S-CAST

USUBJD MNode#: _ CTPSitelD#__ _ _ _ PartcipantID#: _
Assessment Date: __EAEDT_Cﬁ-“iSiDE_ Wisit #: ___ ons
ments day u—
L
4613 Demographics
1 Date of birth: / / DM.BRTHDTC

DM.SEX
2 Sex: |:|| Mala |:|2 Female DW Participant chooses not o answer

3 Ethnicity: pmETHNIC
|:|1 Hispanic or Lafino

|:|2 Mot Hispanic or Latino

DW Participant chooses not to answer

# Race (check oll that apply):  DM.RACE (if multiple, then ‘MULTIPLE)
|:| American Indian or Alaska Mative )
|:| Asian
[] Black ar African American

|:| Mative Howaiian or Pacific |slander

[] White L SC.SCTEST/SC.SCORRES
[] orher ipecifek SC.SCCAT = DEMOGRAPHICS
OR

|:| Participant chooses not ko answer

|:| Unknown ]

CTM-D046_CRF_V.004_13 SEP 2000 2009 DCRI — ?Ennﬁdoniiul Demagraphics, page | of 1
4




Ferm camp|e!'mn (if form not complete, check onet DOMAIN: EG
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|

USUBJID Meded#: CTP Site ID#: __ Participant ID#:
Assessment Date: ___l.-"__l.-"_v_lgmuﬂ Wisit #: ___ ons
menth cay yuarr
4614 Electrocardiogram (ECG)

EGTEST EGORRES
1 ECG overall resulis: |:|1 Hormal = If Normal: Skip to question 34

[], Abnarmal = If Abnormak Answer questions 2-34: Indicate if any result was ABNORMAL but does
not exclude the participant from participation in the study, or ABNORMAL
EXCLUDES and does exclude participation in the study (4631 Study

E|igi|::iiiy, G-14).
EGTEST EGORRES EGTEST EGORRES |'I
N Abnormal " . Abnorma
Speclﬁc ECG Abnormality Abnormal TEscludes 5p=ci'f|: ECG Abnormality Ahmrmileuh’d“

Increased QRS voltage 18 Superventricular premature beat

3
(=3

QTe prolongation 19 Ventricular premature beat
20 Supraventricular tachycardia
21 Ventricular tachycardia

22 Arrial fibrillation

23 Arrial Autter

24 Other rhythm abnormalities

<]
(]

Left atrial hypertrophy

Right atrial hypertrophy
Left ventricular hypertrophy

<3
b

(]
=)

(]
=)

Right ventricular hypertrophy

(]
=)

@ S| ) B ] b

Acute infarction

3
b

9 |Subacute infarction
10 |Old infarction

23 Implanted pacemaker
26 First degree A-V block
27 Second degree A-V block
28 Third degree A-V block
29 LBB block

30 RBB block

[}
)

11 [Myecardial ischemia

[}
)

12 |Digitalis effect

[}
)

13 |Symmetrical T-wave inversions

<]
5]

14 |Poor R-wave progression
15 |Other nonspecific ST/T
16 |Sinus tachycardia

17 VSinus bradycardia

<]
5]

31 Pre-excitation syndrome

32 Cther intraventricular condition block

<]
5]

[ 0 o o o e ey o O 2
] { ] (o] o ] (O] Y O} O}

(<]
5]

<
<

L o D o e O oy Ly Ay e
L 2 2 D e ey L A L e

(3

GTEST EGORRE
33 Dlﬁer dindm‘l:lliy‘ (print: limit 200 characters): o s

EGTEST

34 Ventricular rate: FCORRES

bpm EcorrESU
35 |QRS: EGORRES . EGORRESU

36 |PR: _EGORRES ms: EGORRESU

37vQTc: _ ECORRES m: £GoRRESU

Cardiologist’s Signature

QNAM=EGCNAME

38 Cardiologist name (please print): <«—| QLABEL=EG CARDIOLOGIST NAME
IDVAR=VISITNUM

e

manh doy ypear QNAM=EGSIGDTC

40 Cardiologist signature: DATA NOT STORED QLABEL=EG SIGNATURE DATE
IDVAR=VISTTNOM

39 Date signed:

CT-0046_CRF_V.004_18 SEP 2000 2009 DCRI —Stllnfucnfiﬂl Elecirocardiogrom, pog= 1 CIF |
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STUDYID = CTN0046 QSCAT=FAGERSTROM TEST FOR NICOTINE DEPENDENCE (FTND)

. DOMAIN: QS
Ferm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

Assessment Date: QsDTC ¢ Wisit #: _VISITNUM

QSTESTCD il day yar

4615 Fagerstrém Test for Nicotine Dependence (FTND)

Please read each question below. For each question enter the answer choice which best describes your responses.

QSTEST
FTNOO1 1 How soon after yois wake do you smoke your first cigarette (check anly on=/?
[ ] Within 5 minutes ADDITIONAL QUESTION ADDED TO FORM:
[] Within 6 - 30 mirfutes OSORRES/QSSTRES QSTEST= DO YOU SMOKE AT ALL?
[ within 31 - 60 mfnutes QSTESTCD = FTN007

[[] Atter 60 minutes

Frnoo2 | 2  De you find it diffiqult to refrain from smoking in places where it is forbidden, e.g., in church, at the library,

at the movies, ete. (check only one|?

[N QSORRES/QSSTRES

|:| Yes

rrnvooz | 3 Which cigarette wauld you hate most te give up (check only onel?
[ ] The first ane in the marning

QSORRES/QSSTRES
[[] All cthers

FTNOO4 4 How many cigareties per day do you smoke [check only one)?

D]D or less
[]1-z0 QSORRES/QSSTRES
[]21-30

|:| 31 or more

Frnoos | 3 De you smoke more frequently during the first hours after waking than during the rest of the day [check only one|?

|:|N-::

|:| Yes QSORRES/QSSTRES

FNoo6 | & Do you smoke if you are so ill that you are in bed most of the day [check only one|?

[1ne

QSORRES/QSSTRES
|:| Yas

Copyright © 1991, Taylor & Francis Lid. The FTM is copyrighted but can be reproduced without permission and is availoble in the Source
Reference [Heatherfon efal, Br J Addict 19%1; 8&6(9): 1119-1127). Taylor & Francis id., 11 Mew Fetter Lane, london, Ec4P 4EE United
Kingdom
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STUDYID = CTNO046 QSCAT=HOSPITAL ANXIETY AND DEPRESSION SCALE (HADS)
. DOMAIN: QS
Ferm com p|ehﬂl‘l (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

AssessmentDate: _~ Q¥DTC ¢ Visit #: _VISITNUM
QSTESTCD OSTESTCD

4616 Hospital Anxiety and Depression Scale (HADS)

This questionnaire will help your dodorte know how you feell Read =ach tem and place an “X" next to the reply which comes

closest to how you have been feeling in the past week. Don't fake too long in thinking about your replies; your immediate
reaction to each item will prebably be more accurate than a léng thought-out response.

QSTEST QSTEST
HAD1 1 1feeltense or jwound up™: Hapgs | B 1feelas IFI am slowed down:
[] Maost of the Hme [] Nearl} all the time
[] A ot of the tine QSORRES/QSSTRES [ very dften QSORRES/QSSTRES
|:| From time to fime, cccasionally |:| Somefmes
|:| Mot at all |:| Pot af all
HAD2 2 | still enjoy the fthings | used to enjoy: HAD9 | 9 Igeta sort of frightened feeling like “butterflies” in the stomach:
|:| Definitely asmuch |:| tot af all
|:| Mot quite somuch |:| Ceccafionally QSORRES/QSSTRES
[] Only a litle QSORRES/QSSTRES [] quite pten
L] Hardly ot -::|I| [] Very dften
HAD3 3 |get a sor of frightened feeling as if something awful is )ﬁ | have lojt interest in my appearance:
B
about to happen: HAD10 ] Deh:lely
[ Very definitely and quie badly [ ]1 don'{ take so much care as | should
[]Yes, but not tpo badly  gsorrES/QSSTRES (11 may|nat take quie as much care
D A little. but #ld it QSORRES/QSSTRES
ke, D Flaoesn Ewormy: ma [ ]1take just os much care as ever
[[] Mot at all
HAD4 . . .
4 | can laugh and see the funny side of things: HAD11 | 11 1feel resfless, as if | have to be onthe move:
[ ] As much as | always could [] Very much indead
|:| Mot quite so|much now OSORRES/OSSTRES |:| Cuite |a ot QSORRES/QSSTRES
i Definitely nol so much [ ] Mot v ery much
|:| ot at all |:| Fot af all
HADS 3  Worrying thoughts go through my mind: HAD12 | 12 I look fofward with enjoyment to things:
DAQ!EN deal|of the time DA; muth as | aver did
[ ] A kot of the time QSORRES/QSSTRES [ ] Rathef lessthan 1 used i QSORRES/QSSTRES
|:| From time to fime but not too often |:| Cefinfely less than | used ta
[] Only occasignally [ ] Hardl at all
HAD6 & |feel cheerful: Hap13 | 13 | get sudden feelings of panic:
[] Mot at oll [[] Very dften indeed
L] i alfen QSORRES/QSSTRES [] Quite|otten QSORRES/QSSTRES
|:|50mer|mes |:| Mot very often
|:| Most of the rlme |:| Mot af all
v .
HAD? 7 lecan sit at ease and feel relaxed: HAD14 | 14 | can enjoy a good book or radie or TV program:
[] Definzely [] Ofren QSORRES/QSSTRES
[ usually QSORRES/QSSTRES [] sometimes
|:| Mot often |:| Mot often
|:| ot at all |:| Very seldom

HADS Copyright © R.P. Snaith and A.5. Zigmend, 1983, 1992, 1994, Record form items eriginally published in Acta Psychiatrica Scandinavica,
67, 361 -70, copyright © Munksgaard International Fublishers Ltd, Copenhagen, 1983,
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STUDYID = CTN0046

CTN-0046
S-CAST

4617 Initial Quit

QSTEST
1 Date of the participant’s s

Achieving an Initial Quit
Study Week 4 Assessment

QSTEST
2a Since your quit date on (se= qu

Study Week 5 Assessment
QSTEST

L], Na—1
|:|1 e

Study Week 6 Assessment
EST

Woarksheet), did you ha

__QSORRESIQISTRES ____ IQ4SDT
IQ5DT
IQ5SDT
IQ6DT

QSTESTCD=IQ4ABST
SORRES/QSSTRES 1Q6SDT

ssess success of initial quit again durlng week 5.

|:| ¥es = If Yes: 2b On what date did this abstinence per period begin:

2¢ Since your quit date on (see quesfi
55 success of initial quit again during week 6.
s = If Yes: 2d On what date did this abstinence period begin:

QSTESTCD=IQ6ABST

2e Between your quil date on [s=e guestion
fiod of 24 hours or more in which you did not smoke at all?

QSCAT=INITIAL QUIT

. DOMAIN: QS
Ferm ccmp|ehc:n (if form not complete, check onet

[y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer

Fields affected: [, Entw= CRF [, Quessors =iy
Node#: _ CTPSitelD#:__ S''E° participant ID #: _ USUBID
AssessmentDate: _~ Q¥DTC ¢ Visit #: _VISITNUM
et T s

TESTCD=1Q4DT

IQ4SABST
i ve you had a peried of 24 hours or more in which you did not smeke at all?

e QSTEST €&——— QSTESTCD=IQ4ABSDT
IQ4SABSDT

manth

day year

QSTESTCD=IQ5ABST
IQ5SABST

you had a period of 24 hours or more in which you did not smoke at all?

STEST QSTESTCD=IQ5ABSDT

IQ5SABSDT

SORRES/QSSTRES

manth

day year

SORRES/QSSTRES

IQ6SABST
end date for inifial quit fimeframe from the Visit Window and TLFB Time-Frames

QSTESTCD=IQ6ABSDT

QSTEST IQ6SABSDT

QSI,.-'ORRES/ SSTRES

CTr-0046_CRF_V.004_18 S5EP 2000
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CTN-0046
S-CAST

MHCAT=MEDICAL HISTORY

MHGRPID=1

[y Pasticipant unavailable [, Daka coll=cion error
Fields affected: [, Entw= CRF

Nede#:  CTPSitelD&

[0y QuesSons {me=y)

Ferm camp|ei'mn (if form not complete, check onet

DOMAIN: MH

[; ParScipant unoble/unvsilling to answer

USUBJID

Participant 1D #: ___

AssessmentDate: /4 Wisit #: VISITNUM

month

day

4618 Medical History

Complete Medical and Surgical History below. Indicate medical history for each condition listed below by checking the box next
to the appropriate response (Yes, No, Unknown). If the response is Yes, specify the medical problem and indicate if the
condition is present currently and whether the condition excludes the participant from the study.
MHTERM MHOCCUR
: History of the : : Condition Present |Condition Excludes
Corciin Condition? | ¥ew Sporhy Currently? Participant?
1 Asthma |:|':' bz |:|' Famih QNAM=MHSPEC |:|n o |:| Yes |:| o |:| e
 Unknown QLABEL=MEDICAL HISTORY SPECIFIED - - :
i IDVAR=MHSEQ
2 Cardiovascular [Ne [, Yes Mo ; Yas LNo [, Yes
|:|‘:| Unknown
5 Mo |:| Yas =+
3 D tolo L, L
ermakologic |:|.;- Ui |:L o , VAs DﬂNc |:|1 fes
4 Drl..lg A“ergiei DD e DI You = QNAM:MHCURREN Dj (=) i Yas I}ND D'I Yas
|:|Q Unknown QLABEL=CONDITION PRESENT CURRENTLY
IDVAR=MHSEQ
. o |:| Yes =+ —
5 Endocrine |:|'=' 1 ™
o Unknown LN [, ves |:|u o |:|1 Yes
& Gastrointestinal [loNe [, Yes— Mo cves| [lno [, ves
|:|‘:| Unknown
LN s For ot QNAM=MHEXCLUD
7 Genitorurina g."Ne 1765 QLABEL=CONDITION EXCLUDES PATIENT I ¥ M ¥
Y [ ], Unknown IDVAR=MHSEQ EL ° 1 T8 D“ ° D‘ =
2 |:| Mo |:| Yas =+
8 Head Injury D: Unknawnl |:|n Mo ; Yes o Mo |:|1 Yes
[la |:| Yes —*
9 HEENT |:|° !
" Ul |:|n o ; Yes |:|u Mo |:|1 fes
. [la |:| Yes —*
10 Hematologic |:|'=' 1
b-g Dq Wiiliascn |:|n Mo ; Tes |:|u Mo |:|1 Yes
. Mo |:| Yas =+
11 Hepat L, ¥
epatic DQ A |:L Mo ; Yes |:|u Mo |:|1 Yes
12 Infectious Dis=ase |:|° N |:|' Ly i ¥ ™ ¥,
DQ Unknown |:|° & Sa =2 |:|1 -
. o |:| Yes —*
13 Metabolic |:|'=' 1
o Unknown |:|D Na  Yes |:|n Mo |:|1 fes
o |:| Yes —*
14 Musculoskeletal |:|'=' 1
|:|.;. Unknown |:|n [~la y Yes |:|u Mo |:|1 fes
Z Mo |:| Yas =
15 Other all L, !
r Allergies Dq Unknawn |:L o , Yes |:|ﬂ Mo |:|1 et
Mo |:| Yas =+
16 Pulmona L ! M ¥ M ¥
i DQ Unknown |:|° “ 1 T8 |:|u ° |:|1 =
o |:| Yes —*
17 Renal |:|'=' !
" Uil |:|n [~la ; Yes |:|u Mo |:|1 fes
18 Reproductive System %‘3 Elgk |:|' Yo |:L Moo [ ] ¥os |:|u o |:|1 Yes
o MEMSWn
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CTN-0046

S-CAST

MHCAT=MEDICAL HISTORY

4618 Medical History (continued)

MHGRPID=1

History of the

. DOMAIN: MH
Ferm camp|eimn (if form not complete, check onet

[y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy

USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

AssessmentDate: /4 Wisit #: VISITNUM
et T s

Condition Present |Condition Excludes

Condition Condiion? If Yes: Specify Currently? Participant?
MHSCAT= PSYCHIATRIC/NEUROLOGICAL HISTORY
Psychiatric/Nevrelogical Histery (Indicate history of disorders listed below)
MHTERM MHOCCUR
: =iy | [ [laNe [, Yes = | onam=mHSPEC
19 Anxiety or Panic Disorder Dq s - OLABEL=MEDICAL HISTORY SPECIFIED Mo |:|,I Yes Mo |:|1 Yes
20 Anention Deficit Mo [ Yes = [DVAR=MHASEQ /ﬁ
. . 4 ' I Y 3 h{
Hyperactivity Disorder |:|q Unknowi o Ds L g O |:|1 L]
21 Bipolar Disorder |:|° PL:IJ:kneEI You'? [ Ne D/wés ,No  [], Yes
=]
22 clinically significant No [, Yes =
; N Y N Y
Meurological Damage [, Unknown ONAM=MHCURREN - y DR pNo [, Yes
23 Eplepay or Sclzwre QLABEL=CONDITION PRESENT CURRENTLY
Disorder (4631 Sudy |:|,:, Mo |:|| Yas =+ | IDVAR=MHSEQ Dhr |:| i |:| - |:| s
Eligibility, @ 12) Dq Unknown 1 ] 1
24 Major Depressive |:|.:. Mo |:|| Yes —* ﬂ
Disorder Dq Unknown QNAM=MHEXCLUD Mo |:|F Yes , Mo |:|1 Yes
[].Ne [, Yes = || Q-ABEL=CONDITION EXCLUDES PATIENT
25 Schizophrenia DD el ' IDVAR=MHSEQ [CLne [, ves| [lme [, ves
o Unknown
\ M Yas —
26 Tourette's Syndrome ED U:knDEI e [Lno [ ves| [liMe [, ves
=l
‘s i I Yas =+
27 Svicidal Ideation %‘3 U:kncEI = |:L No [, Yes |:|u Mo |:|1 Yes
=]
28 Suicidal Behavior %‘3 PL:IJ:kncEI Yoot [Lne [ ves| [lne [ ves
=]
29 Homicidal Ideation %D E“:WE' o= [Ine [oves| [home [, ves
=]
30 Homicidal Behavior %D E":ME' YosR [LNo [, Yes| [yNo [, Yes
=]
31 Violent Behavior %D E":kmE' Lo [LNe [, Yes| [No [, Yes
=]
z . & Yas =+
32 Psychotic Episodes L1, U:kncEI = [Lne [, ves| [line [, ves
=]
Indicate other relevant medical history helow. Complete data for body system, provide specific details in the
Specify seckion: (print: limif 200 characters) MHSCAT=OTHER RELEVANT MEDICAL HISTORY
MHOCCUR=Y
33 DDNQ |:|: Yes |:|u Mo |:|1 fes
34 |:|n o |:|‘ Yes |:|u Mo |:|1 fes
35 DDND |:|F Yes DDND |:|1 Yes
v v
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CTN-0046
S-CAST

MHCAT=MEDICAL HISTORY MHGRPID=1

4618 Medical History (continued)

Surgical History ~ VHSCAT=SURGICAL HISTORY

DOMAIN: MH

Ferm camp|ei'mn (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

Moded:

Assessment Date:

CTPSite ID &

[y Daba coll=clion errar
[0y QuesSons {me=y)

[; ParScipant unoble/unvsilling to answer

USUBJID

Participant 1D #: ___

e o ¥ e R e B

Mt day

Wisit #: VISITNUM

36 Has the subject had any major surgery?
|:|,:, Ma

MHOCCUR

MHTERM=MAJOR SURGERY

L], ves = If Yes: Provide surgery data below, including date of surgery or check if date is unknown.

|:|.; Unknown
T : Surgery Date OR Date
Type of Surgery (limit 50 characters per line) ol ciier i) Unk =
MHTERM / MHOCCUR=1 MHSTDTC
e IO S N 5
mon dey year
38 " N SRR I I -
manth day yea
39 RSy (S SN [ B
manth dey o
40 AR SN S| W
manth duy e
o " SV SN I
v manih duy -

42 Clinician name and degree [pleass print):

QNAM=MHNAME

QLABEL=MH CLINICIAN NAME

43 Date signed:

A4 Clinician signature: __DATANOT STORED

IDVAR=MHGRPID

QNAM=MHSIGDTC

IDVAR=MHGRPID

QLABEL=MH SIGNATURE DATE
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CTN-0046
S-CAST

MHCAT=MEDICAL HISTORY MHGRPID=2

4619 Medical History Addendum

| Cardiovascular History (4631 Study Eligibility, @-14)

MHSCAT=PERSONAL CARDIOVASCULAR HISTORY

. DOMAIN: MH
Ferm camp|e!mn (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[y Daba coll=clion errar
[0y QuesSons {me=y)

[; ParScipant unoble/unvsilling to answer

USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

AssessmentDate: /4 Wisit #: VISITNUM

day

month

QNAM=MHAGE

|:|o Unknown

A Personal History QLABEL=MH PARTICIPANT AGE
1 Pricipart ags _4,_/ TDVAR=VISITNOM OCCUR
MHTER MHOCCUR

Condition il o If Yes: Specify Coiin :I;'.’_,“’*
2 Hypertension D: U:kmE g SE:QAE:L’\:?MSEFI;TSAL HISTORY SPECIFIED Lo L, ves
3 Coronary arery disease %Z ﬁ:k“DE‘ T L [lome [, ves
4 Chest pain %z L\l:kmE‘ Voui [l [, ves
3 Palpitations E: ﬁ:kmE' Yes = [Lne [, Yes
& Shortness of breath E: E:knDE1 L [Lne [, Yes
7  Dizziness :|: U:k“DE‘ FRCY [lome [, ves
8 Syncope :lz ﬁ:k“DE‘ T [lome [, ves
9  History of CHF %z ﬁ:kmg Vopt [Jono [, Yes
10 History of MI v |:|'-" g |:|' Ves = |:|u Mo |:|1 Yas

B Family History

MHSCAT=FAMILY CARDIOVASCULAR HISTORY

Histery of the
MHTERM

Condition? MHJCCUR

If Yes: Sp-e:ify

|:|.:. Mo |:|1 Yas =+

11 Hist f early MI
i D?Unknown

QNAM=MHSPEC
QLABEL=MEDICAL HISTORY SPECIFIED

12 History of sudden
cardiac death

|:|n Mo |:|| Yes —+

o Unknown

IDVAR=MHSEQ

13 History of significant

arrhythmias

|:|n Mo |:|1 Yes —+

o Unknown

14 History of congenital v

heart disease (particularly

|:|.:. Mo |:|1 Yfas =+

cardiomyopathy) |:|'? Unknows

15 Comments [print; imit 200 choracters):

DATA NOT STORED
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. DOMAIN: MH
c T N o o 4 6 Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
s-CAST USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

Assessment Date: Visit #: VISITNUM
MHCAT=MEDICAL HISTORY MHGRPID=2 —mm—f—eﬂr— -"II——I.r_ —_—

4619 Medical History Addendum (continued)

MHSCAT=OTHER STUDY ELEGIBILITY CRITERIA
Il Assessment of Other Study Eligibility Criteria:

16 Has the participant been smoking for at least 3 months (4631 Study Eligibility, © 4)2 MHTERM
[], Na MHOCCUR

|:|1 fes

17 Does the participant have a physiclogical dependence on alkeohol or sedatives requiring medical detoxification (4631 Study
Elgibility, @ 8)?
|:L, Mo
|:|| Yes

18 Does the participant have a history of closed head trauma with > 30 minutes loss of consciousness (4631 Study Eligibility,
Q 13)?
|:|n Mo
|:|1 fes

19 Does the pajrticipant have AIDS according to the current CDC criteria for AIDS (4631 Study Eligibility, @ 14)2
|:|n Mo
|:|1 fes

20 Does the participant have diabetes treated with hy peglycaemics or insulin (4631 Study Eligibility, © 14)?
|:|u No
|:|1 fes

21 Does the participant have a known or suspected hypersensitivity to buprepion, nicotine] or menthel (4637 Study Eligibility,
Q 14)?
|:|,:, Mo
|:|1 Yes Y v

22 Comments (print; limit 200 characters):

DATA NOT STORED

Clinician Signature

QNAM=MHNAME
<+—— QLABEL=MH CLINICIAN NAME

23 Clinician name and degree [pleass print):
IDVAR=MHGRPID

24 Date signed: __ /S _\ ONAM=MHSIGDTC
men i i QLABEL=MH SIGNATURE DATE
DATA NOT STORED IDVAR=MHGRPID

25 Clinician signature:

CTM-0046_CRF_V.004_18 SEP 2009 2009 DCRI — Confidential Medical History Addendum, poge 2 of 2
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STUDYID = CTN0046

CTN-0046
S-CAST

Assessment Date:

4620 Non-Study Smoking Treatment

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

Moded:

QSCAT=NON-STUDY SMOKING TREATMENT
Ferm ccmp|efx:n (if form not complete, check onet

DOMAIN: QS

[y Daba coll=clion errar
[0y QuesSons {me=y)

[; ParScipant unoble/unvsilling to answer

CTP Site ID #: __ SITEID Parficipant ID #: _ USUBJD

Visit #: _ VISITNUM

QSTESTCD QSTEST QSORRES/QSSTRES
NSSTO1 1 Since the last reseqreh visit, have you used ANY non-study smoking cessation treatment [i.=., that would be any smoking
cessation freatment if| you are in the non-smoking treatment group o any smoking cessation freatment not provided by the study staff if
you are in the smokig treatment group) such as medication, counseling, or self-help materials?
[], Mo = If No: S[OP. This form is complete.
L], Yes = If Yes: Answer guestions 2-7 below.
NSST02 Have you used any medications, like the nicotine patch, Zyban® or Chantix®?
|:|n Mo
[ ], Yes = If Yes: Please check all medications used:
NSST02A_0 [:l Zyban® (bupropion 5R)
NSSTO2A_1 [:l Micatine nasal spray
NSSTO2A_2 [:l P OTHER MEDICATION USED:
Korine gqum =
NSSTO2A_3 g QSTESTCD=NSST02A_7
[:l Micatine patch 1
NSSTO2A_4 [1] Micatine inhaler OTHER MEDICATION USED SPECIFY:
NSST02A_5 [:l Chantix® (vareniclin QSTESTCD = NSST02_OT
NSST02A_6 L] Micotine |
NSST03 3 Have you attended an in-persen smoking cessation pregram [=g., closses, group/individual discussions, efe |?
|:||:- Mo
|:|1 fes
NSSTO04 4 Have you used teldphone smoking-cessation treatment (=.g., the smoking quitiine, etc |?
|:|n Mo
|:|1 fes
NSSTOS 3 Have you used self-help material to stop smoking (=.g.. Ameridan Lung Association material, materials from your doctor, fapes,
books, afc J?
|:|n Mo
|:|1 fes
NSSTO6 | & Have you receivediany other smoking cessation treatment nof listed above?
|:||:- Mo
|:|1 Yes —* If Yes: Please describe briefly: $
NSSTO6A
T Comments [print; limit 200 characters):
DATANQT STORED.

CTM-0046_CRF_V.004_18 SEP 2009
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CTN-0046 oo o5
S-CAST

Moded: CTPSite IDD#: Participant 1ID#: ___
Assessment Date: DSI.-"DTC d Visit #: VISITNUM
DSCAT = DISPOSITION e i
4621 Participant Status at the End of the Active Study Phase
1 Date last researchvisit attended: /. ; _ PSSTOTC
manth day e

2 Please indicate the participant’s status at the end of his or her participation in the adtive study phase (check anly ons):

Completer: |:|r Parficipant completed of lzast ane week 10 research visit

Withd rawn: |:|n Significant psychidtric risk (suicidal, homicidal, psychofic)
|:|:| Death
|:|4 Administrative discharge (specify below)”
|:|5 Cther type of clinical deterioration

MNoncompleter: |:L Withdrew consent
|:|? Meving from area
|:L| Practical problems (no childcare, transporfation, other) — DSTERM
|:L Medical preblems (hospitalization, ather)
|:|||:- Incaneration
1, Pressure or advice from outsiders

|:||! Fezls treatmant no longer necessary, cured

|:||.1 Feals treatmant no kanger necessary, not working

|:||.| Failed to return te clinic ond vnable to contact

QNAM=DSPECIFY
|:||5 Cther (specify below]™

QLABEL=ADMIN DISCHARGE SPECIFIED
IDVAR=DSSEQ

-

2a *Specify (for administrative discharge or other| [print; limit 200 charactersk

CTr-0046_CRF_V004_18 SEP 2009 2009 DERI — Confidential Parficipant Sotus/End of Active Study Phase |, poge 1 of 1
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CTN-0046
S-CAST

4622 Physical Examination

. DOMAIN: PE
Ferm CGI‘I‘IFI'E!BBI'I (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[y Daba coll=clion errar
[0y QuesSons {me=y)

[; ParScipant unoble/unvsilling to answer

USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

AssessmentDate: /4 Wisit #: VISITNUM

day

month

1 General Appearance:

Evalvation If ‘Not Done’ then
PESTAT=NQT DONE and
Abnermal| ocensapina Comments
Body System Excludes o
Normal |[Abnormal (4631 Shaly Net Dene| (dofo entry only for abnormal results)
Eligibility,
PETEST PEO%RES O T4g)
J\

DATA NOT STORED

[,

Head/Neck:

3 Ears, Eyes, Nose and Throat:

Cardiovascular and Pulse:

3  Llymph Nodes:

Respiratory:

7 Musculoskeletal:

8 Gastrointestinal and Abdomen:

9 Extremities:

10 Neurclogical:

11 Skin: i, i i 1,
QNAM=OTHER
QLABEL=OTHER BODY SYSTEM

12 Other {specifyl: IDVAR=PESEQ |:|1 D; |:|3 Dq

13 Clinician name and degree (print):

Clinician’s Signature

QNAM=PENAME

140Date: _______/__ [/

day

manihs

yeer _v\

A

QLABEL=PE CLINICIAN NAME
IDVAR=VISITNUM

e DATA NOT STORED
15 Clinician signature:

ONAM=PESIGDTC

QLABEL=PE SIGNATURE DATE
IDVAR=VISITNUM

CTN-0046_CRF_V.004_13 5EP 2009
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STUDYID = CTN0046

CTN-0046
S-CAST

4623 Pittsburgh Sleep Quality Index (PSQI)

Instructions: The following questions relate to your usual sleep habits during the past month gply. Your answers should indicate
the most accurate reply for the mgiority of days and nights inthe past month. Please answer all questions.

QSCAT=PITTSBURGH SLEEP QUALITY INDEX (PSQI)

. DOMAIN: QS
Ferm ccmp|ehc:n (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF [, Quessors =iy

[y Daba coll=clion errar [ Parficipant unoble/unwilling to answer

Node#: _ CTPSitelD#:__ >0 participantiD #: _ YSUBID
AssessmentDate: _~ QSDTC ¢ Visit #: _ VISITNUM
- day ymar

QSTEST QSTESTCD=PSQI1

1 During the past month, what time have you usually gone to bed at night?

Bed time: QSORRES/QSSTRES

QSTEST=WAKEUP AM/PM

QSTEST=BEDTIME AM/PM QSTESTCD=PSQI1A QSORRES/QSSTRES —_> |:|I AM |:|1 BM
2 During the past month, how long (in minutes) has it usually taken you to fall asleep each Mumber of
night? QSTEST QSTESTCD=PSQI2 QSORRESU=MINUTES minues: _ QSORRES/QSSTRES
QSTEST QSTESTCD=PSQI3 Getting up time:QSORRES/QSSTRE

3 During the past month, what time have you usually golten up in the moming?

QSTESTCD=PSQI3A QSORRES/QSSTRES —> [ ] Am

L], e

QSTEST

4 During the past month, how many hours of ggtugl sleep did you get at night? (This may be
different than the number of haurs you spent in bed.)
QSTESTCD=PSQI4

Haours of sleep

per naghr QSORRES/QSSTRES

QSORRESU=HOURS

For each of the remaining questions, check the one best response. Please answer all questions.

5 During the past month, how often have you had trouble sleeping because you...

& Cannct get to sleep within 30 minutes

QSTEST QSTESTCD=PSQI5A

[ ] Mot during the past month
|:| Less than once a week

QSORRES/QSSTRES
[[] Once or twice o week

|:| Three or more times o week

QSTEST QSTESTCD=PSQI5B

b Wake up in the middle of the night or early moming

|:| Mot during the past month
|:| Less than once o week

QSORRES/QSSTRES
|:| Once or wice a week

|:| Three or more times a waek

¢ Have to get up to use the bathreom

QSTEST QSTESTCD=PSQI5C

|:| Mot during the past month
OSORRES/QSSTRES [[] Less than once a week
|:| Cince or twice a week

[[] Three ar more times o week

d Cannct breathe 1:i:|r|'|'|l7't:|nrh:|hnl';.lr

QSTEST QSTESTCD=PSQI5D

|:| Mot during the past month
QSORRES/QSSTRES |:| Less than once o week
[[] Once or twice o week

|:| Three or more times a week

e Cough or snore loudly

QSTEST QSTESTCD=PSQI5E

|:| Mot during the past month
|:| Less than once a week

QSORRES/QSSTRES
[[] Once or twice o week

|:| Three or more times a week

f Feeltoo cold

QSTEST QSTESTCD=PSQI5F

[ Mot during the past month

OSORRES/OSSTRES [[] Less than once a week
RRE TRE

[] Once or twice a week

[] Three ar more times o week

WAV AN N

Buysse, D1, Reynolds, C.F, Monk, TH, Berman, 5.R, & Kupfer, D.J. (1989]. The Pitisburgh Sleep Quality Index [P5QI): A new instrument for
psychiafric research and practice. Psychiotry Research, 28(2), 193-213. The detailed sconng instruckions are af the end of this journal article.
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STUDYID = CTN0046 QSCAT=PITTSBURGH SLEEP QUALITY INDEX (PSQI) DOMAIN: QS

c T N o o 4 6 Ferm ccmp|efx:n (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|
BJID
Moded#: __ CTPSielD# O oD Participant ID # __ o>
QSDTC / Visit & VISITNUM

Assessment Date: _~ S9Y '~
QSTEST et day e

4623 Pittsburgh Sleep Qualtiy Index (PSQI) (continued)

5 During the past month, how often have you had trouble sleeping because you... (continued)

g Feeltoo hot [] Mot during the past month
QSTEST QSTESTCD=PSQI5G QSORRES/QSSTRES [] tess than once o week
|:| Once or twice a waek

|:| Three or more limas a week

h Had bad dreams (] et during the past month
QSTEST QSTESTCD=PSQI5H QSORRES/QSSTRES [ tess than ence a week

|:| Once or twice a week

|:| Three or more Himas a week

i Have pain |:| Mot during the past month

OSTEST QSTESTCD=PSQIS! QSORRES/QSSTRES [[] tess than once a week
[] Once or twice o week

|:| Three or more times o week

i Other reason(s), please describe: A [[] Mot during the past month

QSTEST QSTESTCD=PSQI5J QSORRES/QSSTRES |:| tasi than aica s wask

How often during the past month have you had trouble sleeping because of this? é :, [ ] Once or twice a wask

QSTEST QSTESTCD=PSQI5J QSORRES/QSSTRES |:| Three or more times a week
& During the past menth, how would you rate your sleep quality? [ Very good
QSTEST QSTESTCD=PSQI6 QSORRES/QSSTRES [] Fairly good
i Fairly bad
|:| Wery bad

o = Less than once a week
or. “"E)"s‘rIE%F““'“""l- QSTESTCD=PSQI7 QSORRES/QSSTRES L]

7 During the past month, how often have you taken medicine to help you sleep (prescribed [ Mot during the past month
|:| Once or bwice a week

|:| Three ar more times o week

QSTEST QSTESTCD=PSQI8
|:| Three ar more times a week

[] Once or twice a week

[ Mot a problem ot all

[] Only a very slight problem
[] somewhat of a problem

[ ] A very big problem

9 During the past month, how much of a problem has it been for you to keep up encugh
enthusiasm fo get things done? QSORRES/QSSTRES

QSTEST QSTESTCD=PSQI9

8 During the past month, how often have you had trouble staying awake while driving, [] Not during the past month
eating meals, or engaging in social activity? QSORRES/OSSTRES [ Less thon once a wesk

CT-0044_CRF_V004_13 SEP 2000 2009 DCRI — Confidential Pittsburgh Sleep Qualith Index, page 2of2




STUDYID = CTN0046

CTN-0046
S-CAST

QSCAT=PREGNANCY AND OUTCOME

. DOMAIN: QS
Ferm comp|eimn (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[y Daba coll=clion errar
[0y QuesSons {me=y)

[; ParScipant unoble/unvsilling to answer

Node#: _ CTPSiteiD# __ SITEID parficipantID #: _ YUSUBJID
AssessmentDote: _~ Q@DTC__ / Wisit #: _VISITNUM
manith day yuar

4624 Pregnancy and Outcome

2 SSCAT
Information about Pregnancy @R & ©
QSTEST

#a How wast

QSORRES/QSSTRES QSTESTCD
1 Whe discovered (he pregnancy? |:|1 Study participant |:|2 Study staff Dw Unknown POA101
2 How was the prelgnancy verified (sslect all that apply]?
|:|1 Urine pregnancy test POA12U
|:|2 Serum pregnancy test POAL2S
[], utrasound POAL2T
|:|W Unknown POA12UNK

3 Date on whichthe pregnancy was verified: __ /. / [, Unknown POA103R/ POA103DT
— dlay year
. POA104R/ POA104DT
4 Date on which study staff was aware of pregnancy: __ /. /| pr Unknown
manth day year

pregnancy verified by study staff (check only one)? |:| Urine pregnancy test

POA14AR
[1 Participant clinic recards

L] oy Unknown

4b Date on which study staff verified pregnaney: __ /| |:|9, Unknown POA14BR/ POA14BDT
manth day year
3 Date on which sjudy medication was discontinued: ______ /_ /| qu Unknown POA105R/ POA105DT
maath day year
& Approximatediedate: /0 / 0 5y Unknow POA106R/ POA106DT
menth day yea
Outcome of Pregancy €< QSSCAT

|:|1 Yaginal

|:|2 Cesarean section

D?? Unknown

7 Outcome of pre%nan:y: POALOTR
|:|1 MNarmal
|:|,t Abnormal = If Abnormal: Specify abnormality: POAL7ASP
|:|3 Miscarriage [~ STOP. This form is complete.
[, Terminated + STOP. This form is complete.
], Other (specify): POA17BSP
|:|-?? Unknown
8 Dateofdelivery: |:|W Unknown POAO8R/ POAOSDT
monih day yucr
9 Number of live|births {this pregnoncy): < POAOSR
[ ] o= 1f O livé births, indicate reason:
|:| ] N# POAQ9SP
]2
[:a
D?? Unknown
: v
10 Type of delivery:
POA10

CTr-0046_CRF_V.004_18 S5EP 2000
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CTN-0046
S-CAST

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[y Daba coll=clion errar
[0y QuesSons {me=y)

[; ParScipant unoble /unvsilling to answer

USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

Assessment Date:

month

4624 Pregnancy and Outcome (continued)

QSTEST
Newborn #1 Infermation

/— QSSCAT=NEWBORNnN where n = birth number (in case of multiple births (e.g. twins))

|:|1 Yes

D?? Unknown

QSORRES/QSSTRES QSTESTCD
1 Gender |:|F Mal |:|n Femals |:|u'.r Unknown POANO1
2 Gestational age dt delivery: / (1., Unknown POANO2R/ POAN2WK POANO2R/ POAN2DAY
" weeks F:ru
3 Weigh: _ |:L, Unknown POANO3R/ POAN3LBS POAN30ZS
Ibs oz
4 [, Unknown POANALNG
3 cm o7 Unknown POANS5CIR
6 APGAR score at | minute: 1 min Du? Unknown POANGIMN
T APGAR score ot 5 minute: 5 min Dlﬂ' Unkrown POAN75MN
8 APGAR score at 24 hours: 24 hrs o Unknown POAN824H
9 Normal infant? Ve
, POANYR
L1, Ne = If Ne: Specify abnormality: , POAN9BSP
Contributing factors to abnormality: POAN9ICSP
Is this @ congenital abnormality? [l Ne [, ves |:L\, Unknown  POAN9BR

Newborn #2 Information
1 Gender |:|‘ Male |:|! Femals

[ ], Mo = If No: Specify abnormality:
P Y

|:|1 fes

D?? Unknown

Du‘.r Unknown

THE ABOVE FIELDS ARE
REPEATED ON SEPARATE
RECORD FOR EACH BIRHT

|:L,? Unknown

or Wnknown

2 Gestational age at delivery: i
weeks days

3 Weigh: _  /_ |:L? Unknown

Ibs oz

& Length: cm D?? Unknown

5 Heod circumfersnce: cm

& APGAR score at 1 minute: 1 min

7 APGAR score at 5 minute: 5 min

B APGAR score at 24 hours: 24 hrs

9 MNormal infani?

Dlﬂ' Unknown
Dur Unknown

|:|w Unknown

Contributing factors to abnormality:
Is this a congenital abnermality? L], Mo

|:|| Yas |:L\? Unknown

CTr-0046_CRF_V.004_18 S5EP 2000
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CTN-0046
S-CAST

Ferm camp|e!'mn (if form not complete, check onet
[y Pasticipant unavailable [, Daka coll=cion error
Fields affected: [, Entw= CRF [, Quessors =iy

Moded#: ~ CTPSitelD#:

AssessmentDate: /¢

month

[; ParScipant unoble/unvsilling to answer

Participant 1D #: ___

Visit #:

4624 Pregnancy and Outcome (continued)

Newborn #3 Infermation
1 Gender |:|: Male |:|n Female

L], Mo = If Ne: Specify abnormality:

|:|1 Yes

D?? Unknown

Commenis:

Du‘.r Unknown

2 Gestational age at delivery: o [L, Unknown
weekl days

3 Weigh: _  /_ |:L,7 Unknown

Ibs oz

4 Length: cm Dn: Unknown

5 Heaod circumference: cm o7 Unknown

6 APGAR score at 1 minute: 1 min [l Unknown

7 APGAR score at 5 minute: 5min [ ],, Unknown

8 APGAR score at 24 hours: 24 hrs o Unknown

9 Normal infant?

Contributing factors to abnermality:
Is this @ congenital abnormality? L], Mo

|:|| Yas |:L\? Unknown

CTr-0046_CRF_V.004_18 S5EP 2000

2009 DERI — Confidential
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STUDYID = CTN0046

CTN-0046
S-CAST

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

Moded:

Assessment

QSCAT=PRISM SUICIDAL AND HOMICIDAL INTENT (PRISM)
Ferm camp|ei'mn (if form not complete, check onet

DOMAIN: QS

[y Daba coll=clion errar [ Paricipant unoble/unveilling to answer

[0y QuesSons {me=y)

USuUBJID

CTPSite ID# _ STEID Participant ID #: ___

Date: Visit #: _VISITNUM

month

4626 PRISM Suicidal and Homicidal Intent (PRISM)

1 Recurrent Thoughts of Death

Did you ever find yourself thinking

QSTESTCD=PRISM1A
Do you think you would be better off
dead? QSTEST=.MOST RECENT

QSTESTCD=PRISM1B
Did you feel as though you wanted to
die (did you wish you wouldn't wake up
in the morning when you went to bed at
night?)

about death or dying? QSTEST=RATING _|

J_essarily all day).

Must have spent some fime

king obout death af least

three tmes in a week [no =

t thoughts that

A Rating Scale:
Sub Mot
Absent Present
> Thresheold Answered
QSORRES/QSSTRES
O, . : )

she would be better o

Include thoughts of death

3B Most Recent Occurrence:
[] Priorta the past & months

IF YES: Do you still think about killing
yﬂuriel‘f at the present time?

QSTEST=.RATING

How often? QSTESTCD=PRISM2A

For how long have you been having

these thoughts?  QSTEST=MOST RECENT
QSTESTCD=PRISM2B

QSORRES/QSSTRES
UNCLEAR: Can you describe these attributed to health problem L] inthe past 6 months
thoughts/feelings? How often were you | HIV status that occur with-
thinking about these things? ouf a change in health stotus
IF YES: Do you still have these Exclude if precccupied with
thoughts/feelings at the present time? SR e s s
How often? ill or dying, as leng as precc-
cupotion is of expected level
For how long have you been having
these thoughts/feelings? Exclude normal fear of death.
2 Recurrent Sucicidal Ideation
Did you ever think about suicide or Must have a thought about A Rating Scale:
killing yourself? (What did you think of? | this ot least thres times in a Sub Not
u o
i ? Absent Present
How often did you have that thought?) wask. . Threshold PR

Musf think achively o

|:| ﬁORRES QSSTIﬁS |:|
1 2 3 4

Can have suicidal ideation

B Most Recent Occurrence:

> | Priorta the pas & maonths
QSORRES/QSSTRES
L] inthe past & months

CTr-0046_CRF_V.004_18 S5EP 2009

2009 DCRI — Confidential
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STUDYID = CTN0046

CTN-0046
S-CAST

QSCAT=PRISM SUICIDAL AND HOMICIDAL INTENT (PRISM)

Ferm camp|ei'mn (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

Moded:

Assessment Date:

C

[y Daba coll=clion errar
[0y QuesSons {me=y)

DOMAIN: QS

[; ParScipant unoble/unvsilling to answer

TP Site ID & SITED

Participant 1D #: ___

USuUBJID

Visit #:_VISITNUM

4626 PRISM Suicidal and Homicidal Intent (PRISM) (continued)
3 Specific Svicide Plan

Did you ever think of any specific plan

for committing suicide? QSTEST=-RATING
QSTESTCD=PRISM3A

What did you think of doing?

IF YES: When was that?

For how long did you think of this plan?

How often would you think about this

Must be thinking of actual

- thod of suicide.

Intent to carry out the plan s

not required; formulation of o

specific plan is enough.

L], [,

A Rating Scale:
Sub Mot
> Rbaset Threshold L Answered
QSORRES/DSSTRES

3

[l

Include even if flesting plan.

B Most Recent Occurrence:
[] Priorta the past & months

plan? QSTEST=.MOST RECENT

QSTESTCD=PRISM3B
IF YES: Do you think of any ipe:iﬁc plan
for committing suicide at the present
time?

What do you think of doing?
How often do you think about #?

For how long have you been thinking
about this plan?

et Ot figve been recurrent

or feasible

D

QSORRES/QSSTRES
the past & months (4431 Study Eligibiliy, G-22]

4 Svicide Gesture

Did you start to do semething in order
to kill yourself, even if you changed

your mind and stopped, or if someone
QSTEST=.RATING
QSTESTCD=PRISM4A

else stopped you?
What did you do?

What h:lppened the I_..;QSTESTCD:F’RISMllB

What were you thinking of when you
did that?

If Yes: When was that?

How many times did this happen?

‘QSTEST=.MOST RECENT _

Must be thinking about sui-

A Rating Scale:

cide af the time of act but

believe that the extent of

Sub

Abemst | tredhold

Present

Mot

Answered

1 _achon taken would not

actually result in dea

>

[

(ﬁRRES/QSSTRﬁ
2 3

[,

; arent suicide

gesture even if subjet!
infent wos only attention-

seeking.

Exclude selfmutilofon for

tension relief

Exclude preparation for

oftempt

B Most Recent Occurrence:

> [ ] Priortathe past & months
QSORRES/QSSTRES

L] inthe past & months

CTr-0046_CRF_V.004_18 S5EP 2009
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STUDYID = CTN0046 QSCAT=PRISM SUICIDAL AND HOMICIDAL INTENT (PRISM)

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
S-CAST
USUBJID

Node#: _ CTPSitelD# _ STEID participant ID #: __

Assessment Date: Q8DTC /¢ Wisit #: _VISITNUM

4626 PRISM Suicidal and Homicidal Intent (PRISM) (continued)
5 Svicide Atempt

Did you ever do anything to hurt or kill Meed not have been planned | A Rating Scale:

}rauriel'l"? {4637 Stedy Eligibility, ©Q 22) or pre-medifated; include Mot
Absent Present

totally impulsi L

Did you do anything on purpose that T IR lempit Answered
you knew could have killed you? (What
did you do? What happened then? Did

you think you could die as a result?)

QSORRES/QSSTRES

L], L1, L

B Most Recent Occurrence:

[] Priorta the past & mnrhéORRES/QSSTRES
7 L] inthe past & months {423] Study Ehgibility, @ 22]

If Yes: When was that? QSTEST=RATING gative.
QSTESTCD=PRISM5A

How many times did you do anything to

Include if completed oct was

kill yﬂurseif?

QSTEST=.MOST RECENT
QSTESTCD=PRISM5B Must have believed that the

act was lethal, regardless of

objective realify.

& Recurrent Homicidal Ideation

Did you ever think about harming or Must think actively of harming | A Rating Scale:
killing someone? (What did you think or killing somecne, aven if . sub . . Not
i : se rese
of? How often did you have that ambivalant Thireshald A
thought?) QSTEST=.RATING o
QSTESTCD=PRISM6A an ideahon RRES/QSST
IF YES: Do you still think about harming | without having hamicidal plan T |:|| ﬁ; ﬁ-‘ |:|4

or killing someone at the present time?
B Most Recent Occurrence:
QSTEST=.MOST RECENT

How often? OSTESTCO-PRISVISE — 9 [] Priorto the past & months — STOP. This form is
For how long have you been having P

these thoughts? |:| In the past & months = Proceed to question 7.
ese thoughis?

7 Specific Homicide Plan

Have you taken any steps toward Must be thinking of actual A Rating Scale:
carrying out this plan (1631-5idy Eligibility, method of harming or killing N
ol
Q22?7 QSTEST=RATING _ | somecne. Intent fo carry out Absent Pres=nt
IF YES: What have you done? : e SORRESIOSSTRES
mulafion of a specific plan is Q Q
L, il? Ll
encugh

Include even if flesting plan.
Meed not have been recurrent

or feasible.

CTM-0046_CRF_V.004_18 SEP 2009 2009 DCRI — Confidential PRISA, poge 3 of 3
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DOMAIN: DS, DM, SC
CTN-0046
s-c AST USUBJID

Moded: CTPSite IDD#: Participant 1ID#: ___
DS.DSDTC/ SC.SCDTC
AssessmentDate: /4 Wisit #: VISITNUM
monts day P

Section 1: Must be completed prior to randemizing the study candidate.
SCCAT=RANDOMIZATION
1 Has it been determined that the individual is eligible for the study, as defined by the inclusion/exclusion criteria (4631 Study

SCTES
E]lgfbn'lry Form)? Du Mo ScoRrRES

|:|‘ Yes

2 Did the participant have a stimulant-positive UDS result during baseline/ screening? ] Mo SCORRES
SCTEST |:| Yas
1

Section 2: Complete Randomization procedure

3 Treatment assignment (check only one: |:|I TAU DM.ARM

L], Tau + scr
& Date of randomization: ______/___/_ DM.RFSTDTC
DSCAT=DISPOSITION EVENT ™" T o

psterm| 3  If participant was eligible, but not randemized, please mark reasen (check only one):
|:|1 Mo longer interested in participating in the stedy
|:|? Left prior to randomization and failed to return

|:|3 Other (specify]:
DSDECOD

CT-0046_CRF_V 004_13 SEP 2000 2009 DCRI E(;ﬁl‘lﬁdcl‘lﬁﬂl Randomization, poge 1 CIF 1




STUDYID = CTN0046

CTN-0046
S-CAST

4628 Risk Assessment Battery (RAB)

QSCAT=RISK ASSESSMENT BATTERY (RAB)

Ferm ccmp|efx:n (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[y Daba coll=clion errar
[0y QuesSons {me=y)

DOMAIN: QS

[; ParScipant unoble/unvsilling to answer

Mode#: ____ CTPSiteiD#: __ S'TED participantID#: _ YSUBJD
AssessmentDate: _ QgDTC__ ¢ Wisit #: _VISITNUM
manith day yuar

Please read each of the following questions very carefully. As you will see, many of these questions are very personal. We
understand this and have taken great care to protect the privacy of your answers.
It is very important that you answer EVERY question honestly. In fact, it's better not to answer a question at all than to tell us
something that is not accurate ortrue. Some questions may not seem to have an answer that is true for you. When this hap-
pens, you should simply choose the answer that is most right. Den't spend too much lime on any one question. Remember,
always ask for help if you're unsure about what to do.
Thank you for your time and cooperation.
QSTEST A Past Month Drug and Akohol Use QSORRES/QSSTRES
osTEST :DPleﬂie fill in the most corrdct response QSEVLINT=-P30
RAB1 1 Inthe past month, how often have you injected
c“uins and heroin fogether lspeed?hu"]_?L | | Mot at all [ | A few times [ | A felv imes sach week [ | Everyday
RAB2 2 Inth st month, how often ha injected heroi
{:cl' :1|P:=d]:m Y| eren have you ZIegeg hefoin [ | Mot atall [ ] A few times [ ] A fefy times each week [ | Everyday
RAB3 3 Inth st month, how often h rted heroi
{:n' :_“P:ed]:ﬂ Bl i [ ] Mot at oll [ ]A fewtimes [ ] A fetv times each week [ | Everyday
RAB4 4 Inthe past month, how often have YGUM heroin? |:| Mot at all |:| A few timas |:| A fede times each week |:| Everyday
5 Inth st month, how often ha injected
RABS c:cuienz‘}mim:'lixedl?“ elien have you ljeced |:| Mot at all |:| A few times |:| A feyv times each week |:| Evaryday
RAB6 6 Inth st month, how often h i
'::0' ;zued;:ﬂ B }'uum‘“ume |:| Mot at all |:| A few times |:| A fey times sach week |:| Everyday
RAB7 7 Inth st month, how often h ked k,
r:ckfaprufre::use cu::mu;?en Ve you HIoIeg erae [[] Mot at all [ ] A few times [_] A fed times each week [ | Everyday
RABS 8 Inthe past month, how eften have you injected
amph::amine-i, meth, fpeed, :mnk:’;rm [ ] Mot at oll [ ]A fewtimes [ ] A fed times each week [ ] Everyday
RAB9 9 Inthe past month, how often have you snorted
amph::amines, meth, fpeed, :rﬂnl:lﬂrcr}rsl:ll? [[] Mot at all [ ]A few times [ ] A fed times each week [ | Everyday
RABIO 10 Inthe past month, how often have you smoked
ampheptamines, wmeth. peecl, :runk?'arcqrslul? |:| Mot at all |:| A few times |:| A fe'l times each week |:| Evaryday
RAB11 11 Inthe past month, how often have you used
benzodiazepines, (berjzos, benzies) such as Xanax, [IMot at all [] A few times [ A fed times each week [ ] Everyday
Valium, Klenopin, or Ativan?
RAB12 12 In the past mu;ih, how often have you taken ,
ainkillers—pills such ds Percodan, Percocet, Vicedin,
Eememl, Diruu:lid; Dafvon, Darvocet, or syrup [[] Mot at all [ ] A few times [ ] A fef times each week [ ] Everyday
(Codein=)?? r J
RABIZ_3A | 12a Which types of painkillers did you use?
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2009 DERI — Confidential

RAB, page 1 afd




QSTESTCD

RAB13

RAB12

RAB15

RAB16

RAB17

RAB18

RAB19

RAB20

RAB21

RAB22

RAB23

RAB24

RAB25

STUDYID = CTN0046

CTN-0046
S-CAST

QSCAT=RISK
Ferm

Moded:

OSTEST OSEVLIN

[y Pasticipant unavailable
Fields affected: [, Ente= CRF

ASSESSMENT BATTERY (RAB)
. DOMAIN: QS
com p|ehﬂl‘l (if form not complete, check onet

[J; Daba coll=clion errar [ Paricipant unoble /unvwilling to answer

[0y QuesSons {me=y)

USUBJID

CTPSite ID# _ SITEID Participant ID #:

Assessment Date:
T=-p30

oy QEDTCO ol e v Visit #: _VISITNUM

4628 Risk Assessment Battery (RAB) (continued)

13 Inthe past month, how often have you injected
Dilaudid?
14 Inthe past month, how| often have you used acid, LSD

or other hallucinogensp

15 Inthe past month, how often have you used marijua

16 Inthe past month, how
or liquor?

often have you used beer, wi

B| Needle Use

[[]MNeat at all [ ] A few times

[] A few tin

es each week [ | Everyday

[ ]Mct o all [ ] Afewtimes [ ] A few tijes each week [ | Everyday

2? [ | Mot ot all [ ] Afewtimes [ | A few tiffes soch week [ | Everyday

2 |:| Mot ot all |:| A few times |:| A few rinias eoch week |:| Everyday

17 Inthe past month, have you injected drugs?

18 Inthe past month, have you shared needles or works:

|:|u Mo |:|: Yes

|:|,:, MNa or | have not shat up in the PEiJ menth |:|| Yas

{with or without cleanihg]?

22 During the past month
with someone you kn
was positive for HIV, t

|or later found out) had AID?

e AlIDS virus?

19 With how many differdnt people did you share needlds in |:|u Zero or | have not shat up or sharef in the past month
the past month? |:|1 1 ather persan
|:|2 2 or 3 different people
|:|3 4 or more different peopls
20 Inthe past menth, how often have you used a needle jafter |:||:. MNever or | have not shet up or shafed in the past month
someone (with or withbut cleaning)? L], A few times (1 or 2 times)
|:|2 About once o week [3 or 4 timas)
|:|3 More than once o week (5 or mord times)
21 Inthe past month, how| often have others used after you |:||:. MNever or | have not shet up or sharkd in the past month

how often have you shared needles

|:|1 A few times (1 or 2 times)
|:|2 About once o week [3 or 4 timas)

|:|3 More than ance o week (5 or mord times)

|:||:. MNever or | have not shet up or sharkd in the past month
|:|1 A few times (1 or 2 times)
|:|2 About once o week {3 or 4 timas)

» or

|:|__, More than once o week (5 or morg times)

23 Where did you get your needles in the past month (ch
ALL that apply)? B23_0 =5 |

QSTESTCD

RAB23_err
has no data,
not collected

24 In the past month, how often have you beento a shos

yl:l | have not shot vp in the past month
RAB23_1[_| From a diobetic

RAB2372|:| On the strest
RABZ373|:| Drugstore

RAB23_4] | Shoating gallery or other place whe
RAB23_H | Meedle Exchange Program
RAB23_6[ | Other fspeciy)

|:|u Mever

e users go to shoot up

QSTESTCD=RAB23_6A

ting

gallery/house or other

v
25 In the past month, how often have you beento a crac

place where users go te shool up?

house or other place where people go te smoke crack?

|:|1 A few times (1 or 2 times)
|:|2 About once o week [3 or 4 timas)
|:|3 More than once o week (5 or morwlmes}

k |:||:- Mever
|:|1 A few times (1 or 2 times)

|:|2 About once o week [3 or 4 times)

|:|3 More than once o week (5 or more times)

CTr-00445_CRF_V.004_18 S5EP 2000
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RAB26

RAB27

RAB28

RAB29

RAB30

RAB31

RAB32_0

RAB33

RAB34

STUDYID = CTN0046

S-CAST

= MO

QSCAT=RISK ASSESSMENT BATTERY (RAB)
Ferm com p|e|"iﬂl'l (if form not complete, check onet

Fields affected: [, Ete= CRF [} Quesbors (maesiyl

DOMAIN: QS

c I N -o o 4 6 [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer

Node#:  _ CTPSitelD# _ STED participant ID #: __

Assessment Date: QgDTC  /

Q \ O NT=_P30
4628 Risk Assessment Battery (RAB) (continued)
26 Which statement best describes the way you cleaned youl [ ] 1 have not shot up in the paft manth

needles during the pas

27 you cleaned your ne
how did you clean the

not collected

menth (pleass choose ONE/)? |:|| | abways use new needlas

|:|! | abways clean my nesdle jds before | shoot up
|:|:r After | shoot up, | always c|rc|n my needle

|:|‘ Sometimes | clean my needle, sometimes | don't

|:|5 | never clean my needls

les and werks in H'mwl:lk’7 []1 have not shat up in the pasy month
[check ALL that n];giy;?"(‘) RAB21 1 [ ] Scap and water anly T
- RAB27} 2 |:| Alcohol

[ ]Bleach

RAB21 3
QSTESTCD RAB27 4 |:| Boiling water
RAB27 5
RAB23_err I |:| Othyer:
has no data, RAB21 6 [ ]| did not clean my needles inlthe past month

RAB2] 7 [ ]I ALWAYS used new neadlesin the past manth

USUBJID

Visit #:_VISITNUM

28 Inthe past month, how

29 Inthe past month, how

often have you shared rinse-water? Du Mever or | have not shot upler shared in the past manth

|:|E A few times (1 or 2 timas)
|:|,2 About once o week (3 or 4ftimes)

|:|:| More than once a week [3 br more times)

often have you shared a cooker? |:|u Mever or | have not shot uplor shared in the past manth

|:|i A few times (1 or 2 times)
|:|,2 About once a week (3 or 4fimes)

|:|_T Maore than once a week |3 br more imes)

30 Inthe past month, how

31 Inthe past menth, how

[backloading, for exnlI

drugs with others by ufing one syringe (yours or somebgddy [ | A faw times (1 or 2 times)
else’s) to squirt or loag the drugs into the other syringe(s) |:|, About once a week (3 or 4 fimes)

often have you shared a colton? |:|u Mever or | have not shot uplor shared in the past manth

|:|E A few times (1 or 2 timas)
|:|! About once a week (3 or 4 fimes)

|:|J Maore than once o week (5 fr more times)

often have you divided or sha L], Never

Ple:l? |:|J Maore than once o week (3 §r more times)

€ Sexval Practices

oral sex [blowjohs, fore

month?

month?

32 How would you describe yourself? [ ] straight or Heterosexwal || Gay or Homosexual [ Bisexual

PLEASE NOTE: For the following questions, sex means any vaginal intercourse, anal intercourse (in the butt) or

xample).

33 With how many men have you had sex with in the past [Jomen []2or3 men

1 man |:| 4 or more men

34 With how many women have you had sex with in the past [l oviamen [ |&Fordwonen

|:| 1 woman |:| 4 or more women

CTr-00445_CRF_V.004_18 S5EP 2000
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QSTESTCD

4628 Risk Assiessment Battery (RAB) (cbntinued)
35 Inthe past month, how often have you had sex so you |:L Mever

RAB35

RAB36

RAB37

RAB38

RAB39

RAB40

RABH

RAB41

RAB42

RAB43

RAB44

RAB45

STUDYID = CTN0046

CTN-0046
S-CAST

QSTEST

Moded:

Assessment Date:

QSEVLINT=-P30

could get drugs?

[
L],
[,

36 Inthe past month, how often have you given drugs to
someone so you coyld have sex with them?

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

QSCAT=RISK ASSESSMENT BATTERY (RAB)
Ferm ccmp|efx:n (if form not complete, check onet

[y Daba coll=clion errar
[0y QuesSons {me=y)

DOMAIN: QS

[; ParScipant unoble/unvsilling to answer

CTP Site ID & SITED
QspTC
n QSORRES/QSSTRES

Participant 1D #:

A few times |1 or 2 times)
About once a week (3 ar 4 tifnes)

More than once o week |3 o more times)

Maver
A few times |1 or 2 times)

About once a week (3 or 4 tifhes)

USUBJID

Visit # _VISITNUM

you had sex? |:|I

[,
[,

[l

L],
[,
|:|:| More than once a week |5 orlmore times)
37 Inthe past month, how often were you paid money to hate |:L Mever
sex with someone? |:|| A few times {1 or 2 times)
|:|! About once a week (3 or 4 tifhes)
|:|:| More than once a week |3 or|more times)
38 Inthe past month, how often did you give money to som [, Mever
one so you could heve sex with them? |:|I & few times |1 or 2 times)
|:|! About once a week (3 ar 4 tiges)
|:|:| More than once a week |5 or|more times)
39 Inthe past month, how often had you had sex with some; |:L Mever
one you knew (or Igter found out) had AIDS or was |:|I A Jeive tiimios {1 'or'2 fimes)
positive for HIV, the|AIDS virus? v |:|! About once o week (3 or 4 tiges]
|:|:| More than once a week |5 or|more times)
40 In the past month, how often did you use condoms when [ ] 1 have not had sex in the past fmonth

All the time
Most of the time
Some of the time

Mone of the time

D Concerns about HIV and Testing

re HIV positive, skip to question 44.

L
[
[,

L,
[
[,

If you know that you

41 How worried are ygu about getting HIV or AIDS?

42 How worried are leu that you may have already been
exposed to the HIV jor AIDs virus?

43 How many times have you had a blood test for the AIDS
virus [HIV)?

[]1
[]s

|:|:| Caonsiderabk
|:|4 Extremely

Mot at all
Slightly
Madarately

Mot at all
Slightly
Madarately

[z
[]7

|:|:| Caonsiderabk
|:|4 Extremely

[]3
[]8

[14 [
|:|9 [:l 10 ar more times

44 When were you las| tested for HIV? Please write the meonth
and year of your mlsl recent test.

L

43 Were you ever told you had HIV, the AIDS virus?

N

manth

A 4

e

Mo |:|1 fes

|:|n | never got the resuks

Thank you. Please let the staff person know that you have finished.
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. DOMAIN: AE, CM, LB
c T N o o 4 6 Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
s-CAST USUBJID

Moded: CTPSite IDD#: Participant 1ID#: ___
AEDTC
AESER=Y AssessmentDate: Week #: VISITNUM _ Sequence #:__ _
= "y i s
4629 Serious Adverse Events
AESEQY 1 Corresponding AE symptom or diagnesis: AETERM

2 Narrative description of serious adverse event and any sequelae (if associated with hospifalizatian, include the dates of

hospitalization):

QNAM=AESNAR
QLABEL=SAE NARRATIVE DESCRIPTION
IDVAR=AESEQ

3 Known medical history including pre-existing medical conditions (allergies, pregnancy, smoking and alcohol use, hypertension,

diabefes, epilepsy, depression, eic.): OR |:| Unknown QNAM=AESMH

QLABEL=SAE MEDICAL HISTORY
IDVAR=AESEQ

CMCAT = ‘SAE CONCOMITANT DRUGS USING’ - . : s
What concomitant medications was the participant using at the time of this event? (include nome of medication, indication for

medication, dose and date losf token if known) OR |:| Unknown |:| Maone

Medication Name Indication Dosage Date Last Taken
cmsk CMSTDTC I

i CMTRT CMINDC CMDOSE i g T D
— e e

monkh day yuor
N L S

mon# day yoar
—_—

mon day e
T T AN | e

monkh day yaor

CMCAT = SAE CONCOMITANT DRUGS ENGAGED'
5°"What concomiant Ireatment was The participant engaged in at the time of this event? (include name of treatment, indication for
treatment, and date lost freated if known) OR [ | Unknown [ | None
Treatment Mame Indication Date Last Treated
EMSEQ CMSTDTC ; /

CMTRT CMINDC Tk e e e it
e

man day year
I /SR R

month day year
N R S

mont day yearr
SRR A S SRR P

mondk day yaar

LBCAT =, SAE LAB TESTS PERFORMED’
& What tests/labs were performe in conjunction with this event? OR [ |Unknown [ | Meone

LBTEST = SAE RELATED Lab/Test Data Date of Test
LBTESTCD = SAELAB | BORRES orc /7
manth day pear
gl e
manih day year
e T R ST
man day pear
T
mant day year
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QSTESTCI§ QSTEST QSORRES/QSSTRES
SHSO01 1 How old were you yhen you first smoked a cigarette? ____ years old QSSTRESU=YEARS
SHS02 2 How old were you ywhen you first started regular daily cigarette smoking? ~~ ¥ years old
SHS03 3 On average, how nE‘rly cigarettes are you currently smoking per (4631 Study Eligibilieg, @ 4)? ___ _ _ cigorstes/day
SHS04 X & Overthe past year how many cigarettes did you smoke W QSSTRESU=CIGARETTES
SHS05 3 How many years hgve you been smoking? __ € y=ars ~——  OSEVLINT=PLY
SHS06A Y Ga What brand of cigafeites or tobacco do you smoke most? Specify brand (orint):

SHS06B | &b Length (check anly arle): |:|1 Regular
L], 100's
|:|_] Other (specify in &c)
sHsoeC | e If 6b = other (3), then specify other length [orini):
SHso6D | &d Pack sryle {check onll one): |:|1 Hard pack
|:|n Soft pock
shsose | 6e Mentholated (check bnly one: |:|| Mon-mentholoted
|:|2 Mentholated
sHso7 | 7 Among your close fliends and family, what percentage would you say smoke cigarettes (check only one)?
|:||:- Mone
|:|1 Faw
|:|,2 Approximately 25%
|:|, Approximately 58%
|:|‘1 Approximately 73%
|:|5 Approximately 1#0%

shsosa | Ba Are there any otherjcigarette smokers in your household/living arrangements?

|:||:. Ma

SHS08B |:|1 Yes = If Yes: Arjswer 8b: How many? __
sHso9 | 9 How much do the prople closest to you want you te step smoking (check only one)?

|:||:- MNat ot all
|:|1 Mot much
|:|9 Meutral
|:|3 Somewhat
|:|4 Wery much ¥ \L
shso10 | 10 If you were to stop, how helpful would the people closest to you be?
|:||:. Mot helpful
|:|1 Mot much help
|:|2 Meutral
|:|3 Somewhat halpiul
|:|4 Very halpful
SHSARIS

STUDYID = CTN0046

CTN-0046
S-CAST

QSCAT=SMOKING HISTORY SURVEY (SHS)
Ferm ccmp|efx:n (if form not complete, check onet
[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[y Daba coll=clion errar
[0y QuesSons {me=y)

DOMAIN: QS

[; ParScipant unoble/unvsilling to answer

Node#: __ CTPSitelD# __ STEID
QsDTC
AssessmentDate: /S
manth day

USuUBJID

Participant 1D #: ___

Visit # _VISITNUM

4630 Smoking History Survey (SHS)

This assessment is to

be administered by a Research Assistant.
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STUDYID = CTN0046 QSCAT=SMOKING HISTORY SURVEY (SHS)

. DOMAIN: QS
Ferm com p|ehﬂl‘l (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
S-CAST
USUBJID

Moded: CTP Site ID#: __ SITEID Participant 1D #: ___

Assessment Date: QIDTC_ i or = womm Visit #: _VISITNUM

4630 Smoking History Survey (continued)

QSTESTCD QSTEST QSORRES/QSSTRES
SHS11A 11a Have you ever used non<igarette tobacco products?
|:||:| Mo QSSCAT=NON-CIGARETTE TOBACCO PRODUCTS USED
[], ¥es = If Yes: Check an answer for each of the following:
SHS11B 1b Cigars ...y Mo [ Yes
SHS11C Yo Pipes susssmismmmnamamama_pMee T Y
SHS11D 1d Bidis {tobacco wropped in o femburni leaf) .. |:|1 Yes
SHS11E 1e Smokeless tobacco [pan, chewing tobacco, snuff] |:L, o |:|1 Yes

SHS12 12 How many times have you attempted to quit smoking? — If zero fimes, enter 000 and then afswer questions 13 and 14; then
sop) o
SHS13 13  Since you started smoking regularly, what is the longest time that you have gone without s+aking any cigarettes (check
only one|? |:L Mefer gone without smoking
|:|| Lesy than a day
|:|2 At least one day, bt less than a wesk
|:|:| At least one wesek, but less than a month
|:|4 At least one month, but less than a year
|:|5 Cinf year or more
SHS14A 14a Have you ever experienced uncomfortable symptoms when you stopped smoking (check only one)?
|:|,:, Does not applyl-l have never stopped smaking
|:|1 | have stopped|smoking in the past but never experienced uncomfortable symptoms

|:|1 | have stopped|smoking in the past and have experienced uncomfortable symptoms —* If answered: What symptoms (check an

answer for each of the following|?

SHS14B 14b Craving (LMo [, Yes QSSCAT=UNCOMFORTABLE SYMP7JOMS EXPERIENCED

SHS14C 14¢ Decreased heart rate |:|u Mo |:|1 Yes

SHS14D 14d Irriul:ilTy [LNe [, ves

SHS14E 14e Anxiety [Lro [ ves

SHS14F 14§ Increasdd eating [LNe [, Yes
SHS14G 14g Restlesshess |:|u Mo |:|1 Yes
SHS14H 14h Difficuly concentrating |:L Mo |:|1 Yas

SHS14I 14i Other ($ecify in 14)) [Lne [, es

SHS14J T‘i Other, Te«:l‘[}! {print; limit 200 characters):

V . . . : v
15  Enter the number of times you have tried the following methods te stop smoking (if zero, entsr 000):

SHS15A 15a 5E|F-|1E|P material (for example American Lung Associahon material, matenals from your doctor, efc )t times
SHS15B 15h A formal cessation program (for example with classes, group discussions, efc )l o ____times
SHS15C 15¢ A private consultation with your doctor or mental health physician: ... __ _____ times
SHS15D 15d Hypnosis/acupuncture: ... Q33 CA T SMOKING S SATION METHODS AT EMETED e ___ __ times
SHS15E 15e Micotine medicated gum: e __ _____ times
SHS15F 154 Tybon® (Gupropiom SR s i e e o T e e i . himes
SHS15G N3G CRONE® [VOTERICHIE]L -..oomesmoreressoremmsscermss s s empd b 441403 s s s e _ ___ times
SHS15H 15h Micotine inhaler, BPIOY O OB NMEY oo oo ciososassc i o 0 i S48 T T ri ____times
SHS15I 15i On YOUr OWN {cobd Tirkey ket bbbt Bk 14k bbb bbbt e _ __ times
SHS15 1=i Other (if not 000, B T T R o msecnsns s e 0 40 0 L A 503 4R 3 S RS . ____times
SHS15JS 15k Other, specif'y (print; limit 200 characters):
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STUDYID = CTN0046 QSCAT=SMOKING HISTORY SURVEY (SHS)

. DOMAIN: QS
Ferm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
S-CAST
USUBJID

Mode#: _ CTPSitelD# _ SITEID partcipant ID#:

Assessment Date: QgDIC _ / Visit #: _VISITNUM

4630 Smoking History Survey (continued)

QSTESTCD QSTEST QSORRES/QSSTRES
SHS16A | 18&a Have you ever useld nicotine skin patches?
|:||:| Mo QSSCAT=NICOTINE SKIN PATCHES
[ ], Yes = If Yes: Answer 16b-16d below.
SHS16B 16k if you hdve used nicotine skin patches, how many times? -
SHS16C 16¢ If you hgve used nicotine skin patches, did you have any problems with the pdﬂr?
SHS16D |:|u o |:|| Yzs = 16d Please describe (print; imit 200 characters):

SHS17A | 17a When was your lajt attempt to stop/quit smoking?

[, Never attemptedl = If Never attempted: STOP. This form is complete.
|:|1 Howurs ago
D? Days ogo
|:|3 Weeks ogo
|:|4 Months ago

|:|5 Years ogo
sHs178DT| 17 When was the dat¢ of the last attempt to quit smﬂkinﬁ {4631 Study Eligibility, @15): ____ _ |/ /

QSSCAT=LAST ATTEMPT TO STOP SMOKING

month dlay year

sHs17c | 17e Did you use a smofking cessation counseling program pr medication te help you quit imald:n# (4631 Study Eligibility, @ 15):
|:|.:. Mo |:|‘ Yes
sHs17D [ 17d For how long did ylou go without smoking at that time
|:|,:, Mever stopped
|:|1 Howrs

[, pays

|:|3 Weeks

|:|‘1 Months

|:|5 fears

shs17e | 17e How did you stop? Please describe (orint; limit 200 chajacters):

-

SHS17F § 17§ Why did you start pgain? Please describe (print; imit 200 characters):

\ 4

SHS18 18 What is the longest period of time you have gone without smoking?

|:|1 Howrs
|:|1 D oys
|:|3 Weeks

|:|4 Months

|:|5 fears
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Ferm camp|ei'mn (if form not complete, check onet

DOMAIN: IE

c I N -o o 4 6 [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer

4631 Study Eligibility

s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|

Nede#:  CTPSitelD&

AssessmentDate: /¢

Participant 1D #: ___

Mt day yuar

USUBJID

Wisit #: VISITNUM

Inclusion Criteria: Is the individval: (include if Yes) IECAT = INCLUSION CRITERIA

IETEST IEORRES

1 | An adult, age 18 or older (see 4613 Demographics, @ 1)? [l No [, ves

|:|P Mot assessed
g d . i |:|,:, Mo |:| es

2 | Able to understand and provide written informed consent in English (s== signed consent form|? )

|:|D Mot ossessed

3 | Diagnosed with a DSM-IV-TR diagnesis of current (within the last 12 months) dependence for cocaine [l Ne [, es
or methamphetamine (se= 4607 CIDI Summary, @ 4 and Q 7)? D? Mot ossassad

4 | Confirmed as having smoked cigarettes for at least 3 months [see 4619 Medical History Addendum, [, N [ v

0 g TES
Q 18], currently smoking at least 7 cigarettes/day (see 4630 Smoking History Survey, @ 3) and o )
having a measured exhaled CO level = 8 PPm (see 4606 Carbon Monoxide Assessment, & 1]? |:|'? Mot assessed

3 | Interested in quitting smoking (s=e 4636 Thoughts about Abstinence—Cigarettes, @ 1] and willing te |:||:- Mo |:|r Yes
comply with all study procedures and medication instructions (based on the judgment of the study L], Net assessed
invesfigator, inherent in Informed Consent Form|?

& | Enrolled in outpatient/intensive outpalient treatment at a participating CTP and scheduled to attend [lne [, ves
at least one treatment session per week for at least 10 weeks after randomization (se= 4633 Dp Mot assessed
Substance Abuse Treatment Stofus, @ T and @ 30-3b)7

|:|.:. Mo |:|! fes

7 | Confirmed, if female and of childbearing potential, having agreed to use one of the specified [ et nisissd
methods of birth control during the study (see 4643 Urine Pregnancy Test, © 5a/? 4

Exglusion Criteria: Does the individval: (Exclude if Yes) IECAT = EXCLUSION CRITERIA

8 | Meet DSM-IV-TR diagnostic criteria for current (within the past menth] dependence for alkohol or [, N [ v
sedatives (see 4607 CIDI Summary Form, @ 2 and @ 3) or have a physiclogical dependence on A s
alcohol or sedatives requiring medical detoxification (se= 4619 Madical History Addendum, Q 17)? [o Not assessed

9 | Have an Axis-l psychiatric condition that, in the judgment of the study medical clinician, would [ N . v
make study participation unsafe or which would make treatment compliance difficult (se= 4607 CiDI o O 1 1ES
Summary Form and judgement of study medical clinician}? |:|'? ok assassed

10 Meet DSM-IV-TR criteria for current (within the past 12 months| bipolar disorder (se= 4607 CIDI [, N [ v

0 g TES
Summary, @ 27 and @ 28) QR current or lifetime anorexia nervosa or bulimia (see 4607 CIDI o )
Summary, @ 25 and @ 29)? |:|'? Mot assmred

11 Report seeking/receiving treatment for opiate-agonist replacement therapy, naltrexone, or for L], Ne [, Yes
detoxification only (see 4633 Substance Abuse Treatment Sfafus, @ 5o and 5b) |:|? Mot assassad

12 Have a history of seizure disorder [s=e 4618 Medical History, @ 23/? D“‘ e D’ ox

|:|P Mot ossessed

13 Have a history of a closed head trauma with > 30 minutes loss of consciousness [se= 4619 Medical | [], Mo [, Yes

v History Addendum, @ 18)7 |:|? bick dssamsad. ¥
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CTN-0046
S-CAST

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

Moded:

AssessmentDate: /¢

month

4631 EfUdY E”gibilif}\" (continued)

CTPSite ID &

Ferm camp|ei'mn (if form not complete, check onet
[y Daba coll=clion errar
[0y QuesSons {me=y)

DOMAIN: IE

[; ParScipant unoble/unvsilling to answer

day yusr

Participant 1D #: ___

USUBJID

Wisit #: VISITNUM

Exclusion Criteria: Does the individval: (Exclude if Yes)

IECAT = EXCLUSION CRITERIA

IEORRES

compromise participant iufd]r or study conduct?
If Yes, specify whether the participant met each of the following:

"I Have o potentially life+hreatening or progressive medical illness other than addiction that may

|:||:- Mo
|:|D Mot

14.1

Uncontrolled hypertension (i.e, blood pressurs readings = 140/90 on

|:|.:. o

|:|E Yes

two clinic visits) [see 4644 Vital Signs) |:|? Mot assessad
14.2 Known coronary artery disease including myocardial infarction or ik 1 v

angina (see 4619 Medical History Addendum, Section | |, or an ECG o 1 Tes
with significant conduction abnormality (== 4614 ECG) D'? Nat assessed

14.3 AIDS according to the current CDC criteria for AIDS (se= 4619 Medical [ | Mo [, Yes
History Addendum, & 19) |:|D Mot assassad

14.4 Liver function tests greater than 3X upper limit of normal (see 4604 L], Mo [, es
Blood Chemistry) |:|w Mgk asksssad

14.5 Serum creatinine greater than 2 mg/dL (sec 4604 Blood Chemistry) |:|,:, Ma |:|r Yes
|:|D Mot assessed

14.6 Diabetes treated with hypeglycaemics or insulin (see 4619 Medical L], Mo [, Yes
History Addendum, @ 20) |:|l? Mok assassad

14.7 Other {sec 4622 Physical Exam, et |:||:- o |:|, Yes
If Yes, specify: |:|D Mot assessed

|:|‘ Yes

ossassed

within the last 30 :ll:l‘,l'l (see 4630 Smoking History Survey, @ 17b—17c)?

13 Repert using or having used other smoking-cessation programs er medication treatments currently, or

|:||:- Mo
|:|D Mot

|:|F es

ossessed

Addendum, @ 27)7

1§ Have a known or suspected hypersensitivity to bupropion, nicotine, or menthol (see 4619 Medical Histor

|:||:- Mo
|:|D Mot

|:|: Yes

ossassed

Pregnancy Test, & 3 and Q 4)?

17 if female, have a positive pregnancy test or report being pregnant or breastfeeding (see 4643 Unine

|:||:- Mo
Dp Mot

|:|: s

ossassed

(see 46235 Prior and Concomitont Medicatons)?

18 Report using any of the following medications within 14 days of randomization: monoamine oxidase
[MAQ)] inhibitors, antimalarials, tramadel , theophylline, systemic steroids, quinelones, buprepion, any
investigational drug, or any drug with known potential for toxicity to a major organ system

(e.g. isoniazid, methotrexate) and/or have used sedating antihistamines within 7 days of randomization

|:||:- Mo
|:|D Mot

|:|‘ Yes

ossassed

19 Report taking any medications which, in the judgment of the study medical clinician, may produce
interactions with bupropion XL that are sufficiently dangerous so as to exclude the patient from

participating in the ill.rd}l' (see 4625 Prior and Concomitant Medications)?

|:||:- Mo
Dp Mot

|:|: s

ossassed
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CTN-0046
S-CAST

4631 Sfl-ld}\" Eligibilify (continued)

. DOMAIN: IE
Ferm camp|eimn (if form not complete, check onet

[y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy

USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

AssessmentDate: /¢
menth cry yuar

Wisit #: VISITNUM

IETEST

Exclusion Criteria: Does the individval: [Exclude if Yes)

IECAT = EXCLUSION CRITERIA B

Visit 107)7?

2& In the judgement of the investigator, seems unlikely to complete the study protocol (see RA checklist for

|:|.:. o |:|s Yes

|:|D Mot assessed

21 Report having used lobacco products, other than cigarettes, in the past week (s=e 4638 TIFB Pre-Study|?

|:||:- Mo |:|‘ Yas

|:|D ot assessed

22 Represent a significant suicidal/homicidal risk (see 4626 PRISM, Q 3b, © 5b, © 7a)

|:||:. Mo |:|,. Yes

|:|D Mot assessed

23 Have a desire and present a likelihood of entering residential/inpatient treatment within 10 weeks (s=e
4633 Substance Abuse Treatment Stotus, & 7J?

|:|.:. [~la |:|‘ Yes

|:|D Mot assessed

24 Have all stimulant-positive UDS results during screening/baseline (sse 4642 Unine Drug Screen)

|:|,:, [~la |:|,. fes

|:|p Mot assessed

23 Is the individual eligible for the study?

|:|,:, [~la

v

|:|‘ Yes

26 Investigator name (print lagibly):

QNAM=IENAME
QLABEL=IE CLINICIAN NAME

IDVAR=VISITNUM

28 Investigator signature: _ DATANOT STORED

27 Datesigned: __ /%
are signe = ar = \

QNAM=IESIGDTC
QLABEL=IE SIGNATURE DATE
IDVAR=VISITNUM
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QSTESTCD

STUDYID = CTN0046

CTN-0046
S-CAST

QSCAT=STUDY QUESTIONNAIRE
Ferm com p|e|"iﬂl'l (if form not complete, check onet
[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[y Daba coll=clion errar
[0y QuesSons {me=y)

DOMAIN: QS

[; ParScipant unoble/unvsilling to answer

Moded:

Assessment Date:

4632 Study Questionnaire

This questionnaire is de

methamphetamine use.
phetamine at least once

gned to help us better understand the relationship between cigarette smg

lease answer the questions for the last pericd of time when you were us
a week.

CTP Site ID#: __ SITED

USUBJID

Participant 1D #: ___

Visit # _VISITNUM

king and crack/cocaine or
ng crack/cocaine or metham-

SQO1 1 How often did you smoke cigarettes to try to aveoid using crack/cocaine or melh:lmphetamin%’.‘
|:|,:, MNat ot all |:|l A few times |:|2 A few times sach week |:|_] Everyday
SQ02 2 How often did you use crack/cocaine or methamphetamine to aveid smaoking cigarettes?
|:||:- Mot ot all |:|| A few times |:|! A few times sach week |:|J Everyday
SQ03 3 How often did your [ise of crack/cocaine or methamphetamine increase your desire/craving for cigarettes?
|:||:. Mot at all [ ], A few times |:|! A few times sach week |:|J Everyday
SQ04 4 How often did smokjng a cigarette increase your desire/craving for crack/cocaine or methunrphﬂumine?
|:||:- Mot ot all |:|, A few times |:|! A few times sach week |:|_] Everyday
SQ05 5 How often did your pse of crack/cocaine or methamphetamine increase your use of cigarette s
|:||:- Mot at all |:|. A few times |:|, A few times sach week |:|J Everyday
SQ06 & How often did smokjng a cigareite increase your use of crack/cocaine or methamphetamine?
|:||:. MNat ot all |:|= A few times |:|n A few times sach week |:|:| Everyday
. . . QSSCAT(FOR 7 ONLY)=WHY YOU USED CIGARETTES WITH COJQAINE/METH
7 if you smoked :lgurjhes while alse using crack/cocaine or methamphetamine, please choose fll of the responses that
explain why you used cigarettes with crack/cocaine or methamphetamine:
SQO7A- |:| MA (did not use bdih together) |:| Cigarette smoking helps to feel fiore reloxed/calm
SQA7G [] Cigarette smoking helps the high from crack/cocaine or [ ] smoking cigarattes slows dawn drack/cocaine/methamphetamine
methamphetamine [o last longer wse so that the crack/cocaine mithamphetamine lasts longer
S007GSP [ ] Cigarette smaking |5 just a habi—no particular reason far [ ] Everyone slse is smoking cigua‘e?]es and | want to be social
using cigarettes with crack/cocaine or methamphefamme D Etrerfepesiiylay
! v
SQo8 8 If you have tried to quit both cigarette smoking and using crack/cocaine or methamphetamine at the same time, please

select the response that best captures your experience:

|:| MA [never tried to quit af the same fime)

[[] Trying to quit both made # sasier to stay clean from crack/cocaine or methamphetamine

L] Trying to quit bath made # harder to stay clean from crock/cocaine or methomphetamine
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QSTESTCD

SATSO01

SATS02DT

SATSO03A

SATS03B

SATS03C

SATS04

SATSO05A

SATS05B

SATSO06A
SATS06B

SATS06C

SATS06D

SATSO06E

SATS07

STUDYID = CTN0046 QSCAT=STUDY QUESTIONNAIRE

. DOMAIN: QS
Ferm com p|ehﬂl‘l (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s CAST Fields affected: [, Entw= CRF [, Quessors =iy
|

Mode#: _ CTPSiteD#: _ STED participant D #: _ USUBID
AssessmentDote: _~ QgDTC Wisit #: _VISITNUM
e QSORRES/QSSTRES

4633 Substance Abuse Treatment Status

1 Are you currently enrolled in outpatient or intensive outpatient substance abuse treatment (4631 Study Eligibility, © 6)?
|:||:- Mot enrclled = If NO: STOP. Participant is not eligible for CTH-0046.
|:|1 Outpakient

|:|2 Intensive outpatiedt (1OF]

2 When did you enrol| in your present nl.ipaﬁeri,H'IDP treatment: ______ / /|

B day year

Ja Are you scheduled t¢ aitend at least one treatment session per week (4631 Study Eligibility, £ 6)?

[ ], Mo = If NO: STOP. Participant is not eligible for CTN-0046.
[], ¥es = If Yes: Anfwer question 3b.

3b Will you be scheduled to attend at least one treatment session per week for at least 10 wepks as of
give estimated date of randomization] (4631 Study Eligibility, @ &2

[], Mo — If NO: STOP. Participant is not eligible for CTN-0046.

|:|1 Yes = If Yes: Anfwer question 3c.

3¢ How many weeks w Il you be scheduled to attend treatment as of [give estimated date df randomization]#
_ waeks |:| Dngoing treatment (no end dafe sef) SATS03c =1 for # of wgeks, =2 for ongoing

. i ; . 3 SATS03cr = the nunber of weeks
4 Did you complete refidential treatment within two weeks of starting your present outpatien}/IOP treatment?

|:|n Mo
|:|1 fes

Sa Are you receiving m¢thadone or buprenorphine (Subutex®), buprenerphine naloxone (Subckone®], or naltrexone (4631 Study
Ehgibility, @ 11)?
[ ], Mo = If NO: Answer guestion 5b.
L], ves = If Yes: STQP. Participant is not eligible for CTN-0046.

5b Are you trying to ge{ info treatment in which you would receive methadone, buprenorphing naloxone, or nalirexone (4437
Study Eligibility, @ T1)F
|:|D Mo — If NO: Answer question 6.

L], ves = If Yes: STQP. Participant is not eligible for CTN-0046.

& Potential pressure to|attend treatment: Answer questions 6a-6e below:
6a Are you curfently on prebation? L] me [, ves
6b Are you 4:::.1: ordered to substance abuse treatment? e |:|u Mo |:|| Yes
6¢ Have you been formally notified that you will go to jail if you fail to attend treatment? ... L] e [, ves
6d Have you been formally notified that a child will be removed from you if you fail 14

alfend breatgnent® s R e L] Ne [, Yes

6e Have you be¢en formally notified that the housing that you are living in will be taken away
if you foil tojattend breatment? . e L] Ne [, ves

7 Will you be trying to' get inte residential/inpatient treatment within the next 2 to 3 months ?:4631 Study Eligibility, @ 23)?
|:|n Mo
[], ves = If Yes: The RA will need to speak with the clinic staff to assess the likelihood of the participant getting into residen-
tial/inpatient treatment within 10 weeks of randomization—if entry into residential/inpatient treatment is
likely then the participant is not eligible for CTN-0046.

8 Comments (print; fimit 200 characters):

Data not collected
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STUDYID = CTN0046 QSCAT=SUPERVISOR TAPE RATING (STR) OR SUPERVISOR TAPE RATING (ITR)

: DOMAIN: QS
Ferm comp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
s-c AST QSSCAT=CLINICIAN RATINGS
SITEID USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

NOTE: THERE ARE TWO FORMS STR AND ITR WITH ALMOST (SEE e Tl Q$DTC 4 Visit # VISITNUM
SUPPQUAL) IDENTICAL FIELDS R e —

month

4634 Supervisor Tape Rating—Smoking Cessation

SEE DETAIL BELOW
Clinician ID: S Supervisor I; SQ2 Supervisor Node: Supervisor Site: _[s04

Check if Independent Rater (IR): [ ]— IRID: [525 | IR Node{sc6 | IRSte: 07 |
Session # Session date: ___.-"'

menth dary ear
Meet Need Expectations
" ; . eelrs eeds Not Met:
Counseling Compliance Checklist 7 . -
9 ’ Expectations | Imnrovement |Additional Training)
QSTESTCH QSTEST QSORRES/QSSTRES Required
STROOL/
ITROO1 1 Familiarity with each of the intervention topics. |:|1 |:|2 |:|!

‘7’_1'_-2885/ 2 Ability to effectively juide study participant through key points in

the 10 minute lime allowed.

S;Igg(())g/ 3 Ability to make and naintain eye contact, |:|1 |:|! |:|3
STRO004/ 4 4
1TRO0A 4  Ability to listen. |:|1 |:|2 |:|3

STROO05/ o= . o S I i e
TROOS 3 Ability te |deri|f}r |n:£v|duu| needs and provide the appropriate

intervention.
S,Igggg/ & Ability te remain ner-judgmental and encouraging. L], L], EA
) v
ﬂggg;/ 7 Ability to recognize the opportunity for teaching vs. the need to
allow for more interaction and discussion remaining within the 10 |:|1 |:|! |:|3

minute time allowed.

SUBSTITUTE ‘'STR’ FOR ‘ITR" WHEN USING STR FORM

IDVAR SQ1-SQ9 = VISITNUM

SQ1 QNAM=ITRO01IA QLABEL= CLINICIAN ID Also in STR

SQ2 QNAM=ITR0O01B QLABEL=SUPERVISOR ID Also in STR
SQ3 QNAM=ITR001B1 QLABEL=SUPERVISOR NODE Also in STR
SQ4 QNAM=ITR001B2 QLABEL=SUPERVISOR SITE Also in STR
SQ5 QNAM=ITROO1E QLABEL=IR ID (ITR FORM ONLY)

SQ6 QNAM=ITRO01E1 QLABEL=IR NODE (ITR FORM ONLY)

SQ7 QNAM=ITRO01E2 QLABEL=IR SITE (ITR FORM ONLY)

SQ8 QNAM=ITR001C QLABEL=SESSION NUMBER Also in STR
SQ9 QNAM=ITR0O01DT QLABEL=SESSION DATE Also in STR

CT-0046_CRF_V 004_13 SEP 2000 2009 DCRI Eg‘ﬁl‘l'ﬁdcl‘lﬁﬂl Sup=rvisor Tape Roting—Smoking Cessation. page 1 le I




STUDYID = CTN0046 QSCAT=THOUGHTS ABOUT ABSTINENCE-ALCOHOL

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
s c AST Fields affected: [, Entw= CRF [, Quessors =iy
|

Mode#: _ CTPSiteD#: _ STED participant D #: _ USUBID
AssessmentDote: _~  QgDTC Wisit #: _VISITNUM
manith day yuar

4635 Thoughts About Abstinence—Alcohol

Sectionl
QSTEST QSORRES/QSSTRES
This section asks about how you feel about stepping all alcohel use at this time in your life. On the scales below, circle the

number that best represents how you feel about stepping, how seecessful you will be, and how you will de after you qui.

QSTESTCD

ETOHO1 1 Have you uied alcohol in the past 90 days?
1 No— :Nu: STOP QSEVLINT=-D90

|:|1 Yes =

Yes: Continue to question 2

Ne Greatest
ETOH02 || 2 Using the schle at right, how would you describe your desire o guit de;::.; o de:::l‘a

wsing alcoliol at this time in your life?
" 0 1 2 3 4 5 & 7 8 9

Very low Veryhigh
: : i chance o Cime
ETOH03 | 3 Using the schle at right, how would you describe how swecessful youw success success

sxpest fo g in quilting?

o 1 2 3 4 5 &6 7 8 9

4 Using the scale at right, how would you describe how difficwlt it will 23 dm

be hh‘lm 2zing glsehel ot this time in your life?

ETOHO4

o 1 2 3 4 5 &6 7 8 9

Section 2 ‘1‘ v

etonos | 3 What is the GQAL you have chosen for yourself about using aleohol at this time?
Please read the goals listed below and choose which geal best represents your own goal at this time by checking the box
next to your choice. Please read all of them before you pick one.

|:|l Mo clear goal - | really don't have a clear goal in mind.

|:|! Controlled use — | want to wse in a controlled mannerto be able to be in contol of how often | use and how much | use.
|:|_1 New decision — | waont to be totally abstinent from all use for a period of time, after which | will make o new decision about whather

or not | will use again in any way.

|:|' Occasional use — | don't want vsing te be a habit for me, but | would liks to be able te occasionally use when | really have the urge.
|:|5 | may slip — | want to quit using once and for all, even though | realize | may slip and use ance in a whils.
|:L Quit completely — | want to quit using once and for all, to be totally abstinent, and never use ever again for the rest of my life.

|:|.'r None of the above — MNane of the above applies exactly fo me. My own goal is (print; limit 200 characters):

ETHO5A
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STUDYID = CTN0046 QSCAT=THOUGHTS ABOUT ABSTINENCE-CIGARETTES

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
S-CAST
USUBJID

Mode#: _ CTPSitelD# _ S'TEID participant ID#: _ YSUBID
AssessmentDote: _~ QgDTC__ / Wisit #: _VISITNUM
month day yuar
4636 Thoughts About Abstinence—Cigarettes
Sectionl ..o QSORRES/QSSTRES

This section usl(s about how you feel about stopping all cigarette smoking at this time in your life. Onthe scales below, <ir-
cle the numbef that best represents how you feel about stepping, how ssecesstel you will be, and hew you will do after

QsTeESTCD | you quit.

N Greatest

cIGL 1 Using the scale at right, how would you describe your desire %gg-ii dﬂ; o desire o
zmeking slggrettes at this time in your life (4631 Study Eligibifity, qui qui
LERE 0 1 2 3 4 5 6 7 8 9

Very low Very high

CIG2 2 Using the scale at right, how would you describe how d:::::s:{ CI.:;::F

expect o be in quitting?

o 1 2 3 4 5 6 7 8 9

v Vi
CIG3 3 Using the scale at right, how would you describe how difficult|it will e:g dﬁ:':,i

bemﬂmmm at this time in your lifg?

clG4 4 What is the GOAL you have chosen for yourself about smoking cigarettes at this time?

Please read the goals listed below and choose which goal best represents your own goal at this lime by checking the box
next to your choice. Please read all of them before you pick one.

|:|1 Mo clear goal — | really don't have a clear goal in mind.

|:|2 Controlled use — | want to use in a controlled manner—o be able to be in control of how offen | vse and how much | use.
|:|3 Mew decision — | want to be totally abstinent from all use for a period of tims, after which | will make a new decision about whether

or not | will use again in any way.

|:|4 Occasional use — | don't want using to be a habit for me, but | would like to be able to occasionally use when | really have the urge.
|:|5 L may slip — | want to quit using once and for all, sven though | redlize | may slip and vse once in o while.

|:L_ Quit completely — | want to quit using once and for all, to be tatally abstinent, and never use ever again for the rest of my life.

[ ], None of the above — None of the above applies exactly to me. My awn goal is (print: limit 200 characters):

CIG4A 1
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QSTESTCD

DRUGO1

DRUGO02

DRUGO03

DRUG04

DRUGO04A

CTN-0046

4637 Thoughts About Abstinence—Drugs

STUDYID = CTN0046 QSCAT=THOUGHTS ABOUT ABSTINENCE-DRUGS

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet

[y Pasticipant unavailable
Fields affected: [, Entw= CRF

[y Daba coll=clion errar
[0y QuesSons {me=y)

[; ParScipant unoble/unvsilling to answer

S-CAST

Mode#: _ CTPSiteD#: _ STTED participant D #: _ USUBID
AssessmentDote: _~  QgDTC Wisit #: _VISITNUM
manith day yuar

Sectionl o ; QSORRES/QSSTRES

This section asksg about how you feel about stopping all drug §se at this time in your life. Onthe scales below, circle the
number that best represents how you feel about stepping, how|seccessful you will be, and how you will de after you qui.

Neo Greatest
1 Using the scals at right, how would you describe your desire o awit de;::in :Ie;:: "

using drugsat this time in your life?
4] 1 2 3 4 5 & 7 8 9

Very low Wery high
cl'nrr}::e of checrlj::e of
success SUCCESS

2 Using the scal: at right, how would you describe how svccessful you
expect o be in quitting?

3 Using the scale at right, how would you describe how difficult it will
be jo keep zzing dregz ot this time in your life?

fodiion s \L v
4 What is the GOAL you have chosen for yourself about using drugs at this time?

Please read the goals listed below and choose which goal best represents your own goal at this lime by checking the box
next to your choice. Please read all of them before you pick one.

|:|1 Mo clear goal — | really don't have a clear goal in mind.

|:|2 Controlled use — | want to use in a controlled manner—o be able to be in control of how offen | vse and how much | use.
|:|3 Mew decision — | want to be totally abstinent from all use for a period of tims, after which | will make a new decision about

whether or not | will vse again in any way.

|:|4 Occasional use — | don't want using to be a habit for me, but | would like to be able to occasionally use when | really have the urge.
|:|5 L may slip — | want to quit using once and for all, sven though | redlize | may slip and vse once in o while.

|:L_ Quit completely — | want to quit using once and for all, to be tatally abstinent, and never use ever again for the rest of my life.

[ ], None of the above — None of the above applies exactly to me. My awn goal is (print: limit 200 characters):
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. DOMAIN: EX
c T N o o 4 6 Ferm camp|e!mn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
s-CAST USUBJID

Nede #: CTP Site ID #: Participant 1D #:
EXDTC
Assessment Date: g /
EXCAT=TREATMENT TRACKING FORM B e T T

menth day year

4641 Treatment Tracking Form

Study week number: VISITNUM

EXSTDTC EXENDTC
Week start date: s oo / / Week end date: / /

Please record the number of hours that the participant was schedvled to atend treatment and the number of
treatment hours actually attended during the study week:

Scheduled Hours Actval Howrs -5
1 Total outpatient/IOP treatment hours EXTRT EXDOSRGM EX_DOE —
2  Individval cutpatient/IOP treatment howrs EXTRT EXDOSRGM. __ _ EXDOSE e
3 Group outpatient/IOP treatment hours EXTRT EXDOSRGM . EXDOSE

4 Did the participant attend other substance abuse treatment af the CTP?
[ ], No If No: STOP. This form is complete.  DATANOT STORED. IF YES, THE BELOW
VARIABLES WILL BE IN THE EX DATASET
|:|1 tes If Yes: Continue to question 5.

3 Please check each treatment utilized and provide the scheduled and actual hours attended:

TT{:Z::TE:!::;::‘ Scheduled Hours Actval Howrs _
[ ] Outpatient detox ~ EXTRT X ORI s eoosE
[] Inpatient detox EXTRT EXESEM_ e e EX_DOi_ po
|:| Residential EXTRT EXDOSRGM ., EX_DOE —_——
[] Methadone EXTRT EXROSREM s BXDOSE . e

& Comments: DATA NOT STORED

CTr-0046_CRF_V.004_18 S5EP 2000 200% DCRI aﬁﬂnnﬁdcnﬁﬂl

Treatment Trecking Form, poge 1 CIF 1




. DOMAIN: LB
c T N o o 4 6 Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
s-CAST USUBJID

Nede #: CTP Site ID #: Participant 1D #:
LBDTC
Assessment Date: / g Visit #:; VISITNUM
LBCAT=DRUG SCREEN T _'='ﬂ:f_ __.r'r_ _

4642 Urine Drug Screen

Section I: Urine Cellection

1  Was a urine sample obtained?
|:|,:, Mo — If No: 1Ta Why was a urine sample not obtained [check only ons/?
LBSTAT/LBREASND |:|| Participant reparted being unable to provide sample

|:|2 Participant refused to provide sample
|:|:| Study staff error

|:|4 Other (specify) QNAM=| RTEMP
D Yos QLABEL= URINE TEMP WITHIN EXPECTED RANGE
1 /

IDVAR=LBSEQ

* If the urine sample was not within the
expected range or was not valid en the

|:|1 fes adulterant test, please collect ancther

sample from the participant. Do not test

2  Urine temperature within expected range (between 90° and 99° F|? |:|.:. Mo* —

indj id? No* = ;
3 Doesthe adulterant test ind :;‘:&ljfézgﬁéin was valid 7 5.;. o samples that are not within the expected
QLABEL= URINE POTENTIALLY ABNORMAL i da range or are not valid.

Section lI: Urine Drug Screenn Results

LBORRES

LBTEST MNegative | Pesitive | Unknown | Agree with TLFB?
4 Methamphetamine (0] ] [] fl:l.:. No [ ], Yes
3 THC (marijuana) (] ] [] / |:|.:. Mo |:|1 Yes
6 Cocaine | ] [] / [N [, es
7 Opioids (2000)* ] ] ] [ Oove [, ves
8 Amphetamine ] ] L] / [loNe [, es
9 Benzodiazapine ] ] [] [lomNe [, ves
10 Commenis: DATA NOT STORED 8E:E’;Agt:BfAGBR§(§REES WITH TLEB

IDVAR=LBSEQ

CT-0046_CRF_V 004_13 SEP 2000 2009 DCRI a;ﬁl‘lﬁdcl‘lﬁﬂl Urine Drug Screen, poge 1 CIF 1




. DOMAIN: LB, SC
c T N o o 4 6 Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
s-CAST USUBJID

Moded: CTP Site ID #: Participant 1D #: ___

SC.SCDTC o
AssessmentDate: /4 Wisit #: VISITNUM

Mt day yuar

4643 Urine Pregnancy Test and Birth Control Assessment

L BCAT=PREGNANGY TEST ONLY COMPLETE THIS FORM FOR FEMALES

Pregnancy Test
LB.LBTEST

1 Was a pregnancy test performed? [l me [, Yes LBLBSTAT
LB.LBDTC

o

2 Date of pregnancy test: __

maonth doy year

3 Pregnancy test resull (4637 Study Eligibility, G 17): [ ], Negative [ ], Postive LBLBORRES

Breastfeeding—Complete only during Baseline/Screening SC.SCCAT=BIRTH CONTROL ASSESSMENT

4 Isthe participant breastfeeding (4631 Study Eligibility, © 17)? [ ], Mo SC.SCORRES

SC.SCTEST L], Yes

Birth Control Method—Complete only during Baseline/Screening
SC.SCTEST
5 Doesthe participant agree to use an acceptable method of birth control (4631 Study Eligibility, © 7)?

|:|n Mo SC.SCTEST SC.SCORRES
], ves = Indicate all methods of birth| control the participant agrees to use (onswer all questions):
SC.SCORRES 5 Abstinence S e B PO SRS B SShEBs (1, Ne | [, es
B |:L] Mo |:|| Yes
B LD ettt |:|u Mo |:|| Yas
Be Levonorgestrel implank | i i i L] Mo | [, ves
53f Medroxyprogesterone acetate injection e Ly Mo | [, Yes
By Orol contracephives: oo st et b e i e i i i il L] Mo | [, ves
B PEEI o T e il i il i i i i |:|u o |:|I Yes
81 Surgicol SeriliEaom oo o o e s T e e e AR L], Mo 1) [, ves
I O i e s e e C]~e [, ves

Bk SP,H!'{}.-: Value is SC.SCORRES for question 5j

& Comments [print, fimit 200 charocters):

DATA NOT STORED

CT-0046_CRF_V 004_13 SEP 2000 2009 DCRI aacﬁl'lﬁdcl'lﬁﬂl Urine Pregnoncy Test, poge 1 CIF 1




CTN-0046
S-CAST

Ferm CGI‘I‘IFI'E!'BBI'I (if form not complete, check onet

[y Pasticipant unavailable

Fields affected: [, Entw= CRF

Moded:

AssessmentDate: /¢

[y Daba coll=clion errar

CTPSite ID &

[0y QuesSons {me=y)

DOMAIN: VS

[; ParScipant unoble/unvsilling to answer

Mt day

Participant 1D #: ___

USUBJID

Wisit #: VISITNUM

4644 Vital Signs and Weight

H VSTEST VSTEST
Blood Freﬂ.ur.e [.-:ihng] D Weight Height
Reading A Puls= \/QTIE;;’S"FSJ Study Eligibility, @ 14) VeTESTH _
VSTEST B Syslnlic ¢ Diaatolic (Screening, Weeks 5, 10) [Screening)
VSSPID
1 VSORRES VSORRES VSORRES VSORRES Ibs VSORRES i
s e GiE T VSORRESU T VSORRESU
If the systolic blood pressure for the first reading is = 140 or < 90 OR the diastolic blood pressure for the first reading is = 90 or
< 65 then wait for five minutes and then repeat the assessment.

Blood Pressure [sitting)
vsTESTI4631 Study Eligibility, @ 14)VSTEST

B Systolic € Diastolic
VSSPID VSORRES VSORRES
2 - -
if two blood pressure readings were completed then average the systolic readings and
average the diastolic readings and record the averages in the appropriate fields below.
VSasplD Average of VSORRES VSORRES
1and 2 S S

F Comments [print; limit, 200 characters):

DATA NOT STORED

CTN-0046_CRF_V.004_13 5EP 2009

2009 DERI — Confidential
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STUDYID = CTN0046 QSCAT=WITHDRAWAL SCALE-TOBACCO

. DOMAIN: QS
Ferm camp|eimn (if form not complete, check onet
- [y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy
S-CAST
USUBJID

Mode#: _ CTPSitelD# _ S'TEID participant ID#: _ YSUBID
AssessmentDote: _~  QgDTC Wisit #: _VISITNUM
mants day yuar

4645 Withdrawal Scale—Tobacco

Please rate the following items based on how you have felt or what you have noticed over the last 24 hours. Rate the items by

checking the box by the number that best reflects how you have generally felt during this time.
QSTEST QSORRES/QSSTRES

QSTESTCD Nene 5‘!'![ Mild Moderate Severe

QSEVLINT=-P24

WSTO1 1 | Desire fo smoke []o IR 12 [13 []4

WST02 2 | Anger, jrritability, frustration [Jo 1 = (13 []a
WSTO3 3 | Anxiety, nervousness o 1 12 []3 []4
WsT04 4 | Difficully concentrating [Jo 1 ]2 []3 []a
wstos | 5 | Impatidnce, restlessness o M1 ]2 3 []a

wsTo6 | 6 | Hunges Oo 1 12 [13 []4

wsto7 | 7 | Awakehing at night [To 1K ]2 [ []4

v

WST08 8 Depression []o 11 (]2 [13 []4

CTN-0046_CRF_V.004_13 5EP 2009 200% DC !IT—OE}nancnﬁﬂl Withdrawal Scole—Tobocco, page 1of 7




STUDYID = CTN0046

CTN-0046
S-CAST

4646 Protocol Violation Log (PVL)

To be filled in by person(s) reporting this protecel vielation:

QSCAT=PROTOCOL VIOLATION LOG (PVL)
Ferm camp|ei'mn (if form not complete, check onet

[y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer
Fields affected: [, Entw= CRF [, Quessors =iy

DOMAIN: QS

Node#: _ CTPSiteiD# _ STED parficipantiD 4: _ USUBJID
AssessmentDate: _~ @sDTC / Week #: _VISITNUM
manth day year

QSTESTCD QSTEST
pvLo1nT | Date of viplation: e ot QEORRESIOSSTRES
PVLVISWK ST Pr r
PVLO2 Viclation fype: SORRES/QSSTRESEntar code number from Viclation Type Code List on nexf page
If Cther is indicoted, please provide the specificafion:
IDVAR = 'QSSEQ’;
TDVARVAC = TeftpURUSSEY; DEST);
PVLO3 S, | QNAM ='PVLO3;
ik VUEABELD = CUNMIMIENT BASED UN FVLUZT
QAL = Ieft(pvi03);
{BVAR—SOT—S09=viSTNUNM
Descriptioh of violation:
PVLO4
QSORRES/QSSTRES
PVLO5 3 . X .’ RRESTOSST . 2 . .
Has this pfotocel vielation been resolved? DDQIQQ S?eﬁES If Yes: Indicate resolution/corrective action below.
v
Protecel vielation resolution/ corrective

pvLossp | action:

QSORRES/QSSTRES

Commenis:
DATA NOT STORED

CTr-0046_CRF_V.004_18 S5EP 2009

2009 DCRI — Confidential CRF, page=
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CTN-0046
S-CAST

Ferm camp|ei'mn (if form not complete, check onet

[y Pasticipant unavailable [, Daka collecfion error - [y ParScipant unoble/unvsilling to answer

Fields affected: [, Entw= CRF [, Quessors =iy

Moded: CTP Site ID #: Participant 1D #: ___

AssessmentDate: /4

day year

4646 Violation Type Code List (PVL) (continued)

01 Informed Consent Procedures
01A Mo consent/assent obtained
01C Invalid/incomplete informed consant
01D Unauthorized assessments and/or
procedures conducted prior to
obtaining informed consent

D1E Other [specify):

0% Behavioral Intervention
O09A Intervention not provided per

05 Study Procedures/Assessments
05A Protocol required procedures not
obtainad pratocol scheduls or visit window
05C Procedures/Assessments obtained
outside the vist timeframes

05D Other {ipecify)

timeframe

09C Cther [ipecify):

Week#:

02 Inclusion/Exclusion Criteria

06 Serious Adverse Event
08A SAE noft reported
06B SAE reported cut of Hime window
086C Other fspecify):

99 Other Significant Violations
99C Using advertising materials or
brochures without prior [RB

approval

99D Cther (specify):

03 Concomitant Medication/Therapy

07 Randomization Procedures

07 A Randomization procedures not
FD“GWEd |'e.5 . oufside window, o of
sequence, efc |

07B Inzligible participant randamized

07C Improper un-blinding procedures

07D Other [ipecify)

O7E Incorrect treatment assignment

04 Laboratory Assessments/Procedures
04A Required testing not abtainad

048 Testing complsted cutside window
04D Unavthorized test/procedure

obtained

04E Other -[speril:..-;':

08 Study Drug Dosing
08A Insligible participant dispansad
medication
08B Incorrect medication dispensed
08C Incorrect medication dosage or

amount of medication dispensad

08D Other {3pecify)

CTr-0046_CRF_V.004_18 S5EP 2009

2009 DERI — Confidential
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