NOTE: Boxed annotations indicate supplemental qualifier variables. Result found in QVAL field. DOMAIN: QS
CurRY REASON FOR GIUITTING CJUESTIONNAIRE=OSCAT Page 1of 2

Smoking Cessation Treatment With Transdermal Nicotine
NIDA-CTN-0009 ., d

acement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.. ___

NODE: | [ ][] STUDYID EPOCH Screening Baseline VISITNUM
CTPSITEID: | (J[]-J] ST”D;J_F‘:EEH'S 41 2 3 4 5 6 7 8 8 10 11 12 13
)
. 14 15 16 17 18 19 20 21 22 23 24 25 26
PARTICIPANTID: | [ ][] ][] |usuBaD BamunL
AssessmentDate: __ [ [ ___QSDTC (mm/ad/yyy starFio:[ ][] [ ][]
1=Form completed as required 4=Maot encugh time at the visit
|:| FORM COMPLETION STATUS Z=Participant refus=d S=Participant did not attend visit
JF=Responsible person did not complete §=0ther (specify: ]

This is a brief questionnaire about your interest or motivation to stop smoking. Please answer all questions. If
you have NO interest in stopping smaoking, please indicate that by circling the corresponding “not at all true”
statement for each item.

Please begin by deciding how much the following statement applies to you:

Alittle Moderately . Extremely
Mot at all true true Quite true irue
A want to quit smoking 0 1 2 3 4

YOUR REASONS FOR QUITTING SMOKING

YWhat are your reasons for wanting to quit smoking at this time? Below is a list of reasons that smokers may have
for quitting. Read each reason and decide how much it applies to you right now. Then circle one reason.
Remember, there are no “right”™ or “wrong” reasons for wanting to guit smoking — any reason is a good one.

| WANT TO QUIT SMOKING AT THIS TIME: QSORRES
QSTESTCD/QSTEST Mot at all A little Moderately Quite true Extremely
true true true

1. Toshow myself that | can quit smoking if 0 1 2 3 4
| really want to.

2. BecaL_Jse | will like myself better if | quit 0 1 2 3 4
smoking.

3. Sothat| can feel in control of my life. 0 1 2 3 4

4 Because my spouse, children or other
person | am close to will stop nagging me 0 1 2 3 4
if | quit smoking.

5. Because quitting smoking will prove that |

can accomplish other things that are 0 1 2 3 4
important to me.

6. Because someone has given me an 0 1 2 3 4
ultimatum {made a threat) to quit.

7. Because | will receive a special gift if | 0 1 2 3 4
quit.

2. 3o that my hair and clothes won't smell. 0 1 2 3 4

9. Sothat | will save money on smoking- 0 1 2 3 A

related costs such as dry-cleaning.
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DOMAIN: QS

CURRY USUBJID Pages 2 of 2
Site ID: Participant |D VvistDate: ____/ __ Qspic
o000 CICIIC]
QSORRES
QSTESTCD/QSTEST Notatan  Altae  MOGSTAEN g ie e EXTEMEN

10. Because | am concerned that | will suffer
from a serious illness if | don't quit 1 2 3 4
smoking.

11. Because | will receive a financial reward
for quitting (money from a friend or family 0 1 2 3 4
member, honus from work, etc.)

12. Because people | am close to will he

- . . 0 1 2 3 4

upset with me if | don't quit.

13. Ben_ause | wion't burn holes in clothing or 0 1 Y, 3 4
furniture.

14. Because | have noticed physical
symptoms that indicate that smoking is 0 1 2 3 4
huriing my health.

15. Because | want to save the money that | i} 1 2 3 4
spend on cigareties.

16. To prove to myself that I'm not addicted 0 1 7 3 4
o cigareties.

17. Because | can graphically picture the 0 1 7 3 4
effects that smoking has on my body.

13. Because | have known other people who
have died from serious ilinesses that 1] 1 2 3 4
were caused by smoking.

19. S0 that | won't have to clean my house or 0 1 2 3 4
car so often.

20. B_E{:ause | am cn:_rncemed that smaoking 0 1 2 3 4
will shorten my life.
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DEMOGRAPHICS {DEM) DOMAIN: DM and 8¢

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: 1
NODE: | (1] EPOCH Screening Baseline  VISITNUM
CTP-SITEID: | [J[]-[1[] ST”D;J_F‘:EEH'S 41 2 3 4 5 6 7 8 8% 10 11 12 13
PARTICIPANTID : DDD DJSUBJID ! 14 15 16 17 18 19 20 21 22 23 24 25 26
AssessmentDate: [/  immsddivwy) 5TAFF|D:|:| |:| |:| |:| |:|
1=Form completed as required 4=Mot engugh time at the visit
|:| FORM COMPLETION STATUS 2=Parficipant refused S=Parficipant did not attend visit
2=Responsible person did ot complete  G=0ther (specify: i
DEMOGRAPHICS
1. Sex DM.SEX
{1 = Male, Z=female)
2. DateofBirth 4 4y ~ DMBRTHDTC
m m d d y ¥y ¥ ¥
3. ETHNICITY/RACE: Foreach of the following, please circle *0° for "NO" or *1° for YES'. You have the

SCTEST

s

option of not answering by circling "1° for ‘Participant chooses not to answer'. For those categories with
further specification, please select at least one sub-category.

0

NO  YES DM.RACE (If multiple, then = ‘MULTIPLE’)
0 1 White
0 1 Black, African American or Negro SCTEST
0 1 American Indian or Alaska Native
0 1 Spanish, Hispanic or Latino (enter “1” below for all that apply)

Mexican, Mexican-American, or Chicano

—  Puerto Rican QNAM=SOTHERS
—  Cuban QLABEL=SPANISH, HISPANIC, OR LATINO: OTHER TEXT
Other (zpecify) IDVAR=SCSEQ
1 Asian {enter “17 below for all that apply) ONANAOTHERS
—  Asian-Indian —  Korean QLABEL=ASIAN: OTHER TEXT
SCORRES —  Chiness — Vietnamese | HyAR=SCSEQ
. Filiping _ Other izpecifiy)
_ Japanese
1 Mative Hawaiian or Pacific Islander {enter *1"below for all that apply)
et Hovare SO it o
g“ama"'a” or Chamarro PACIFIC ISLANDER: OTHER TEXT
_ amoan IDVAR=SCSEQ
- Other (specify)
1 Other (speci
: .|: pecify) <. ONAM=0OTHERS
1 Participant chooses not to answer QLABEL=ETHNICITY/RACE: OTHER TEXT
TDOVAR=SCLIEY
SCORREP  Education completed {GED = 12 years)
SCTEST
5. Usual employment pattern:
2 1 = Full time {35+ hrafwk) & = Retired/Disalility
a. Past3 years: 2 = Part time (regular hours) T = Homemaker
3 = Part time {irreq., day-work) 3 = Unemployed
b. Past 30 days? 4 = Student 9 = In controlled environment
5 = Service
6. Marital Status
1 = Legally Married 4 = Separated
2 = Living with partneriCohabitating 5 = Divorcad
3 = Widowed 6 = Never Married
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DEM USuBJID DOMAIN: SHageE of 2
_CTP-Site ID Participant 1D AssessmentDate: __ [ __ [/ SUDTC
__‘|:|_ |:||:ﬁ:||:| mom d d Yy o¥ ¥y oy

SUBSTANCE USE
7. DruglAlcohol Use SUCAT=DRUG/ALCOHOL USE

For the following, please record nsage information for the past 30 davs (days of use), lifetime (years of regular use),
and route of administration. For lifetime use, the use of a substance 3 or more fimes per week 15 generally considered regular
use. The usual route of adminisration should be coded. If more than [ route 15 frequently used, then choose the most severe.
The routes are listed from least severe to most severe. If Past 30 Days and Lifetime Use are zero, route should be coded as
“N/AT If substance use 15 less than 6 months, code Lifetime use as 0 years (6-12 months of use is coded as 1 year) and make a
note on the form.

SUEVLINT=-P30D SUOCCUR=Y
SUTRT A B ¢ SurouTE
Substance Past 30 Days | Lifetime Use Years Most Frequent Route of Administration
IV or Non-
Oral Nasal Smoking | IV Injection [ WA

01 Alcohaol (any use at all) o SUDUR__ 1 2 3 4 8
02 Alcohol fio intoxication) . L 1 2 3 4 8
03 Herain . . 1 2 3 4 8
M MethadonsLAAM (prescrbed) L L 1 2 3 4 8
05 Methadona/LAAM (illicit) . L 1 2 3 4 8
06 Cther Opiates/Analyesics L o 1 2 3 4 8
07 Barkiturtes L o 1 2 3 4 8
08 Odther SedativesHypnofice/ Tranguilizers

including Berzodiazapines _— _— 1 2 3 4 8
09 Cocame L o 1 2 3 4 8
10 Amphetamines/Mathamphetamines o L 1 2 3 4 ]
11 Cannabiz o L 1 2 3 4 Fa]
12 Hallucimogens L o 1 2 3 4 g
13 Inhalants o o 1 2 3 4 8
14 More than 1 substances per day

{including alcchal) _— _—
15 Nicoting (fobacco producis) o L 1 2 3 8

DEMOGRAPHICS _R2. .doc

SUTRT SU%.A T,;!h:a:'\:/l:'1?»“3(9rﬁz-;.]Dtr;';z %% ﬁ]?ggiléa\ér, which substance is the major problem?

Interviewer should determine the major drug of abuse. Code using the number next to the
drug listed in question 7 - numbers 01-13, 15. “00" = no problem, "16” = alcohol & drug (Dual
addiction), “17" = Polydrug. Ask participant when not clear.
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DOMAIN: QS

DSM-IV CHECKLIST: ADMmiMISTRATION WoRrRKSHEET (DSM-IV) OSCAT Page 1 of 6
NIDA-CTN-DO09 0 L oo poncrams | S50 N __
NODE: | [1[] STUDYID EPOCH  S§creening  Baseline  VISITNUM
CTP-SITE - D D : I:l D STUDL::{EE:; " 141 152 153 174 185 1EIE EIZIT 2 229 231u241 125122513
PARTICIPANTID : | [ ][ ][ ][] | usuBaiD OSEVAL

AssessmentDate: [/

| _QSDTC (mm./dd/yyyy)

starrio:[ ] ][]0 ]

|:| FORM COMPLETION STATUS

1=Form completed as required
2=Participant refused

4=Faot enough fime at the wisit
S=Participant did not attend visit
I=Responsible person did not complete  B=0ther (specify:

SECTION 1

QSTESTCD/QSTEST
1. Have you uszed

in the past 12 months? (Start with Alechaol)

- GENERAL INFORMATION

QSORRES

IF the answer to &1 is “NO," circle “0" for NO USE {column “2"), and move on to the next drug class (ask Q1)
IF the anzwer to Q1 is “YES,” then ask:

“Have you used

10 or more days in any month over the past 12 montha?"

IF the answer is “YES” circle “3" in column “&." for Dependence and move on 1o the nest drug class (ask Q1)
IF the anzwer is “MNO" then ask:

“‘Have you used

2-5 days in any month over the past 12 months?

IF the answer iz “YES", then circle “27 in column “¢” for Abuge and move on to the next drug class (ask Q1)
IF the answer iz “NO", then circle 17 in column “d” and move on o the next drug class (ask Q1)

&. b. [ d.
YES, Dependence YES, Abuse ¥ES. N
MO USE (More than 10 days per (2-8 days per month in the .

If WO USE, move on to

rmanth in the past 12 months)

past 12 months)

(Less than 2 days per
rmonth in the past 12

Benzodiazepines

next drug class. Start with Dependence Start with Dependence
Section Section manths)
1.4 | Alcohol 0 3 2 1
1B | Amphetamines 0 3 2 1
1.C | Cannabis 0 3 2 1
1.0 | Cocaine 0 3 2 1
1.E | Hallucinogens ] 3 2 1
1.F | Imhalants 0 3 2 1
1.H | Opiates ] 3 2 1
11 | PCP 0 3 2 1
i Sedatives - 0 5 7 1

For drugs in this
column, DO NOT
ASHK ANY CRITERIA:
Code all criteria as
Mot Asked (4)

For drugs in this column,
START WITH THE
DEPEMDEMCE
symptoms section.

IF DEPENMDEMNCE IS NOT
MET: assess for Abuse.

If DEPEMDEMCE 15 MET:
DO MOT ask Abuse
criteria section, code
Abuse criteria as Not
Asked (4)

For drugs in this colummn,
START WITH
DEPEMDEMNCE
symptoms section.

IF DEPEMDEMCE IS NOT
MET, assess for Abuse.

IF DEPEMDEMNCE IS MET:
DOMOT ask Abuse
criteria section, code
Abuse criteria as Mot
Asked (1)

For drugs in this column,
DO NOT ASK ANY
CRITERIA: Code all
criteria as Not Asked (4)

DEM-IV__R2b.doc
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DSMIV USUBJID DOMAIN: QS Pagz 2 of &
CTP-Site ID Participant ID_ Assessment Date: ___ / / _QSDTC __

D:'l:”:' |:||:||:|_ m - m d_T ¥ ¥ ¥ ¥

SECTION A - DEPENDENCE
Mow I'd like to azk you a few more questions about your use of (DRUGS). QSEVLINT=-P12M

A maladapfive paffern of substance use leading to clinically significant impairment or distress, as manifested by ffiree {or more) of the
following occurring within a 12-month perod.

| & ™ E E e
/ QSTESTCD/QSTEST g el I I I Ml I
A, Pilace code for all drugs being evaluated. (D, A, or N) Use Nfornowuse., | — | — | — | — | — | — —] —

A In the pazt 12 monthe, kave you had fimes when you increasad the amount
of (DRUG) you used to get the same effect you got when you first staried
using it regularly (i.e., at least once a week for several weeks or more)?

FYES: Have you used at least twice the amount of (DRUG) to try and get
the same effect?

IFNO:  What about finding that using the same amount of (DRUG) had
much less effect than when you first staried using it regularly?

*NOTE TO INTERVIEWER: If =6l uncertain how fo code, provide example of
sympfom using operationally defined guidelines.

Micating (Not Assessed)
Sedatives/Berzodiazepines

Alcohol
Amphetamines
Cannabs
Cocaine
Hallucinogens
Inhalans
Opiates

=]

Tolerance, as defined by either a need for markedly |~

increased amounts of the substance in order to achieve Apzent
intoxication or desired effect, or markedly diminished effect | acesain
with continued use of the same amount of substance.

ra
k2
k2
k3
ra

3
k2
ka
k3

B | a3
[
[
[
£
£
[
[
[

Mot Asked

A2 Inthe past 12 months, have you had any withdrawal symptoms, that is falt
sick or bad, hours or days after you cut down or stopped using (DRUG)? Q$ORRHS

FYES: What symptoms did you have? (Give participant copy of “withdrawal
ist” and review symptoms.)

IFHNO:  Have you used (DRUG), or ancther drug like it to reduce feeling sick
or bad becauss you hadn't taken it for a while {i.e., hours or days)?

*NOTE TO INTERVIEWER: If =6l uncertain how fo code, provide example of
sympfom using operationally defined guidelines.

Present | 1 1 1 1 1 1 1 1 1

Withdrawal, as manifested by either the characteristic

withdrawal syndrome for the substance (refer to drug Azent

withdrawal manual) or same (or closely related) substance | pueesin [ 3 | 2 [ 2| 2 [ 3 | 2 FNERE
is taken to relieve or avoid withdrawal symptoms. P T

%]
L]
L]
(%]
%]
%]
L]
]
(%]

Mot Asked

AJ In the paszt 12 monthe, kave you had fimes when you used larger amounts of
(DRUG) than you intended to? For example, you thought you would uze a
litle and ended up spending the entire evening using (i.e., using larger
amounts to get even more of the desired effects)?

If¥ES: Did thiz happen repeatedly for several weeks or longer?

IfNO TO EITHER: Have you had times when you used (DRUG) much
more often than when you first started using regularly (repeatedly
uzing it throughout day and evening, beginning to take it daily or
many days throughout the wesk, taking it over many weeks, months,

or years)?
If¥ES: Did thiz happen repeatedly for several weeks or longer?
*NOTE TO INTERVIEWER: If =0l uncertain how fo code, provide example of
gympfom wsing operationally defined guidelines.
Prasent | 1 1 1 1 1 1 1 1 1
Substance often taken in larger amounts or over a longer Aesent | 2 | 2 |2 [ 2|2 |2 22|z
period than subject intended. | fneeain | 2 | 2 | 2| 2|3 | 3 3 a
Mohzked | 4 | 4 [ 4| 4[4 |4 4144
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OSM-IV USUBJID DOMAIN: QS Page 3cf 6

CTP-Site ID Participant ID_ AssessmentDate: __ /_ _ / _QSDTC
O0-00 HiENE QSEVLINT=-P12Mm m d d v vy v ¥

>l A(B|(C|(DIE|F|G|H]IT ]

/ QSTESTCD/QSTEST
Piace code for all drugs being evaluated. (D, A, or N) Use Nfornowse, | — | — | — | — | — | — —_]——

A4 In the past 12 monthg, have you had times when you thought about cutting
down or stopping your use of (DRUG)?

FYES: Did you have thoughts like this for several weeks or longer?

If MO TO EITHER: Have you unsuccessfully tried to cut down or stop
uzing (CRUG) (attempted to but returned to same level of use within
days, weeks, or months)?

*NOTE TO INTERVIEWER: I still uncentain how to code, provide exampls of
symptom using operationally defined guidelines.

Alcohol
Amph etami nes
Cannabls
Cocaine
Hallucnogens
Inhalarts
Micating [ Not Assessed)
Dpiates
P
Sed atives/Berzodiazepines

Present

%]
L]
L]
(%]

P
3
]
]

Persistent desire or one or more unsuccessful efforts to cut Asent

down or control substance use. | Uacerain
Mot Azked

Be | a3
[
[
[
]
]
[
[

AL In the pazt 12 monthe, kave you had fimes when you spent lots of tims
getting, uzing, and being affected by (DRUG) (i.e., about 6 hours or mare,
including periods where you were feeling desired effects, any hangover, ar

withdrawal sympioms)?

If*¥ES: Did thiz happen repeatedly for several weeks or longer?
IFNO:  Have you used (DRUG) repeatedly throughout the day and evening
hours for several weeks or longer?

*NOTE TO INTERVIEWER: I still uncertain how o cods, provide exampls of
symptom using operationally defined guideslings.

Q$ORRES

Present | 1 1 1 1 1 1 1 1 1

A great deal of time spent in activities necessary to get the
substance (e.g., visiting multiple doctors or driving long Aksent
distances), use the substance (e.g., chain smoking) or | Uaessin | 2 | 2 | 2
recover from its effects. a2 1213222 2 a2z

(o]
ka2
ka2
[ %]
(o]
(o]
ka2
[ %]

o
[
[
i
i
o

AJG In the past 12 months, have you had times when you uzed (DRUG) instead of
wiorking, instead of spending time in other activities with family or friends,
instead of doing hobbiss, or other things vou used to do (e.g., playing sports,
exercising, traveling)?

If¥ES: Did thiz happen repeatedly for several weeks or longer?

*NOTE TO INTERVIEWER:  If still uncertain how o cods, provide example of
symptom using operationally defined guidslines.

Present | 1 1 1 1 1 1 1 1 1

ra
k2
k2
k3
ra
ra
k2
ka
k3

Important social occupational, or recreational activities Alezent
given up or reduced because of substance abuse. | acedsin

B |
.
.
I
B |
B |
.
Y
I

Mot Asked
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DSM-V

USUBJID

DOMAIN: QS F'aged of &

[l

CTP-Site ID Participant 1D

[1-010] Hnn.

Assessment Date:
QSEVLINT=-P12M m m

/

I _QSDTC __

FIEE

¥

¥ ¥ ¥

»
»

/ QSTESTCD/QSTEST
Pilace code for all drugs being evaluated. (D, A, or N) Use N for no use.

AT

In the past 12 monthes, have you had fimes when using (DRUG) either caused
a psychological problem or made an existing problem worss (like feeling
more sad, depressed, anxious, or parancid after using it onee or more imes
or days)?

Has your use of (DRUG) ever cauzed a physical problem or made an existing
phyzical problem or condition worse (like uging despite having hepatitiz, HIY,
diabetes, hypertension, using during pregnancy)?

IFMNO:  Did a health care worker ever azk you to cut down or stop usging
because of a health problem or other medical condition?
IfYES TO ANY OF ABOWVE:  Did you continue using the (DRUG) anyway?

*NOTE TO INTERVIEWER: If still uncertain how fo cods, provide example of

sympfom using operationally defined guwidelines.

Alcohal

Amphetamines

Cannabis

Cocaine

Hallugnogens

Inhalants

Micating (Not Assessed)
Sedatives/Berzodiazapines

Opiates
=]

Present

Continued substance use despite knowledge of having

persistent or recurrent physical or psychological problem Aksent

ra

L]

[ =]

ra

ra

that is likely to have been caused or exacerbated by the use | Uscerain

[x]

a3

a3

of the substance. P

(O ]

I

I

A

Mumber of “Present” symptoms for each column.
Dependence is indicated by a total of 3 or more.

If number of “Present” symptoms totals 3 or more, then DO NOT ASK OR COUNT abuse criteria for that

substance: code B1-B4 as “Not Asked™ for that substance.

SECTI

Mow I'd

ON B - ABUSE

like to ask you a few more questions about your use of (DRUGS).

A maladapiive pattern of substance use lsading fo clinically significant impairment or disfress, as manifested by one (or more) of the
fallowing occurning within a 12-month period.

B.

Piace code for all drugs being evaluated. (D, A, or N) Use N for no use.

A

B.1

In the past 12 months, have you had fimes when (DREUG) uze interfered with
responsibilities at work, school, or home (e.g., getiing a job, keeping a job, or
doing a job well; attending school, or completing =chool assignments; having
enough money to provide food, clothing, housing for seif or family members)?

If¥ES: Did thiz happen repeatedly for at least several weeks or longer?

*NOTE TO INTERVIEWER:  If still uncertain how o code, provide exampls of

sympfom using operationally defined guidsiines.

Alcohal

Amphetamines

Cannakbis

Cocaine

Hallucinogens

Inhalants

Nicating (Not Assessed)
Sedatives/Benzodiazepines

Dpiates
=]

Recurrent substance use resulting in a failure to fulfill major
absences or poor work performance related to substance

expulsions from school, neglect of children or household).

Present

role obligations at work, schoaol, or home (e.g., repeated Bezent

k3

k3

k3
ka
a

use; substance-related absences, suspensions, or | Uneetain

Mot Asked

DEM-IV
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DSMIV USUBJID DOMAIN: QS Page 5of &

CTP-Site 1D Participant ID_ AssessmentDate: __ ([ _QSDTC
O0-00 HiENE QSEVLINT=-P12Mm m d d v vy vy ¥

/ QSTESTCD/QSTEST PlalB|c|D|E|FIG|H|I]|J
Piace code for all drugs being evaluated. (DA, orN) UseNfornowuse, | — | — | — | — | — | — N . —
B.2 Inthe past 12 months, have you had times when you used (DRUG) in
situationz where it might have been dangerous to use it {like driving, §
operating major eguipmentmachinsry, cocking, smoking while lying in bed or E &
on & couch, playing ball or ather demanding sports)? E ﬁ
If¥ES: Did thiz happen repeatedly for &t least several weeks or longer? " 2 E
=
*NOTE TO INTERVIEWER: If =0l uncertain how fo code, provide example of B E E .:iE
sympfom using operationally defined guidelines. E i " ? E E o i
SlE2|z|ls|5|a|5]|e =
SIElElE|5|2|B|8|5]%
<, <, L2 [ &) L = = ] 0. [13]
Present | 1 1 1 1 1 1
Recurrent substance use in situations in which it is et | 2 1212121212 2
physically hazardous (e.g., driving an automaobile or Y IR R R R R e 21313
operating a machine when impaired by substance use). | ™" =
MNotlicked | 4 | 4 | 4 | 4|2 |4 4| 4| 4
B.3 In the past 12 months, have you had times your use of (DRUG) caused legal
problems {e.g., charges for driving under the influsnce, charges for
intoxication and disorderly conduct, charges for illegal possession, or zale of NSORREY
(DRUG)?
*NOTE TO INTERVIEWER: If =6 uncertain how fo code, provide example of
sympfom using operationally defined guidelines.
Present | 1 1 1 1 1 1 1
Recurrent substance-related legal problems {e.g., driving | fset| 2 [ 2 ]2 )2 [2 ]2 2 2
under the influence, intoxication, disorderly conduct). | Uncesain | 3 [ 2 |3 2|2 | 2 332
Mohsked | 4 | 4 [ 4| 4[4 |4 4144
B.4 In the past 12 months, have you had times when your use of (DRUG) caused
or worsensd problems with other peogle (such as family members, friends,
people at work)?
[fMO:  What about getting into arguments about your using (DRUG),
argumentz over financial or other problems related o your use of
(DRUG)?
IfYES TOEITHER: Did this hagpen repeatedly for at least several weeks
or longer?
FYES: Did you continue using the (DRUG) amyway?
*NOTE TO INTERVIEWER: If =6 uncertain how fo code, provide example of
symofom using operationally defined guidelines.
- . - - Present | 1 1 1 1 1 1 1 1 1
Continued substance use despite having persistent or
recurrent social or interpersonal problems caused or pezent | 2 212222 222
exacerbated by the effects of the substance (e.g., _
arguments with spouse about consequences of | Wneetan | 3 [ 31 2 ) 2 (2 )3 e
intoxication, physical fights). ohcked | 6 | 4 | 4 | & |2 |2 4|4l
B.5 MNumber of “Present” symptoms for each column.
| Abuse is indicated by a total of 1 or more. — ||| —|— — ||

SECTION C - Substance Dependence Questions A1-A7
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DSMIV USUBJID DOMAIN: QS Pagz §of &

CTP-Site 1D Participant ID_ AssessmentDate: __ ([ _QSDTC
O0-00 HiENE QSEVLINT=-P12Mm m d d v vy vy ¥

STESTCD/QSTEST

C. ADDENDUM: SUBSTANCE DEPENDENCE QUESTIONS A1 - AT:
C.1 ___  Enter the substance with the highest number of items rated as “present” from Section A.8. This is the
primary substance of abuse.
QSORRES 4 - alcho
2 = Amghetamines
3 = Cannabis
4 = Cocaing
5 = Hallucinogens
& = Inhalants
T = Micotine (7 is not a valid option for the CTNO0OS Smoking Cessation Protocol)
8 = Opiates
9 =PCP
10 = Sedative / Benzodiazepines
C.2 INTERVIEWER CONCURRENC )
' 5STESTCD/QSTEST
a. ___ Intenviewer concurrence
1 =Yes (Skip fo “d™)
0 = Mo; Must Specify:
QSORRES
b. __ Interviewer rated primary substance of abuse
1 = Alcoho
2 = Amphstamines
3 = Cannabis
4 = Cocaine
% = Hallucinogens
& =Inhalants
7 = Micoting (7 is not a valid option for the CTNO00S Smoking Protocaol)
8 = Opiates
5 =PCP
10 = Sedative/Benzodiazepine
c. ___Interviewer rated fotal score for primary substance of abuse
{For the CTHOO0S Smoking Cessation Protocol the score must be within the range of 3-7 for participant to be eligible)
d. Interviewer Signature: Date Signed: __ __ ¢+ __
. J
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DOMAIN: IE

INCLUsION — ExcLusion (IEC) Page 1of 2
Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: 1
. STUDYID

NODE: | [ ][] EPOCH  Screening  Baseline  VISITNUM

CTP-SITEID: | I -C STUD.:;gEEnT; 41 2 3 4 5 6 7 8 8 10 11 12 13
PARTICIPANTID : |:| |:||:| |:| USUBJID 14 15 16 17 18 19 20 21 22 23 24 25 26
AssessmentDate: [ [/ |EDTC mmsdd/ starFio:[ ][] [ ][]

|:| FORM COMPLETION STATUS

1=Form completed as required

2=Parficipant refus=d

4=Mat encugh time at the visit
S=Parficipant did not aftend visit

J=Responsible person did not complete G=0ther (specify: ]

IECAT

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

1. INCLUSION CRITERIA

If any of the Inclusion questions below are answered HO or UNKNOWHN then the
participant iz not eligible and cannot be entered or randomized into the study.

YES | NO | A | unk I[ETEST
1 0 2] 1a. | Participant is male or female, at least 18 vears of age.
1 0 2] 1b. | Participant meets hath of the following enraliment criteria:

IEORRES 1. Enroliment and participation in a methadone or LAAM maintenance treatment
program, or drug-free rehabilitation clinic, for 30 days or more prior to
randomization, AND

2.  Schedulad to remain in treatment at the methadone or LAAM maintenance
treatment program, or drug-free rehabilitation clinic, for 30 days or more after
randomization.

1 0 2] 1c. | Participant meets one of the following substance dependence criteria:

1. Current drug dependence {other than nicotine or prescribed methadone or
LAAM) according to DEM-IV checklist criteria, OR

2. Current alcohol dependence plus current drug abuse disorder according to
DSM-IV checklist criteria.

1 0 9 1d Participant has smoked cigarettes for at least 3 months, and is currently smoking 11
* | or more cigarettes/day, with exhaled CO levels greater than 10 ppm.

1 0 9 1e Is interested in quitting smoking and has a willingness to comply with all study
" | procedures and medication instructions.

Participant, if female of child bearing potential, has a negative (unng) pregnancy

test at screening and agrees to use at least one of the following hirth contral
methods
a. oral contraceptives
1 0 a 2] 1f. b, barrier {diaphragm or cervical cap) with spermicide or condom
c. intrauterine progesterone contraceptive system
d. levonorgestrel implant
e. medroxyprogesterone acefate contraceptive injection
f.  complete abstinence from sexual intercourse.

Inclusion_Exclusion_ R2.doc

If any of the Inclusion questions above have been answered NO or UNKNOWN
then the participant is not eligible. Please continue to question 2.

Print Date: 82672007 718 PM

LL Final Posting: 1-8-03 IEC: 1-8-03 R2




DOMAIN: IE and SC

IEC USUBJID Page 2 of 2
CTR-Site ID Participant 1D Msessment [}ate: o I,r _ _JlI _E)T_C_
DD' |:||:| Dp m. m d d ¥ ¥ ¥ ¥

IECAT

If any of the Exclusion questions below are answered YES or UNKNOWH, the
2. EXCLUSION CRITERIA participant is not eligible and cannot be entered or randomized into the study.

YES | NO | NA | UNK IETEST

Participant has an acute, severe psychiafric condition in need of immediate

1 ¢ g 2a. freatment, or imminent suicide risk.

1 0 ] 2b. | Participant uses tobacco products other than cigareties.

Participant uses other smoking cessation counseling programs or medication
1 0 2] 2c. | freatments (eg. Zyban, Wellbutrin SR, or nicoting replacement therapy) currently, or
within the last 2 months.

1 0 ] 2d. | Paricipant uses, or has used, any investigational drug in the last 30 days.
Participant, if female of child bearning potential, is pregnant, lactating, or not using the
1 0 a ] 2e. | acceptable modes of contraception during the study (see above methods of birth
control).
IEORRES Evidence of a medical condition that in the opinion of the investigator would put the

subject at risk through study participation, including but not limited to:

Clinically significant uncontrolled hypertension. jMote: Evidence for hypertension: If
| 0 g 21, subjects provide a blood pressure that is higher than 140 mm Hg (systolic) over 30 mm Hg
(diastolic) then they will be evaluated by the study physician to determine if they have
clinically significant hypertension that is not controlled.)

History of clinically significant heart disease including arrhythmia, congestive

1 0 g 2g. heart failure, or unstable angina.

y 0 g 2h History of allergic or skin reactions to the use of tfransdermal products, adhesive tape
* | and bandages, or skin disease.

1 0 g 7i Other clinically significant medical problem which precludes study participation

(specify in 2j)

2j. Specify Other medical problem:

If any of the Exclusion questions above have been answered YES or UNKNOWN
then the participant is not eligible.

3. ELIGIBILITY SC.SCTEST
YES | NO | UNK
1 0 9 | 3a. | Is the participant eligible for the study? i no or unknown, skip to Ic.
SC.SCORRES 3b. Date of eligibility: _ / f {mm / dd / yyyy)

3c. Specify ineligibility:

4. CLINICIAN SIGNATURE:

Date Signed: /4 _ {mm/dd/ yyyy)

Inclusion_Exclusion_ R2.doc Print Date: 826/2007 7:18 PM LL Final Pesting: 1-8-03 IEC: 1-8-03 2




DOMAIN: MH

MEDICAL AND PSYCHIATRIC HISTORY (MPH) Page 10of 2
Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: 1
NODE: | (1] STUDYID EPOCH  Screening  Baseline  VISITNUM
CTPSITEID: |[J[]-[J[] | STUDYWEEK: | 4 ¢ 2 3 4 5 & 7 & 9 10 11 12 13
(circle onej
PARTICIPANTID : |:| DD |:| USUBJID 14 15 16 17 18 19 20 21 22 23 24 25 25
AssessmentDate: [ | MHDTC jmm/dd sy starFio:[ ] [ [ ][]
1=Form completed as required 4=Mot enough time at the visit
[ ] FORM COMPLETION STATUS | 2-Pariicipant refused S=Parficipant did not attend visi
Z=Responsible person did not complete  S=0ther (specify: !

USE THE FOLLOWING CODES FOR HISTORY ASSESSMENTS:

0=HMo His.lnry
1= Yes, history does nt exglugs) ABE| =HISTORY ASSESSMENT

2 =Yes, history excludes

QNAM=MHASSES

MHOCCUR © = Net Evalusted IDVAR=MHSEQ
MHTERM If History {A) is Yes {1 or 2) then des in Specify B.
1. | Schizophrenia — ONAM=MHSPECIEY
Tourette's Syndrome . QLABEL=HISTORY SPECIFIED
Major Depressive Disorder - VAR ~
Bipolar Disorder -
Anxiety or Panic Disorder -

Clinically Significant Meurclogical Damage

Attention Deficit Hyperactivity Disorder

| Epilepsy or Seizure Disorder

o, Head injury —
40, | Allergies (inciuding allergies to transdermal

medications) —
11. | Liver problems -
12. | Kidney problems -
13, | Gl problems -
14. | Thyroid condition -
15. | Heart condition -
16. | Asthma -
17. | High Blood Pressurs/Hypertension® .
18. | Any skin dizease or problems with skin rashes -
19.a | Routing drug or methadone withdrawal symptoms -
1591 | Routine alcohal withdrawal symptoms -

* NOTE: Evidence for hypertension: If participant provides a blood pressure that is higher than 140 mm Hg {systolic) over 90 mm Hg
{diastolic) then they will be evaluated by the study physician to determine if they hawve clinically significant hypertension that is not

cantrolled.

Medical_&_Psychiatric_History__R2.doc

Print Date: &28/2007 7:15 PM
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DOMAIN: MH

MPH USUBJID Page 2 of 2
CTP - Site ID Parficipant I3 Assessment Date: __!__I_EHETC_
I:”:I_I:”:I I:”ﬂ]EI m m d d ¥ ¥ ¥ ¥

MHTERM

20, | Other 1 (zpecify):

USE THE FOLLOWING CODES FOR HISTORY ASSESSMENTS:

1 ="es, history doss note
2 ="Yes, history excludes

0 = Mo History —
o @NAM=MHASSES
8 = Mot Evaluated

IDVAR=MHSEQ

QLABEL=HISTORY ASSESSMENT

MF‘%%%%E Yes (1 or 2) then describé in Specify B.

QNAM=MHSPECIFY

— IDVAR=MHSEQ

QLABEL=HISTORY SPECIFIED

21. | Other 2 (specify)

22 | Other 3 (specify):

23. | Other 4 (specify)

24, Clinician Signature:
Date Signed:

25, Print Last Name, First Name:

!

THIS DATA NOT ENTERED

Medical_&_Psychiatric_History__R2.doc Print Date: £/25/2007 715 FM LL Final Posting: 1-5-03
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DOMAIN: RP

PREGNAMCY ASSESSMENT (FOR FEMALE PARTICIPANTS ONLY) Page 1 of 1
Smoking Cessation Treatment With Transdermal Nicotine .

NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.:__
NODE: [][] STUDYID EPOCH Screening Baseline VISITNUM
CTP-SITEID: [[J[]-[J[] |STUDYWEEK:| 4 1 2 3 4 5 5 7 8 9 10 11 12 13

(circle one)
parTICIPANTID: | [ ] ]I | ususID 14 15 16 17 18 18 20 21 22 23 24 25 26
Assessment Date: f | __ _RPDTIC {mm/ddsyyy starFio:[ | [ ] ][]

|:| FORM COMPLETION STATUS

1=Form completed as required
2=Participant refused
I=Responsible person did not complete  8=0ther (specify:

4=Mat enough time at the visit
S=Participant did not attend visit

DO NOT COMPLETE IF MALE

Circle appropnale anawer code
RPTEST
RPORRES
Yes Mo
1 0 1.a Was a pregnancy test performed?

IF NQ, skip to question 2 & 3 and make a note,

Pos Heg
1 0 1.b What was the result?
Yes Mo
1 0 2 Is the participant lactating?
1 0 3 Does the participant agree to use an acceptable form of birth control?
Acceptable forms of birth control:
a.  Oral contraceptives
. Barrier (diaphram or cervical cap) with spermicide or condom
c. Infrauterine progestercne contraceptive system (IUD)
d.  Levonorgesirel implant (Morplant®)
e Medroxyprogesterone acetate contraceptive injection (Depo-provera)
f. Complete abstinencs from sexual intercourse
g. Mot of child-bearing potential
4. MNOTES:
DOMAIN: CO
COVAL
DOMAIN=RP

Pregnancy_Assessment_R2. doc

IDVAR=VISITNUM or RPDTC

Print Date: /2872007 7:14 PM

LL Final Posting: 1-8-03

(r1.10) PRE: 1-5-03 R2




DOMAIN: CM

PrioR AND CONCOMITANT MEDICATIONS (PCM) _ Page 1of 2
Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq.Num.. ___
NODE: | ][] STUDYID

EPOCH Screening Baseline VISITNUM
CTPSITEID: |(OJO-OJ] | STUDYWEEK: | 4 4 2 3 4 5 6 7 8 9 10 11 12 13

(circie one)

PARTICIPANT ID : |:||:||:||:| USUBJID 14 15 16 17 18 1% 20 21 22 23 24 25 26
AssessmentDate: [ | CMDTC (mm/dd/yyy) starFio:[ ] ][] ][]

1=Form completed as required 4=Mot enough time at the visit
I:l FORM COMPLETION STATUS Z=Participant refused S=Farticipant did not aftend visit
J=Responsible person did not complete  G=0ther (specify: 1

Yes Mo
/ﬂ 0 1. Has the participant taken any additional medications since the last visitiin the past
60 days?
DATA NOT STORED (If YES, continue)
* Entzr all presciplion and over-the-counfer drugs. Uss a singls pags per
medication
* nciude vitamins and diefary supplementsialtemative medications
* Record prior medications only &t scresning visit
v Number each new enfry fram 1 fo n in the order they are reparted fo you.
+ Llsz generic names where possible.
CMTRT * Make a new sniry when a dosage andfor freguency changs occurs
2.a Medication Name (Seneric name if possible; otherwise brand name)

_CMSPI 2b  Meadication Number

3, Purpose/Indication: jwhy drug is being taken)

CMINDC

QNAM=CMFORAE
QLABEL=DRUG BEING GIVEN FOR TREATMENT OF AE

IDVAR=CMSEQ
Wz_ﬂb
i 0 4a Is the drug being given for the freatme 2
QNAM=CMAENUM

QLABEL=MEDICATION AE NUMBER
CMDOSE & Quantity (Specify dose per administration) | |DVVAR=CM SEQ

4b  AE Mumber <

CM@SL G.a Dosage (Use codes on next page) {If other, specify in 6.b)
G.b If Other, then specify:

CMDOSFRM
—— Ta Dosage Form (Use codes on next page) (If other, specify in 7.h)

T.b If Other, then specify:

CMROUTE  g.a Route of Administration Use codes on next page) {If other, specify in 8.h)
8.b If Other, then specify:

CMDOSFRQ g4 Frequency (Use codes on next page) (If other, specify in 3.b)
9.b If Other, then specify:

CMSTDTC
I S S 10 Date added or dosage changed
fmm £ dd / yyyy! : (Enter date medication was first taken or date when dosage or frequency was modified)
Yes Mo
CMENRF 1 0 1.a |Is the medication continuing at the same dose and frequency?
(If NO, enter the date discontinued or dosage changed in 11b)
CMENDTC

¢~~~ __ Mb Date discontinued/changed
{mm . ad yyyw) (If the desage or frequency was modified, enter date of termination and re-enter as a new
medication with the new dosage and/or frequency)

Pricr_and_Con_Medications__R2..doc 8282007 708 PM  LL Final Posfing: 1-8-03 PCM: 1-5-03 R2



PO

PCM 2
USUBJID
—1r 3 ; - CMDTC
siein: [ [ ]-[ ][] Participant ID Visit Date: __'}/l S
CTP  Location LIl | m o m d d ¥o¥ ¥ ¥
Routes of Administration (ICH-m2 Numeric Codes)
001 = Auricular (ofic) 031 = Intraccular 048 = Cther 058 = Sublingual
002 = Buccal 042 = Intravenous 053 = Recta 080 = Topical
003 = Cutaneous (ot otherwise specified) 054 = Respiratory 051 = Transdermal
014 = Intra-arficular 048 = Opthalmic (inhalation) 084 = Unknown
030 = Intramuscular 7 =Ora 057 = Subcutaneous 056 = Vaginal
Dosage Form
1= Capsule 5 = Lotion/Cintrent 8 = Puff 13 = Tablet 88 = Cther
2 =Drop 8 = Lozenge 10 = Spray/Squirt 14 = Teaspoon 28 = Unknown
3= Gum 7 = Ounce 11 = Suppository 15 = Wafar
4 = Lollipop & =Patch 12 = Tablespoon
Frequency Dosage
1= Single dose 5 = Three times a day 1 = grain{s) B = millizuriz(s)
2 = Every other day & = Four times a day 2= grami(s) 10 = milliequivalent(s)
3 = Once daily T = As nesded 3 = international units 11 = milligrami{s}
4 = Twice daily & = Other 4 = microcurie(s) 12 = milligramis} / kilogram
@ = Unknown 5 = microgram(s) 13 = milligram(s) / 5q. meter
& = microgram(s) / kilogram 14 = millilitre(s)
7 = microgramis) / sq. meter 88 = Other
8 = microlitre(s) 8= Unknown
12. Clinician Signature: THIS DATA NOT ENTERED
QNAM=CMSIG
. . QLABEL=MEDICATION SIGNATURE DATE
Date Signed: / / —
—— — — — ———1 IDVAR=CMSEQ
13. Print Last Name, First Name: THIS DATA NOT ENTERED

Pricr_and_Con_Medicafions__R2. .doc
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LL Final Posting: 1-8
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SMOKING HISTORY SURVEY (SHS) —OSCAT DOMAIN: QS Page 1of3

Smoking Cessation Treatment With Transdermal Nicotine

NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.. 1
NODE: | L1L] STUDYID EPOCH  screening  Baseline VISITNUM
CTPSITEID: | [1C1-C10] STUDYWEEK:l 41 2 2 4 5 8 7 6 8 1011 12 13
. 14 15 16 17 18 19 20 21 22 23 24 25 28
PARTICIPANTID: |[ ][] ][] | usuBaiD OSEVAL
AssessmentDate: _ [/ _ [/ _QSDTC_  (mm/dd/yyyy | starrin:[ ][] ] 1 [
1=Form completed as required 4=Mot encugh time at the visit
|:| FOEM COMPLETION STATUS 2=Pariicipant refusad S=Participant did not attend visit
F=Responsible person did not complete G=0ther (specify: ]

This assessment is to be administered by a Research Assistant.
QSTESTCD/QSTEST

1. How old were you when you first smoked a cigaretie?

2 How old were you when you first started reqular daily cigarette smoking?
R § On average, how many cigarettes are you currently smoking per day?
4 Cwer the past year how many cigarettes did you smoke per day?

A. How many months have you been smoking?

6.2  What brand of cigarettes or tobacco do you smoke most?
QSORRES  gpECIFY BRAND:

G.h  Length

1= Regular
2=100s
3 = Oiher (If other specify in 6.c)

G.C  If 6y = other (3), then specify other length:

G.d Pack style

1 =Hard pack
2 = Soft pack
7. Among your close friends and family, what percentage would you say smoke cigarettes?
0 =MNone
1=Few
2 = Approsimately 25%
3 = Approsimately S0%
4 = Approximately 73%
5 = Approximately 100%
Among the people that you use drugs or alcohol with curmrently, what percentage would you say
—_— smoke cigarettes?
0 =HMone
1=Few
2 = Approximately 25%
3 = Approximately 50%
4 = Approximately 73%
3 = Approximately 100%

9a Are there any other cigarette smokers in your household/living arrangements?

1="Yes (ifyes, then answer 9.5}
0="HNeo

—___ 9b IFYES, How many?
__ 10 How much do the people closest to you want you to stop smoking? (Choose one answer)

0 = Mot at all

1 = Mot much
2 = Meutral

3 = Somewhat
4 =VYery much

_Smoking_History_Survey_ RZ.doc Print Date: 8/26/2007 8:07 PM L Final Posting: 1-8-03 SHSE: 1-8-02 R2




SHS

DOMAIN: QS Page 2of3

CTP - Site ID USUBJID Farticipant 10 VisitDate: /| QSDTC
00-00 |
QSTESTCD/QSTEST
1. If wou were to stop, how helpful would the people closest to vou he?
0 = Mot helpful
1 = Mot much help
QSORRES 2 = Meutral
3 = Somewhat helpful
4 = Very helpful
Yes Ho
1 0 12.a Have you ever used non-cigarette tobacco products?
If 12.a is yes, then circle an answer for each of the following:
1 ] 12.bh  Cigars
1 ] 12.c  Pipes
1 0 12.d Bidis itobacco wrapped in a temburni leaf)
1 0 128 Smokeless tobacco (pan, chewing fobacco, snuff)
13 How many times have you affempted to quit smoking?
—_— ’ (IF ZERO times, enter 000 and then answer questions 14 & 15, then stop.)
14 Since you started smoking regularly, what is the longest time that you have gone without smoking
— : any cigarettes? (Choose one answer)
0 = Mever gone without smoking
1 =Leas than a day
2 = At least one day, but less than a week
3 = At least ons wesk, but less than a month
4 = Af least one month, but less than one year
2 = Jne year or mare
Have you ever experienced uncomforiable symptoms when you stopped smoking?
153
(Choose ane below)
0 = Does not apply — | have never stopped smoking
1 =1 have stopped amoking in the past but never expenenced uncomforiable symptoms
2 = | have stopped amoking in the past and have experienced uncomfortable sympioms
Yes Na If yes, what symptoms did you experience when you stopped smoking?
(Circle an answer choice for each symptom)
1 0 18h Craving
1 ] 15.c  Decreased heart rate
1 0  15d Imitability
1 ] 158 Anxisty
1 0 16Ff  Increased eating
1 0 15.0 Restlessness
1 0 15.h  Difficulty concentrating
1 0 158.0  Other {If other, then specify in question 15j)
18]  Other SPECIFY:

Enter the number of times you have fried the following methods to stop smoking.

16.a

16.h
16.c
16.d
16.e
161
16.0
16.h
16.i

(If zero enter 00Q)
Self-help material (for example Amencan Lung Association material, materials from your doctor,
efc..)
A formal cessation program (for example with classes, group discussions, etc...)
A private consultation with your doctor or mental health physician
Hypnosis/Acupuncture
Micotine medicated gum
Zyban
On your own (cold turkey)
Other (if other, then specify in question 16.i)
[f 16h is chosen then please describe other:

_Smoking_History_Survey_ R2.doc Print Date: 8/28/2007 8:07 PM LL Final Pasting: 1-8-03 SHS: 1-8-03 R2




SHS DOMAIN: QS Pages 3of 3

CTP - Site ID USuUBJID F'arl%rant 1D VisitDate: __ / / __ _QSDTC

m m d_d_ W W W ¥

HiEEEE
QSTESTCD/QSTEST

17.a Have you ever used nicotine skin patches?

1 =es (IF Yes, complete 17.b through 17.d)
0=HMo

QSORRES o ) )
____17.b I you have used nicotine skin patches, how many times?
__17.c  [Ifvou have used nicotine skin patches, did you have any problems with the patch?
1="Yes
0=Ho

17.d I 17.c was yes, please dascribe:

18.a When was your last attempt to stop/guit smoking?
0 = Mever attempted (IF NEVER ATTEMPTED, stop)
1 = Hours ago
2 = Days ago
3 =Weeks ago
4 = Months ago
5 ="Years ago

13.h  When was the date of the last attempt to quit smoking? __ ¢ ! __ (mm /S dd f yyyw)

18.c  Forhow long did you go without smoking at that time?

0 = Mever stopped
1= Hours

2 =Days

3 =Weeks

4 = Months

5= Years

18.d How did you stop? Flease describg (maximum of 200 characters).

18.e  Why did you start again? Please describg (maximum of 200 characters).

19. What is the longest period of time you have gone without smoking?

1= Hours
2 = Days

3 =Weeks
4 = Months
5="ears

_Smoking_History_Survey_ R2.doc Print Date: 8/26/2007 8:07 PM L Final Posting: 1-8-03 5H5: 1-8-03 RZ




SmokinG STaTus —QSCAT DOMAIN: QS Page 1 of 1

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.. ___
NODE: | [ ][] STUDYID EPOCH  Screening  Baselne VISITNUM
CTPSITEID: | [][]-[[] STUDL_r":EEH*Z; 141 2 3 4 5 6 7 8 9 1m0 11 1213
. ' 14 15 16 17 18 19 20 21 22 23 24 25 26
PARTICIPANTID: | [ ][ ][ ][] |usuBJiD OSEVAL
AssessmentDate: [ | QSDTC  immydd /vy starFio:[ ][] [ ][]
1=Form completed as required 4=Mat encugh time at the visit
|:| FORM COMPLETION STATUS Z=Participant refused S=Participant did not attend wisit
J=Responsible person did not complete G=0ther (specify: ]

SMOKING ASSESSMENTS: QSTESTCD/QSTEST

Exhaled air CO measurement (ppm): Measurement #1
Exhaled air CO measurement (ppm): Measurement #2
Average of Measurement #1 & #2

P WP =

Has the subject been continuously abstinent since the last visit?
(For Screening assessment, answer no. There is no prior visit)

0=Mo
QSORRES 1 ="es

5. If question 4 is NO, indicate the average number of cigarettes smoked per day

6. Has Participant used any other non-cigarette tobacco product? (if no, then stop)
0=Mo
1="es

If the Participant answered yes to question §, then indicate for each type of tobacco

product below (7a thru 7d), indicate the average number per day.
(if, none, enter 00.00)

7.a Cigars

7.b Pipes

7.c Bidis (tobacco wrapped in a tembumi leaf)

7.d Smokeless tobacco (pan, chewing tobacco, snuff)

Smoking_Status_R2.doc Print Date: 8/26/2007 5:11 PM LL Final Posting: 1-8-03 55:1-8-03 R2




STUDY EMROLLMENT DOMAIN: SC Page 1 of 1

Smoking Cessation Treatment With Transdermal Nicotine )
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num..__
”DDEE LIC STUDYID EPOCH  Screening  Baseine VISITNUM
CTP-SITEID: | (O1- 0 ST”DL":EEH’; 41 2 3 4 5 6 7 8 8 10 11 12 13
PARTICIPANTID : |:||:||:||:| USUBJID ' 14 15 16 17 18 19 20 29 22 23 24 25 26
AssessmentDate: [ [ SCDTC__ jmm/dd iyl starFio:[ ] ][] ][]
1=Form completed as required 4=Mat enough fime at the visit
|:| FORM COMPLETION STATUS Z=Farticipani refusad S=Participant did not attend wisit
2=Responsible person did mot complete  S=0ther (specify: i
1. Date informed consent was signed: o mm dd! yyyy)
SCTEST SCORRES
2. Clinician Signature: THIS DATA NOT ENTERED
Date Signed: I Y
SCTEST SCORRES

. . THIS DATA NOT ENTERED
3. Print Last Name, First Name:

Study_Enrollment_R2Z.doc Print Date: 8/28/2007 5:02 PM LL Final Posting: 1-5-03 EMR: 1-8-03 R2




ViTaL SiGNs (VS) DOMAIN: VS Page 1of 1

Smoking Cessation Treatment With Transdermal Nicotine

NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num..___
NODE: | [1[] STUDYID EPOCH  Screening Baseline  VISITNUM
CTP-SITEID: | 1[1-101 STUDY WEEK: 414 2 3 4 5 & 7 & 9 10 11 12 13
{circle ane)
PARTICIPANTID: |[ | ][ ][] [usuBJiD 14 15 16 17 18 19 20 21 22 23 24 25 26
AssessmentDate: /| _V@E_fmm:ddf VYY) 5TAFF|D:|:| : |:| : |:|
1=Form completed as required 4=Mat encugh time at the visit
|:| FORM COMPLETION STATUS 2=Parficipant refus=d S=Parficipant did not aftend visit
J=Responsible person did not complete G=0ther (specify: ]
VSRTE i 1. Time (24 hour clock, hh:mm)
VSTEST
VSO_REEE . 2a Temperature foral)
__ 2b Measure \/SORRESU
1 = Degrees Fahrenheit
2 = Degrees Celsius
3 sitting Blood pressure mm Hg)
Ja. Systelic / 3b. Diastolic
4 Heartrate (bpm)
5 Respirations (1 minute)
B Weight (round to nearest pournd)
7. Comments:
DOMAIN: CO
COVAL
RDOMAIN=VS
IDVAR=VSDTC or VISITNUM
8. Clinician Signature: THIS DATA NOT ENTERED
QNAM=VSSIG
Date Signed: / i QLABEL=VITALS SIGNATURE DATE
- T IDVAR=VISITNUM
9. Print Last Name, First Mame: THIS DATA NOT ENTERED

Wital_Signs__ F2.doc Print Date: &/28/2007 4:35 PM LL Final Posting: 1-8-03 W5: 1-8-03 R2



ALCOHOL BREATHALYZER DOMAIN: BR Page 1 of 1

Smoking Cessation Treatment With Transdermal Nicotine Replacement

NIDA-CTN-0009 Therapy In Substance Abuse Rehabilitation Programs
NODE: [[ ][] STUDYID EPOCH Screening  Baseline VISITNUM
CTP-SITEID: |[J[]-[J[] | STUDYWEEK:| 4 4 2 3 4 5 6 7 8 9 10 11 12 13
(circie one)
PARTICIPANT ID : DDD D USUBJID 14 15 18 17 18 19 20 21 22 23 24 25 26
AssessmentDate: [/ /| BRDTC  jmm/dd starrio:[ ] ][] ][]
1=Form completed as required 4=Mat enough fime at the visit
|:| FORM COMPLETION STATUS 2=Farticipant refus=d S=Participant did not attend visit
I=Responsible person did not complete  8=0ther (specify: j

1. Was an Alcohol Breathalyzer performed?

0=No

2. 0____ _ BraAc Alcohol Breathalyzer result
BRORRESU

3 COMMENTS:
DOMAIN: CO

COVAL
RDOMAIN=BR
IDVAR=VISITNUM

Alcohal_Breathalyzer R2.doc Print Diate: 6/28/2007 8:02 PM LL Final Posting: 1-6-03 AB:1-5-03 R2



ADDICTION SEVERITY INDEX — LITE (ASI-L) —OSCAT DOMAIN: OS Pags 1cf13

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num..
NODE: | [1[1] STUDYID EPOCH Screening  Baseline VISITNUM
CTP-SITE ID: | [(J[]-[1[J ST”D:;_gEE:E:. 41 2 3 4 5 6 7 8 85 10 11 12 13
| 4 A
PARTICIPANTID: |[ ][ ][ ][] |usuBJD 141R AR TR AR 20 2 2 m 2 e A
AssessmentDate: [ | QSDTC  (mm/dd/ vy starFio:[ ][] [ ][]
1=Form completed as required 4=Maot enough time at the visit
|:| FORM COMPLETION STATUS 2=Pariicipant refusad S=Pariicipant did not attend visit
J=Responsible person did not complete G=Cther (specify: ]
Composite Scores
(for site use only):
Medical: Legal:
Employment: Family:
Drug: Psychiatric:
Alcohal:
KEY:
FoLIT i Interviewer Severity Ratings
Scale
0=MNotatall 0-1 = Mo real problem, treatment not necessary
1 = Slightly 2-3 = Slight problem, treatment probably not necessary
2 = Moderately 4-5 = Moderate problem, treatiment probably necessary
3 = Considerably G-7 = Considerable problem, treatment necessary
4 = Extremely 8-9 = Extreme problem, treatment absolutely necassary

Hollingshead Categories

Higher Executive, Doctoral Level Professional, Owner of Large Business

fud =
[}

Buziness Manager, Owner (medium zized businesgs), Other Profegsional (nurse, oplician, pharmacist, social worker,
teacher)

3= Adminigtrative Personnel, Manager, Owner/Progrietor of Small Buginess (bakery, car dealership, engraving business,
plumbing business, florist, decorator, actor, reporter, travel agent)

4 = Clerical and Sales, Technician, Cwner of Small Business (bank teller, bookkesper, clerk, draftzman, timekeeper, secretary,
car salesperson)

5 = Skilled Manual—uzually having had training {baker, barber, brakeman, chef, elecirician, fireman, lineman, machinist,

mechanic, paperhanger, painter, repairman, tailor, welder, police officer, plumiber)

Sermi-skilled (hospital aide, painter, bartender, bus driver, cutter, cock, drill press, garage guard, checker, waiter, spot

welder, machine operator)

[=r]
I

7= Unzkilled {attendant, janitor, construction help, unzpecified labor, porter). Include unemgloyed.
8= Homemaker
9= StudentMo cccupationidisabled
Throughout the AS], when notad: Use X when question not answered.

Use N when question is not applicable

ASIL_R2.doc Print Date: 82672007 743 PM LL Final Posting 1-8-03 ASl: 1-8-03 RZ




ASIL

DOMAIN: QS Page 2 of 12

CTF - Site 1D USUBJLQMPE_'“ o Assessment Date: /

QSDTC

HEgNIN H{E[EN mm d d y y y y

GENERAL INFORMATION =QsscAT

/ /
B e B At Al B

8.
QSORRES

9.

10.

12.

QSTEST
4. Date of Admission
Class:
1=Intaks
2=Follow up

Contact code:
1=In person
2=Teleghone {Intake AS| must be in person)
A=Mai
x=Not Answersd

Gender:
1=Male
2=Female
X=Not Answersd

Special:
1=Patient terminated
2=Patient refused
3=Patient unable to respond
MN=Not Applicable

QSORRIIIESU:YEAR /| QSORRESU=MONTH

414, How long have you lived at your current address? [xxix=Not Answered)
a.Yrs. b. Mos.

17. Of what race do you consider yourself?
1=White (Mot Hispanic) G=Hispanic-Mexican
2=Black {Mot Hispanic) T=Hizpanic-Pusrio Rican
I=American Indian S=Hispanic-Cuban
4=Alaskan Mative S=0ther Hizpanic
S=Asian/Pacific X=Not Answersd

18. Do you have a religious preference?
1=Protestant S=0ther (specify )
2=Catholic g=Mons
I=Jewish X=Not Answered
4=l=lamic

19. Have you been in a controlled environment in the past 30 days?

A place, theoretically, without access fo drugsfaleohol.
1=Mo QSEVLINT=-P30D S=Pgychiatric Treatment
Z=Jail G=0ther (specify )
3=Alcohol or Drug Treatment X=Naot Answerad
4=Medical Treatment
___ 20, How many days? QSEVLINT=-P30D QSORRESU=DAY
‘MM If question 15 iz "Mo". Refers to total number of days detained in the past 30 days. (Od=Naof Answered)
Comments:
THIS DATA NOT ENTERED
ASIL_R2 doc Print Date: /282007 7:43 PM LL Final Posting 1-8-03 ASl: 1-8-02R2




ASIL DOMAIN: QS Pags 3of13

CTF - Site 1D USUBJLQMPE_'“ o Assessment Date: i _Q_SEC_

HEgNIN H{E[EN mm d d y y y y

MEDICAL STATUS -QsscaAT
QSTEST

1. How many times in your life have you been hospitalized for medical problems?

Include O.0'g, D.T.'s. Exclude detox, alcoholidrug, and psychiatric treatment and childbirth {if no
QSORRES  complications). Enter the number of gvernight hospitalizations for medical problems. (Xd=Not Answersd)

3. Do you have any chronic medical problems which continue to interfere with your life?

O=Mo. 1=Yes A chronic medical condition is & serious physical or medical condition that reguires regular care, (ie.,
medication, dietary restriction) preventing full advantage of their abilities. (X=Not Answsred)

If “Yes,” specify:

4. Are you taking any prescribed medication on a regular basis for a physical problem?

O=Mo, 1=Yes Medication prescribed by a MD for medical conditions; not pavchiatric medicings. Include medicines
prescrilzed whether or not the patient is currently taking them. The intent is to verify chronic medical
problems. (X= Not Answersd)

If “Yes,” specify:

5. Do you receive a pension for a physical disability? (x= Not Answersd)
O=Mo. 1=Yes Include Workers' compensation, exclude psychiatric disability.

If “Yes,” specify:

— B, How many days have you experienced medical problems in the past 30 days?

Cro nof include ailments dirsctly caused by drugsfalcohol. Include flu, colds, etc. Include senous ailments

related fo drugsialcohol, which would continue even if the patient were abstinent (e.g., cirrhosis of liver,
SCESSES . ete.). (=Moot Answered| SORRESU=DAY

abzceszses from needles, etc.). (=Nof Answered) Q QSEVLINT=-P30D

For Questions 7 & 8. please ask the patient to use the Patient Rating scale.

7. How troubled or bothered have you been by these medical problems in the past 30 days?
Restrict response to problem days of Question 6. (X=Not Answered) QSEVLINT=-P30D

8. How important to you now is treatment for these medical problems?
Refers to the need for new or additional medical treatment Ly the patient. (X=Not Answered)

CONFIDENCE RATINGS
Is the above information significantly distorted by:

oo =ves 10 Patient's misrepresentation?

11. Patient’s inability to understand?
O=Ma, 1=Yes

COMMENTS:

THIS DATA NOT ENTERED

ASIL_R2.doc Print Date: 82672007 743 PM LL Final Posting 1-8-03 ASl: 1-8-03 RZ




ASIL DOMAIN: QS Page 40f 13
CTP - Site ID UsuBJI QSDTC

Articipant ID Assessment Date: f_ =~ —
O0-00 LI

m m d d Yy ¥ ¥ ¥

EMPLOYMENT/SUPPORT STATUS =QSSCAT
QSORRESY=YEAR / QSORRESIAMONTEed? QSTEST

3 ¥rs./b. Mos. GED = 12 years. Include formal education only. (XXxX=Naof Answersd)

QSORRESU=MONTH 2. Training or technical education completed:

Was. Formallorganized training only. For military training, only include fraining that can be used in civilian life
QSORRES (i.e., electronics or computers). (XxX=Nof Answered)

4. Do you have a valid driver's license? Valid license; not suspendedirevaked. (X=Nof Answered)
O=Mz. 1=Yes
5. Do you have an automobile available? (If answer to G4 is “No”, then Q5 must be “Mo”)
Dioes not require ownerzhip, only requires availability on a regular basis. (X=Not Answered)

QSORRESP “YEAR/ %S%wﬁc?n% Macs)’;lr;:rur longest full time job?

Full time = 35+ hours weekly; does not necessanly mean most recent job, (XS =Not Answerad)

O=Mo. 1=Yes

Ta Yre. /b Mos.

7. Usual (or last) occupation? (specify):
{u=e Hollingshead Categories Reference Sheet) (X=Nof Answersd)

9. Does someone contribute the majority of your support?

Is patient receiving any regular supgor (i.e., cash, food, housing) from family'friend? Include spouse's
contribution; exclude support by an insttution. {X=Not Answersd)

O=Ma. 1=Yes

10. Usual employment pattern, past three years?

1 = Full time {35+ hrafwk) 4 = Student T = Unemployed
QSEVLINT=-P3Y 2 = Part time (regular hours) 5 = Military Service 8 = In controlled environment
3 = Part time {irreq., daywork) 6 = Retired/Disability  (X=MNof Answered)

Anzwer should represent the majority of the last 2 vears, not just the most recent selection. If there are
equal times for more than one category, 2elect that which best represents the more current situation.

QSORRESUZDAY1 1. How many days were you paid for working in the past 30 days?

QSEVLINT=-P30D Include “under the table™ work, paid sick days, and vacation. (X¥=Not Answered)

Max=$99999 For questions 12-17: How much money did you receive from the following
sources in the past 30 days?

s_ _ 12. Employment (net income)? (Met or “take home” pay, include Jny “under the tabls” maney. )
(R =Not Answered)

s 13. Unemployment Compensation? (xC000d=Not Answersd)
3 14. Welfare? {Include food stamps. transportation money provided by an agenoy to 23 :
_____ [OOOE=Nof Answered) %gg\?mﬂl_f[_ Eé%b
QSORRESU=DOLLAR
s 15. Pensions, benefits or Social Security? {Include disability, pé¢nsions, retirement, veteran's
benefitz, 551 & workers' compensation.) (OO00=Not Answered)
g 16. Mate, family or friends? (Money for personal expenses, (i.e., ¢lothing), include unreliable

————— sources of income (e.g., gambling). Record cash payments only, incjude windfallz {unexpected),
maney from loang, gambling, inheritance, tax returns, eic.). (XNt Answersd)

ASIL_R2.doc Print Date: 82672007 743 PM LL Final Posting 1-8-03 ASl: 1-8-03 R2



ASIL DOMAIN: QS Pags5of13
_CTP-SitelD USUBJLQMPE_'“ o AssessmentDate: _Q_SEC_
LIl 1- |:| Ll LiL | m m d d ¥ ¥ ¥ ¥

QSORRES QSTEST
- 17. Wegal? [xxxxx=Not Answered)
. 18. How many pecple depend on you for the majority of their food, shelter, etc.?
ax = 59 Must be regularly depending on patient, do include alimeny'child support, do not include the patient or
self-supporting spouzs, ete. (W=Not Answered)

_ 19. How many days have you experienced employment problems in the past 30 days?
Include inakility to find work, if they are actively locking for work, or problems with present joi in which
that job ie jeopardized. (XX=Not Answered) ~ QSEVLINT=-P30D QSORRESU=DAY

For Questions 20 & 21, ask the patient to use the Patient’s Rating scale.
The patient's ratings in Questions 20 & 21 refer to Question 19, Stress help in finding or preparing for a job,
not giving them a job.

E— 20. How troubled or bothered have you been by these employment problems in the
past 30 days? QSEVLINT=-P30D
If the patient has been incarcerated or detained during the past 30 days, they cannot have employment
problems. (xX=Nof Answered)

2'l. How impaortant to you now, is counseling for these employment problems? (e=hiot
Answered)  OSEVLINT=-P30D
CONFIDENCE RATINGS
Is the above information significantly distorted by:
23. Patient's misrepresentation?
O0=Mao, 1="es
24 Patient's inability to understand?
O=Mz. 1=Yes
COMMENTS:
THIS DATA NOT ENTERED
ASIL_R2.doc Print Date: G/26/2007 7:43 PM LL Final Fosting 1-6-03 ASl 1-8-02R2




ASIL DOMAIN: QS Page 6of 13

QSDTC

CTFP - Site ID USUB‘]H:a)rtici nt I AssessmentDate: _ f _  f
I:f:‘a m m d d ¥y ¥ ¥ ¥

LI00-00

DRUG/ALCOHOL USE =QSSCAT

Route of Administration Types:

1=0ral 2=MNasal 2=25moking 4 =HNon-IVinjection 5 =1V injection

Mote the usual or most recent route. For more than one route, chooze the most severe. The routes are ligted from least severs
to most sgvere. I Past 30 Days and Lifetime Use are zero, route should be coded as "M GO=Not Answerad)

Substance QSEVLLINT=-P30D | b.Lifetime
a. Past 30 Use

QSTEST Days (Years)

01. Alcchol (any use at all} -
QSORRES

02. Alcohol {to intoxication)

03. Heraoin

04. Methadone

05. Other Opiates/Analgesics

06. Barbiturates

07. Other Sedatives/Hypnotics/Tranquilizers
08. Cocaine

09. Amphetamines

10. Cannabis

11. Hallucinogens

12. Inhalants

13. More than 1 substance per day (including _ _
alcohol)

How many times have you: QSTEST

_— 17. Had Alcohol DT's? Delirium Tremens (DT's): Occur 24-48 hours after last drink, or significant
QSORRES decreaze in alechol intake. Characterized by shaking, severe disorientation, fever, hallucinations, they
uzually reguire medical attention. (xx=Naf Answersd)

How many times in your life have you been treated for: Include detoxification, halfway houses,
infoutpatient counseling, and A4 or MA {if 2+ meetings within one meonth period). (d=Nof Answered)

—_— 19. Alcohol abuse?
20. Drug abuse?

How many of these were detox only?

21. Alcohol? Q15 =007, then question Q21 is "NN" {Xx=Nof Answersd)

- 22. Drugs? If Q20 ="00, then question Q22 is "NN" (XX=Nof Answered)

ASIL_R2.doc Print Date: 82672007 743 PM LL Final Posting 1-8-03 ASl: 1-8-03 R2




ASLL DOMAIN: QS page 7 of 13

CTP -Site ID USUBI seipant 1D Assessment Date: / / QsbTe
00-00 LI e T Yy
QSORRES QSTEST

How much money would you say you spent during the past 30 days on:
M Cnly count actual money gpent. VWhat iz the financial burden caused by drugsfalcohol? (ZO00=Not

Answersd)
5 23. Alcohol? QSEVLINT=-P30D QSORRESU=DOLLAR
$_ 24. Drugs?  QSEVLINT=-P30D QSORRESU=DOLLAR

25. How many days have you been treated in an outpatient setting for alcohol or

drugs in the past 30 days? (inciude AANA) (Xx=Not Answersd)
QSEVLINT=-P30D QSORRESU=DAY

How many days in the past 30 have you experienced:

Include anly: Craving, withdrawal symptoms, disturbing effects of use, or wanting to stop and being
unakble to. d=Not Answered)

26. Alcohal problems? QSEVLINT=-P30D QSORRESU=DAY

I Z27. Drug problems?  oSEVLINT=-P30D QSORRESU=DAY

For questions 28 - 31. please ask the patient to use the Patient’s Rating scale.
The Patient iz rating the need for additional substance abuse freatment. 0=Naf Answered)

How troubled or bothered have you been in the past 30 days by these:
- 28. Alcohol problems?  QSEVLINT=-P30D
- 29. Drug problems? QSEVLINT=-P30D
How important to you now is treatment for these:
30. Alcohaol problems?
- 31. Drug problems?
CONFIDENCE RATINGS
s the above information significantly distorted by:

D=Mo, 1=¥as 34. Patient's misrepresentation?
35. Patient's inability to understand?
O=Ma, 1="es
COMMENTS:

THIS DATA NOT ENTERED

ASIL_R2.doc Print Date: 82672007 743 PM LL Final Posting 1-8-03 ASl: 1-8-03 R2




ASLL DOMAIN: QS Ppage 8 of 13

CTP -Site ID USUBJLQMPE_'“ I Assessment Date: __ _ / / QsbTe

C10]-01001 ] ] mm d d y y y y

LEGAL STATUS =QSSCAT

STEST
QSORRES e N
1. Was this admission prompted by the criminal justice system?
O=Ho, 1=¥es Judge, probation/parole officer, efc. (X=Not Answered)
2. Are you on parole or probation?
O=Ho, 1=Yes Mate durafion and level in comments. (X=Nof Answered)

How many times in your life have you been arrested and charged with the following:
Imclude total number of counts, not just convictionz. Do not include juvenile {pre-age 18) crimes, unless they
were charged as an adult. Include formal charges only. Od=Not Answered)

_ 3. Shoplifting"andalism L 10. Assault

_ 4. Parole/Probation Violations L 11. Arson

_ 5. Drug Charges L 12. Rape

_ 6. Forgery L 13. Homicide/Manslaughter
_ 7. Weapons Offense L 14. Prostitution

_ 8. Burglary/Larceny/B&E _ 15. Contempt of court

_ 9. Robbery _ 16. Other: (specify )

17. How many of these charges resulted in convictions?
If &3-16="00", then Q17="MN". Do not include mizdemeanor offenses from questions 18-20 below.
Convictiong include fines, probation, incarcerations, suspended sentences, and guilty pleas. [Xd=Not
Answered)

How many times in your life have you heen charged with the following:
Do not include misdemesancr offenses.

18. Disorderly conduct, vagrancy, public intoxication? (xx=Not Answersd)

19. Driving while intoxicated (DWI7? 0e=Nat Answered)

20. Major driving violations?
- Moving viclationg: speeding, reckless driving, no license, ete. ((=Not Answered)
QSORRESU=MONTH

21. How many months were you incarcerated in your life? (xx=Not Answered)
Mos. If incarcerated 2 weeks or more, round this up to 1 month. List total number of months incarcerated.
24 Are you presently awaiting charges, trial, or sentence? (<=Nof Answered)
O=Mo, 1=Yes

25 What for? (Refers to 024.) Use code 02-16, 18-20. If more than one, choose maost severe.
Don't include civil cazes, unless a criminal offense is involved. (XX=Not Answersd, NiN= Not Apolicabia)

03 = Shoplifting 08 = Robbery 15 = Contempt

04 = Probation viclation 10 = Assault 16 = Other

05 = Drug 11 = Arson 18 = Disorderly conduct
0@ = Forgery 12=Rape 18 =DWIl

07 = Weapons 13 = Homicide 20 = Major driving viclation
08 = Burglary 14 = Prostitufion

ASIL_R2.doc Print Date: 82672007 743 PM LL Final Posting 1-8-03 ASl: 1-8-03 RZ




ASLL DOMAIN: QS page 9 of 13

CTP -Site ID USUBJLQMPE_'“ I Assessment Date: __ _ / / QsbTe

C10]-01001 ] ] mm d d y y y y

QSORRES _ QSTEST QSEVLINT=-P30D QSORRESU=DAY
26. How many days in the past 30, were you detained or incarcerated?

Include being arrested and released on the same day. O0=Nof Answered)

—— 27. How many days in the past 30, ha %%}:{H:’e\%:iges H illgg?a?:?c%%%gs:%ﬁ\:(mﬁt?

Exclude gimple drug posseszion. Include drug dealing, prostitution, gelling stolen goods, efc. May be
cross- checked with Question 17 under Employment/Family Support Section. (XxX=Nof Answersd)

For questions 28 & 29, ask the patient to use the Patient’s Rating scale.

28. How senous do you feel your present legal problems are? Exclude civil problems. {x=Not
Answered)

28, How important to you now is counseling or referral for these legal problems?
Patient is rating a need for additional referral to legal counsel for defense against ciminal charges.
{«=Not Answered)

CONFIDENCE RATINGS

Is the above information significantly distorted by:

0=hie. 1=vez ~ 31. Patient's misrepresentation?

0=fs i=ve=  42. Patient's inability to understand?

COMMENTS:

THIS DATA NOT ENTERED

ASIL_R2.doc Print Date: 82672007 743 PM LL Final Posting 1-8-03 ASl: 1-8-03 RZ




ASLL DOMAIN: QS page 10 of 13

CTF - Site 1D USUBJLQMPE_'“ o Assessment Date: ] _Q_STC_

HEgNIN H{E[EN mm d d y y y y

FAMILY/SOCIAL RELATIONSHIPS -gsscaT

SORRES . STEST

QSORR 1. Marital Status Q
1 = Married 3 =Widowsd 5 =Divorced
2 = Remarried 4 = Separated & = Mever Married
Common-law marriage = “1." (Specify in commentz)  (X=Not Anzwerad)

3. Are you satisfied with this situation? [Refers to Question 1)
:'1='|Wa ff:f'ﬁt- Satisfied = generally liking the situation. [x=Not Answered)
=Ini ren

4. Usual living arrangements (past 3 years):

1 = With sexual partner & children 4 = With parents 7 = Alone
QSEVLINT=-P3Y 2 = With sexual partner alone 5 = With family & = Controlled Environment
3 = With children alone B = With friends 9 = Mo stable amrangement

Choose arrangements most reprezentative of the past 3 years. If there is an even split in time between these
arrangements, choose the most recent arrangement. (X=Naf Answesred)

6. Are you satisfied with these arrangements?

O=Na, 2=Yes, i i = W J
=i farent Refers fo rezponse in Guestion 4. (X=Nof Answersd)

Do you live with anyone who!

7. Has a current alcohol problem?  (x=Not Answersd)
0=Mao, 1=Yes

T 8. Uses non-prescribed drugs? {«<=Not Answered)
O=Ma, 1=Yes
9. With whom do you spend most of your free time?

,,1=F'3'“ ¥ If a girlfriend/oyfriend is considered as a family by patient, then they must refer to them as family throughout
this s=ction, not a friend. Family iz not to be referred to as “friend.” (X=Nof Answersd)

I=Alone
10. Are you satisfied with spending your free time this way? (Refers to Question 9.)
3:_'?:'3 ﬁ:‘;i & safisfisd rezpones must indicate that the perzon generally likes the situation. (¥=Not Answerad)
Have you had significant periods in which you have experienced serious problems
getting along with:
“Serious problems” mean those that endangered the relationship. A “problem” requires contact of some sort,
QSEVLINT=-P30D either by telephone or in person.

a. Past b. 0= No, 1= Yes, (X= Not Answered, N= Not Appﬁcabfef
30 Days Lifetime )

18. Mother

19. Father

20. Brothers/Sisters

21. Sexual Partner/Spouse

22. Children

23. Other Significant Family
(Specify)

24. Close Friends

25, Meighbors

26. Co-workers

ASIL_R2.doc Print Date: 82672007 743 PM LL Final Posting 1-8-03 ASl: 1-8-03 RZ



ASLL DOMAIN: QS page 11 of 13

CTP -Site ID USUBJLQMPE_'“ I Assessment Date: __ _ / / QsbTe

C10]-01001 ] ] mm d d y y y y

a. Past b. [II]= No, 1= Yes (X=Not Answered)
30 Days Lifetime J
QSEVLINT=-P30D STEST

Did any of these people (Question 18 - 26) abuse you?

QSORRES 28. Physically? (Caused you physical harm.)

29, Sexually? (Forced sexual advancesiacts.)

How many days in the past 30 have you had serious conflicts:

——— 30, With your family? (x= Not Answered) QSEVLINT=-P30D QSORRESU=DAY
———  31. With other people (excluding family)? (xx= Not Answersd)
QSEVLINT=-P30D QSORRESU=DAY
For Questions 32-35, ask the patient to use the Patient Rating scale.
How froubled or bothered have you been in the past 30 days by these:

——— 32 Family problems (x= Not Answered)  QSEVLINT=-P30D

——— 33. Social problems (= Not Answered)  QSEVLINT=-P30D
How important to you now is treatment or counseling for thesea:

34, Family problems

Patient is rating his family’s need for counseling for family problems, not whether they would be willing to
attend. {X= Not Answerad)

35, Social problems

Include patient’s need to seek treatment for such social problems as loneliness, inability to socialize, and
dissatisfaction with friends. Patient rating should refer to dissatisfaction, conflicts, or other serous problems.
Exclude problems that would be eliminated if patient had no substance abuse. 3= Nof Answerad)

CONFIDENCE RATING
Is the above information significantly distorted by:

37. Patient's misrepresentation?
O=No, 1=Yes

38. Patient's inability to understand?

O=Ma, 1=Yes

COMMENTS: THIS DATA NOT ENTERED
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ASLL DOMAIN: QS page 12 of 13

_CTP-steld USUBJLQEPL“'D AssessmentDate: _ [ _ |/ _Q_STC_
C100- 0 H|E{mn mom d d ¥ O¥ ¥ ¥

PSYCHIATRIC STATUS=QSSCAT

QSTEST
How many times have you been treated for any psychological or emotional problems:

Do not include substance abuse, employment, or family counseling. Treatment episode = a series of more or less
continuous vigits or reatment days, not the number of visits or freatment days. Enter diagnosia in comments if known.

QSORRES
1. In a Hospital or inpatient setting? (= Not Answersd)

2. Qutpatient/private patient? (xx= Not Answersd)

O=No, i=¥es 3. Do you receive a pension for a psychiatric disability? (x=Not Answersd)

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

P

a.Past  b. [U=NﬂJ=YE&{X=NoIAn5medJ]
30 Days Lifetime

QSEVLINT=-P3QD 4. Experienced serious depression-sadness, hopelessness, loss of interest, difficulty
with daily function?

5. Experienced serious anxiety/tension-uptight, unreasonably worried, inability to feel
relaxed?

6. Experenced hallucinations-saw things or heard voices that were not there?

7. Expernenced trouble understanding, concentrating, or remembering?

For questions 8§-10, patient could have been under the influence of
alcohol/drugs.

8. Experienced trouble controlling violent behavior including episodes of rage, or
violence? (Patient can be under the influence of alechol/drugs. )

9. Experienced serious thoughts of suicide?
Fatient seriously conzidered a plan for taking hisfher life.

10. Aftempted suicide? {Include actual svicidal gestures or attempts. )

11. Been prescribed medication for any psychological ar emotional problems?
{Frescribed for the patient by MD. Record *Yes® if a medication was prescribed even if the patient is
not taking it.)

12. How many days in the past 30 have you experienced these psychological or emotional

problems? (This refers to problems noted in Questions 4-10.) (%= Nof Answersd)
QSEVLINT=-P30D QSORRESU=DAY

ASIL_R2.doc Print Date: 82672007 743 PM LL Final Posting 1-8-03 ASl: 1-8-03 RZ



ASI-L DOMAIN: QS page 13 of 13

_CTF-StelD sy BJ'IJBW_HDE_'“ D Assessment Date: ! i QSDTC
[10-000 NN - T Yy
QSTEST

For Question 13 & 14, ask the patient to use the Patient Rating scale.

QSORRES‘IB. How much have you been troubled or bothered by these psychological or emotional

problems in the past 30 days? (Patient should be rating the problem days from Question 12.) {X= Not
Answered) QSEVLINT=-P30D

14. How important to you now is treatment for these psychological or emotional problems? (k=
Not Answered)

CONFIDENCE RATING
Is the above information significantly distorted by:

22. Patient's misrepresentation?
O=Ma, 1=Yes

e 2. Patient's inability to understand?
=m0, 1=Yes

COMMENTS:

THIS DATA NOT ENTERED

ASIL_R2.doc Print Date: G2672007 743 PM LL Final Posting 1-8-03 ASL: 1-8-03 R2




BECK DEPRESSION INVENTORY — 1| ~QSCAT DOMAIN: QS Page 1of 1

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: __
NODE: | [ STUDYID EPOCH  Screening Baseline VISITNUM
CTP-SITEID: | [J[]-[J[] | STUDYWEEK: | 4 5 2 3 4 5 5 7 8 2 1m0 11 12 13
(circle onej 26
. 14 15 16 17 18 15 20 21 22 23 24 25
PARTICIPANTID : | [ ][ ][ ][] |usuBaD o5e28L
AssessmentDate: [ | QSDTC__ (mmsdd /vyl starFio:[ ] [ [ ][]
1=Form completed as required 4=Mot engugh time at the visit
|:| FORM COMPLETION STATUS 2=Parficipant refused S=Parficipant did not attend visit
2=Responsible person did ot complete  G=0ther (specify: i

This cover sheet is to he attached to an original assessment purchased from The Psychological
Corporation.

Copyright @ 1998 by Aaron T. Beck. NOTE: The original form is printed with both blue and black ink. If the
attached copy does not appear this way, it has been photocopied in violation of copyright laws.

The Ressarch Assistant is to complete the Header information on this Study Cover Sheet.

The Ressarch Assistant is to complete the header information on the attached form in the following
Manner:

1. Mo identifying information may be collected on this study instrument.

2. Enter the date the assessment is being completed in the instrument's header.

3. Only the Participant's 1D number are entered on the instrument’s header

4. MO other header information should be entered on this instrument.

Once the Research Assistant has completed both the Cover Sheet & the Instruments header information
hefshe should hand the purchased form to the participant for completion.

Following the manuals instructions for the administration of this form, keep in mind that:
1. Respondents are to use the purchased form and choose only one statement for each question,

including Item 16 (Changes in Sleeping Pattern) and Item 18 (Changes in Appetite).

2. If a parficipant has made multiple choices for an item, the choice with the highest rating is used and
should be noted on the original form as the value to be entered into the data acquisition system.

3. Forltems 16 & 18: Each of these items contains seven options rated, in order, as 0, 1a, 1b, 2a, 2b,
3a, 3b, to differentiate between increases and decreases in behavior or motivation. If a higher rated
option is chosen by the respondent (1x, 2x, 3x), the presence of an increase or decrease in either
symptom should be clinically noted.

EDHI__R2.doc Print Date: 828/2007 741 PM LL Final Posting: 1-8-03 BDI: 1-6-03 R2



FAGERSTRUM TEST FOR MICOTINE DEPENDENCE (FTND) —OSCAT DOMAIN- OS Page 1of 1

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: 1
NODE: | [ 101 TUDYID EPOCH  Screening  Baseline VISITNUM
CTPSITEID: | [][]-CJC] ST'-'DI:'V,:;’EE“E 41 2 3 4 5 6 7 B 3 10 11 12 13
circle ong)
PARTICIPANT ID : 14 15 16 17 18 19 20 21 22 23 24 25 26
101010 vsusaip S A
AssessmentDate: _ [ /| _QSDTC _  jmm/dd/wy) starFio:[ ) ][] ][]
1=Form completed as required 4=Mot enough time at the visit
|:| FORM COMPLETION STATUS 2=Participant refused S=Participant did not attend visit
3=Responsible person did not complete  G=0ther (specify: ]

QSTESTFlease read each question below.
For each question enter the answer choice which hest describes your responses.
1. How soon after you wake up do you smoke your first cigarette?

{a) Within 5 minutes

() Within 6 = 30 minutes
(cy  Within 31 — 60 minutes
(d) After 60 minutes

Do you find it difficult to refrain from smoking in places where it is forbidden, e.g., in church,

at the library, at the movies, etc.?
{a) Yes

{l) No

QSORRES

—_ 3. Which cigarette would you hate most to give up?
{a) The first one in the morming
() All others
— 4. How many cigareties per day do you smoke?
{a) 100orless
{by 11-20
cy 21-30
(d) 31 or more
—— 5 Do you smoke more frequently during the first hours after waking than during the rest of the day?
{a) Yes
() Mo
— 6. Dovyousmoke if you are so ill that you are in bed most of the day?
(a) Yes
{1 Mo

Fermizasion to use this form was granfed by Dr. Fagersfrom
Fagerstrom__R2 doc Print Date: 8/26/2007 7:20 PM LL Final Posting: 1-8-03 FTHM: 1-8-03 R2




DOMAIN: SC, DM, DS
RanpomizaTtion (RAN Page 1 of 1

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: 1
NODE: | (][] ISTUDYID | EPOCH Sereening Raseline V'S TNUM

CTPSITEID: [J[J-[J[]  STUDYWEEK: 4 4 2 3 4 5 6 7 & 9 10 11 12 13

PARTICIPANTID: | [(J[J1[J JSUBjﬁsf”“E}l 14 15 16 17 18 19 20 21 22 23 24 25 25

AssessmentDate: [ ?CDTC/DSDT fmm  dd ¢ yypyy) STAFF ID: |:| |:| |:| |:| |:|
1=Form completed as required 4=Maot enough time at the visit
|:| FORM COMPLETION STATUS 2=Participant refused S=Participant did not attend visit
3=Responsible person did not complete  G=Ctther (specify: }

¥YES  NO SC.SCORRES SC.SCTEST

A Does the Participant continue to meet eligibility criteria’? if no, answer Question and then

1 0 jump to Guestion 4 (skipping Questions 2 & 3).
RANDOMIZATION
YES NO SC.SCORRES SC.SCTEST

1 0 1. | Was Participant randomized? i no, skip to question 4. If yes, continue to guestion 2.

2a | _____ Randomization number.

Randomization Group Assignment?
2b | __ 1= Group 1 (Emoking Cessation)
2 = Groug 2 (Treatment As Usual) DM.ARM
3. Date of randomizaton: __ _ / _/ (mmidd/yyyy) DMRFSTDTC

If not randomized. reasons not randomized:

ves [No | DS.PSOCCUR DS.DSTERM

4.a Failed to return to clinic

1
| | 4.b | Declined study participation (specify in comments below) DS DSCAT=DISPOSITION EVENT

4.c | Moved from area (current or pending)

4.d | Incarceration (current or pending)

4.e | Death

A.f | Failed to meet inclusion criteria or met exclusion criteria

JEEY) N Y Y Y Y
ooajlajala|o

d.g Other (if other, then specify in 2h)

4. h specify Other:

DOMAIN: CO
5. | Comments: Variables COVAL-COVALN
RDOMAIN=DS

IDVAR=VISITNUM

FOR STAFF USE OMLY
SEESE SC.SCORRES
6.a Initial Target Quit Date (TQD- I]1] Y R
6.b  Initial Target Quit Day: _
6.c  Start Date™ / !

6.d  Start Day: -

*Start Date (& Study Day) is the date of 1First Smoking First Smoking Cessation Counseling Session for Group 1. OR
the date the TAL group (Group 2) would have started Smoking Cessation Counseling if they HAD been randomized to Group 1. Start Day

| is the day numiber corresponding to the start date.

7. Signature: THIS DATA NOT ENTERED
{Study Clinician / Study Physician)

SC.SCTEST
Date signed: __ _ /___SC.SCORRES

Randomization_R2a.doc Print Date: B/28/2007 8:32 PM LL Final Posting 3-28-03 RAM: 3-25-03 R2a
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RBS QSCAT:RISK BEHAVIOR SURVEY DOMAIN: QS Pags 20f3
Site ID: |:| [] USUBJI Participant |0 VisitDate: __ [/ __ [ __ QSDTC
CTP  Location L il |:| m m d d ¥ ¥ ¥ v
QSSCAT=DRUG INJECTION
B. DRUG INJECTION (if no injection use in past 30 days, skip to Section G)

ST
In t(ﬁe last 30 days, how many times (# of injections) did you inject using works (needl

that you know had been used by somebody else?
{If 0, then skip to B3)

QSORRES

Of the times you injected after someone, how many times did you clean the works with full-
hleach? (Number cannot exceed total number of times used after a friend (gB1).

How many times in the last 30 days did you use a cooker/cotton/rinse water that had been
another injector?

How many times in the last 30 days did you fix drugs with another person, then split the dru
solution (through use of the same cooker/spoon or through front or back loading)?

C. SEXUAL ACTIVITY QSSCAT=SEXUAL ACTIVITY

SEVLINT=-P30D
/SyTInges)

strength

ised by

Mow I'm going to ask you some questions about sex. I'm referring here to anybody you've had sex with
last 30 days.
1. Dwring the last 30 days, with how many people did you have vaginal, oral or anal sex?

(IF NOME, ENTER (00 AND THE QUESTIONNAIRE IS COMPLETED)

2. How many of your pariners were female? Number cannot exceed total number of people (gC1)
3. How many of your parners were male? Number cannot exceed total number of people (gC1)

Flease use the following coding for frequency of sexual events and condom/barrier use.

in the

Condom/Barrier use scale:
Mever

Less than half the time
About half the time
Maore than half the ime
Always

Don't knowiunsurs
Refused

Freguency scale:
Once or irregularhy
Less than once a week
About once a week
2-6 fimes a wesk
About once a day

2-3 times a day

4 or more imes a day
Don't know/unsure
Refused

e TS L O

4,

(If Male, complete sections D, E, F, G & 1)
(If Female, complete sections D, G, H, &1)

Interviewer: Code gender of respondent {1=Male, 2=Female, 9=Don't Know)

(If Don’t Know, ask ALL sex/gender specjfc gquestions and allow client to answer as they like.)

EXU CTIVITY — CLIENT WITH FEMALE PAR]
D. Ask Male/Female Clients wﬁo ad I-Sema[ALF‘Aa

I'NER

rthers
__1a How many women performed oral sex (“went down”) on you?
(If 0, then skip to guestion Za. Number cannot excead total number of female partners [igC2))
1. How often did your partner(s) perform oral sex (*go down™) on you?

1. How often did you use condoms/dental dams when your partners) perform oral sex (
down™) on you?

__2a How many women did you perform oral sex (“go down™) an?
(If 0, then skip to next section appropriate for the sex of this client. Number cannot exceed total number of fam
partners (gC2j)
Z2bh  How often did you perform oral sex (“go down”) on your partnens)?

Z2.c  How often did you use condoms/dental dams when you performed oral sex (“went do
your partner(s)?
A

Risk_Behavior_Survey_ R2.doc 2035 Print Date: 6/268/2007 8:28 PM LL Final Posting: 8-20-02
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RBS QSCAT:RISK BEHAVIOR SURVEY

DOMAIN: QS Pags 3of3

Site 1D |:| USUBJI Participant IO VisitDate: [/ ] _(EDLC_
"CTP  Location LIl | |:| mm d d ¥ ¥ ¥ ¥
Freguency scale: Condom/Barrier use scale:
Once or irregularhy 01 Mever 0
Less than once a week 02 Less than half the time 1
About once a week 03 About half the time 2
2-6 fimes a wesk 0< More than half the ime = 3
About once a day 05 Always 4
2-3 times a day 06 Don't knowiunsurs 9
4 or more fimes a day a7 Refused T
Don't know/unsure 09
Refused TTQSSCAT=SEXUAL ACTIVITY — MALE CLIENT WITH FEMALE PAR

E. Ask Male Clients who had Female Partners:

QSORRES.

F. Ask Male Clients who had Male Partners: _ MALE CLIENT WITH MALE PARTNER

1.a How many women did you have vaginal sex with? QSTEST

(If 0, then skip to guestion 2a. Number cannot excead total number of female partners [gC2))
1.h  How often did you have vaginal sex?
1. How often did you use a condom?

2.a How many women did you have (inserive) anal sex with?

(If 0, then skip to next section appropriate for the sex of this client. Number cannot exceed total number of fam
partners {gC2])

2. How often did you have (inserive) anal sex?
2.c How often did you use a condom?  QSSCAT=SEXUAL ACTIVITY

ale

G. Ask Male/Female Clients who had Male Partners — CLIENT WITH MALE PARTNER

1.a How many men did you have (insertive) anal sex with?

(If 0, then skip to next section appropriate for the sex of this client. Number cannot exceed total number of mal
(qC3n

1.h  How often did you have (inserive) anal sex?
1.c  How often did you use a condom? QSSCAT=SEXUAL ACTIVITY

= partners

1.a How many men performed oral sex (“went down”) on you?
(If 0, then skip to guestion 23. Number cannot exceed total number of male partners (gC3))

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

1.c  How often did you use condoms/dental dams when your partner(s) perform oral sex {
down™) on you?

2.a How many men did you perform oral sex (“go down”™) on?

(If 0, then skip to next section appropriate for the sex of this client. Number cannot exceed total number of mal
g3y

Z2bh  How often did you perform oral sex (“go down”) on your partnens)?
Z2.c  How often did you use condoms/dental dams when you performed oral sex ("went do
your partner(s)? QSSCAT=SEXUAL ACTIVITY

went

= partners

wn“)on

H. Ask Female Clients who had Male Partners: _EEMALE CLIENT WITH MALE PARTNER

(gC3n
1.h  How often did vou have vaginal sex?
1. How often did you use a condom? QSSCAT=SEXUAL ACTIVITY
l. Ask Male/Female Clients who had Male Partners _ CLIENT WITH MALE PARTNER

1.a How many men did you have vaginal sex with?

(If 0, then skip to next section appropriate for the sex of this client Number cannot exceed total number of male partners

1.a How many men did vou have (receptive) anal sex with?
(If 0, end guestionnaire. Number cannot exceed total number of male partners (gC3))

1.h  How often did you have (receptive) anal sex? A
1. How often did you use a condom?

Risk_Behavior_Survey_ R2.doc 2036 Print Date: 8/28/2007 &:28 PM LL Final Posting: 2-20-02 RES B-18-02 R1
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SF-36 HEALTH STATUS QUESTIONNAIRE (SF-36 QSCAT DOMAIN: QSpage 1 of 3

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs e
NODE: | [ ][] STUDYID EPOCH  Screening Baseline VISITNUM
CTP-SITEID: | (][ ]-[1[] STUDL-.-“:EEE; 11 2 3 4 5 6 7 8 9 10 11 12 13
PARTICIPANT ID * 14 15 16 17 18 19 20 21 22 23 24 25 26
L1000 | ususap =28
AssessmentDate: _ [/ [ QSDTC  (mmsdd/ywy) starrio:[ ][] [] |:| []
1=Form completed as required 4=Mot encugh time at the visit
|:| FORM COMPLETION STATUS Z=Farticipant refusad S=Farticipant did not attand visit
3=Responsible person did not complete  &=0ther (specify: ]

INSTRUCTIONS: This survey asks for your views about your health. This information will help keep track of how you
feel and how well yvou are able to do your usual activiies. Answer every question by selecting the appropriate response
and writing the corresponding number in the space provided. If you are unsure about how to answer a question, please
Jive the best answer you can. QSTEST

1. In general, would you say your health is:
1=Excellent
QSORRES 2=\lery good
3=Good
4=Fair
5=Poor

2. Compared to one year ago, how would you rate your health in general now?
1=Much better now than cne year ago
2=Somewhat betier now than one year ago
F=About the same as one year ago
4=Somewhat worse now than one year ago
S=Much worse now than one year ago

3. The following items are about activities you might do during a typical day. Does your health

now limit you in these activities? If so, how much?
1=%es, limited a lot
2=%es, imited a litle
2=Mo, not imited at all

Vigerous activities such as running, lifting heavy objects, participating in strenuous sports

e

Moderate activities such as moving a table, pushing a vacuum cleaner, bowling, or playing golf

Lifting or carrying groceries

Climbing saveral flights of stairs

Climbing one flight of stairs
Bending, kneeling, or stooping

Walking more than a mile

S @ ™ o anQ

Walking several blocks

Walking one block

Bathing or dressing yourself

_

4. During the past 4 weeks, have you had any of the following problems with your work or other regular
daily activities as a result of your physical health? (2=Ng, 1=Yes) QSEVLINT=-P4W

a. Cut down the amount of time you spent on work or other activities

b. Accomplished less than you would like

c. Were limited in the kind of work or other activities

d. Had difficulty performing the work or other activities (for example, it took extra effort)

Copyright® 1528 by Mew England Medical Center Hospitals, Inc.
All Rights Reserved.
SF-36__R2.doc Print Date: 8/26/2007 8:12 PM LL Final Posting: 1-8-03 SF1-8-03R2




DOMAIN: QS
SF-36 —QSCAT Page 2of 2

_CTP-SilelD USUBJID) Participant ID VisitDate: ____ [/ __ [/ __QSDIC _
__—|:|_ __|:| m m d d Y ¥ ¥ ¥

6. During the past 4 weeks, have you had any of the following problems with your work or other
regular daily activities as a result of any emotional problems (such as feeling depressed or
anxious)? (2=No, 1=Yes) QSTEST

QSORRES a. Cut down the amount of time you spent on work or other activities

b. Accomplished less than you would like

¢. Didn't do work or other activities as carefully as usual

6. During the past 4 weeks, to what extent has your physical health or emotional problems

interfered with your normal social activities with family, friends, neighbars, or groups?
1=Mat at al
2=5lighthy
F=Moderately
4=Cuite a bit
ES=Extramely

7.  How much bodily pain have you had during the past 4 weeks?
1=Mone
2=\lery mild
2=Mid
4=Moderate
S=5evere
G=\lery severz

8. During the past 4 weeks, how much did pain interfere with your normal work {including both
work outside the home and housework)?
1=Mot at al
2=4 little bit
3=Moderately
4=Cluite a hit
Z=Exiremely

9. These guestions are about how you feel and how things have been with you during the past 4
weeks. For each question, please give the one answer that comes closest to the way you have been
feeling.

1=4ll of the fime
2=NMost of the time

3=A good bit of the time
4=5ome of the time

5=A lithe of the time
G=Mone of the time QSEVLINT=-P4W

How much of the time during the past 4 weeks...

_ a. did you feel full of pep?

b. have you been a very nervous person?

c. have you felt so down in the dumps that nothing could cheer you up?
d. have you felt calm and peaceful?

e. did you have a lot of energy?

f. have you felt downhearted and blug?
g. did you feel wom out?
h. have you been a happy person?

i. did you feel tired?

Copyright® 1888 by Mew England Medical Center Hospitals, Inc.

All Rights Resened.
5F-36__R2.doc Print Date: 8/25/2007 8:12 PM LL Final Posting: 1-8-03 5F 1-8-03 R2




DOMAIN: QS

SF-36 :OSCAT . Page 3of 3
_CTP-SitelD USUBJID) Participant ID VisitDate: ____ [/ __ [ __QSDTIC _
__‘|:|_ LI | m m g d ¥ ¥ ¥ ¥

QSORRES

_ QSTEST _ . .
10. During the past 4 weeks, how much of the time has your physical health or emotional

problems interfered with your social activities (like visiting with friends, relatives, etc )?
1=All of the time

2=Most of the time

QSEVLINT=-P4W

3=Some of the time
4=4 litfle of the time
S=Mone of the time

11. How true or false is each of the following statements for you?
1=Definitely true
2=Mozthy frue
3=Don't know
4=Moztly false
S=Definitely falze

a.

b.

d.

| seem to get sick a little easier than other people.
| am as healthy as anybody | know.
| expect my health to get worse.

My health is excellent.

Copyright® 1228 by Mew England Medical Center Hospitals, Inc.

All Rights Reserved.
5F-36__R2.doc

Print Date: 8/26/2007 8:12 PM LL Final Posting: 1-8-03 SF 1-8-02 R2




DOMAIN: QS

SMOKER'S BELIEF QUESTIONNAIRE =QSCAT Page 1of 1
Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: 1
NODE: | [1[] STUDYID EPOCH  Screening Baseline VISITNUM
CTPSITEID: | [J[]1-[1[] ST'-'DI:"_F"':EE“E 41 2 3 4 5 6 7 8 8 10 11 12 13
CIFGie Qnej
. 14 15 16 17 18 19 20 21 22 23 24 25 26
PARTICIPANTID: | [ ][] ][] |usuBaD oZEvaL
AssessmentDate: [ | OSDTC  (mmsdd /vy starFio:[ ][] [ ][]
1=Form completed as required 4=Maot enough time at the visit
|:| FORM COMPLETION STATUS 2=Participant refusad S=Participant did not attend visit
J=Responsible person did not complete G=Cther (specify: ]

Smoker's Belief Questionnaire

QSORRES QSTEST

1. Please record the statement below that best agrees with your beliefs about smoking:
@) It is not possible to be addicted to cigarettes.
k) ltis possible to be addicted to cigarettes but |, personally, am not addicted.
¢) |am addicted to cigarettes, but less so than the average smoker.
d) | am addicted to cigarettes about as much as the average smoker.
e} | am addicted to cigarettes but more so than the average smoker.

2. If | were to attempt to quit smoking for good, | think that: (Record one)
a) | would have a much easier time than most people who try to quit.
b) | would have an easier time than most people who try to quit.
¢} lwould do about as well as most people who try to guit.
d) |would have a more difficult ime than most people who try to quit.

e} lwould have a much more difficult time than most people who try to quit.

Smoker_s_Belief_Cuestionnaire_ R2.doc Print Date: 8/26/2007 5:21 PM LL Final Posting: 1-8-03 5B 1-56-03 R2
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UNIVERSITY OF RHODE ISLAND CHANGE AssessmenT (URICA) QSCAT=URICA

DOMAIN: QS Page 1 of 2

Smoking Cessation Treatment With Transdermal Nicotine

NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.:.___
NODE: | [1[] STUDYID EPOCH  Screening Baseline VISITNUM
CTPSITEID: |[][]-[J[] | STUDYWEEK: | 4 ; > 3 4 5 7 8 9 10 11 12 13

{circle ane)

PARTICIPANTID: | [ ][ ][ ][] | ususiiD

14 15 16 17 18 13 20 21

22 33 24 25 26

QSEVAL

AssessmentDate: [ | QSDTC_ jmm/dd /vy

starFio:[ ] [ [ ][]

|:| FORM COMPLETION STATUS Z=Participant refused

1=Form completed as required

4=Mot engugh time at the visit
S=Participant did not attend visit

2=Responsible person did ot complete  G=0ther (specify:

Instructions: Each statement describes how a person might feel when starting therapy or approaching
problems in their lives. Please indicate the extent to which you tend to agree or disagree with 2ach
statement by circling the corresponding number. In each case, make your choice in terms of how you feel
right now, not what you have felt in the past or would like to feel.
"problem”, answer in terms of problems related to your drug or alcohol use. The words "here" and “this
place” refers to this substance abuse treatment program.

For all the statements that refer to your

QSORRES
QSTEST 1 Strongly 1
I | Disagree __[y gggﬂ Undecided
1. }'-s Far as I'm concermed, | don't have any problems that need : 1 2 . 3
: d'langmg
2 I Ihlnk | might be ready for zome self-~mprovement. 1 2 3
3 | I am dnmg zomething about the problems that had been I:-:uthenng 1 2 3
[ me.
4 It mlght ke worthwhile to work an my problem 1 2 3
5. I m not the problem one. I doesn't make much sense for me to I:)E.' 1 2 3
here
6. It wormzs me that | might ship back on a problem | have already 1 2 3
| d'langed so | am here o zzek helo. i i |
7 I am flnally doing some work on my problem. 1 f 2 3
8. Ive been thinking that | might want to change something about | 1 2 3
m'_.'sBII I
9. | I have been successful in working on my problem but I'm not sure I 1 3 3
can keep up the effort on my own.
‘II]'. le tlmes my problem is difficult, but I'm waorking on it 1 2 3
11. Eemg here iz pretty much 2 waste of ime for me because the 1 { 2 . 3
pmblem doesn't have fo do with me.
12 I am hnplng thiz place will help me to better understand myself. 1 2 3
13- I guess | have faults, but thare's nathing that | rzally nead fo cha nge 1 : 2 3
14, I'm reall}.r working hard to change. 1 2 3
URICA_RZ doc Print Date: G/26/2007 4:40 PM LL Final Posting: 1-8-03
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DOMAIN: QS

URICA QSCAT=URICA Page 2 of 2
CTP - Site 1D USUBIcipant 1D Assessment Date: [ _(EIZC_
|:| |:| - |:| |:| |:| Dp D mm d d ¥y v oy
QSORRES
Disagrese Disagree  Undecided  Agree Apree
15. 1 | have a problem and | really think | should work on it. 1 2 3 4 5
16. | I'm not following through with what | had already chanoed as well as 1 2 3 4 5
| had hoped, and I'm here to prevent a relapss of the problem.
17. | Even though I'm not always successful in changing, | am at least 1 5 3 4 K
working on my problem.
18. | thought once | had resolved the problem | would be free of it, but 1 3 3 4 3
- sometimes | still find mysalf struggling with i i i
149, | I'wish | had more ideas on how to solve my problem. 1 2 3 4 5
20. | have started working on my problem but | would like help. 1 2 3 4 5
21. Mayhe this place will ke able o help me. 1 2 3 4 5
22, | may need a boost night now fo help me maintain the changes ['ve 1 5 3 4 | 3
. already made. | |
23. 1 | may be part of the problem, but | don't really think | am. 1 2 3 4 5
24 | | hope that someone here will have some good advice for me. 1 2 3 4 o]
25 | Anyone can talk about changing; I'm actually doing something )
about it. I 2 3 4 >
268. | All this talk zbout peychology 1= boring. Why can't pecole just forget 1 2 3 4 5
about therr prokblems?
27. | I'm hara to prevent myself from having a relapse of my problem. 1 2 3 4 o]
28 | Itz frustrating, but | fe2l | might be hawving a recurrence of 3 problem 1 5 3 4 5
| | thought | had resolved. | _
29. | have worries but so doss the next guy. Why spend time thinking 1 2 | 3 4 . 5
about them?
30. | | am actvely working on my problem. 1 2 3 4 | 5
31, | | would rather cope with my faultz than try to changs them. 1 2 3 4 | o]
32 | After all | had done to fry and change my problems, every now and 1 5 3 4 3
agan it comes back to haunt me.
URICA_RZ doc Print Date: G/26/2007 4:40 PM LL Final Posting: 1-8-03 URI: 1-8-02 R2




DOMAIN: LB

LIRINE COTININE Page 1 of 1
Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.. ___
NODE: | [1[] STUDYID EPOCH Screening Baseline  \/|SITNUM
CTP-SITEID: | ][1-101 STUDY WEEK: 11 2 3 4 5 & 7 8 9 10 11 12 13
{circle ane)
PARTICIPANTID: |[_J[ ][ ][] [usuBJiD 14 15 16 17 13 19 20 21 22 23 24 25 26
Assessment Date: [ é____frrma’dda’y}-‘f_,{l starFio:[ ][] [ ][]
=Form completed as required 4=Mat encugh time at the visit
|:| FORM COMPLETION STATUS 2=Parficipant refus=d S=Parficipant did not aftend visit
J=Responsible person did not complete G=0ther (specify: ]
QNAM=LBVISDTC
QLABEL=LAB VISIT DATE _1a. Was zample collected? (If no, 1b must be answered)
_ 0=HMo
IDVAR = LBSEQ 1= Yes
_AAb. Why was a sample nof collected?
1 = Participant did not attend LBSTAT/LBREASND

2 = Participant refused
3 = Other (If other specify in 2c)

1. If other, specify:

b2 Collection date {mm s dd / yyyy)
LBDTC
i3  Collection time {24 hours, hh:mm)
LBSPID
e E - Morthwest Toxicology number (nwWT barcaddNAM = LBSHIP
QLABEL = SAMPLE SHIPPED
THIS DATA NOT ENTERED 5. Subject Name Code / IDVAR=LBSEQ
__ Ba. ‘Was the sample shipped? (If no, 6B must be answered; if Yes skip to guestion Bc)
0=HMNo
1="Yes
OQONAM = LBNOSHIP
QNAM =SHIPDTC Gh. If sampls was not S-I_'Iippecd, why? QLABEL = REASON URINE NOT
QLABEL = DATE URINE SHIPPED | 1= Sample invalid | o\ ooep
— 2= Urine lost
IDVAR=LBSEQ 3 = Too little uring collectdd IDVAR=LBSEQ
_\_‘f I &g, Date sample was shipped. fmm / dd 7 yyyy)
/V _____ 7. Who shipped the sample? (Staff ID)

QONAM = LBSHIPBY
QLABEL = SHIPPED BY
IDVAR=LBSEQ

Additional values captured
from the Northwest
Toxicology Urinalysislab
file.

Urine_Cofinine doc Print Date: &/28/2007 4:45 PM LL Final Posfing: 1-8-03 UC: 1-8-03 R2



LBCAT=DRUG SCREEN DOMAIN: LB

UriNE DRUG SCREEN (UDS) Page 1 of 1
Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: _
NODE: | [ ][] STUDYID EPOCH  Screening Baseline VISITNUM
CTP-SITEID: | (J[]-J STUD;",::’EEK; 41 2 3 4 5 6 7 8 9 10 11 12 13
circie ane|
PARTICIPANT ID - DDDD USUBJID 14 15 16 17 18 19 20 21 22 23 24 25 26
AssessmentDate: _ /[ _ [/ _ o jmmsdd/yyy starrio:[ ] ][] ][]
1=Form completed as required 4=Faot enough fime at the wisit
|:| FORM COMPLETION STATUS 2=Participant tafused S=Participant did not attend visit
I=Responsible peraon did not complete  B=0ther (specify: ]

QNAM=LBVISDTC
QLABEL=LAB VISIT DATE

1. / f LBDTC Date urine collected
- - - - immiddiyyyy) IDVAR = LBSEQ
2. Urine temperature within expected range?
e QNAM = LBTEMP

9 = Unknown
(Temperatura 92°F = ¥ < 98°F OR = 33.3°C)

QLABEL = URINE TEMP WITHIN EXPECTED RANGE
IDVAR = LBSEQ

LBORRES

(Circle number for each question) Megative Positive UEgiliiirczlr Res;;tl?dﬂm Assriztse d
LBTEST | e ——

3. Amphetamines 0 1 2 3 B
) Bamim.rété.s .......... —D .1 ..... : . - é'. -
: Benzg.d'ié.zéﬁi'nes ........ —D .1 ..... : : - ;3,' -
6. Cocaine metabolites 0 1 2 3 s
7 Methalrrarénl;;a-;e;mines IIIIIIII 0 I1 IIIII 2 3 - :al -
8 Methaldlalnle: IIIIIIIIII 0 I1 IIIII 2 3 o ;3- o
o OpiatesiMorphine 0 ' 2 3 s
| 10. F’hencly,r.i:..li.d.ir;é PcP) 0 .1 ..... 2 3 - ;3. -
| 11 Tricycii;:.ﬁﬁt.idepressan.t.s ...... 0 .1 ..... 2 3 N .E. N
12 Cannabinoids (THC) 0 ' 2 3 e

13. Was this urine collection supervised?

0=HNo
1="Yes

9 = Unknown

Urine_Dirug_Screen_R2.doc

QNAM = LBSUPER
QLABEL = URINE COLLECTION SUPERVISED
IDVAR = LBSEQ

Print Date B/26/2007 4:42 PM LL Final Posfing: 1-8-03 UDS: 1-8-03 R2



ADVERSE EVENTS (AE) _ DOMAIN: AE Page 1of 2
Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.. ___
NODE: : ;
LI STUDYID EPOCH  Streening Bassline  \/|SITNUM

CTPSITEID: [[J[]-[][] |STUDYWEEK: | 41 2 3 4 5 6 7 8 9

PARTICIPANT ID : |:| |:| |:| |:| USUBJID

(circie one)

12 13

14 15 16 17 18 19 20 21 22 23 24 25 26

Assessment Date:

[

__ | _AEDTC _ (mmysads vy starrio:[] [ [ ][]

1=Form completed as required 4=Mat encugh time at the visit

|:| FORM COMPLETION STATUS Z=Participant refused S=Farticipant did not attend wisit

F=Responsible person did not complete  6=0ther (specify:

Yes No
AESEQ 1 0

AESPID_

AESTDTC

AESTDTC

AEREL __

AESEV

AEACN_

2.a
2b

4.a
4.b

Did the participant have any new adverse events since the last visit?

If YES, continue. |F NO, THEN NO RECORD EXISTS IN SDTM AE FILE

If NQ, skip to guestion 16 and sign and Date.

Adverze Event Number

Adverse Evert Term:  AETERM (AEDECOD, AEBODSYS)

Adverse Event Description:

(Max 200 characters. One adverse event per form. List syndrome components on separate forms)

QNAM = AEDESC

QLABEL = AE DESCRIPTION

IDVAR = AESEQ

Type of Report: QNAM = AETYPE

1 = New Adverse Event _QLABEL = AE TYPE OF REPORT

2 = Change in seventy of an exisling Adverse Evg

IDVAR = AESEQ

Date of onset (or change) of event fmm / dd / yyyy

Time of onzet of event jhh:mm Use 24 hour clock)

Study Drug Related
1=Definitely
2=Possibly
F=Definitely Mot
S=Unknown

Severity
1= Mild
2 = Moderate
3 = Severe
4 = Life Threatening
Acticn Taken Regarding Study Drug
1= None
2 = Disconfinued Permansntly
3 = Disconfinued Temparanly
4 = Reduced Dose
5 = Increased Doss
G = Delayed Dose
2 = Mot Applicable
2 = Unknown

* A Serious Adverse Event form must be completed,

= Complete a Concomitant Medication Form and enter the Medication Number,

Adverse_Evenis_RZ.doc

Print Date: 6/268/2007 8:04 PM  LL Final Posting: 1-5-03

AE1-5-03 R2




AE

DOMAIN: AE Page2of2

steio: [ ]-01[]

CTF  Location

USUBJID
%arlﬁ’Emram ID Visit Date: ___ [ | ___AEDIC

mm d & y y y ¥

Yes No OTHER ACTION TAKEN [questions 8a-8d must be answered)
1 0 8.a MOME
If YES, thern 8b thru 8d must be answered NO, and 8 must be blani.
1 0 8.b Remedial Therapy — Pharmacologic™ (OTC or RxJAEACNOTH
(If yes, medications must be listed in 8e)
1 a -F Remedial Therapy — Mon- Pharmacologic AEACNOTH
1 0 g Hospitalization® AESHOSP
__ B.ed Medication Number 1
_ _  Be2 Medication Number 2 AECONTRT
//v_;__ 8.e.3 Medication Number 3
QNAM = AEMED1-3 9. Description of actions or comments:
QLABEL = AE MEDICATION (Max 200 characters)
NUMBER 1-3 AEACNOTH
IDVAR = AESEQ
AEOUT
— 1. Qutcome
1 =Resolved
2 = Resolved with sequelas
3 = Not resolved
4 =Death®
& = Unknown
Yezs No
AESER 1 0 11.  Was the Adverse Event Serious? *
12. Iz the Adverse Event confinuing? (Same event, same severity)
AEENRF 4 o If YES, skip to question 16 and sign and Date.
If NO, continue to guestion 13.
1 0 13.  Did the Adverse Ev&lﬂwﬁ riIQNAM = AESEVCHG
If YES, confinue to 14. QLABEL = AE SEVERITY CHANGE
If NO, continue to 16 and sign and Date. IDVAR = AES EQ
If an Adverse Event has resclved or changed in seventy then either question 14 {duration) OR
guestions 15.a and 15.b (date & time of change) must be answersd. If the Adverse Event was
le=sa than 24 hours in length, then it MUST be answered in terms of duration of the event {ie., 2
hrs, 45 minutes)
AEDUR 14, If the Adverse Event has resolved or the severity has changed, then estimate the duration to
_—T the hest of vour ability. (days — hours— minutes)
v Mha Date of resolution or change in severity? (mm 7 dd / yyyy)
. __ 15b  Time of resolution or change in seventy? (hhimm, 24 hour clock)
THIS DATA NOT ENTERED
16. STUDY CLINICIAN'S SIGNATURE:
- QNAM = AESIGDTC
QNAM = AECHGDTC DATE SIGNED: [/ |/ L
—C LABEL = AE SIGNATURE DATE
QLABEL = AE INTENSITY I% AR = AESESQG U
CHANGE DATE * A Serious Adverse Event form must be omn}-/ﬂnﬁ B
IDVAR = AESEQ = Complete a Concomitant Medication Form and enter the Medication Number,

Adverse Evenis_R2.doc

Print Date: 6/28/2007 8:04 PM  LL Final Posting: 1-8-03 AE1-5-03 R2



SERIOUS ADVERSE EVENTS (SAE) NO DATA IN DATABASE Page 1 of 5

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: __
NODE: D D Screening Bazsline
CTPSITEID: | J[]-[[] STUD:_F\:;EEK{ 41 2 3 4 5 6 7 & % 10 11 12 13
CIFCie oney
PARTICIPANTID - |:| |:| |:| |:| 14 15 16 17 18 19 20 21 22 23 24 25 26
Date of this Report: _____/ __ _ ( .
(7 dd £ yyyy) starFio:[_] [ 1 [ []
1=Form completed as required 4=Mat encugh time at the visit
|:| FORM COMPLETION STATUS Z=Participant refused E=Participant did not attend visit
2=Responsible person did not complete  G=0ther (specify: i

1. Type of Report
1=Initial
2=Follow-Up

2 Study Phase
1=Pra-Randomization

2=Active
A=Follow-Up
3 Group Assignment
Y B . Date of First Study Treatment
_ 4 ha Date of Start of Event
4 &b Date of End of Event
EVENT CONTACT PERSON
6.a MHame of person to whom SAE questions should be addressed.
__J___-____%____ &b PhoneNumber of Person to whom SAE questions should be addressed.
FARTICIPANT DATA
___ T Sex
1=Mal=
2=Female
. Age
5 Race/Ethnicity
1 =White
2 = African American or Black
3 = Mative American or Native Alaskan
4 = Hispanic or Latino
£ = Asian
£ = Mative Hawailian or Pacific Islander
8 = Other (Specify i}
______10.a Weight (70.a & 70.b, are not required for behavioral studies)
___ 10k Units
1=pounds
Z=kilograms
NO ¥YES 11. CATEGORIZATION OF SERIOUS ADVERSE EVENT (SAE) per FDA criteria:
] 1 a. Death
1] 1 b. Life Threatening
0 1 c. Hospitalization (initial or prolonged)
0 1 d. Disability
0] 1 g, Congenital Anomaly
1] 1 f. Reguired intervention to prevent permanent impairment'damage
0 1 0. Other (h. Specify: 1

__12.a Adverse Event Number

12.b  Adverse Event Term

Serious_Adverse Events R2Z .doc Print Date: /2872007 6:22 PM LL Final Posting: 1-8-03 SAE: 1-8-03R2



SAF NO DATA IN DATABASE Page 2 ofs

Site 1D Pariciant 1D Report Date: f /

HIRRN HiENN mm § 8 v T T Y

12c  Dascripiion of adwerss event symploms, course, duration, acilon taken, autcomie, Treatmenst and saquelas
[max. 1800 characrers)

13 Ralavant testaflaboratoryfoxicelogy data, Including dates: (max. 800 characrers)

14. Other ralavant history, Including pre-exleting medical & psychistric conditions: AIDS, righ blood pressure, nepalicirena
dysfunction, pragnancy, drug, alconal, smowing use, allergles, ebe. (max. 800 characters)

RO YES SUBSTAMCE USE
0 1 15 s thers ncreased drug uss?
0 1 18. 5 thers ncreasad aleohal use?

17. Cescribe drugiaicohol use: (max. 200 characTers)

18. AmountTays of drugfalcohol uss: {max. 200 characiars)

=
(=]
g

PSYCHIATRIZC HISTORY
19.a s there 3 nistory of psycholle episodes?
19.b 15 the participant taking neurci2piic madications? {if yes, Al In concomiant medicanion SecTian)
19.¢ s the participart taking any othar typs of medicalions? (i yes, fll in concomitant medicanion section)

A

5

RN .
&

RS R

Ll

= = R =

20.a 15 thers 3 history of sulcldal Ideation?

20.b s therz a nistony of sulcldal behavior?

21. 15 thers a nistory of homicidal ideation™

22, I5thers 3 nistory of homicidalvicient beravior?
STUDY DRUG INFORMATION

&5 Study Dirug Imformation &nown?
#re there more than 4 Sudy Drugs or ofher congomizant medications Tor wiich Information ks known ? If ves, please
flll out the Serous Agverse Events Afdendum

Serous_Adverses_Ewvenis__RI..doc Frint Dale: &28R2007 5:22 PM LL Final Postng: 1-6-03 SAE: 1-6-03 R2



NO DATA IN DATABASE
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SAE NO DATA IN DATABASE Page 4 of 5
Site ID Participant 1D ReporiDate: /4
- |:| [ﬁj |:| m m d d ¥ ¥ ¥
ASSESSMENT OF SAE
33 Severity
- 1= Mild
2 = Moderate
3 = Severs
4 = ife Threatening
34. Expectedness
- 1 = Expecied
2 = Unexpected
Jb.a Outcome
- 1 = Resolved
2 = Resolved with sequelas
3 = Mot resolved
4 = Death(if Death, continue 35 b thru 35.d)
8 = Unknown
_ i _ _ ____ 35b Date of Death
— 35.c Autopsy performed (0=Mo, 1=Yes)
J5.d Probable Cause of death: jmax 600 characters)
36. Study Drug Related

1 = Definitely

2 = Possibly

3 = Definitely not
& = Unknown

ACTIONS RESULTING FROM SAE

1

38. NAME OF PRINCIPAL INVESTIGATOR (please print):

SIGNATURE:

Action Taken Re: Study Drug
1=HMaone

2 = Disconfinued Permanenthy

= Disconfinued Temporarily

Reduced Dose

Increased Dose

Delayed Daose

Mot Applicable

Unknown

W3 00 o em b g b

19, Date signed:

PHYSICIAN SIGNATURE REQUIRED FOR MEDICATION TRIALS

40, NAME OF PHYSICIAN (please print):

SIGNATURE:

— e

41. Date signed: /

Serious_Adverse_Events_ R2 doc 2028

Print Date: 8/26/2007 6:22 PM

LL Final Posting: 2-20-02




SAE

NO DATA IN DAT

BASE

Page Sof &

Site ID

Participant D

Report Date:

m

42. ADDITIONAL COMMENTS (Specify question number): (max 1600 characters)

Dosage Administration Coding Sheet

Routes of Adminigtration (ICH-m2 Numeric Codes)

001 = Auricular (ofic)
002 = Buccal

003 = Cutanecus

031 = Intraccular
042 = Intravenous

(ot otherwise specified)

048 = Cther
053 = Recta
054 = Respiratory

058 = Sublingual
080 = Topical

051 = Transdermal

3 = Once daily

4 = Twice daily

T = As nesded

014 = Intra-articular 044 = Opthalmic {inhalation) 054 = Unknown
030 = Intramuscular 047 = Ora 057 = Subcutaneous 088 = Vaginal
Dosage Form
1= Capsule 5 = Lotion'Cintrent b = Puff 13 = Tablet 28 = Cther
2 = Drop G = Lozenge 10 = Spray/Squirt 14 = Teaspoon 28 = Unknown
3= Gum 7 = 0Ounce 11 = Suppository 15 = Wafer
4 = Lollipop 2 = Patch 12 = Tablespoon
Frequency Dosage
1= Single dose 5= Three times a day 1 = grain{s) B = millizurie(s)
2 = Every other day & = Four times a day 2 = gramis) 10 = milliequivalent(s)

3 = international units

4 = microcurie(s)

5 = microgram(s}

& = microgram(s} / kilogram
7 = microgramis) / sq. meter

8 = microlitre(s)

11 = milligrami{s}

2 = milligramis) / kilogram
13 = milligramis} / sq. meter
14 = millilitre(s)

58 = Other

8= Unknown

Serious_Adverse_Events_ R2 doc
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NO DATA IN DATABASE
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BRIEF SUBSTAMCE CRAVING SC.QQE'}%F:BRIEF SUBSTANCE CRAVING SCALE DOMAIN: QS Pags 1of 2
Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: 1
NODE: | [1[] STUDYID EPOCH  Screening Baseline  VISITNUM
CTPSITEID: | [J[]-[JC] | STUDYWEEK: | 4 4 3 3 4 5 6 7 8 9 10 11 12 13
(circle onej
. 14 15 16 17 18 19 20 21 22 23 24 25 26
PARTICIPANTID: | [ ][ ][ ][] | usuBiiD OSEvAL
AssessmentDate: [ | QSDTC__ (mmsdd /vyl starFio:[ ] [ [ ][]
1=Form completed as required 4=Mot enough time at the visit
[ ] FORM COMPLETION STATUS | 2-Pariicipant refused S=Parficipant did not attend visit
J=Responsible person did not complete  §=Dfher (specify: i
QSORRES
A, Identify the primary substance of dependence as determined by DSM-IV checklist & addendum.
1 = Aleohol
2 | =Amphetamine  QSTEST
w - .
g 3 | = Cannabis
= 4 | =Cocaine
E 5  =Hallucinagens
L 8 = Inhalants
1‘-:? 7 —lEsstine
- 8 = 0piates
g =PCP

10 = Sedalives — Benzodiazepines
11 | = Other (specify:

Please answer the following gquestions with regard to your Craving for the primary drug.

1. | The INTEMSITY of my craving, that is, how much | desired this drug in the past 24 hours was:
0 =Mone atall
1 | =3Slight
2 =Muoderate
3 | =Considerable
4 = Extrems
2. The FREQUENCY of my craving, that iz, how often | degired this drug in the past 24 hours was:

= Mever
= Almast Mever

|:.

1

2 | = Baveral Times
3 | =Regularly

4

= Almost Constantly
3. The LENGTH of time | spent in craving this drug during the past 24 hours was:

= Mone at all
=\ery Short

= Short

= Somewhat Long
=\ery Long

o kI = D

4. _ Write in the MUMBER of times you think you had craving for this drug during the past 24 hours.

BSCS R2Z.doc Print Date: 62872007 7:30 PM LL Final Posting: 1-8-032

BSC: 1-8-03 R2



asc  QSCAT=BRIEF SUBSTANCE CRAVING SCALE DOMAIN: QS page 202

USUBJID
CTP-Site ID Participant ID_ AssessmentDate: __ _ / | __QsbTC

C10]-010 HN|EN m o d 4 vy vy

QSORRES QSTEST

B. ___ | Asecond Craved substance during the past 24 hours was (chooze only ONE from the following)

0| =Mone {STGP}

1 | =Alcohal

2 | = Amphetamine

2 =Cannabis (Marjuana)

4 | = Cocaine

5 | =Hallucimogens (including ecstasy)

& | =Inhalants

7 =Hicstse

8 | = Opiates (Heroine, Morphine, ste.)

g =PCP
10 | = Sedatves — Benzodiazepines (Barbiturates, downers, Valium, and Xanex)
11 | = Cther (specify: i

Please answer the following questions with regard to a second craved drug:

5. ____ | The INTEMEITY of my craving, that is, how much | desired thiz drug in the past 24 hours was:
0 =HMone atall
1 | =Slight
2 | =Moderate
2 | = Considerable

4 = Exireme
G. ____ | The FREQUENCY of my craving, that is, how often | desired this drug in the past 24 hours was:
0 =MNewer
1 =Almost Never
2 =Several Times
3 | =Regularly
4 | = Almost Constantly
T. | The LEMGTH of Time | spent in craving this drug during the past 24 hours was:
J  =MNone atall
1 | =\ery Short
2 | =5Short
3 | = Somewhat Long
4 | =VeryLong
a. . Wirite in the NUMBER of times you think you had craving for this drug during the past 24 hours.

BSCS R2.doc Print Date: 62872007 7:30 PM LL Final Posting: 1-8-032 BSC: 1-8-03 R2




DOMAIN: TU

DRUG REHABILITATION COMPLIANCE=T| |CAT Page 1 of 1
Smoking Cessation Treatment With Transdermal Nicotine X
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: 1
NODE: [1[] STUDYID EPOCH Screening Bassiine  VISITNUM
CTP-SITEID: | [1[]-[[] STUDLgEEEn'Ej 11 2 3 4 5 6 7 8 9 10 11 12 13

PARTICIPANT ID :

IO | ususap 1

15 16 17 18 13 20 21 22 23 24 25 26

AssessmentDate: [

| __TUDTC _fmm/dd/ypm

starFio:[ | [ [ ][]

|:| FORM COMPLETION STATUS

1=Fomn completed as required
2=Participant refused
3=Responsible person did not complete  G=0ther (specify:

4=Maot enough time at the visit

S5=Participant did not attend visit

TUORRE TUTEST/TUTESTCD
— S‘ How many substance abuse counseling 2essionz were scheduled for the paricipant? (0, 1, 2, 3. 4, 5)
If zero sessions scheduled skip fo gquestion T.a.
TUTEST/TUTESTCD
Circle answer choice for b thru d.
If Other is chosen for section d. then this must be specified in section e.
(a) (b) (c) TUORRES d (&)
_ Type Attended If Mot Attended, Why? If Other for Mot
Scheduled Session Date Counselor  Participant Attended
TUSHID Individual Group | Mo es | cancslled  cancelled  Other  Unk Specify
2|____JUSTDTC 1 2 | o 1 1 2 3 9
| _i__ 1 2 0 1 1 2 3 L]
4| __ 1 2 0 1 1 2 3 9
S W—
| _ i 0 1 2 0 1 1 2 3 L)
6. __ ¢/ 1 2 0 1 1 2 3 9 | _

7.

Drug_Rehabilitation_Compliance_ B2 .doc

QNAM = TUEOTHER

IDVAR = TUSEQ
|z the participant still enrolled as a client at . - i b -
0="HNo

1="es

Dwring which study week was the parlicipant dropped az a CTF client?

QLABEL = NOT ATTENDED FOR OTHER REASON

{Screening, Baseline, -1, 1, 2,3, 4,5 6 7,8, 8, 10, 11, 12, 13, 14,15, 16, 17, 18, 19, 20, 21, 22, 23, 24 35 26)

If the participant iz NOT siill enrclled as a client at the CTP, WHY?
1 = Client completed program successfully
2 = Administratively discontinued
3 = Participant failed to adhere to CTP policy
4 = Self-withdrawal
£ = Referral
G = Other (if ather reason, specify in 7.d)

If the participant iz not still enralled as a client &t the CTP for *Other” reazon, specify:

QNAM = TUENROTH
QLABEL = NOT ENROLLED FOR OTHER REASON
IDVAR = TUSEQ

Print Diate: 8/26/2007 7:30 PM LL Final Posting: 1-5-03

DRC: 1-8-03 R2




WiTHDRAWAL ScaLE For ToBacco=QSCAT

DOMAIN: QSPage 1Tof1

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabhilitation Programs Seq. Num.: _ _
NODE: [ ][] STUDYID EPOCH Screening Baseline  VISITNUM
CTP-SITEID: | [ I[ |- 1[] STUD;_:TEE:; 41 2 3 4 5 6 7 8 9 10 11 12 13
{
PARTICIPANTID : D l:l I:‘ |:| USUBJID 14 15 16 17 18 19 20 21 22 23 24 (2)5SE2\G/A|_

AssessmentDate: [

starrio:| | [ ][] [

| __QSDTC _(mm/dd/yyyy)

[ ] FORM COMPLETION STATUS

1=Farm completed as required 4=Not enough time at the visit
2=Participant refused 5=Participant did not attend visit
3=Responsible person did not complete  §=0ther (specify: |

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 circling the number that best reflects how you have generally felt during this time.

QSTEST

1. | Craving for a cigarette

2. | Irritability-frustration-anger
3. Anxiety

Difficulty Concentrating

5. | Restlessness-Impatience

6. | Increased appetite

7. | Disrupted sleep-Insomnia

8. | Depression

Withdrawal_Scale_for_Tobacco__R2a.doc

QSORRES
NONE SLIGHT MILD MODERATE & SEVERE
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
0 1 2 3 4
Print Date: 6/26/2007 3:51 PM LL Final Posting: 1-6-03 WST: 1-6-03 R2




SMoKING CEssATION ComMPLIANCE (SCCETUCAT DOMAIN: Tq:'age 1of1

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: 1
NODE: | [1[] STUDYID EPOCH  Sereening Bassine  VISITNUM
CTP-SITE ID: | (JO-OC ST”DL_gEfn’EE 141 2 3 45 67 8 9 10 11 12 13
1)
PARTICIPANT ID : |:| |:||:| |:| USUBJID 14 15 16 17 18 19 20 21 22 23 24 25 26
AssessmentDate: [ [ TUDTC  (mm/dd/yyw starFio:[ ][] [ ][]
1=Form completed as required 4=Maot enough time at the visit
|:| FORM COMPLETION STATUS 2=Participant refusad S=Participant did not attend visit
J=Responsible person did not complete G=Cther (specify: ]
TUTEST/TUTESTCD

TUORRES 1 How many STUDY amoking cessation counseling sesgions were scheduled for the participant? (0-2)

— . If zero sessions scheduled skip fo question 4
TUTEST/TUTESTCDCfmIe answer choice for b and ¢

i ia) i) TUORRES [t} id)
Scheduled Session Date Attended o If Mot Attended, Why? If Other for Mot
| Counselor | Participant | | | Aftended
TUSPI TUSTDTC Mo | es | cancelled cancelled | Other Link Specify
2, ___ i _1___ ] 1 1 2 3 9
= O Y R ] 1 1 2 2 o
""" QNAM=TUEOTHER

4 How many NOR-STUDY smeking cessation counseling ﬁ%‘g\%éi;_ﬁggﬁ%g}gﬁt\gt%?dg?&}OTHER REASON

e : If zero sessions were attended, then skip to guestion 10.

Circle answer choice for b IFf Not Attended, specify reason in c.

. (v i©)
Scheduled Seszion Date  Attended o, specifyseason:
TUSPID Mo | ves | QNAM = TUSREAS B

e (0 QLABEL = NOT ATTENDED REASON

6 - /i .D-1 . IDVAR = TUSEQ

[ e p——— o1

R e — ol

R e — o 1

10. Has the participant refurned o smoking?
0 =MNo
1="es
& = Mever abstinent {Treatment As Usual group only)

- 11. Has the participant uzed any non-study self help matenals? (a) ()
(If No, STOP. If Yes, then questions 12 through 14 must be answered) Material Used? Days Used
E : 3‘55 Mo Yes
“ ||é|{.,{;,k.5 .......................... . -
8 frapes | o _
“ ét.h.e.r e ﬂm" Epmm . B - . 1 -

15. Oth ified:
| -iner spedt QNAM = TUHOTHER

QLABEL = OTHER SELF HELP MATERIALS
IDVAR = TUSEQ

Smokng_Cessation_Compiance doc Print Date 8/26/2007 5:16 PM LL Final Posting: 1-8-03 SCC: 1-8-03 R2




SMOKING MEDICATION COMPLIANCE PART | (SM1)

DOMAIN: DA page 1 of 1

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: _
NODE: | L1 STUDYID | EPOCH  Sereening Baseline  \/|SITNUM
CTP-SITEID: [1[-C10C1 STUDI:r_r\:fJEEKf 11 2 3 4 5 6 7 8 9 10 11 12 13
CIFCiE Qe
PARTICIPANT ID : DDDD USUBJID ' 14 15 16 17 18 19 20 21 22 23 24 25 26
Assessment Date: fF o immidd vy starrio:[ ] ][] ][]

|:| FORM COMPLETION STATUS

1=Form completed as required
2=Participant refusad

4=Mat enough time at the visit
S=Participant did not attend visit

J=Responsible person did not complete  8=0ther (specify:

DACAT=STUDY MEDICATION

This form collects today’'s distribution of medication to the participant.

DAORRES

DATEST

1. Patches Dispensed Today

d. Today's Date: __ __/

DADTC

—_— e (mmiddiyyyy)

b. Mumber of patches dispensed (if “special circumstance™ use 77)

c. Dosage of patches dispensed
1=21mg

2=

14 mg

d. Was the dosage dispensed a change from the previous dosage level?
1=%es

0=

2 l=]

2. Patches Returned Today
a. ‘Were patches returned today?

1=Yes
0=

b. If patches were returnad then specify:

{If yas, continue)

Mo {If no, skip to g2c & d)
If patches ware expected fo be refurned at this visit and were not, then specify this in 2b

c. Mumber Returned
d. Mumber Lost

5SMC_1_ R2adoc

Print Date: G6/26/2007 6:07 PM

LL Final Posting: xx-xx-xx

SM1:3-11-03 R2a



DOMAIN: EX

SMOKING MEDICATION COMPLIANCE PART 2 (SM2) Page 1 of 1
Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: 1
NODE: | (0[] | sTtupbvid EPOCHscreening Bassline VISITNUM
CTP-SITEID:  [][1-10C1 STUDY WEEK: 11 2 3 4 5 6 7 8 9 10 11 12 13
(circie one)
PARTICIPANT ID : DDDD LJSUBJlDl 14 15 16 17 18 19 20 21 22 23 24 25 26
AssessmentDate: [/ __E_XDinm.-’dd.-’ Wy STAFFID:D : |:| : |:|
1=Form completed as required 4=Mat enough time at the visit
|:| FORM COMPLETION STATUS Z=Participant refusad E=Participant did not attend visit

J=Responsible person did not complete  8=0ther (specify: ]

This form collects the administration & use information on patches distributed to the participant at the last
attended visit.

EXTRT=NICODERM CQ EXDOSFRM,EXDOSE,EXDOSU=PATCH
Was Patch Used as Prescribed?
1=Yes
Nt sty o Comment/Reason dose
=Patch rernoved dus to intalerancs L
4=Patch removed at night not ﬂéd;(n'&re)lgte red
EXSTDTC S=Patch removed for other reason
.. . G=Supplement: additicnal patch, gum or other form of nicotine {If “Was Patch Used as
Date of Administration T=0tther EXADJ Prescribed” is not Yes, a
{mmyddirypy) g=Unknown comment is necessary)
b.
. {Circle one) C.
1. I N B 1 2 3 4 5 & 7 9
2. I S B 1 2 2 4 5 G 7 9
3 I N B 1 2 3 4 5 & 7 9
4, I S B 1 2 2 4 5 G 7 9
5. I N B 1 2 3 4 5 & 7 9
6. Y S 1 2 3 4 5 B 7 9
T. I S B 1 2 3 4 5 G 7 9
8. I S 1 2 3 4 5 B 7 o
9, D Y S 1 2 3 4 5 G 7 @
10. I S 1 2 3 4 5 B 7 o

Subject Compliance

11. Was the subject compliant with medication administration?
1="es
N QNAM = EXCOMP

= LInknown
QLABEL = SUBJECT MEDICATION COMPLIANCE
IDVAR = EXSEQ

SMC_2.doc Print Date: G/26/2007 5:24 PM LL Final Posting: 1-6-03 SM2: 1-6-03 R2



ADDICTION SEVERITY INDEX — LITE FoLLow Ur (ASF) —OSCAT

DOMAIN: QS Pags 1¢cf13

Smoking Cessation Treatment With Transdermal Nicotine

NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Sed. Num.: 1
NODE: | [1[1] STUDYID EPOCH  Screening  Baseline VISITNUM
CTP-SITEID: |[J[]-[J[J] | STUDYWEEK:| 4 ¢ 2 3 4 5 5 7 8 @ 10 11 12 13
(circle onej - e
PARTICIPANTID: | [ ][ ][ ][] | usuBiiD 14 15 16 17 18 13 20 21 22 O;ShE\igL

AssessmentDate: [/

| _QSDIC__ jmm dd /yyyy)

starFio:[ ][] [ ][]

|:| FORM COMPLETION STATUS

1=Form completed as required
2=Participant refusad
J=Responsible person did not complete G=Cther (specify:

4=Maot enough time at the visit

S=Participant did not attend visit

Composite Scores
(for site use only):

Medical: Legal:
Employment: Family:
Drug: Psychiatric:
Alcohal:
KEY:
Patient Rating Interviewer Severity Ratings
Scale
0=Motatall 0-1 = Mo real problem, treatment not necessary
1 = Slightly 2-3 = Slight problem, treatment probably not necessary

2 = Moderately
3 = Considerably

4 = Extremely

4-5 = Moderate problem, treatiment probably necessary
G-7 = Considerable problem, treatment necessary

8-9 = Extreme problem, treatment absolutely necessary

Hollingshead Categories

fd =
[}

teacher)

3= Adminigtrative Personngl, Manager, Owner/Progristor of Small Business (bakery, car dealership, engraving business,

Higher Executive, Doctoral Level Professional, Owner of Large Business
Buziness Manager, Owner (medium zized business), Other Professional (nurse, oplician, pharmacist, social worker,

plumbing business, florist, decorator, actor, reporter, travel agent)

4 = Clerical and Sales, Technician, Owner of Small Business (bank teller, bookkeeper, clerk, draftsman, timekeeper, secretary,

car saleaperson)

5= Skilled Manual—uzually having had training {baker, barber, brakeman, chef, elecirician, fireman, lineman, machinist,

mechanic, paperhanger, painter, repairman, tailor, welder, police officer, plumiber)

on
n

welder, machine operator)

Homemaker
Student'Mo occupation/dizabled

L= == R
[}

Semi-skilled (hospital aide, painter, bartender, bus driver, cutter, cock, drill prese, garage guard, checker, waiter, apot

Unzkilled {attendant, janitor, construction help, unzpecified labor, porter). Include unemgloyed.

* Starred items should be rephrased at follow-up as “Since the last ASl interview..."

Throughout the ASl, when notad:

AS-Fotow-Up_ R2.doc

Print Date: G/28/2007 7-53 PM

Use X when question not answered.
Use N when question is not applicable

LL Final Posting: 1-6-03

ASF: 3-11-03 R2




ASF

DOMAIN: QS Page 2 of 12

CTP - Site ID

HEEEIN

USUBJIR cipant ID

AssessmentDate: [/
m m d d

|

QSDTC

¥

¥ ¥ ¥

GENERAL INFORMATION =QsscAT

QSTEST

9. Contact code:
QSORRES 1=In person

2=Teleghons (Intake AS| must be in person)
A=Mai

x=Nat Answersd

12. Special:

1=Patient terminated
Z=Patient refused

3=Patiznt unable to respond
N=Not Applicable

19. Have you been in a controlled environment in the past 30 days?
A place, theoretically, without access to drugsfaleohal.

1=Mo
Z=Jail

QSEVLINT=-P30D

3=aAlcohol or Drug Treatment
4=Medical Treatment

20. How many days?

G=0ther (specify

S=Psychiatric Treatment

x=Not Answersd

SEVLINT=-P30D QSORRESU=DAY

N If question 19 is "Mo”. Refers to fotal number of days detained in the past 20 days. (x=Naf Answerad)

Comments:

THIS DATA NOT ENTERED

AS-Fotow-Up_ R2.doc

Print Date: G/28/2007 7-53 PM

LL Final Posting: 1-6-03

ASF: 3-11-03 R2




ASF

DOMAIN: QS Page 3 of 12

CTF - Site 1D USUBJLQMPE_'“ o Assessment Date: /

QSDTC

HEgNIN H{E[EN mm d d y y y y

MEDICAL STATUS -QsscAT

QSTEST

*1. How many times in your life have you been hospitalized for medical problems?

Include O.0'g, D.T.'s. Exclude detox, alcoholidrug, and psychiatric treatment and childbirth {if no

QSORRES  complications). Enter the number of gvernight hospitalizations for medical problems. (Xd=Not Answersd)
4. Are you taking any prescribed medication on a regular basis for a physical problem?
O0=No, 1=Yes Medication prescribed by a MD for medical conditions; not pavchialric medicings. Include madicines
prescrilbed whether or not the patient is currently taking them. The intent is to verify chronic medical
problems. (X= Not Answersd)
If “Yes,” specify:
5. Do you receive a pension for a physical disability? (x= Not Answersd)
O=Mo. 1=Yes Include Workers' compensation, exclude paychiatric dizability.

If “Yes,” specify:

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

Cro not include ailments dirsctly caused by drugsfalcohol. Include flu, colds, etc. Include =erious ailments

related fo drugsafaleohol, which would continue even if the patient were abstinent (e.g., cirrhosis of liver,

abzceszses from needles, ete.). (i=Naf Answered)

For Questions 7 & 8. please ask the patient to use the Patient Rating scale.

7. How troubled or bothered have you been by these medi(%;élug
Resirict rezponse to problem days of Question &. |‘X=|".'s-|‘Answe%§}

8. How important to you now is treatment for these medical problems?

ESU=DA

Refers to the nesd for new or additional medical treatment by the patient. (X=Not Angweraa)

CONFIDENCE RATINGS
Is the above information significantly distorted by:

oo =ves 10 Patient's misrepresentation?

11. Patient's inability to understand?
O=Ma, 1=Yes

roblems ir;.(the past 30 days?
QSEVLINT=-P30D

QSEVLINT=-P30D

COMMENTS:
THIS DATA NOT ENTERED

AS-Fotow-Up_ R2.doc Print Date: 6/26/2007 7:53 PM

LL Final Posting: 1-6-03

ASF: 3-11-03 R2



ASF DOMAIN: QS Page 40f 13
QSDTC

CTFP - Site ID USUB‘]H:a)rtici nt I AssessmentDate: _ f _  f
I:f:‘a m m d d ¥y ¥ ¥ ¥

LI00-00

EMPLOYMENT/SUPPORT STATUS =QSSCAT
QSORRESY=YEAR [ Q3 ORhc 5N Dhbibted? QSTEST

3 ¥re /b Mos. GED = 12 years. Include formal education only. (XXxX=Naof Answersd)

QSORRESU=MONTH *2. Training or technical educaticn completed:

Was. Formallorganized training only. For military training, only include fraining that can be used in civilian life
QSORRES (i.e., electronics or computers). (XxX=Nof Answered)
4. Do you have a valid driver's license? Valid license; not suspendedirevaked. (X=Nof Answered)
O=Mao, 1=Yes
5. Do you have an automobile available? (If answer to G4 is “No”, then Q5 must be “Mo”)
O=No. 1=Yes Does not require ownershiz, only requires availability on a regular basis. {X=Not Answered)
7. Usual {or last) occupation? (specify):
{use Hollingshead Categories Reference Sheef) (xX=Nof Answersd)
9. Does someone contribute the majority of your support?
O=Mao, 1=Yes

Iz patient receiving any regular suppert (i.e, cash, food, housing) from family/friend? Include spouse's
contribution; exclude support by an institution. {X=Not Answersd)

QSEVUNT:_PSY1 1. How many days were you paid for working in the past 30 days?

QSORRESU=DAY Incude “under the table” work, paid sick days, and vacafion. (xx=Not Answsred)

Max=$99999 For questions 12-17: How much money did you receive from the following
sources in the past 30 days?

L N 12. Employment {net income)? (Met or “take home” pay, include Jny “under the table” money. )
(MR AH=Nat Answered)

3 13. Unemployment Compensation? (xCCood=Not Answersd)

s 14. Welfare? {Include food stamps. transportation money provided by an agency to go to and from treatment. )

_____ (OOO0C=Not Answered) SEVLINT=-P30D
SORRESU=DOLLAR

L N 15. Pensions, benefits or Social Secunty? {Include disability, pghsions, retirement, veteran's
benefits, 551 & workers' compensation.) (C00=Not Answered)

g 16. Mate, family or friends? (Money fior personal expenses, (i.e., tiothing), include unreliable
————— sources of income (e.g., gambling). Record cash payments only, incjude windfalls (unsxpected),
money from loang, gambling, inheritance, tax returns, ete.). (000Nt Answersd)

3 17. Megal? (xxxd=Not Answered)

18. How many people depend on you for the majonity of their food, shelter, etc.?

Max = 55 Muszt be regularly depending on patient, do include alimomychild support, do not include the patient or
self-supporting spouse, ete. (X=Not Answered) QSEVLINT=-P30D

AS-Fotow-Up_ R2.doc Print Date: 6/26/2007 7:53 PM LL Final Posting: 1-6-03 AZF: 3-11-03R2
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USUBID
_CTP-SitelD Participant |D AssessmentDate: ] _Q_SEC_
LI 1~ |:| L LIl | moom d d ¥ ¥ ¥ ¥
QSORRES QSTEST ) .

- 19. How many days have you experienced employment problems in the past 30 days?
Imclude inakility to find work, if they are actively locking for work, or problems with present job in which
thiat joby iz jeopardized. O0=Not Answearad)

QSEVLINT=-P30D QSORRESU=DAY
For Questions 20 & 21. ask the patient to use the Patient's Rating scale.
The patient'z ratings in Questions 20 & 21 refer o Question 19. Stress help in finding or preparing for a job,
not giving them a job.

EE— 20. How troubled or bothered have you been by these employment problems in the
past 30 days? QSEVLINT=-P30D
If the patient has been incarcerated or detained during the past 30 days, they cannct have employment
protlems. (=Not Answersd)

21. How important to you now, is counseling for these employment problems? (x=Not
Answered) QSEVLINT=-P30D

CONFIDENCE RATINGS
Is the above information significantly distorted by:
23. Patient's misreprasentation?

O=Mao, 1=Yes
24. Patient's inability to understand?

O=Mz. 1=Yes

COMMENTS:

THIS DATA NOT ENTERED

AS-Fotow-Up___R2 doc
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HEEEIN
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SDTC
Assessment Date: _ / P Q_ o

m m a4 d Yy ¥ ¥ ¥

DRUG/ALCOHOL USE =QSSCAT

Route of Administration Types:

1=0ral 2 =HNasal

3 =8Smoking 4= MNon-lV injection 5= IV injection

Mote the usual or most recent route. For more than one route, chooze the most severe. The routes are ligted from least severs
to most sgvere. IF Past 30 Days and Lifetime Use are zero, route should be coded as "M (O=Not Answerad)

Substance QSEV]

QSTEST

LINT=-P30D

c. Route
a. Past 30 of
Days Admin.

01. Alcchol (any use at all}
0z2.
03.
04. Methadone
05.
06.
a7.
0a.
09. Amphetamines
10. Cannabis

11. Hallucinogens

Alcohol (to intoxication)

Heroin

Other Opiates/Analgesics
Barbiturates
Other Sedatives/Hypnotics/Tranquilizers

Cocaine

12. Inhalants

13. More than 1 substance per day (including

QSORRES

alcohol)

) ) i QSTEST
How many times in your life have you been treated for: Include detoxification, halfway houses,

QSORRES

*19. Alcohol abuse?
*20. Drug abuse?

How many of these were detox only?

AS-Fotow-Up_ R2.doc Print Date: 6/26/2007 7:53 PM

infoutpatient counseling, and A4 or MA {if 2+ meetings within one month period). (x=Nof Answered)

21. Alcohol? Q15 =007, then question Q21 is "NN" {Xx=Nof Answersd)

22. Drugs? If Q20 ="00", then question Q22 is "NMN" (XX=Not Answered)
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CTP -Site ID USUBI seipant 1D Assessment Date: / / QsbTe
00-00 LI e T Yy
QSORRES QSTEST

How much money would you say you spent during the past 30 days on:
M Cnly count actual money gpent. VWhat iz the financial burden caused by drugsfalcohol? (ZO00=Not

Answersd)
5 23. Alcohol? QSEVLINT=-P30D QSORRESU=DOLLAR
$_ 24. Drugs?  QSEVLINT=-P30D QSORRESU=DOLLAR

25. How many days have you been treated in an outpatient setting for alcohol or

drugs in the past 30 days? (inciude AANA) (Xx=Not Answersd)
QSEVLINT=-P30D QSORRESU=DAY

How many days in the past 30 have you experienced:

Include anly: Craving, withdrawal symptoms, disturbing effects of use, or wanting to stop and being
unakble to. d=Not Answered)

26. Alcohal problems? QSEVLINT=-P30D QSORRESU=DAY

I Z27. Drug problems?  oSEVLINT=-P30D QSORRESU=DAY

For questions 28 - 31. please ask the patient to use the Patient’s Rating scale.
The Patient iz rating the need for additional substance abuse freatment. 0=Naf Answered)

How troubled or bothered have you been in the past 30 days by these:
- 28. Alcohol problems?  QSEVLINT=-P30D
- 29. Drug problems? QSEVLINT=-P30D
How important to you now is treatment for these:
30. Alcohaol problems?
- 31. Drug problems?
CONFIDENCE RATINGS
s the above information significantly distorted by:

D=Mo, 1=¥as 34. Patient's misrepresentation?
35. Patient's inability to understand?
O=Ma, 1="es
COMMENTS:

THIS DATA NOT ENTERED
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HEEEIN [l [ mm 94 Ty v vy

LEGAL STATUS =QSSCAT

QSORRES

2.

O=Mo, 1=Yes

QSTEST

Are you on parole or probation?
Mote duration and level in comments. x=Nof Answered)

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

Imclude total number of counts, not just convictionz. Do not include juvenile {pre-age 18) crimes, unless they
were charged as an adult. Include formal charges only. (Od=Nat Answered)
___*3  Shopliftingandalism L *10. Assault
__*4  Parole/Probation Violations L “11. Arson
______*h  Drug Charges L *12. Rape
_____ *B. Forgery ™13, Homicide/Manslaughter
____*T.  Weapons Offense ™14, Prostitution
___*8. Burglary/Larceny/B&E ™15 Contempt of court
"8 Robbery ™16, Other: (specify )

*17. How many of these charges resulted in convictions?

If 22-16="00", then Q17="MN". Do not include misdemeanor offenses from questions 18-20 below.
Convictiong include fines, probation, incarcerations, suspended sentences, and guilty pleas. [X=Not
Answered)

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

Do not include misdemeanor offenses.

* 18. Disorderly conduct, vagrancy, public intoxication? (xx<=Not Answersd)

*19. Driving while intoxicated (DWI)? (x=Not Answered)

*20. Major driving violations?

Moving violations: speeding, reckless driving, no license, etc. (XX=Not Answered)

*21. How many months were you incarcerated in your life? (<x=not Answered)

osdMEESU=MO
24
O=Mo, 1=Yes

25

AS-Fotow-Up_ R2.doc

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

Are you presently awaiting charges, trial, or sentence? (x=Nof Answered)

What for? (Refers to 024.) Use code 03-16, 18-20. If more than one, choose most severe,
Don't include civil cazes, unless a criminal offense is involved. (XxX=Not Answersd, NiN= Not Applicabie)

03 = Shoplifting 08 = Robbery 15 = Contempt

04 = Probation viclation 10 = Assault 168 = Other

05 = Drug 11 = Arson 18 = Disorderly conduct
0& = Faorgery 12=Rape 18 =DWIl

07 = Weapons 13 = Homicide 20 = Major driving viclation
08 = Burglary 14 = Prostitufion

Print Date: 6/26/2007 7:53 PM LL Final Posting: 1-6-03 AZF: 3-11-03R2
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Assessment Date:

HEEEIN [l [ mm 94y vy

¥

QSORRES

O=Mao, 1=Yes

O0=Na. 1=Yes

_ QSTEST QSEVLINT=-P30D QSORRESU=DAY
26. How many days in the past 30, were you detained or incarcerated?

Include being arrested and released on the same day. O0=Nof Answered)

. SEVLINT=-P30D . OSORRESU=DAY
27. How many days in the past 30, ha¥e you engaged in |Ilgga?a|:twﬁc’fes %r profit?
Exclude gimple drug posseszion. Include drug dealing, prostitution, gelling stolen goods, efc. May be
cross- checked with Question 17 under Employment/Family Support Section. (XxX=Nof Answersd)

For questions 28 & 29, ask the patient to use the Patient’s Rating scale.

28. How senous do you feel your present legal problems are? Exclude civil problems. {x=Not
Answered)

28, How important to you now is counseling or referral for these legal problems?
Patient is rating a need for additional referral to legal counsel for defense against ciminal charges.
{«=Not Answered)

CONFIDENCE RATINGS

Is the above information significantly distorted by:

31. Patient's misrepresentation?

32. Patient's inability to understand?

COMMENTS:

THIS DATA NOT ENTERED
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_CTP-SitelD Lgfﬂpﬂ_“t IC AssessmentDate- /T
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FAMILY/SOCIAL RELATIONSHIPS -gsscaT
SORRES . STEST
QSORR 1. Marital Status Q
1 = Married 3 =Widowsd 5 =Divorced
2 = Remarried 4 = Separated & = Mever Married
Common-law marriage = “1." (Specify in commentzs) (X=MNot Answered)
3. Are you satisfied with this situation? [Refers to Question 1)
O=No, 2=Yes, Satisfied = generally liking the situation. [x=Not Answered)
1=Indifferent
4. Usual living arrangements (past 3 years):
1 = With sexual partner & children 4 = With parents 7 = Alone
QSEVLINT=-P3Y 2 = With sexual partner alone 5 = With family & = Controlled Environment
3 = With children alone B = With friends 9 = Mo stable amrangement
Choose arrangements most reprezentative of the past 3 years. If there is an even split in time between these
arrangements, choose the most recent arrangement. (X=Naf Answesred)
6. Are you satisfied with these arrangements?
O=No, 2=es, i i ("= wered,
=i farent Refers fo rezponse in Guestion 4. (X=Nof Answersd)
Do you live with anyone who:
7. Has a current alcohol problem?  (x=Not Answersd)
O0=MNao. 1=Yes
T 8. Uses non-prescribed drugs? {«<=Not Answered)
O=Mao, 1=Yes
9. With whom do you spend most of your free time?
1_=F'_3:" ¥ If a girlfriend/oyfriend is considered as a family by patient, then they must refer to them as family throughout
‘if:;:_f this s=ction, not a friend. Family iz not to be referred to as “friend.” (X=Nof Answersd)
10. Are you satisfied with spending your free time this way? (Refers to Question 9.)
3:_'?:'3 ﬁ:‘;i & safisfisd rezpones must indicate that the perzon generally likes the situation. (¥=Not Answerad)

Have you had significant periods in which you have experienced serious problems

getting along with:

“Serious problems” mean those that endangered the relationship. A “problem” requires contact of some sort,

QSEVLINT=-P30D either by telephone or in person.

a. Past
30 Days

'0= No, 1= Yes, (X= Not Answered, N= Not Applicable)|
18. Mother
19. Father
20. Brothers/Sisters
21. Sexual Parner/Spouse
22 Children
23. Other Significant Family

(Specify)
24, Close Friends
25. Meighbors
26. Co-workers

AS-Fotow-Up_ R2.doc Print Date: 6/26/2007 7:53 PM LL Final Posting: 1-6-03 AZF: 3-11-03R2
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_CTP-SitelD USUBJLQMPL'“ - Assessment Date: i / QSDbTC
C101-0307 NN w44 vy vy

a. Past 0= No, 1= Yes (X=Not Answered)
30 Days
QSEVLINT=-P30D QSTEST
Did any of these people (Question 18 - 26) abuse you?
QSORRES 28. Physically? (Caused you physical harm.)

O=No, 1=Yes

O=Ma, 1=Yes

29. Sexually? (Forced sexual advanceslacts.)

How many days in the past 30 have you had serious conflicts:

30. With your family? (xx= Not Answered) QSEVLINT=-P30D QSORRESU=DAY
31. With other people (excluding family)? (xx= Not Answered)
QSEVLINT=-P30D QSORRESU=DAY
For Questions 32-35, ask the patient to use the Patient Rating scale.
How froubled or bothered have you been in the past 30 days by these:

32. Family problems (= Not Answered)  QSEVLINT=-P30D

33. Social problems (= Nof Answered)  QSEVLINT=-P30D
How important to you now is treatment or counseling for thesea:

34, Family problems

Patient is rating his family’s need for counseling for family problems, not whether they would be willing to
attend. {X= Not Answerad)

35, Social problems

Include patient’s need to seek treatment for such social problems as loneliness, inability to socialize, and
dissatisfaction with friends. Patient rating should refer to dissatisfaction, conflicts, or other serous problems.
Exclude problems that would be eliminated if patient had no substance abuse. 3= Nof Answerad)

CONFIDENCE RATING
Is the above information significantly distorted by:

37. Patient's misrepresentation?

38. Patient's inability to understand?

COMMENTS:

THIS DATA NOT ENTERED
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PSYCHIATRIC STATUS=QSSCAT

QSTEST
How many times have you been treated for any psychological or emotional problems:

Do not include substance abuse, employment, or family counseling. Treatment epizode = a series of more or less
continuous vigite or treatment daye, not the number of vigits or treatment days. Enter diagnosis in comments if known.

QSORRES
*1. In a Hospital or inpatient setting? (xx= Not Answersd)

__ *2. Qutpatient/private patient? {xx= Not Answered)

0=Mo, i=¥es 3. Do you receive a pension for a psychiatric disability? (x=Not Answersd)

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

a. Past [[I=Nn. 1=Yes, (X= Not Answered) |
30 Days

QSEVLINT=-P34D Experienced serious depression-sadness, hopelessness, loss of interest, difficulty
with daily function?

A

5. Experienced serious anxietytension-uptight, unreasonably worried, inability to feel
relaxed?

5. Experienced hallucinations-saw things or heard voices that were not there?

7. Experienced trouble understanding, concentrating, or remembering?

For questions 8-10, patient could have been under the influence of
alcohol/drugs.

8. Experienced trouble controlling violent behavior including episodes of rage, or
violence? (Patient can be under the influence of alcoholidrugs.)

9. Experienced serious thoughts of suicide?
Patient seriously considersd a plan for taking hisfher life.

10. Attempted suicide? (Include actual suicidal gestures or attempts.)

11. Been prescribed medication for any psychological or emotional problems?
(Prescribed for the patient by MD. Record “Yes" if a medication was prescribed even if the patient is
not taking it)

12, How many days in the past 320 have you experienced these psychological or emotional
problems? (This refers to problems noted in Questions 4-10.) (XX= Not Answered)
QSEVLINT=-P30D QSORRESU=DAY

AS-Folow-Up_ R2.doc Print Date: 62872007 7:53 PM LL Final Posting: 1-6-03 ASF: 3-11-03R2



ASI-L DOMAIN: QS page 13 of 13
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[10-000 NN - T Yy
QSTEST

For Question 13 & 14, ask the patient to use the Patient Rating scale.

QSORRES‘IB. How much have you been troubled or bothered by these psychological or emotional

problems in the past 30 days? (Patient should be rating the problem days from Question 12.) {X= Not
Answered) QSEVLINT=-P30D

14. How important to you now is treatment for these psychological or emotional problems? (k=
Not Answered)

CONFIDENCE RATING
Is the above information significantly distorted by:

22. Patient's misrepresentation?
O=Ma, 1=Yes

e 2. Patient's inability to understand?
=m0, 1=Yes

COMMENTS:

THIS DATA NOT ENTERED
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STUDY TERMINATION (ST) DOMAIN: DS Page 1of 1

Smoking Cessation Treatment With Transdermal Nicotine .
NIDA-CTN-0009 Replacement Therapy In Substance Abuse Rehabilitation Programs Seq. Num.: 1
NODE: | [ ][] STUDYID EPOCH Scresning  Baseline  VISITNUM
CTP-SITEID: | 1[]-J] ST”DLL"EE:EE 41 2 3 4 5 6 7 8 85 10 11 12 13
! ! g 73 74 75
PARTICIPANT ID : |:| |:| |:| |:| USUBJID 14 15 16 17 18 1% 20 21 22 23 24 25 26
AssessmentDate: __ [ __ [ __DSDTC__ ymm/dd /i STAFFID:D : |:| : |:| |
1=Form completed as required 4=Maot encugh time at the visit
|:| FORM COMPLETION STATUS Z=Participant refus=d S=Participant did not attend visit

JF=Responsible person did not complete §=0ther (specify: ]

Study Termination is required when study participation is completed, or at the time of termination if 2 participant

DSTERM/DSDECOD terminates the study early. DSCAT=DISPOSITION EVENT
|Section A
1. Date of study completion or early termination: [ [DSSTDTC  mm /ad sy
DM.RFENDTC

2. Study week of study completion or early termination: .

NO _ YES
Has the participant completed the study according to the protocdl?
0 1 |3 If Yes, then end guestionnaire.
If NO. then complete Section B. X
[Section B \
All GQuestions 1a through 5§ must be answered. \
NO  YES (gircle answer) For any guesfion answered YES there must be details provided in question 5.
0 1 | 1a. | Was the Participant discharged from the CTP for administrative reasons®
" | {i.e, active disruption of CTP procedures, non-compliance with CTP rules, efc.)

1b. | IF YES, Date of CTP discharge: ____|____/bDSSTDTC {mmrddwm\

0 1 |24 | Was the Participant discontinued from the study for administrative reasons?
| {i.e., active disruption of counseling, protocol non-compliance, efc.)

2b. IF YES, Date of Study discontinuance:__ _ /_ _ ES_S-IET_C (mmiddiyyyy) \
0 1 | 3. | Was the Participant discontinued at histher requast? \
0 1 |4 Did the Participant discontinue the protocol for another reason? (i YES, then specify in quesn@»\ﬁj

5. | If any question above was answered YES, then provide details: \

QNAM = DSTERMWK
QLABEL = TERMINATION STUDY WEEK
IDVAR = DSSEQ

DOMAIN: CO

Variables COVAL-COVALN
RDOMAIN=DS
IDVAR=VISITNUM

(continue on back if necessary)

Study Termination.doc

Print Date: 6/28/2007 5:04 PM LL Final Posfing: 1-8-03 5T: 1-8-02R2



