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CTN0029 : 2901 - Demographics (DEM) DOMAIN: DM, SC
Patient Infarm ation
FEWARMNING: ANY CHANGES MADE 1O THESE FLELDS BELOW (Palicnt Mumber and Mode) WILL CHANGE THE IDENTIFICATLON OF THIS SUBJECT - Changes thal make these fields empty will not be acted upon and the prior values will remain for the purpose of
identification, *++
1. Patient Number | a1s |
sitenc-MODE-Participant IDUSLJ B‘] I D
2. [Node |23 SC.SCTEST=NODE
3. |assessment Date [reql~] / |realv] / |reav] (2005-2008) (memiediyyyy) DM.DMDTC/SC.SCDTC
4, |visit Number 1991 O| x| fosy OsENA VISIT 7 VISTTNUM
Demographics
s |1 sex [1]) ©1Male rz3 ©2Female  rog; OENDM.SEX
e |2. Date of Birth |theql)’ NP.eq:.-‘|NP~eql f1mas-1m2). DM.BRTHDTC
7. 3. rrhnleity 3a. (7 (02 Mot of Spanish origing Hispanic or Latine DM ETHNIC
[1] © 1 Spanish erigin, Hispanic o Latne !
3b.1. Mexican, Mexican-American, Chicano
[0] QONe (1] O1ves [fog] O 98 NA
3b.2. Puerto Rican
[o] OUNe 17 OlYes fag] O30NA
3b.3. Cuban
[0] OOMo 17 ©1Yes fog) O NA
Fha, Hispanic or Lating, other (specifiy)
o] QONo  [1] O ves (specify) [ag] (O 9H NA
| azo
(o8] QYENA
race  DM.RACE (if multiple, then ='MULTIPLE")
. |4.a American Indian or Alaskan Natlve fo] QoMo pry Olves jagp O%aNa SC SCTEST / SC.SCORRES
9. |4.b Asian [0} ©OMNo 1] O 1 ves (If ves) SCSCTEST / SCSCORRES (e8] OIENA
4.b.1 Asian-Indian
(8] ©OMNa [1j O1Ves jog) Q98 HA
4b.2 Chirese
[0] ©ONe [ij O1lYes fogj I8 NA
4.b.3 Filipino
[0] ©QONo  rp7 ©lves o] QITMA
4b.4 Japanese
[0] ©ONa 17 Olves fog) %8 MNA
4.b.5 Korean —
Jo] OONo  ri7 O1Yes rag) O%INA QNAM_AOTHERS
Ab.6 uiemamess QLABEL=ASIAN: OTHER TEXT
[o] ©ONa 1] Q1Yes o) (98 NA |DVAR:SCSEQ
4.b.7 Asian, other
(8] ©ONe  [1] 1 Yes (spesily) [96] C98NA
| pso |
10, | 4. Black or Alrican American [0} QMo pip O1lYes fogj ()98 NA SC SCTEST / SC SCORRES
11, | 4. Native Hawaiian or Pacilic Islander [0} ©OMNo 1] O 1 ves (If ves) (e8] OIENA
Aud.1 Native Hawaian
(6] OOMe [1j O1Ves [og) OIBNA QNAM=NOTHERS
4.2 Guamanian or Charmarro
ST ) csena QLABEL=NATIVE HAWAIIAN
4.4.3 Samoan PACIFIC ISLANDER: OTHER TH
fo] ©OONo  ryp O1ves fgg) OIONA =
4.4 Mative Hawaiian or Pacific Tslander, other IDVAR SCSEQ
[o] Qoo 1] O1 ves (specfy) Fas] OFOMA
| as0
1z, |4.ewhite fo} ©0No 1] OlYes fogl O%0MA SC.SCTEST / SC.SCORRES
13, [a.f Race: Other QNAM=0OOTHERS [0} OOMo [1] {"):)J“'( " a7 0wmsnua SC.SCTEST 7 SC.SCORRES
ter (specify
QLABEL=RACE OTHER: OTHER TEXT P |
14. |4.g Race: Participant chooses nol Lo answer IDVAR:SCSEQ [1] ©lYes [og] Q9BNA THlS DATA NOT STORED
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15, [ .0 aces unknown THIS DATA NOT STORED | 1) 01 fag) ©sema DOMAIN: SC, CO
Educatien
1 [oaucarion complered SC.SCTEST / SC.SCORRES| (991 O/ (< n < )|0w) (%) 0%\ o 50 0RRESU=YEARS
Empleym ent
17, |badisual Fmployment Partern - |F'L.|Id0‘v\-'n Ustl|w
past s years SC.SCTEST / SC.SCORRES SCEVLINT=-P3Y
18 |btlsual Employment Patterm - [puisounv24] ¢ SCTEST / SC.SCORRES  SCEVLINT = -P30D
Past 30 days
Marital Status
15, |7. Marital status [utdown ust31v] SC SCTEST / SC.SCORRES
20.* | 8. Comments 0D CO.COVAL
IDVAR=USUBJID
® Irem is not required
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DOMAIN: QS

Page 10 of 105

CTNOO029 : 2902 - Thoughts About Abstinence (TAA)

1. |Assessmenk Date QSDTC |realv] / |Reqv] / |Reqlv] (2005-2008) (mmiddiyyyy)

2. | visit Number V|S|TNUM [99] (:;-| s Fag] (30 ha

Section |

This i eel abault st QSTEST Lhe smoking at this Bme in your life. On the ts b jou feel about, s) QSORRES funl yow will b, and howe you will do afte

.| 1. Using the scale below, how would you describe your desire Lo gquit smoking cigarcttes at this time in your lite?

|P|i|dmr| List 1w (0 = Mo desire, 9 = Greatest desire)

*

2. Using the scale below, how would you describe your how successful you expect to be In quitting?

|Puiteown List 2[w] (0 = very low chance, % = Wery high chance)

[

3. Using the scale below, how would you describe how difficult it will be to keep from smoking clgarettes at this time [n your
litef

|Fuildown List 3[w] (0 = very easy, ¥ = very diffcult)

Sectien Il

B. |4, what is the GOAL you have chosen for yourself about smoking cigarettes at this time?

|erttdown uist 4[] | A0 |
(Specify your cwn goal)
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ctN0 QSCAT= smoking History Survey (SHS1)

DOMAIN: QS

1. | Assessment Date QSDTC

Reqfs] /|Reglv] / |Reqlv (2o05-z0og) (Mmiddiyyyy)

2. |visit Number VISITNUM

1991 O ol Joa] 50 HA

This assessment is ! QSTEST by a Research Assistant

2. | 1. How old were you when you first smoked a cigaretbe?

QSORRES

1991 O = (1 s5 )| j9g) W¥ER

&
b

+ How old were you when you first starbed regular daily cigaretle smoking?

1991 Ol = (1 =s5)| je@j O%@NA

ol
)

. On average, how many cigarettes are you currently smoking per day?

1991 O] ¢ (0 ~< n <o 33)| fes] OH|NA

-
&

»Awer the past year how many cigarettes did you smoke per day?

[99] O (0 =< n <= 933 [egy OwWNA

-
t

+How many years have you been smoking?

[99] ©| = (0 =2 n<=55)| jogj O%W@HA

B. | 6. What brand ol cigarettes or tobaceo do you smoke most?

[99] (O SPECIFY BrLAl-10| BEO | jon] 98 NA

% |6.b Length

[1] O Reguiar

[2] ©2 100

[3] © = Other b.e (Epecify ather Ier_lqth):
As0

feg] OO9BNA

10, | G Pack style

11 3 1 Hard pack i2j 2 Soft, pack {98} 58 NA

11. | & Mentholated

[1] ©lNenvmentholated 27 Q2 Mentholated  fog] ©99 NA

12| 7. Among your cose friends and family, what percentage would you say smoke?

|P|JII|‘..'|\|rn List 1 |%

13.|0.a Are there any other cigarette smokers in your b d/1iving arrang: T

[0] OUNe
[1] ©1ves B.b Il YES, How llldrly?l KX [1 =< n<=9%)
[og] O O9BNA

14. |9 How much do Lhe people dosest Lo you wanl you Lo stop smoking 7

|P|JII|‘..'|\|rn List 2 |w
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ctNo QSCAT= smoking History Survey (Contd) (SHS2)

DOMAIN: QS

1. | Assessment Date QSDTC

|Req v / [Reqlv] / |Reqv] (2005-2005) (mm/ddiyyyy)

2z, |vislt Number

VISITNUM

[g9] O

Smoking History 1o QSTEST

QSORRES

T |10, I wou were Lo stop, how helptul would the people dosest Lo you be?

]Hlldnurn List 1|+

4. | 11.a Have you ever used non-cigaretbe Lobaceo produocts?

{oj 0N
[1] © 1 ves, (If ves, answer below)

11.b Clgars
[1] ©1lYes a7 ©OMo
11.c Fipes
[1] ©1Yes ] QoONo
11.d Bidis

[1] ©1Yes [g) OONG
11.e Smokeless tobacco
[1j ©lYes [gp OONo
{ag] OB NA

5. |17, How many times have you attempted to quit smoking?

we (0 =< on <= 999 )|
(IF ZERO times, answer questions 13 & 141.)

[1] fagy 9B NA

E. | 13, Bince you started smoking reqularly, what is the longest time that you have gone without
smoking any cigaretles?

| Puildewn List 2[w]

7. | 14.a Have you ever experenced uncomfortable symploms when you stopped smoking?

{oj 0 Does naLapply - 1 have never stopped smoking
f1] Ol have stopped smoking in the past but never experienced uncomfortable symptoms

2] 0 1 have stopped smoking in the past and have experienced uncomfortable symproms
1f yes, what symptoms did you experience:

14.b Craving

[1] ©1Yes [pj ©QoONo
14.¢c Decreased heart rate
[1] ©1Yes ] QoMo
14.d Trritahility

[1) ©lYes [gp OONo

14.e Anxiaty

[1j ©1¥es rpp O0ONo

14.1 Increased ealing

[1] O1Yes jgj QONo

14.g Restlessness

[1] OlYes a7 OOMo

14.h Dillicully concentrating

[1] ©1Yes ) QoMo

14.1 Other

[1] © 1 ves (Ifves), Other SPECIFY [ OO0 No
| azoo |

{981

Enter the numbaer of times you have tried the following method to stop smoking:

0. |15.a Self-help material (for example Amercan Lung Assoclatlon materlal, materials from dector,
elo..)

[99] O o (0 =< n <= 999)| fosy O3INA

. |15 A tormal cessati

program {lor pl 1classes, group discussions, ele..)

[99] O mx (0 =< n <= 999)| fog} CIBNA

10. | 15.¢ & private consultation with your doctor or mental health physician

[99] O wer (0 == n 2= 3393 fogy QeENa

11. | 1.5.d Hypnosis Acupuncture

[99] |

(0 -€n < 9-3-3)| [9g] Q98 NA

12| 15.e Micol]

medicated gum

[99] O == {0 999)| jog) Q98 NA

13|15 Zyban

[99] O wxx (0 =< n <= 999} [eg] OIFNA
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ctNo QSCAT= smoking History Survey (Contd) (SHS3)

DOMAIN: QS

Assessment Date QSDTC

|req ] / [Req ] / [Regl] (zo0s-2009) (mmiddyyyy)

Visit Number VISITNUM

[99] O| wx| o8] ©IMA

o wed 0 QSTEST (s

akirig

QSORRES

15.g On your own (cold turkey )

[99] Of xx (0 =2 n <= 939}
[s@] ©ENA

14.h Other

[11 (_‘,| o (0 =< n <= 999 )| 15 Other please describe:
| ps0
[98] OIBNA

5. | 16.a Have you ever used nicotine skin patchesy o] QoNa
rag] O SONA
[1] © 1 ves(If ves, complete the following: )
16.b If you have used nicotine skin patches, how many times?
[ oo (0 =2 2= 999
16.c If you have used nicotine skin patches, did you have any problems with the patch?
[o] OOMNo  rogp QEENA 1] O1ves 1116.cwas yes, please describe:
| azoo
E. | 17.a when was your last attempt to stop quit smoking? (If Mewver attemnpred, STOR)
[o] 0 Never attempred
[ea] CI3HA
[1] ©|Fullcown List 1w
[99] O 17.b when was the date of the last attempt to quit smoking?
|reqlv] / [mreq[v] / |Reqlv] (1948-2009)
rag] OF0NA
17.c Did you use a smoking cessation counseling program or medlcation to help you quit smoking?
[1] Olves o] QUNe rog] OS50 N
1 7.d For how long did you go without smoking ar that timey
[0 O 0 Never stopped
[1] ©1Hows
[z] ©2Days
[3] O3 weeks
[4] O4Months
[5] OS5 Years
jog} 098 NA
[99] O 17.e How did you stop? Please describe:  rog) (O350 ha
| azoo
[99] © 17.f Why did you start again? Please describe:  rogy (050 Na
| #znn
7. | 1H. what is the longest pericd of time you have gone without smoking?

| Fulldemwn List 2| v

" Item iz not required
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CTNOO29 : 2904 - PRISM Suicidal and Homicidal Intent {(PSM)

1. | Assessment Date

QSDTC

Reqv] / [Reqv] / [Req (v (2006-2008) (rmmiddiyyyy)

2. | visit Number

VISITNUM

[99] O wx| o8] O20HA

% | 1. Recurrent Thoughts of Death

QSTEST

A. Rating Scale:
[~ O-9Not Arewered
)
[1} ©1 Absent
[2] ©2 subthreshold
[3] © 3 FPresent
B. Mosl Recent Oocurrence::
[1] ©1 Prier to the past & months

QSORRES

[2] ©2Inthe past ¢ menths

fo8]

)90 Ma

4. |?. Recurrent Suicidal Ideation

A. Rating Scale:
[- OO Not Arwered
B
1] ©1 Absent
[2} ©F subthreshold
[3] O 3 Fresent
B. Most Recent Occurrence:
[1] ©1 Pror to the past & months

[2] ©2in the past & months

[a8]

€98 NA

I

© Suicide Plan

A, Hating Scale:
[~ OO Not Arwered
-]

[1] 1 Absent
[2} ©F subthreshold
[3] © 3 Fresent
D. Most Recent Occurrence:
f1] ©1 Prior to the past & months

f2] ©2in the past & months

98]

)98 NA

€. |4 Suicide Gesture

A, Hating Scale:
[- -3 NotArmwered

EH
[1] ©1 fbsent
[z} ©2 subthreshold
[3] © % Present
B, Most Hecent Oocurrence:
[1] ©1 Priee o e past & menths

[2] ©O2Inthe past & menths

(58]

T1 98 MNA

O

7. |5, Sulclde Attempt

A, Rating Scale:

[- ©-FNotArmwered
9

[1] ©1 Absent

[3] © 2 Present

B. Mosl Recent Occurrence:
[1] ©1 Prier to the past & months

[2] ©2Inthe past ¢ menths

fo8]

030N

B. |6, Recurent Homicidal [deation

A. Rating Scale:
[~ O Not Arwered
B
1] ©1 Absent
[2} ©F subthreshold
[3] O 3 Fresent
B. Most Recent Occurrence:
[1] ©1 Frice to the past & months

[2] ©# Inthe past & months

e

) 98 A

5. " | 7. Specilic Homicidal Plan

A, Hating Scale:
i1 1 Absent 3] {13 Present [-5]

-9 Mot Arswered

* Irem is not required
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DOMAIN: LB, CO

CTN0029 : 2905 - Urine Drug Screen (UDs) LBCAT=DRUG SCREEN
1. |Assessment Date LBDTC |reav] / |realv] / |Realv] (2005-2008) (mmicdiyyyy)

2 [visit Number VISIT / VISITNUM [99] O | fos] O3OHA

Section I: Urine Collection

3. 1. Was a urine sample obtained?

LBSTAT / LBREASND {1 ves, skip to question &)

[0] ©one
1.a why was a urine sample not ohtalned?
(1] (1 Participant reported being unable o provide sample

2] 2 Participant refused to provide sample

QNAM:LBSUPER 3] ©F Study Staff Error

QLABEL=URINE COLLECTION SUPERVISED O |

|DVAR:LBSEQ [1] ©1 ves

[eg) O NA

4. |?. was urine collection nhserued':" [o] QoMo rrp Q1Yes  rggp O 9ENA
5. | 3. Urine temperature within expected range (between 90 and 99 degrees Fahrenhelt)? o] OONe fr7 O1lYes fggy (O30MA
Sactien Il Urine Drug Screen Results *
B |4.Benzodiazepines \ LBTEST / LBTESTCD [1] O Negative [2] O Positive 3] O3 Unknawn (a7 (98 NA LBORRES
o | B Cocaine \ [1} O MNegative o3 (OF Fositive a3 (O3 Unknawn gy (098 NA
g, |6. Methamphetamine \ [1] Ol MNegative 2] (2 Fesitve 37 O3 Unknown  rgey (O30 MNA
% | 7. Morphine (oplates) \ [1] Ol MNegative 2] (2 Fesitve 37 O3 Unknown  fgey (90 MA
10, | 8. THC {mari jusna ) \ v [1}] ©O1 Megative 21 Q2 Positive 733 O3 Unknown  rogj (98 NA v
11.7| 9. Commenls \ | i COCOVAL |
* Item is not required \ |DVAR:LBSEQ

QNAM=LBTEMP
QLABEL=URINE TEMP WITHIN EXPECTED RANGE
IDVAR=LBSEQ
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QSCAT= DOMAIN: QS

CTN0O029 : 2906 - Adult Self Report Scale (ASR)

1.| Assessment Date QSDTC |regls / |Reqiv] / [Req v (2oos-2o0s) (mmiddiyyyy)
z.|isic Number QSTEST VISITNUM  [199]1 O| ee| [asy Osaka QSORRES
ck ik that b ow you have falt and conducted yourself over the past & months

3. o you have Lrouble wrapping up the tinal details of o project once the challenging parts have been done? |p| dlcwn List 1]

4. (2, How often do you haye dilliculty getting things in order when you have Lo do g Losk thal meguires organization? |P| dldawn LisE 1 v

5.3, How often do you have problems remembering appelntments or obligations? |F'|_i|dr.mr| List 1 :v:

G. |4, when you have a task that requires a lot of thought, how often do you aveld or delay getting started? |pu|dowr| ust 1w

7.5, How often do you lidgel or sgquinm with your hands or your Teel when you hove Lo sit Tor g long Lime? |P| ildawn List 1[v)|

B [6. How often do you leel overdy active and compelled to do things, like you were driven by a molor? |P|j|d:mr| ustl v:
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CTN0O029 : 2915 - Vital Signs (V5F)

DOMAIN: VS, CO

1. Assessment Date

|reqi] / |reqiv] / |Reqlv] (zo0s-z00s) (mmiddiyyyy)  \/SDTC

2. |wvisit Number

o[ ee|_fe81 0% \/ISIT/VISITNUM

reading1  VSCAT=READING 1

3. Pulse (beals per minute)

VSTEST / VSTESTCD

[99] OA | wec (35 =2 n 2= 150)| o] O9%BNA VSORRES

4. |Blood Pressure

[99] OB Systolic| wex (45 =< n <= 180)| [og; OIBNA

5. |Blood Pressure

[99] OC Dastalic| ;e (35 -« n <= 120)| [as] OITNA

B. wWeight (8orn, whks 6, 11)

[99] OO0 | e (00 =< n <= 400)|Bs  [og) O %6 NA

7 Height {Scrm)

[99] OF. | xex|in fagy OB Na

Reading

the first

EADING 2

B |Blood Pressure

< n <= 1003 feg] OWENA

% |Blood Pressure

(35 =< n <= 120)| jog) O93NA

readings  \/SCAT=READING 3

10, | Systollc average of 1 and 2

[99] OB (45 == n <= 1003 [eg] OFOHA

11, |Digstolic average ol 1 and 2

[99] O Destdic| s (35 =< n <= 1H(I)| [ea) ©98NA

Comments

F.

w200 CO.COVAL

® Irem is not required

IDVAR=USUBJID
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QSCAT=

Page 20 of 105

CTN0O029 : 2918 - DSM-IV ADHD CHECKLIST {DSM)

DOMAIN: QS

1. | Assessment Date

QSDTC

Reqfs] /|Reglv] / |Reqlv (2o05-z0og) (Mmiddiyyyy)

2z, |vislt Number

|1, carelessness

4. | 2. Dillicully susLaining atbention in activilies

VISITNUM

QSTEST

[99] O] 0o faa] OBNA

|Fullcown List 1w

QSORRES

|P|JII|‘..'|\|rn List 1 |»

5. |3 Doesn'L listen |P|JII|‘..'|\|rnI ist 1]
G, |4 No follow through |Fullcown uist 1]
7. | 5. can't arganize |Fu|lrf.'|\~'n List 1w

«@
o

+Avoids fdislikes tasks requiring sustained mental etlort

|P|JII|‘..'|\|rn List 1 |w

L4
~

. Loses important items

[ Fulsown Lest 1 v

S
o

. Easlly distractible

| Pulsown List 1]

Forgetful in daily activities

|P|JII|‘..'|\|rn List 1 |%

12| 10, Squirmms and lidgels

|P|JII|‘..'|\|rn List 1 |w

13,11, Can't stay seated

| Puligown List 1 v

14, [12. Runs fclimbs excessively

| Puigown List 1 [w]

15, | 13, Can't play/work quietly

|P|JII|‘..'|\|rn List 1 |%

1. (14, On the go, driven by o molor

|P|JII|‘..'|\|rn LISt 1 %

17.]15. Talks excesslvely

| Pulsown List 1 [~

16, | 16. Blurts our answers

| Puitgown List 1 [»]

19|17, tan't wait for turn

|P|JII|‘..'|\|rn List 1 |%

20, | 1. Intrudes/Interrupts others

| Puigown List 1]

21.| Total Score
(Bcreening/Haseline (nly)

991 © xx|(2‘922-50..ldv Chalbllity @-4)  ragy 90 Na
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QSCAT= DOMAIN: QS
CTN0O029 : 2919 - CGI For ADHD (CGI)
1. |Assessment Date QSDTC |R’““i ! ||'l‘-"-lﬂ 7 |Reg v (2o05-200) (Mmiddiyyvy)
2. | visit Number VISITNUM [99] C}l s Fas] 90 NA
Global Severity of ADHD QSTEST

2 (1. How sewvere were the participant’s ADHD symploms during e past bwo (2) weeks (lor soreeninog/baseline ) or since the
previous visit {for active study )y

QSORRES

|P|i|dm\|r| List1 d
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Amnotated Trial Design

SUCAT=TOBACCO USE - PRE ACTIVE STUDY

DOMAIN: SU

Page 22 of 105

CTNOO29 : 2921 - Tobacco Use - Pre-Study (TUP1)

1. |Assessment Date |R|.‘q = I |R,_.L- v]f |Rr.-q v| (z005-200%) (mm/ddyyyy) SUDTC
z. | visit Number [e3] OFBNA VISIT / VISITNUM
3 Day 1 [99] O . _ rate Cigarettes Smoked? SUOCCUR
SUGRPID=PRE STUDY FILE 1 Real / lnen™ £ IReq[¥] (2005-200) [1) 1 ver ——
SUSTDTC Mumber of Clgarettes Smoked?
|seee (0 =< n e 999 SUTRT = CIGARETTE
SUSPID .
P SUDOSE / SUDOSU
. nay ? [99] O [rate Ccigarettes Smokea?
Regw / |Kﬁq = f’lxeq v] (2005-2008) [1] O Ves
o o : ~ Mumber of Cigareltes Smoked?
TR R Y]
fa] ©OHe
Jag] %0 NA
5 Day 3 [99] O Date clgarettes Smokeds)
Req v /[ |Kﬁq v/ |reqlw]| (zoos-zn0e) [1] O1 ves
Mumber of Cigarelles Smoked?
|>o<,: (0 d= na= 99%)
(8] ©0MNe
Jag] Q96 NA
6. Day 4 [a9] [#] . __Date _ Cigaretles Smoked?
Reqw [/ |P.r-.q ~ |Req v] (2005-2008) [1] O1 Yes
 Mumber of Clgareltes Smoked?
|xx\< (0 4< n <= 999]|
j0] ©ONe
Jag] O 50 Na
7. Day 5 [99] [ 3] Drabe Cigarettes smokedd
Reqw [/ |P.eq v/ |Reqiv]| (zoos-znoe) [1] O1 ves
o o ) mumber of {Jgarettes Smoked?
lxx\: (0 $< n €= 555)
(8] ©OMNe
[om] 98 MNA
B. Day 6 [oa] O X _Date Cigarettes Smoked}
req v/ |reqlv / |Reqlv] (2005-2008) [1] O1 ves
rumber of (igarettes Emoked?
|xx\< (0 k< n €= 555)
[a {10 Wo
fagy 98 NA
5. Day 7 [29] (2] Date Cigarettes smokedy
Ry v flRuq v/ |Reglv]| (2005-200%) [1] O ves
© mumber of {figarettes Emokedy
| o (0 ono2s 999)
[o] ©ONa
(98] Q9B NA
10 Dayd [99] © [1ate Cigarettes Smokedf
renjv] / [Reqjw] 7 |Realv] (2005-2009) (1] O1 ves
. . mumber of ¢lgarettes Smoked?
| e (o< noes 999]|
[0} OoNe
fog] 98 NA
11. Day 9 [99] O i Drare clgarettes Smoked?
Reglw / |R|:q w| f |ch Vl (2005-200%) 1] 1 ves
Mumber of ¢lgarettes Smoked?
| e (0fe= n 2= QQQ]l
[o] ©oNa v
fog] €98 NA
12 [ray 10 v [9a] O [1are Cigarettes Smoked?
Req v/ |reqlv / |Req|v| (2005-2009) [1] O ves
o o . " Mumber ol Cigareltes Smoked?
| (0 ce nes 999)
[a] OOt
fog] © %6 NA
13, Day 11 [99] (5] Date Cigaretles Smoked?
! )
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Page23 of 105

SUGRPID [rea™] [reals] |real¥] (zoos-zoosy [1] O1 es——— SUOCCUR DOMAIN: SU
h o " - MNumber ol Cigarettes Smobked?
SUSTDTC | e (0 =< n <= 999)]
(e O
SUSPID |5 csena SUDOSE / SUDOSU
14, Day 12 [99] ('_\_ - | __DTte j Cigaretles Smoked?
Req v [/ |Reqlv [/ |Req(v| (2005-200%) (1] OL Yes
- L Nmber of ciofrettes smaked? SUTRT = CIGARETTE
|xx\< (0 =<|n <= 555)
(8] ©OMNe
[ogj OB NA
15, Day 13 [29] C-_ Date Cigarettes smoked?
Req v / |Reqlv] / |Reql~] (2005-2009) [1] O1ves
: ) ) mumber of Clgaretres Smoked?
lxx\: (0 =9 n <= 555)
[0] OUNe
fog] )98 NA
16. Day 14 [99] O i [are Cigarettes smoked?
Reg ] / |Reg ] / |Reql] (2005-2009) [1] O1 ves
: rNumber of Cidarettes Smoked?
| w0 =f no<= 999
[ag 0 No
(98] Q9B NA
17, Day 15 [9u] O [rate clgarettes Smoked?
|Req flRuq v/ |Reglv]| (2005-200%) [1] ©1 ves
 Number of Clgarettes Smoked?
| e (0 sk e ng]|
[0} OUNe
fog] O8N
18. [ray 16 [99] O [1ate Cigarettes Smoked?|
Req v / |reqlv) / |reqlv] (2005-2009) [1] O1 ves
: o o i ~ Mumber of Cigareltes Smoked?
ECENTE 999]|
[a] O0he
[ag] O98NA
19, Day 17 [99] © o __ Date Clgarettes Smoked7
Reqv K|Keq v ! |reqlv| (zoos-2008) [1] O1 ves
Mumber of Clgarettes Smoked?
| oo (0 < noe= 393
ray ©one
fog] O8N
20, Day 10 [99] [+] Date Cigaretles Smoked]
Req v / |reqlv] / |Req¥] (2005-2009) [1] O1 ves
: o o . " Mumber of Jgareltes Smoked?
wx (0 < no€= 999]|
v fo] O0Ne v
Jag] O 50 Na
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SUCAT=TOBACCO USE - PRE ACTIVE STUDY

DOMAIN: SU

Page 24 of 105

CTNOO29 : 2921 - Tobacco Use - Pre-Study Contd (TUP2)

1.

Assessment Date

|reqlv] / |reqv] / |Req[v] (2005-2009) (mmiddiyyyy)

SUDTC

Z

Visit Number

1991 O| weee| fasy O30 Na

VISIT / VISITNUM

Assessment Contd

SUGRPID=PRE STUDY FILE 2

3

Day 19

SUSPID

[99] ©

Tate
|SUSTDTC |ne

o8] O98NA

<

| (2005-200%)

Cigarettes Emoked?
1] o1ves «——SUOCCUR

Number of Claarettes Smoked?

0 SUDOSE / SUDOSU

SUTRT = CIGARETTE

|reqv] 7 [reqv] / [req

[og] QUENA

| (2005-200%)

a. Day #0 [99] O Dare § Cigarettes Emokedy
|Reqls] 7 [Reqs] / [Reql+] (2005-2009)
garettes Emoked?
< nod= 999
[oa) ©IBNA
5. [ray 71 [99] O i _ Dare Clgarettes Smoked{
|Rr:u V| ! |Rr.'q v/ ||'|.L'q ¥ (2005-2003) 1] O1ves
Number of Jigarettes smoked?
wad (0 fe ono€= $%9)
f0] OUNG
fog] OEENA
6. Day 22 [99] © Date Clgarettes Smokedf
[reajv] / |realv] / [reajv] (200520090 (1] ©1ves
) ) Mumber of digarettes Smoked?
| mexe (0 e onoes 999y
fo] OONe
Ja5] O30 NA
7. Day 23 [99] O Date Clgarettes Smokedp
|realw] / |rea= ."|Req | (20052009) 1] O1ves
Number of digarettes Smoked?
|:o<>: (0= n <= 559)|
o] GoNe
fog] O9ENA
e. Day 24 [99] O Date Cigarelles Smokedf
|realv] / |realw] / |Realv] (2005-2009) [1] O 1ves
Mumber of gigorettes Smoked?
| e (o)< no<= 999)
[0} ©ONe
Ja5] ©38NA
9, Day 25 [ag9] O Date Cigarettes Smoked?
|Reqi] / |Req| ."|Req v| (2005-2009) 1] O1ves
nNumber of figarettes Smoked?
| e (o= n <= 899
o} 0N
[og) C98NA
10. Day 26 [99] O Date § Cigarettes Smoked?
|reqlv]/ |req v_f'lReq v| (2005-2009) 1] O1Ves
Number of {igarettes Smoked?
| e of=< n <= a9
o} [e]=1. 0]
rog) ©98NA
11. Day 27 [99] © Date Gigarettes Emoked?
|Rr:u VJf |Rr.'q v .-'ll'l.cq ¥| (2005-2008) [1] O1Ves
) o o Number of igarettes Smoked?
| s (o= n <= 999)
[0} QLN
[og) C98NA
12, Day 7H [99] O Date Clgarettes Smoked?

1] O 1ves
(e Number of Clgarettes Smoked?

| wex (0 =2 n 2= 99y
fo] ©ono
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Amnotated Trial Design

DOMAIN: SU, LB, QS, CO

Fage 25 ol 1035

15 | carbon wonoide seading e (991 O|req[¥]  [rea] 2¢nourciock (98] ONA LB.LBDTC LBCAT = TOBACCO USE ~ ACTIVE STUDY
14. 29b, Trial #1 o 199] O] wax|pem  ag; OB NA LB.LBTEST/LBTESTCD/LBORRES/LBORRESU LBCAT=TOBACCO USE - PRE ACTIVE STUDY
15. 29¢. Trial #2 C [991 O sooc[ppm  posy O 98 A LB.LBTEST/LBTESTCD/LBORRES/LBORRESU LBCAT = TOBACCO USE — PRE ACTIVE STUDY
R S |0 00 [ 0N 0] 9% g1 SUOCCUR SU.SUEVLINT=-P7D

cigarettes, marijuana joints, etc ?
17, 3(:h0tzl\rou ?"umtl.:rh;";“ }rou Ix.:t:'n. ill.lJ:Idl'\hl fo) ©QONe rpp Ol¥es jogj (“)SI\SUSUTRT:SMOKED ANYTH'NG ELSE BES'DES TOBACCO IN PAST 7 DAYS

:ﬂx:.r:'l.pje:l.g:rlasq(:;lletc;? L Ol car exhaus ( or ‘
18, |30c. Do you know if you have a defective furnace [fo] ©oMe  rry Olves ooy (098 NA

zzmmeréza'jt::zlldotae?glvlng out a higher-than \ \
1% (31a. Hd\l’t: you used any ||Un—u'gur_ct!.{.' Lub_dccu foj ©0No

D o e LI e tme™ 3] O 1 ves I ves: P1b. Chews: | oo N =2 n <= WJQI )| SU.SUTRT=NON CIGARETTE TOBACCO PRODUCT

e Dips: | e (o n <= 99
JuU.SUGCCUR 2 ppvnint ool i s I SUDOSE / SUDOSU SU.SUEVLINT=-P28D
[95] ©38NA

20, iz‘:}:r?ere any of these preducts used In the past ray ©Qode  riy (‘;L\es ragy] %0 mSUSUOCC\UK SUSUEVL'NT:'P7D X
21.7|23. comments | as0 CO\COVAL |
" Item is not required IDMAR=SUSEQ

QS.QSTEST = WORK WHERE THERE IS CARE EXHAUST?
QSTESTCD= RCNOYE1

QSORRES

QS.QSTEST = DEFECTIVE FURNACE AT HOME
QSTESTCD= RCNOYE2
QSORRES
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DOMAIN: MH

CTN0O029 : 2907 - Medical History Addendum (MHA)

1. Assessment Date

|real~] / [realv] 7 |Reals] (2005-2003) (mmisdiyyyy)

MHDTC

2. |wvisit Number

991 O o _98) 0% M4yV/|SIT / VISITNUM

I. Cardievascular History
A. Personal Histery

MHCAT=CARDIOVASCULAR HISTORY MHSCAT=PERSONAL HISTORY

QNAM=MHAGE
QLABEL=MEDICAL HISTORY AGE

3. . Participant's age?

[99] Of e (0 =< n < 13o]| o8] O¥ENA g

IDVAR=MHGRPID

4.

b

Hypertension

MHTERM MHOCCUR

[o] Qone
[1] ©1 Yes
Spedfy
AZ00 <

QNAM=MHSPEC

<4—
Condition Present Curently?  rgyp GQONe rpp O Yes

[g] ©9 Unknown
fog) O98NA

(eg]

O 58 NA

QLABEL=MEDICAL HISTORY SPECIFY
IDVAR=MHSEQ

5. |3. Corenary artery disease

Jo] OoNe
[1] Ol es
e fy
| Azoo |
Condition Present Currently?  rp7 QONe 13 O ves
faj O% Unkrown

[98] O%EMA

[us]

C¥ENA

QNAM=MHPRES
QLABEL=CONDITION PRESENT CURRENTLY
IDVAR=MHSEQ

B. . Chest pain

[o] OOWe
[1] O 1es

Specify

| azo0

Condition Present Currently?  rp7 (3 0No

[g] ©9 Unknown
fag] ©O3aNA

{1} O1 ves

[ug]

9B NA

7. 5. Palpitations

foj ©0Ne
[1] Ot Yes -
| Azon
Cenditien Present Currenty? fp] O ONeo
Fay ©% unknown
[og] ©98NA

[1] Ol ves

fas]

50 NA

B | 6. Shortness of Breath

fo] Q0N
[y ©rves Specify

| azoo

Cenditien Present Currently? o] ©ONo
faj 5 Unknown
[og) C98NA

1] Otves

(o8]

(8B NA

o
)

. Dizziness

o] ©O0Ne

[1] ©1 ves
Spec fiy
A200

Condition Present Curenty? [gj OONo 1) O/l Yes

fay % Unkrown
fog) O98MA

(eg]

O 58 NA

10, |0.1 syncope

fo] ©QUNe
[1] Ol es
Specify
| azo0 |
Condition Present Currenty® fo] QONo  r13 (D1 Yes
faj % Unknown

[og] 30N

[ug]

O 9B NA

11. |8.2 History ol CHF

foj ©0Ne
[1] O 1 ves

Spedfy

|J\'/’(J(J

Condition Present Currenty® o] ©QONo 13 1 Yes
[g] ©9 Unknown

Fog] O30 Na

o8]

O uENA

12, | 0.3 History of MI v
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Amnotated Trial Design

Page 22 of 105

DOMAIN: MH, CO

| zon
Condition Present Curentiy? | JONe 1) OLYes fog) O98NA
faj ©% Unkrown
[og] O 98 N
B. Family History \|HCAT=CARDIQVASCUL AR HISTOR MHSCAT=EAMILY HISTQRY
13, | 9. History of Farly M1 [0] ©QONo  [1] O 1Yes [oa] 98 NA
MHTERM MHOCCUR specify
| Azon \
14. | 10. History of sudden cardiac death [0} QONo  [1] O1Yes ey o N__[og] TSEH A
Specify :
AZ00 « —
| <« QNAM=MHSPEC
1% |11, Hisb 1 signilicant arrhylhmias? Q0N 4 {19 Unkrg (98 WAy —
istory ol signilicant arrhythmias (o) ©QONo 1] O 1ves specify (5] Q9Unknown  regy O QLABEL—MEDICAL HISTORY SPECIFY
| az00 IDVAR=MHSEQ
16, |12, History ol congenital heart disease {particularly cardiomyopathy? fo] Q0N 1] O 1ves (o] 8 Unk 9
Specfy
| a2o0
17.7|13. Comments: | azo0 CO.COVAL | IDVAR=MHGRPID
Il Assessment of Other Study Eligibility Criteriz \|HCAT=ASSESSMENT OF OTHER STUDY ELIGIBILITY CRITERIA = MHSCAT _/
18. |14, Is the participant currently taking any medication to treat ADHD or 1] $1ves 0] ©QOUNG  fgg] OICNA
Smoklng? MHTERM 4 [o] (58] MHOCCUR
1%, | 15. Has the participant been treated for ADHD In the past 90 days with 1] ©1lYes [p7 ©QONe fagl O F0NA
ary psychostimulant medications 7
20, | 15a. Methylphenidate (Ritalin) [1] Olyes fo] QONe fag] O0MA /
21, [15b. OROS-Melhylphenicdale f1p ©1Yes jop OOMNe jag) O98NA /
22, | 15c. Adderall {1} ©1Yes fpj OONe rggj Q9BNA /
23 | 15d. Metadate [1] ©1Yes o] QONG  fgg] QISNA /
24, | 15c, Methylin 1] ©1Y¥es fof QONo  fog) O98NA /
e | 1sf, other [1] ©1Lves 159, Specfy Other:
(1 yes, specify ‘ather' paychoshmulant medcation in 15q) | 250
fo] ©OoNo
rasy O3 N
26, | 164, Has the participant ever been treated with Methyphenidate (e.o.,. {1} O 1vYes [oj CONe 98§ {198 NA
Ritalln, OROS MPH)? - <
Z7. [ 16b. 1f treated with methylphenidate, did the participant fail ro evidence a 1] ©1Yes  fop QONo oy 9HENA
decrease In ADHD symptoms desplte having recelved an adequate trial of - -
Methylphenidale?
20, |17, Have you had an adverse or allerglc reaction to OROS MPH? [1] Olyes fo] QONe fag] O%0MA
2%, (18, Does the participant have a history of norrow angle glaucoma? 1) ©1Yes ppp ©QONo  rog) O98NA
30, [19. Does the participant or anyone in his/her lamily have tics or [1) ©1Yes rgp QOMNe  rgap OIBNA
Tourette's Syndrome? ‘ -
21."|20. Comments: | s200 CO.COVAL IDVAR=MHGRPID

* Item is not required
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DOMAIN: MH
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CTNOO029 : 2911 - Medical History (MDH)
1. |Assessment Date MHDTC |Reafw] /|Reqlw] / [Rea[v] (2005-z008) (mmiddiyyyy)
2 | vsit vumber VISIT /VISITNUNM [ 1991 Ol 0] 98] O30t
Medicat istoy  MHCAT=MEDICAL HISTORY = MHSCAT ONAM=MHSPEC
> [ Astina N QLABEL=MEDICAL HISTORY SPECIFY
= 1] O ves
MHTERM |SNAM=MHPRES v specty / IDVAR=MHSEQ
QLABEL=CONDITION PRESENT CURRENTLY L |0 |
_ P> condition Present currently? gy ©ONo  fip O1Yes jggj Q9IBNA
IDVAR_MHSEQ Condition Excludes Partidpant? o ©0Me  rry OlYes rog; O MNA
’Irc;j/(';sﬂﬁmown
QNAM=MHEXCL s8] O%®M
| cardionascuar QLABEL=CONDITION EXCLUDES PARTICIPANT e
IDVAR=MHSEQ Speafy
| az00
Condition Fresent Currently? fn] QOMNo  fry Q1lYes [ogy Q20MA
Condition Excudes Pardpant? ra] QOMNe  [r7 O1¥es  ragy O % NA
[2] ©F Wknown
[ea] C5BNA
5. |3 Dermatologic [oj ©0No
[1] O ves
Specfy
| Azo00 |
Condition Present Currenty? rg) Q0N [1j O1Yes [ogj O9BNA
Condition Excludes Partdpant? fn] QOMe [r] QLlYes [gg] O NA
ra] 2 Unknown
[oE] 098 NA
B |4 Drug Allergies faj ©ONo
[1] O 1ves
Specly
| az00
Condition Present Currenty? fo] Q0N rp7 QO1ves  fog) O9ENA
Condition Excludes Participant? o7 QONo  rry Q1Yes [og; QS8 NA
{9 ©9 nknown
[aa] OF0NA
7. | 5.Endocrine ra] OoNe
[1] O1ves
Specfy
| p200
Condition Present Currenty? g) OOMNo  [1j O1Yes [ogj O9BNA
Condition Excludes Partdpant? fa] QOMe [r] Qles fog] O NA
o] 9 Unknown
[9g] CUBNA
B |G, Gastrointestinal faj ©ONo
[1] O 1ves
Speaty
| p2oo
Condition Fresent Currently? o7 (QOMNo  [r7 (O1Yes [ogy Q9ENA
Cendition Excludes Paricipant? (57 GOMNe [r) O1Yes [og] O NA
{9 9 nknown
[oE] RN
% | 7. Genltourdnary ra] QoNe
[1] O 1 Yes
Specily
| A200
Condition Fresent Currently? fn] OOMo [y OlYes [ggy O20MA
Condifion Excludes Parfiapant? rp7 QONa  fr7 (1 Ves  rog) % NA
[aj OF Unknown
fas] OSENA
10, | B, Head Injury v [oj ©O0No
[1] O ves
Specify
| A200
Condition Present Currenty? 0 Mo 1 es BH MA
942/2009




Amnotated Trial Design
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DOMAIN: MH

res; ©
ras] O HA

o) ©
Condition Excludes Fartdpant? rn] OO Mo
o] 19 Unknown

I e]
[1] O1ves

[e8] CIBNA

QNAM=MHSPEC

|9 HEENT

MHTERM

QNAM=MHPRES
QLABEL=CONDITION PRESENT CURRENTLY
IDVAR=MHSEQ

MHOCCUR

—

[a] OuNe
[1] O ves
Specily

QLABEL=MEDICAL HISTORY SPEC|

IFY

IDVAR=MHSEQ
| az00

[ Condition Present urrently? ggj ©0MNo 3] O1Yes [ogj O9IBNA
Condition Excludes Partidpant? jop OQONo  prp O1Yes fogy O NA

T % Unknown

[a5] OF0NA

12

k=3

. Hematologic

QNAM=MHEXCL
QLABEL=CONDITION EXCLUDES PARTICIPANT
IDVAR=MHSEQ

raj ©OoNe
O 1 Yes

[1] ©1ves specity
| 200
Condition Fresent Currently? fn] (OO Mo
Condition Excludes Fartdpant? rn] OO Mo

ray Q9 Unknown

98] O 9BNA

[1] O1Yes
[1] O1Yes

[eg8] O90NA
[e8] O %A NA

13

-

. Hapatic

{o] OONe
[1] O ves wpecty
| azo0
Condition Present Currently? oy G0 Mo
Condition Excudes Partidpant? jop G0 Mo
ra] 2 Unknown
[ag] OEBNA

|
1] O1ves
[1)] ©1ves

[28] OIBNA
[oaj O %8 NA

Infectlaus Dlsease

[o] Q0N
[1] O 1ves
Specily
AZ00
Condition Present Currenty? a7 [l L ] I} 01 Yes

[1] O1ves

[og] O 9ENA
Condition Excludes Farfiapant? raj 0 Mo [ag] O %68 N
[oj ©9 Unknown

[aa] OF0NA

- Melabolic

foj Q0N
[1] O1ves specty
| 200
Condition Present Currently? oy 0 Mo
Condition Excudes Partidpant? oy 0 Mo
ra] 2 Unknown
[ag] QENA

[1] ©O1es
[1] Olves

(e8] 9B NA
{og] OB NA

&

- Musculoskeletal

[o] ©oNo
[1] O 1ves
Specily
| m2oo
Condition Present Currenty? [0} Q0N rp7 (1 ves

[1] O1Yes

[og] O YENA
Condition Excludes Pariapant? o7 (0 No [ogy O HA
[ej 019 Unknown

[as] OFONA

17,

b

. Other Allergles

[0 QoM
51 Yoo

[y o1ves specfy
| a200
Ceonditlon Fresent Currently? fo] O9Me
Condition Excludes Fartdpant? ra] OO Mo

[faj 09 Unknown

{9g] C9ENA

[1] O1ves
[1] Oles

roa] OFONA
[ag] O 50 MA
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18.

>

« Pulmonany

[oj ©O0No
[1] O ves
Specily
| A200
Condition Fresent Currentty?  f] (0 Mo

1} O Yes [agy ) FENA
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DOMAIN: MH

IFY

Condition Excludes Partdpant? ] OOMe fr] Oles fog] O NA
ra] 2 Unknown
[sa] OF8mA QNAM=MHSPEC
”l'\;l":'TERM QNAM=MHPRES MHOCCUR|‘? &1 es QLABEL=MEDICAL HISTORY SPE(]
QLABEL=CONDITION PRESENT CURRENTLY hoco IDVAR=MHSEQ
IDVAR:MHSEQ \\-} Condition Fresent Currently? fo] (OMo  [1] O1Yes [og] ()I0NA
Condition Excludes Partidpant? jop OONo  prp O1Yes fgogy O NA
m«wun
faa] C9BNA
20.118. Reproductive sysLem [oj ©0No
QNAM=MHEXCL mroves
QLABEL=CONDITION EXCLUDES PARTICIPANT o
IDVAR:MHSEQ Condition Present Qurrently? gog QONo  rrp O1Yes jop) O9ENA
Condition Excludes Partdpant? ] QOMe [r] QlYes fog] O NA
ra] 2 Unknown
(o8] OFBNA
PsychiatriciNeurslogical History NHCAT=MEDICAL HISTORY
&L [19. Anisty or Panic Diserder\ [HSCAT=PSY CHIATRIC/NEUROLOGICAL HISTORY foj ©one
[1] ©1 e speay
| Azo0 |
Condition Present Currently? fop GOMo  prp OlYes [ogy OIBNA
Condition Excludes Partidpant? jop GO0No  prp GlYes fogy G988 NA
ra] 2 Unknown
[oE] O 98 NA
#7.| 20, attention Dreflclt Hyperactivity Disorder [aj ©oNe
[1] O 1ves
Specily
| s200
Condition Fresent Currently?  fo] (QOMNo  [r7 (O1Yes [ogp O 9ENA
Condition Excudes Pariapant? o] QONo  [17 O1Yes  rogy % NA
(5] ©9 Unknown
ras] OFONA
23.|21. Bipolar Disorder [0] OUNe
[1] O 1 es ety
| A200
Condition Fresent Currently? fn] OOMo  fry OlYes [ggy O20MA
Condition Excludes Partdpant? fn] OOMe [y Oles fog] O NA
faj 09 Unknown
[ea] D SBNA
24.| 22, clinically Signilicant Meurological Damage [aj {10 Mo
[1] 1 ves
Specily
| A200
Condition Fresent Currently? o7 QOMNo  [r7 (Q1Yes [ogp Q9ENA
Condition Excludes Pariapant? o] (QONo  [17 (D1 Yes  fogy O % NA
{2} O nknown
[a5] OF0NA
25.|23. Epllepsy or Selzure Disorder ra] QoNe
[1] ©1Yes ety
| a200
Condition Fresent Currently? fn] QOMo  fr O1Yes [ggy] O20MA
Condtion Fucudes Paridpant? ra] QOMNo  [r7 O1Yes [og7 O MNA
[aj 9 Unknown
[ea] 5B NA
26. | 24, Major Depressive Disorder [oj ©0No
[1] ©1ves
Specify
| azo0 |
v Condition Present Currently?  fop OOMo  prp O1lves [ogy OIBNA
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DOMAIN: MH

IFY

Condition Excludes Partdpant? ] OOMe fr] Oles fog] O NA
ra] 2 Unknown
[sa] OF8mA QNAM=MHSPEC
M;T”E"R’,;A QNAM=MHPRES MHOCCUR|'? &7 ves QLABEL=MEDICAL HISTORY SPE(]
QLABEL=CONDITION PRESENT CURRENTLY hoco IDVAR=MHSEQ
IDVAR:MHSEQ \\-} Condition Fresent Currently? fo] (OMo  [1] O1Yes [og] ()I0NA
Condition Excludes Partidpant? jop OONo  prp O1Yes fgogy O NA
m«wun
faa] C9BNA
2B.|26. Tourclle's Syndrome [oj ©0No
QNAM=MHEXCL mroves
QLABEL=CONDITION EXCLUDES PARTICIPANT o
IDVAR:MHSEQ Condition Present Qurrently? gog QONo  rrp O1Yes jop) O9ENA
Condition Excludes Partdpant? ] QOMe [r] QlYes fog] O NA
ra] 2 Unknown
{oe] OIENA
2%, | 27, Buicidal ITdeation faj ©ONo
[1] O 1 ves
Speaify
| p2oo
Condition Fresent Currently? o7 QOMNo  [r7 O1Yes [ogy O 9ENA
Condition Excludes Partidpant? jop GOOMNo  prp O1lYes fggy O NA
{9 ©9 nknown
(o8] O¥BNA
0. | 20. Sulcldal Behavior ra] ©OoNe
[1] ©1ves
Specily
| A200
Condition Fresent Currently® ro] QOMNo  rry O1Yes fog7 O90NA
Condition Excudes Partapant? o7 (QOMNo  [17 1ves  fog] (096 NA
faj] 09 Unknown
[oa] OIBNA
1. |29, Homididal Ideation [oj ©0No
[1] ©1ves
Speaify
| A200
Condition Present Curmently? o] QOMNo rpy Q1Yes rogy OIENA
Condition Excludes Partidpant? jop GONo  prp GlYes fogy O NA
{9 9 nknown
{og] C9ENA
3z.|30. Homlcldal Behavior ra] QoNe
[1] ©1ves
Specily
| A200
Condition Fresent Currently? rj QOMNo  [r7 Q1 Yes [ggy O ¥ENA
Condition Excudes Pariapant? o] QONo  [17 O1Yes  rogy % NA
[aj OF Unknown
[fog] Q%O MNA
33|31, Violenl Behavior [oj ©0No
[y o1ves spectfy
| A200
Condition Fresent Currently? fo] QOMo 1] QLYes [og] OFBMA
Condition Excludes Partdpant? rn] OOMe fr] Oles fog] O NA
[aj 2 Unknown
[ea] D SBNA
=4, | 3. Paychotic Fpisodes faj ©ONo
v [1] O ves
Specily
| az00
Condition Fresent Currently? o7 QOMNo  [r7 (Q1Yes [ogp Q9ENA
Condition Excludes Pariapant? o] QONo  [17 Q1 Yes  rogy O % NA
9 Unknown
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MHCAT=MEDICAL HISTORY

faj] O
{og] O Y¥BNA

Page33 of 105

DOMAIN: MH

QNAM=MHSPEC

i et vy MTHSCAT=0THER RELEVANT MEDICAL HISTORY

QL ABEI =MEDICAI HISTORY SPECIE

5. |12, Other 1

MHOCCUR

MHTERM|QNAM=MHPRES

QLABEL=CONDITION PRESENT CURRENTLY

— ]

[99] O speofy
A200
Conditien Fresent Currently?® rn] OO Me
Condition Excludes Participant? “Tohle
v =

IDVAR=MHSEG” * "

75a] ()90 NA
G1vYes [og] OSONA

Fh. | @34, Other 2

IDVAR=MHSEQ

ONAM=MHEXCL

- -
[99] Ospeofy
A200

Condition Present Curry

fog] © % NA

37.|35. other 2

IDVAR=MHSEQ

QLABEL=CONDITION EXCLUDES PARTICIPANT

[99] OS5ped
> x

‘Condition Present Currently? [aj 30 Mo i1 O lves [saj 98 NA
Condition Excludes Farticipant? (o) QO ONe  [if Olves fog) (S0NA

[og] O350 NA

Surgical History

FH. | #6. Has the ﬁllhieCLhad any major slquenr?M HTERM

fo] ©ONa f1] O Yes

faj Q9 Unkncwn [ag] 98N

1ype of Burgery |\

Surgery Date

39, \

Procedures and Dates Entry \

F49.a] 1ype of Burgery \

8255

A |

290 Burgery Date \

[99] OlNReqlv / |neeq v:.-‘|NRp.q'v: (1s0-zo09)  [0] C'U”k"'”"‘”M

HSTDTC

\

MHCAT=MEDICAL HISTORY
MHSCAT=SURGERY
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RPCAT=PREGNANCY AND BIRTH CONTROL ASSESSMENT

Page 34 of 105

DOMAIN: RP, CO

CTNOO29 : 2912 - Pregnancy and Birth Control Assessment (PBC)

1. | Assessment Date

|reql] / [regv] / [regv] (zo0s-zoos) (mmiddlyyyy)  RPDTC

2. | visit Number

1991 Ol o987 O%MAV/ISIT / VISITNUM

Fregnancy Test

20| 1. Was o pregrnancy Lest performed? RPTEST/RPTESTCD

jo] ©QONo 37 OlYes fog) QIBNA

RPORRES

4. | 2. pate of pregnancy test:

[w9] O

reqlv| / |reqlv] / |Real] (200s-2008) fog) OeBNA

5. |4, Pregnancy test result:

[1] ©1 Megative fo7 (2 Fositive  [og) ()98 NA

Breastfaeding - Complete only during Baseline/Scresning

E. |4. Is the participant breastfeeding?

|ﬂ_|} QOMNe 1] ©1Y¥es [og] OUENA

Birth Control Methed - Com plete on during Baseline/Screening

7. | 5a. Does the participant agree Lo wse an acceplable method of birkh
control?

[o] ©oNo
[1] O 1 ves

rfay ©oMe 7 Olves  fgg] (O20HNA Sb, Abstinence
[o] QOMe pr7 OlYes gzl ()90MA Sc. Darrier
[0} ©ONo [17 O1Yes mg] (O9ENA Sd.IUD

{1f ves, Indicate all methods of birth contral the partcipant agrees touse:)

o] ©QOMo  rpp 01 ves  mgl (096 NA Se. Levonorgestrel Implant

[fo] ©OMo 17 Olves rgg) (O9ENA af. Medmx?lpn_)gestenme
Acetate Injection

[a] 0N 1] 11 Yes (s8] {398 MA 5q. Oral Contraceplives

fo) ©ONo ppp O1Yes  jggp (98 NA Sh, Patch

rfa] ©oMe iy Olves  gg] (O 20NA Sl Surglcal Sterllizatlon

Sk. Specify
| aroo |

(o8] OB NA

iof 0 Mo [1] 31 ves oj. Other: (e8] 198 NA

g." | b Comments

|70 CO.COVAL|

* Item iz not reguired

IDVAR=RPSEQ
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QSCAT=

Page 35 of 105

DOMAIN: QS

CTNOO29 : 2916 - Summary of CIDI and ASPD Screen (CID)
1. |Assessment Date QSDTC Reqfs] /|Reglv] / |Reqlv (2o05-z0og) (Mmiddiyyyy)
2. |vislt Number VISITNUM 991 © :<>o<| fag] (%0 MNA
A. Substance Abuse/Dependence Disorders
2. |1, Does Lhe participant meet DSM-IV criteria for any ourrent subsbance abuse or dependence disorders? [ay {10 Na i1} 01 Yes [ea} a8 NA
DEM-TV Code DEM-IV DNagnosis
4.
2.If Yes, list the substance abusefdependence disorder(s) for which the participant currently meets criteria Entry
4.4 | Substance Abuse /Dependence Disorders DEM IV Codel | xmrxm.l
2 QSTEST b
4.b| Substance Abuse/Dependence Disorders DEM IV Diagnosis 1‘/ | BEO0 ‘\\'\
5. |3#. Does the participant meet DSM-1V criteria for a lifetime diagriosis anff [fubstance abuse/dependence disorder for which o] ©ONo  r17 O Yes  fog] SEENA
he or she does not meet current criterla?
DSM-TV Code /// DSM-TV Dlagnosls
6. /][]
4.1f Yas, listthe discrder(s) for which thaparticipant migyfﬁoﬁmo critaria E/np" /I \
&.a [Lifetime DEM 1V Code 1 / / /I | x>::<>o<>::<.| < QSORRES
&.b | Lifetime DEM 1V Diagnosis 1 / / /I | azoo 4
B. Axis |, N b AbuseiDependence Diserd / [/ |] /
.o |5 Does the participant currently meet DEM-IV criteria for ay{( |1tf|-r.ufs+n e abuse/dependence disorders? [o] {0 No 1] 1 Yes [ag] 98N /
M-IV Code / / / I [F8M-1IV [Hagnosis /
5. [ [ T /
6. If Tas, listthe disorder(s) for which the participant eummluﬁc«s,‘rlurle]Enh /
.8 | Mon-sut abuse/dependence DM IV Code 1 J / | soseese | A
A.b | Mon-substance abuse/dependence DEM-IV Diagnosis 1 / I | BEO0 A/
%, | 7. Does the partlcipant meet DSM-IV critera for a lifetime dlagngsls fer any non-substance abuse/dependence diserder for fo] ©QONe 11} Olves fgg) C o,
which he or she does not meet current criterla?
DSM- IV Code [ ] DSM IV Dlagnosls
o T
B.If Yes, list the disorder{s) for which the participant meets lifetime cr&ria #nlrv
10.a] Litetime Non substance abuse fdependence DSM-TIV Code 1 ‘ | >x<<>:>x.| x5
10.b|Ufetime Non substance abuse/dependence DSM-IV Dlagnesls 1 M | azoo X /
Il Summary of DSM-IV Scraan for Antisocial Personality Disordar /
11.|9. Does the partlcipant meet criterla for antisoclal persenality disorder? | o] QONo 1] Olves fag] O%INA »
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DOMAIN: EG

Page 36 of 105

CTNOO29 : 2940 - Electrocardiogram (ECG)

1.

Assessment Date

|Realv] 7 |Realv] / |Realv] (2005-2008) (mmisdivryy EGDTC
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2, Q1 c Prolongation

[1j O1Abnormal - 21 (02 Abnormal Bxcdudes
4, Lelt Alrial Hypertrophy

[1j Ol Abnormal - a1 (02 Abnormal Bxcdudes
5. Righl Atrial Hypertrophy

1] ©1Abnermal 27 (O 2 Abnormal Exdudes
&, Lelt Ventricular Hypertrophy

[1] O3 Abnormal - o7 (02 Abnormal Excdudes
7. Right ventricular Hypertrophy

1] ©1Abnermal 127 O 2 Abnormal Exdudes
H. Acute Infarction

[1] O3 Abnormal - o (02 Abnormal Excdudes
9. Subacute Infarction

[1j OlAbnormal - a1 02 Abnormal Bxcdudes
10, eld Infarction

[1j Ol Abnormal - 21 (02 Abnormal Bxdudes
11. Myocardial Ischemia

[1] ©18bnermal 27 O2 Abnormal Exdudes
12. Digilalis Effecl

[1j ©1abnormal  j2p O 2Abnormal Exdudes
13, symmetrical T-wave Inversions

1] ©1Abnermal 27 (O 2 Abnormal Exdudes
14, Poor R-Wave Progression

[1] O3 Abnormal - o (02 Abnormal Excdudes
15, Other Nenspecific ST/T

1] ©1Abnormal  r2 (O 2 Abnormal Exdudes
16, Binus Tachycardia

[1] ©1sbnormal 7 (02 Abnormal Bxcludes
17.8inus Bradycardia

[1j Ol Abnormal - 21 02 Abnormal Bxcdudes
18. Superventricular Premature Beal

[1j Ol Abnormal - a1 (02 Abnormal Bxcdudes
19.Ventricular Premuature Beal

1] ©O1Abnermal 27 (O 2 Abnormal Exdudes
20, Supraventricular Tachycardia

[1] O3 Abnormal - o7 (02 Abnormal Excdudes
21. ventricular Tachycardia

1] ©1Abnermal 127 O 2 Abnormal Exdudes
22, atrial Fibrillation

[1] O3 Abnormal - o (02 Abnormal Excdudes
73, atrial Flutter

[1j OlAbnormal - 2y 02 Abnormal Bxcdudes
24, (ther Rhythm Abnormalities

[1j OlAbnormal - 21 (02 Abnormal Bxcdudes
25, Implanted Pacemaker

1] ©18bnermal - zp O 2 Abnormal Exdudes
26, 151 Degree AV Block

[1j ©1Abnormal - p2 O 2 Abnormal Bxdudes
27.2nd Degree A-V Block

1] ©1Abnermal 127 (O 2 Abnormal Exdudes
20. 3rd Degree AV Dlock

[1] O3 Abnormal - o (02 Abnormal Excdudes
29. .00 Block

[1] ©1 Abnormal o (02 Abnormal Excdudes
30, RER Block

2. | visit Number [99] {_‘)| xx;(| fas] QFENA VISIT / VISITNUM
A. ECG Overall Results
3. |ECG overall resulls [o) A MNormal (1] G 1 Abnormal [eg) C©INA
2, Increased (RE Voltage
EGTEST/EGTES TCD 1] ©1 Abnormal [27 2 Abnormal Excludes fog] OIBNA EGORRES

jog] O9BNA
jog] O9BHA
fan] O30HA
fag] Q9ENA
fag] O0NA
{og] QFENA
jog] O9BNA
jog] O9BHNA
foa] OFONA
(s8] Q30NA
fag] ©FONA
[ag] Q98NHA
fag] O9ENA
[oa] ©98NA
jog] O9BNA
jog] O9BNA
fag] O s0MNA
fag] Q9ENA
fag] O0NA
{og] QFENA
jog] O9BNA
jog] O9BHA
jag] ©F0NA
isgj CIBNA
fan] O30HA

fag] Q9ENA

fog] OYRNA v
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EGTEST/EGTES

TCD

21, Pre-axcitation Syndrome

1] ©18bnermal - zp O 2 Abnormal Exdudes

22. Other Intraventricular Condition Block

[1j OlAbnormal - 21 (02 Abnormal Bxcdudes

33. Other Abnormality
[99] Cspedfy: | Azoo

[ 31 Abnerrmal {27 ) 2 Abnoral Bxcuckes

s8; 09naEGORRES
fog] C30MA
[og] CIBNA

fag] Q%O NA

DOMAIN: EG

Page37 of 105

4.|34. ventricular rate
{ bpm):

34 Venbricular rate {bpmd:
[99] O xxx| fog) O NA

|35, QRS (ms):

ol

35.QRE (ms):
1991 O xxx| jogy O30 N

G, |36, PR (ms):

36. PR (ms):
1991 O xxx| jogy O30 N

-

|37.QTe(ms):

37.QTc{ms):
1991 Of wxx| jogy O30 N4
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CTN0029 : 2920 - Adult ADHD Clinical Diagnostic Scale (ACDS1) :QSCAT

1.

Assessment Date

[Reqiv] / |R;_-q: { |realsl rznnsosnne (mmidd!yyyy) QSDTC

Z

vislt Number

Page 3% of 105

DOMAIN: QS

1991 O e Jru:;ngV|S|-|—NU|\/|

ADHD CHILDHOOD HISTORY

3

1. Makes a Lol of
Liareless Mistakes

QSTEST

{1} ©1 Mot present
[99] Of=z] O2mid Ager | | Grade: | e
) ® Maderate

lr{ji %‘)4 Severe QSORRES
[6] 6 Absentor false due to therapeutic medicaten
fa] OB Present or true due t medical condion
ra] O Inadequate Informaten
fa5] OFONA

2. DIfflculty Sustalning
Attention on Tasks/Play
Activities

717 ©1 Motpresent
[99] Ofz] OFmid me:| o] drade: | s
27 13 Moderate
[4] ©4 severe
[6] O6 Absentor false due to therapeutic medication
faj ©0Fresent o rue due to medical condtion
[9] ¥ Inadequate information

[oa] 98 NA

3. Doesn'L Listen

{1} ©1 Mot pregent

[99] Ofz] ©zmMid age: | | Grade: | e
[3] ©F Maderate
[4] O savere

[6] (6 Absentor false due to therapeutic medicaten

[@] OB Present or true due to medical condtion

ra] O Inadequate Informaten

fa5] O3ONA

4, Difflculty Fellowing
Instructions

717 ©1 Motpresent
[99] Of2] O mid me:l x| Grade: |
137 3 Moderale
[4] O severe
[6] O6 Absentor false due to therapeutic medication
[8] (0 Present or true due to medical conddon
[aj Q9 Inadequate informanon

{og] C98NA

5. Dillicully Organi zing
Tasks

{1} ©1 Mot pregent

[99] Ofz] O2mid age: | | Grade: | e
fa] OF Moderate
[4] O savere

[6] 6 Absentor false due to therapeutic medicatcn

[@] OB Present or true due o medical condtion

ra] O Inadequate Informaten

fes] O%BNA

6. Dislikes /Avolds Tasks
Requiring Attention

[1] O MNetpresent

[99] Of2] Q2 mid me:l x| Grade: |
[3] O3 Moderate
[4] O severe

[6] O6 Absentor false due to therapeutic medication

[8] (0 Fresent or rue due o medical condden

[aj Q9 Inadequate informanon

fag] O9BNA

7. Loses Things

{1} ©1 Mot pregent

[99] Of=z] O2mid Ager | | Grade: | wx
fa] OF Maderate
[4] O savere

[6] 6 Absentor false due to therapeutic medicaten

[@] OB Present or true due to medical condtion

ra] O Inadequate Informaten

[a5] OEINA

1
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=

O, Easlly Distracted

717 ©1 Motpresent
[99] Ofz] OFmid me:l | Grade: |
[3] O3 Moderate
[a] O+ severe
& Absent or false due to therapeutic medication
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s] O

[g] (8 Present or true due o medical condion
faj O Inadequate information
[ag] Q9ENA

DOMAIN: QS

Page39 of 105

11. |9, Forgetful in Dally
Activilies

[1] ©1 Notpresent

[99] Cjzj C2Mid m_.w:| | Grade: | e
{3 O3 Moderate
[4] O Severe

[6] 16 Absentor lalse due 1o therapeutic medication

[8] (0 Fresent or true due to medical condten

[o] ©F Inadequate information

(e8] 9B NA

17| 10, Fidget

[1] ©1 Mot present

[99] Ofz] O2Mmid Age: | | Grade: | s
[3] OF Maderate
f4j 4 Severe

[e] (16 Absent or false due to therapeutic medicaion

[g] (OB Present or true due to medical condfion

fof 39 Inadequate information

[og] ©9BNA

13.|11. DIffleulty Remaining
Seated

[1] ©1 Notpresent

[99] Cjzj C2hMid m_.w:| xxl Grade: | w0
{3 O3 Moderate
[4] O Severs

[6] O Absentor false due 1o therapeutic medication

[8] (0 Fresent or true due to medical condten

[=] 9 Inadequate information

(e8] 9B NA
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CTN0029 : 2920 - Adult ADHD Clinical Diagnostic Scale Contd {(ACDS-CHIST2) :QSCAT

1.

Assessment Date

[Reqls QSDTC tlaell rronm-sneey (mmiddyyyy)

DOMAIN: QS

Page 40 of 105

Z

vislt Number

1991 O e Jru:;ngV|S|-|—NU|\/|

ADHD CHILDHOOD HISTORY Contd

3

12. Runs or Climbs
Excessively

QSTEST

{1} ©1 Mot present
[99] Ofz] Oz Mmid Age: | e Grade: |
) ® Maderate
lr{ji %‘)4 Severe QSORRES
[6] 6 Absentor false due to therapeutic medicaten
fa] OB Present or true due t medical condion
ra] O Inadequate Informaten
fa5] OFONA

13. Difficulty Playing
Quictly

717 ©1 Motpresent
[99] Ofz] OFmid me:| o] drade: | s
27 13 Moderate
[4] O severe
[6] O6 Absentor false due to therapeutic medication
faj ©0Fresent o rue due to medical condtion
[9] ¥ Inadequate information

[oa] 98 NA

14. On the Go/Acts Like
Driven by Motor

{1} ©1 Mot pregent

[99] Ofz] ©zmMid age: | | Grade: | e
[3] ©F Maderate
[4] O savere

[6] (6 Absentor false due to therapeutic medicaten

[@] OB Present or true due to medical condtion

ra] O Inadequate Informaten

fa5] O3ONA

15. Talks Excessively

717 ©1 Motpresent
[99] Of2] O mid me:l x| Grade: |
137 3 Moderale
[4] O severe
[6] O6 Absentor false due to therapeutic medication
[8] (0 Present or true due to medical conddon
[aj Q9 Inadequate informanon

{og] C98NA

16, Blurls Qul Answers

{1} ©1 Mot pregent

[99] Ofz] O2mid age: | | Grade: | e
fa] OF Moderate
[4] O savere

[6] 6 Absentor false due to therapeutic medicatcn

[@] OB Present or true due o medical condtion

ra] O Inadequate Informaten

fes] O%BNA

17. Difflculty Walting
Turn

[1] O MNetpresent
[99] Of2] Q2 mid me:l x| Grade: |
[3] O3 Moderate
[a] O severe
[6] O6 Absentor false due to therapeutic medication
[8] (0 Fresent or rue due o medical condden
[aj Q9 Inadequate informanon

fag] O9BNA

18. Interrupls or
Intrudes

{1} ©1 Mot pregent

[99] Of=z] O2mid Ager | | Grade: | wx
fa] OF Maderate
[4] O savere

[6] 6 Absentor false due to therapeutic medicaten

[@] OB Present or true due to medical condtion

ra] O Inadequate Informaten

[a5] OEINA
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10,

19. Duratlon of childheod
symploms

717 ©1 Motpresent

[99] Ofz] OF symptoms perasted lecs than & months Age: | | Grade: | ,,;|
[3] O3 symptoms persisted atleast ¢ months

[aj 19 Inadequate information
58 NA
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Amnotated Trial Design

fog] O

DOMAIN: QS

Page 4l of 105

11.]|20. Age of Onset

[1] O Netpresent

[99] O [2] O 2 Onset of symptoms since 7 years of age
fo7 (2 Inadequate Infermatien

[og] O sENA

[3] O3 some Fyperactve-impulsive or inattrentive symptoms that cassed impairment were present before age 7 20a. Specfy age: | “|

17|21, Bome Impairment in
2 or More Settings
(Childhood)

|Puitdown List 1 [«

13.|22. Assess Clinlcally
Rignificant Impairment

[Puidown List 1 [~]
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Amnotated Trial Design

CTN0O029 : 2920 - Adult ADHD Clinical Diagnostic Scale Contd {(ACDS-CSYMP1)

1. | Assessment Date

=QSCAT

DOMAIN: QS

Page 42 of 105

2z, |vislt Number

Child | ADHD Symp s v

QSDTC
VISITNUM

Req | / [Req v / [Reqlv] (zoos-2008) (mm/ddyyyy)

[99] O o] fag] O20HA

Lmartestion . —~QSSCAT

" QSTEST

QSORRES

3. |23. careless/Sloppy

1¥es 27 ©Q2Mo fas] C

4. | 24, Dilliculty Sustaining AlLention

(2] ©Q2Wo  ragp 98 NA

5. |25. Doesn't Usten

2] O2he  fag] O%NA

£ |2

>

. Ditficulty Following Instructions (Finishing )

(2] ©O2MWo  rggy 98 NA

7|2

i)

L Dilliculty Organizing TasksActivilies

(2] O2MWo  rggp 98 NA

B | 7H. Avoidance of Tasks with Bustained Mental Fffort

[2] ©2Mo fag] 98 MA

w
)

. Loses Things

[2] Q2N rag] Q98 HA

10.|20. Caslly Distracted

[2] O2he fgg] O%NA

11.|21. Forgetiul in Dally Activities

(2] ©O2No  [ag] %8 NA

I HYPERACTIVITYIMPULSIVITY — QSS CAT

17, |32, Fidgets/Squirms

O2No  fag]

13. | 23. Diffleulty Remalning Seared

O2Na  fag] Q98 NA

14. [ 24. Runs /Climbs Cxcessively/Inappropriately

O2No fag] Q¥ NA

15.|3

o

. Drillicully Playing Quielly

C2ZMe  fgg] OSONA

1£.|36. On Lthe go/Driven by o molor

[ea] O98NA

17|37, Talks Excessively

[987 «

18, |38, Blurts Dut Answers

O2No  [og] C98NA

w

L DN fficulty Waiting Tum

O2No  fag] Q8 NA

20, | 40, Interrupts or Intrudes

©2Mo  [og] O%ONA

21, |4

-

. Id respondent report ADHD symptoms prior to age 77

OZ2No  fag] «
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Amnotated Trial Design

CTNOO29 : 2920 - Adult ADHD Clinical Diagnostic Scale - Contd (ACDS-AHIST1) :QSCAT

1.

Assessment Date QSDTC

Z

vislt Number

Page 43 of 105

DOMAIN: QS

" VISITNUM

ADHD ADULT HISTORY

Think

Reqfs] /|Reglv] / |Reqlv (2o05-z0og) (Mmiddiyyyy)

1991 O o Joa] 50 HA

QSTEST

QSORRES

a2,

Makes a Lot of Careless Mistakes

|Pulldown List 1 |+

43.

Dilliculty Sustaining Attention on Tasks/Play Activitics?

|P|JII|‘..'|\|rn List 1

<

5. |44, Does nol Listen ||’u|l|.'uurr| List 1 v:
G, |45. Diffleulty Following Instructions |Fullcown List 1 v:
7. |46, Dillicully Organizing Tasks |P|JII|‘..'|\|rn List 1 )|
B. |47. Dislikes/Avoids Tasks Requiring Attention [ Fuicown List 1+
3. |40. Loses Things | Pulsomn List 1]
10.|49. Easlly Distracted |Fuldown st 1[+]
11.| 50. Forgetiul in Daily Activities | Puildown List 1 [+

12.| 51, Fidget [ Fuldown List 1+ |
13.| 52. Difficulty Remaining Seated | Pulsomn List 1]
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Amnotated Trial Design

DOMAIN: QS

Page 44 of 105

CTN0029 : 2920 - Adult ADHD Clinical Diagnostic Scale - Contd (ACDS-AHIsT2) —QSCAT

1. |Assessment Date QSDTC |qu v ! |Rr_'<,| - | ! |ch v: (2005-2009) (MM odiyyyy)
z. | visit Number VISITNUM 1991 O wee| o8] O%ONA

ADHD ADULT HISTORY Contd

2. | 53, ResUessness (Runs or Climbs Excessively ) QSTEST |P|Jlll1m\rn| st 1 he | QSORRES
4. | 54, Dilliculty Playing Quictly |P|Jlll1m\rn| ISt 1)

5. |55.0nthe Go/Acts Like Driven by Motor |Fu|ldown List 1w

B. |56, Talks Fxcessively |FU|Id0‘v\-'n ust1fv

7. |57, Blurts Qut Answers | Fuldown List 1 s

B. | 58. Dillicully Wailing Tum |Pu|ldonrn LSt

% | 59. Interrupts or Intrudes |Fu||down st L |w

10. | &0, Duration of adult sympLoms |P|Jlll1m\rn| isx 2w

11|61, Some impaiment in 2 or more setlings |P|Jlll1m\rn| st 1 ad |

12|62, Assess clinlcally significant Impalrment |Pu|lrJUl\r| 1List 1 [
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Amnotated Trial Design

CTN0029 : 2920 - Adult ADHD Clinical Diagnostic Scale Contd (ACDS-ASYMP) :QSCAT
1. |Assessment Date QSDTC

DOMAIN: QS

Page 45 of 105

Req vl / |Reglv] / |Reqlv]| (z005-2009) (Mmiddyyyy)

2z, |vislt Number VlSlTNUM

[99] O soux| fasp O0MA

Adult ADHD Sym ptoms Summ ary

I, INATTENTION :QSSCAT QSTEST

QSORRES

3. |63. careless/Sloppy

[z} O2Mo  fag) (

4. | 64, Dillicully sustaining atlention

{2) ©O2No rogy

5. |65. Doesn't listen

rz] ©2Ne  ragy

£ |6

=l

o Dritficulty Tollowing instructions (linishing)

9g]

7|6

]

. Dilliculty organizing Lasks factivities

9g]

B |bH. Avoidance of tasks with sustained mental effort

fos]

9. | 6%, Loses things

fas]

10.| 70. Easlly distracted

os]

11.| 71. Fergetful in daily activities

fas] «

Il HYPERACTIVITY/IMPULSIVITY =QSSCAT

12| 2 Fidgets /Squirms

fog] «

13.| 73. Diffleulty remalning seated

[agy «

14. [ 74. Runs /Climbs excesslvely /Inappropriately

ro87 C

15.|7

L

. Dilliculty playing gquietly

ras] ©

1£.| 76. On Lthe go/Driven by o molor

e8] O

17| F o Talks excessively

©2Mo  fog) ¢

18, | 7H. Blurts out answers

[z} ©2No fagy O

w
b

. Drifficulty waiting tum

[z] ©2MNo  rag]

20, | 00, Interrupts or Intrudes

[z] O2ho  fas)

z1.|01. childhood enset of ADHD (pricr to age 7)7

[z] ©2Me  faa} ¢

zz.|02. significant and sufflclent current ADHD symptoms?

{2j ©2Ne  [oa) C

23.|03. significant Impalrment In two or more settings?

[2] ©2MNe  ragy C

24.| 84, -Are symplLoms primarily due Lo ADHD and nob another mental bealth disorder?

9g]

25, | B5. Sublyping

nattentive subtype
Hyperactive-Impusive Subtype
Cambined Subtype
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Amnotated Trial Design

CTN0029 : 2908 - Withdrawal Scale For Tobacco (WST) —QSCAT
1. |Assessment Date QSDTC

Page 47 of 105

DOMAIN: QS

Reqfs] /|Reglv] / |Reqlv (2o05-z0og) (Mmiddiyyyy)

2z, |vislt Number VlSlTNUM

1991 O o Joa] 50 HA

QSORRES

rate the following items i bow you have falt or what you hay QSTEST
3. |1, Desire Lo Smoke |P|JII|‘..'|\|rnI 5t 1 |w
4. |2, Anger, Irilability, Frustration |P|JII|‘..'|\|rn List 1w
5. | 2. Anxlety, Nervousness | Pulsomn List 1]
G, |4, Difflculty Concentrating |Fu||cown st 1]+

-
t

« Impatience, Restlessness

|P|JII|‘..'|\|rn LISt 1 |

B. | 6. Hunger |Pu||co\|rn Lt 1|
3. | 7. awakening at Night | Pulsomn List 1]
10. | &, Depression |Fu||cown List 1w
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Amnotated Trial Design

Page 45 of 105

DOMAIN: QS

CTNOO29 : 2909 - Beck Depression Inventory - IT {(BDI) _QSCAT
1. |Assessment Date QSDTC |||'\\,_.q \.: ,flR,_.q v ! :Rf.'u v (2005-200%) (romidciyyyy )
2. |vislt Number VISITNUM 10 woe| - faa] OSBNA
3 | 1. sadness QSTEST T |Pu||down Lst 1[v] QSORRES
4. |2, Pessimism |P|JII-.1nurn List 2 |w|
5. |3, Past Failure | uidown List 3]
G. [4.Loss of Pleasure |Fuldown List 4[]
7. | 5. Gullty Feelings |?|J||{|(|WI'|I|".‘T'—|"'.
B. |6, Punishment Feelings |P|JII-.1nurn LISt & v
5. | 7. Sell Dislike |='u||-'JrJur|| List 7|
10.| 0. self-criticalness | Pultown List 8+
11.| 9. Buicidal Thoughts or Wishes |p”||._1(|u'r| List 9w
12.]10. Crying | Puitdewn List 10+
13.]11. Agltation |Pullown List 11 [v]
14.]12. Less of Interest | Puidown List 12[+]
15, [ 13, Indecisiveness |P|JII-.1nurn List 13 |
16 [ 14, Worthlessness |P|JII-.1nurn LISt 14w
17.]15. Loss of Energy | Pultown List 15[+
10. | 16. changes In Sleaping Pattem |Pu||dgm| List 16 [+
14, [17. Irritability |P|JII-.1nurn List 17 |w
20, [ 10. Changes In Appetite |-"u||-'JrJur|| List 18|v||
21.|19. concentration Difficulty |Puligown List 19|
22, |20, Tiredness or Fatique |Pu||down List 20 |
| ¥1. Loss of Interest in Sex |P|JII-.1nurn List 21 v
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Amnotated Trial Design

Page 53 of 105

CTN0029 : 2913 - Fagerstrom Test For Nicotine Dependence (FTND) :QSCAT

DOMAIN: QS

1.| Assessment Date QSDTC

|regls / |Reqiv] / [Req v (2oos-2o0s) (mmiddiyyyy)

VISITNUM

visit Number

[

[99] O | fagy O3Na

Flease r

ad each queshon. Choose the letter of the alphabet o nding to the olce which best

Orise

2. (1. How soon afler you wake up do you simoke your lirst cigarette?

QSTEST

{37 OF (2 Within = minutes
[2] 2 (b Within €30 minutes
1] o1t () Within 31-60 minures
[o] ©0(d) Ater 60 minutes
ras] 93 Na

QSORRES

*

2. Do you find it difficult to refraln from smeking In places where It Is forbldden, e.g., In church, at the library, at the movies,
erc.?

[1] O 1ia)ves
fo] ©oib)Ne
[ag] 98 NA

5. |3, which cigarette would you hate most to give upy

[1] 1 (a) The first one in the manning
[0 ©0(b) Any of the others
[eg) QU8 NA

o

. |4, How many clgarettes per day do you smoke?

ro] ©9fa) 10erless
[1j ©1iby11-z0

rz] ©2(c)a1-30

[3] ©3(d) 31 ermore
[ea} 98 NA

-

. Do you smoke more frequently during the first hours afrer waking than during the rest of the dayy

1 Ot {a) ves
foj O0b)Ne
[ag] Q98 NA

@

G. Do you smoke If you are so lll that you are In bed most of the day?

[1] ©1(a)ves
[o] ©Qib)Ne
[ea) ©98NA
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Amnotated Trial Design

Page 54 of 105

CTN0029 : 2922 - Study Eligibility (STE)

DOMAIN: IE, SC

1. | Assessment Date I EDTC

Reqfs] /|Reglv] / |Reqlv (2o05-z0og) (Mmiddiyyyy)

2. [visit Number VISIT /VISITNUM

[99]1 O o] foa] O0HA

Inclusien Criteria I E CAT

= [1. Anadull aged 18-55 IETEST

(0] ©O0No  [5) O-5MotAss

> IEORRES

4. | 2. able to understand and provide written informed consent in English? {®igned consent form)

fo] ©QOMNe  [.5] (O-5MNotAssessed

2, Diagnosed with a DEM IV diagnosis of ADHID, as determined by the adult Clinical Diagnostic Scale (ACDE) v 1.2

sad

[0} QUNo  ra7 (-5 Nothis

4, Measured by the ADHD DSM IV Checklist with an ADHD Symptem Score >22

f0] ©QUNe f.5) (-5 hotAssessed

7. | 5. confirmed as having smoked cigarettes for at least 3 months, currently smoking at least 10 clgarettes/day and having a
measured exhaled CO level >= 8 ppm

S hot Assessed

otle 5]

0. |G, Interested in guitling smoking and willingrness Lo comply with all study procedures ar
the judgment ol the study investigator, inherent in Consent Form)

medicalion instrudions (based on

[1] ©1¥es gy QOMe j.5) O-5 Mot Assessed

S |7 Conlirmed, il lemale and of childbearing age, has agreed Lo use one ol the specilied methods of birth conbrol during the
study

S Mot Assessed

(0] ©OONo

ethamphetamine, opiales, benzodiazepir

10 [ B, Megalive, as conlimmed by urine screen lor cocai an mari juana

[0] O0No (-5 Not As

=
in
i}

Exclusion Criteria

participation unsafe er which would make treatment diffleult or put the study staff at undue risk

11,9, Meel DEM IV criteria tor curment abuse ol any psychoactive substance other than nicoline? [ [a] 0o [-5) (-5 Mot Assessed
12| 10, Mect EM 1V criteria for lifetime diagnosis of psychosis or bipolar disorder? [1j © [fo] ©OMNe 5] Q% Mot Assessed
13| 11, Meet 8M 1V criteria for current major depression or any anxiety disorder except specific phohiasy [ © [fa] QoMo r5] O-5 Mot Assessed
14. | 12.currently have or have had a medical condition, which In the judgment of the medical cliniclan, would make study rij © ONo 5] O-8 Mot Ansessed

15.|13. Report having been treated for ADHD In the last 30 days with psychomoter stimulants?

[1] ©QLlYes g) QOMNe f.5] -5 NotAssessed

16.]14. Use other smoking cessatlon counsellng program(s ) or medlcation treatment(s) currently or In the last 30 days

f0] QUNe j.5) (-5 Mot Assessed

17|15, Hawe a history ol narrow angle glaucorma?

fo] ©0ONo  f5} S Mol Assessed

1B.| 16, Have a history ol seizure disorder?

[0y ©0MNo  [g) O-5 Mol Assesaed

19.|17. Have tics ar Tourette's syndrome, or a family history of Tourette's syndrome ¥

[0} ©OMNe  [.5] (-5 NotAssessed

#0.| 18, Have an allergy to OROE-MPHY

[0} ©QONo  [.5) (O-5MNotAssassed

Z1. (19, If female, have a positive pregnancy test or report being pregnant or bre astfeedingy

5 Mot Assessed

[1] ©lYes gy QOMNO 5]

Z# |0, Have an FCG with significant arrhythmias or abnom al conduction which, inthe apinion of the study physician, preclodes
participation in the study?

[1] O1ves g C 75 hot Assessed

23.|21. Take a moneamine cxidase (MAQ) Inhibitor or has taken one within two weeks of randomization?

S hot Assessed

[1] OLves o)

24| 22, Take any m

salion used lor treating either ADHD or smoking?

1] O 1Yes o} s L] -5} -5 Mot Assessed

25.|23. Take any medication which, In the judgment of the medical cliniclan, may preduce interactions with OROS MPH that are
sufficiently dangerous so as to exclude the patient from participating in the study

1] Olyes o) QOMe f.5) (-5 MotAssessed

Z&. (24, Inthe judgment of the investigator, seam unlikely to complete the study protocol?

[o] ©OMo 5] (-5 MNotAssessed

2725, Report having used tobacco products, other than cigarettes, in the past week?

[0} ©QONo  [.5) (O-5MNotAssassed

ZB. |26, LT 40 Lo 53 years of age, hove blood pressure readings greater than 13080 and for o heart rate of more than 88 beats per
minute on twe cinlc visits; If less than 40 years old have blood pressure readings greater than 135/05 and/or heart rate more
than 90 beals per minute on bwo dinic visits?

=)

[0] QONe  [5] 05 NotAss

2%, | 27. Meels Lhe DSM IV criteria lor Antisocial Personalily Disorder?

I fap ©OMe  f.5) O-5 Mot Assessed

20.| 28, Previously received reasonable treatment with methyphenidate (as judged by medical olinician) and Lailed W evidence o

reduction in ADHD symptoms in response to this treatmenty

(1] (0] ©0No  [5) O-5Not Assessed

|29, Represent a significant suicidal Shomicidal risk

(1] (0] ©0No  [5) O-5Not Assessed

. |30, Eligible for the study

1] O1ve oy one SC.SCTEST7SCSCORRES

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

DOMAIN: 1 B, CO

Page 55 of 105

CTNOO29 : 2926 - Urine Cotinine Collection {UCC)

LBCAT=URINE COTININE COLLECTION

1. | Assessment Date

LBDTC

Reglw) / |Regls] / [Regv] (2005-2005) (mm/ddiyyyy)

2. | visit Number

VISIT / VISITNUM

[99] O wee| foa) O N

Section 1: Urine Collection

2| 1. Was a urine sample obLained?

LBSTAT / LBREASND

QNAM=LBSUPER

[o] ©onNe
[1} O 1 Participant reported being unable to provide sample
[z} © 2 Partidpant refused to provide sample
[3] O3 Study Staff Eror
[4] O 4 other:speafy:
| A200

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

QLABEL=URINE COLLECTION SUPERVISED e
/ IDVAR=LBSEQ [ag] % NA
4. | 2. was urine collection observed? foj OQONe rry Ol Yes  rogl (OH8NA
5. | 2. urine temperature within expacred range (between 90 and 99 degrees Fahrenhalr)? fa] ©oNe 133 Olves  rogp Q%0 Na
Sactien Il Urine Shipping V\
G. |4a. was the urine sample shipped? [0] © ona

4k, If sample not shipped, why?

[1] ©15ample invalid

[z} ©2 sample oSt

[3] ©3 Too litde urine collected

[4] © 4 Cther: Specily:
| azoo

(4] 31 ves Ac, Date sample was shippad?
|keq1 / |Req: ! |Reqﬂ [ 2005-200%)

(o] C98NA
7[5 commerts / 419CO.COVAL | \
" Item iz not required / |DVAR=LBSEQ \
\

QNAM=LBSHIP
QLABEL=URINE SAMPLE SHIPPED
IDVAR=LBSEQ

Note: Urine Cotinine results will also be in the LB file where LBTEST=*COTININE’

QNAM=LBSHIPDT
QLABEL=DATE SAMPLE SHIPPED
IDVAR=LBSEQ
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Amnotated Trial Design

Page 57 of 105

DOMAIN: DM, SC

CTNOO029 : 2923 - Randomization (RND)

1.

Assessment Date

|regls / |Reqiv] / [Req v (2oos-2o0s) (mmiddiyyyy) SC.SCDTC

Z

visit Number

[991 O| o re8] O3 V/|SIT / VISITNUM

SECTION 1 Must be completed prior to randeomizing the study candidate.

2|1, Has it been determined thot the individual is eligible Tor the study, as delined by the inclusion/fexdusion criteria?

[0 O0M 11 O1¥es (98] 0% M SC SCTEST / SC.SCORRES

SECTION 2 lete Randomization Pr di
4.1 2, Medicalion Kil Number assigned Lo participant? [99] O Az0 | [ea] QOBNASUPPRESSED DUE TO DUP/ERRANT KIT NUMBEF
5.|2. pate of Randomization? [99] O |reqlv| / |req)w] / |req[v (2005-2000) (MMdd/yyyy)  fag] OO0 NA DM.RFSTDTC

6.

4. I participant was cligible, bul nol randomized, please mark reason:

[1] 3 1 Mo longer inkerested in participating in the stody
[2] 2 Leftprior to randomizaticn and falled to return SC SCTEST / SC SCORRES
131 © 3 Otrer, Speaity: | as0 A | ’ ’

[as] (30 hA

QNAM=NRNOTHER
QLABEL=NOT RANDOMIZED: OTHER TEXT
IDVAR=SCSEQ
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Amnotated Trial Design

DOMAIN: QS

Page 58 of 105

CTN0O029 : 2927 - Treatment Compliance - Counseling (TCC) :QSCAT

1. | Assessment Date QSDTC |req ] / |Req[v] / |Realv] (zo0s-2008) (mmiddryyyy)
2. | visit Number VISITNUM [99] -:_)| >o<><| reg] ©90 NA
2| 1. 8rudy week for which compliance is being assessed: - QSTEST [99] {_‘_-| )oql 98] 98 Na QSORRES
4. [ 2. How many sessions were scheduled during the study week? [99] C| wxl o8] {0198 NA
. | 3. How many sessions were attended during Lhe study week? [aa9] {"}l wxl faap 98 NA
G, |4. How many scheduled sesslons did the participant miss? [99] -;:)| >o<| rae] 90N
7. | 5. How many sesslons did you cancel 7 [99] {_| ‘“I [ag] (90N
B. | 6. Based on the participant’s session participation and completion of homework assignments, how compliant was the | Fulldomn List 1 |s
participant:
5" 4. Comments: A200

* ltem is not required
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CTNOO29 : 2933 - Tobacco Use - Active Study (TUA) - Repeating Form
SUCAT=TOBACCO USE - ACTIVE STUDY

1. |Assessment Date |realv] / |reals] # |Reql] (2005-2009) (mmiddryvyvy) SUDTC
2. | visit Number [99] O x| rosy ©wna VISIT / VISITNUM
5| seauence number 1991 O | (s8] 0w SUGRPID = ACTIVE STUDY FILE 1
4 Day 1 l99] © Date
SUSPID |Req[¥] / |req[¥] / |Req[¥] (20052009 SUSTDTC
Cigarcttes Sm. d =
e SIEET _SUOCCUR  SUTRT = CIGARETTE
" Number of tigarettes Smoked?
wer (0D =< n < '_|'_|<_|)| SUDOSE / SUDOSU
f0] 0N
[eg) OINA
s, Day 2 L99] Drate
|Reqfe] / |reqw] £ |Reqv] (2005-200%)
Clgaretres SEmoked?
[1] O Yes
Number of dgarettes Smoked?
W (0 == n <= qq-a)|
foj QD Ne
fag] QIENA
&, ray 3 [99] O Date
|Reqlse] # |Req ] / [Req ] (2005-2009)
Clgaretres SEmoked?
[1] ©O1 ves
" Mumber of dgarettes Smoked?
W (0 == n <= %%
fo] ©ONo
[og] O9ENA
ER Iray 4 [99] © Drate
|reals] / |req ] / [rea|| (2005-2009)
Cigaretles Smoked?
[1] ©O1 ¥es
Mumber of Ggarettes Smoked?
WA {0 =< n <= ¥99)
fo] QUNe
fag] O%ANA
a. Day 5 [99] © _ Date
|realv] / |req v / |realv] (2005-2009)
Clgarettes Smoked?
[1] Ol ves
Mumber of Ggarettes Smoked?
we (0 =€ on <= 999)
fo] OUNe
rag] €58 NA
ED Day & [ag] O Date
|reqlv] / |reqiv] / [reqlv]| (20052009
Clgarettes Smoked?
[1] O1ves
Mumber of Ggarettes Smoked?
wow (0 =< n <= 533
foj OO0Ne
e8] OINA
10, Day 7 [ag] O __ Date
|Req \.-],.f |Req v/ |Req v (2O0E-2009)
Cigareiies smokedy
[1] O1ves
MNumber of {igarettes Smoked?
o (0 =< n <= 999))
v [a] ®9No v
[eg) OI9NA
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MAIN: SU, LB, QS, CO

V'S

DO
11 [carbon Monoxide Reading: [99] O|nreav] : [nreal¥] zarawr ek (987 ©%88 LB.LBDTC LBCAT = TOBACCO USE - ACTIVE STUDY
(24-hour clock)
12, Bb. Tral 21 G0 [99] Of =x|pem oy Ossna | B.LBTEST/LBTESTCD/LBORRES/LBORRESU LBCAT=TOBACCO USE — ACTIVE STUDY
13 86, Trial #2 co [99] O] sexx|oem  fogy Ossma | B | BTEST/LBTESTCD/LBORRES/LBORRESU LBCAT = TOBACCO USE - ACTIVE STUDY
e e e bt e arms braeys [ 101 QoM pap ©tyes ooy % M4 SUU.SUOCCUR SU.SUTRT=SMOKED ANYTHING ELSE BESIDES TOBACCO IN PAST 7 DA
joints, etcye - SU.SUEVLINT=-P7D
1% [Guite a bit of car exhaust dlor example, garage, etere - | (07 O°N0 (1] OTYes [98] O g
ot -t s reomaor g [ 01 0% (1) O1¥es o8 O]
17. ;Od‘s :Iddw;yt(n;‘u?r:;:P:iytr_mll-?ig.lrull.c I.t.bdt;:«.;oprq:ud;:llln: 1o} 0 No SUSUOCCUR
ast 7 ays ring the time-frame assesse FLigare [1] ©1 ves (ifno, tenstop) - If Yes: 10k chews: | s MN\=< <= 999 —
st ! g e (5 N - omy] | SUDOSE / SUDOSU SU.SUEVLINT=-P7D
d. plpefuls: | oo (0 =X\n <= 939
De. clgars: | oo (0 =< 1= g«_\g$fJ.SUTRT=NON CIGARETTE TOBACCO PRODUCT
rag] €58 NA
15|11 Commens =0 CO.COVAL [/ I
* Item is not required |DVAR:SUSEd

QS.QSTEST = WORK WHERE THERE IS CARE EXHAUST?
QSTESTCD= RCNOYE1

QSORRES
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QS.QSTEST = DEFECTIVE FURNACE AT HOME
QSTESTCD= RCNOYE2
QSORRES
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DOMAIN: EX, CO

CTNOO29 : 2928 - Treatment Compliance - Medication - Participant Report (TCM) - Repeating Form

1. | Assessment Dale

EXDTC

Req:v: flknq.v: ! |Hnr| V: (2005-2005) (Mm/ddAyyy)

2. | visit Number

VISIT / VISITNUM

[99] O oo ooy O9ENA

3. | Sequence Mumber

EXSPID

[99] Of | foa) O%NA  EXTRT=OROS-MPH EXTRT=NICOTINE

Medication - Partlzipant Report

EXDOSFRM=PILL EXDOSFRM=PATCH
/_H

EXDOSE
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4. | 1. Btudy week heing assessed: EXGRPID [w9] O xxl fogy OEENA
= [pay1 [99] O A Date [ pills £, p\lls L, patch E. # F. Comments [eg] O
|Realv] / |Req[¥] / |Req[v]_(2005- prT'-r- Iraktl?n |5l‘renmh Fﬂ:ﬁ"' | Azoo | S
1 - 3 2009) % e wx ‘ ARCT
EXTPT EXSTDTC A + \
& |Day2 129] O|Req:r‘ Req|v| / |Reg|v] {2005-2009 [] | o] [e] | ] | oo A | [s8) OB
7. |pays [29] O |reqlv] / |Realv] / |Req[¥] (2005-2009 | ] | ] [fes] | ] | sz | ros; O
9. |Day 4 1991 O|req)v] / |Reqfw] / |Reqfv] (2005-2009 |l | see] [fee] | =] | 2o | reay s
3 |Day 5 [99] O |reqfv] / |Reqfv] / Reql+] (2005-2003 L] || [ pes] | 2] | 2o | resy Osemy
10.|Day 6 1991 O |req|v] / |req[v] / |rea[v] (200s-2008) | x| || | x| | ] | az0d (IRCEIRSECLY
11.|Day 7 y [29] O|Reqv [ |req|w| / |Reqv| (2005-2009 |>\| Hl | X| |>\| A200) | {oa] O %8 NY
EXDOSU
EXDOSTXT EXDOSE CO.COVAL

IDVAR=EXSEQ
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CTNOO29 : 2938 - Treatment Compliance - Pill Count {TCP) - Repeating Form

Sectlon | Scheduled OROS-MPHIPlacsbe  DACAT=SCHEDULED OROS-MPH/PLACEBO

1. [Assessment Date DADTC reqv] / |Realv] / |req[v] (2005-z008) (mmiddiyyyy)

2. |visit Number VISIT / VISITNUM | (991 ©f x| fagy ©soma

4. | #equence Number DASP' D [w9] O :<x| fogy OEENA

4. | 1. study week for which compliance is being assessed: DAGRP' D [99] O ,xl fog] OENA

. | 2. Date bollle dispensed: DATEST/DATESTCD 199] ©|req|v] / |rea|v| / |Realv]| (2005-2007) (Mmvddiyyyyd (o8] ORNA HAORRES
&, 3. Number of pills returned-expected: 199] © ”‘l [ea] O9ENA

7. | 4. Number of pllls returned - actual: 199] © >‘x| [oa] OFEMNA

d. |5, Numher of pills reported lost: [wo] O :<X| Jfog] OEENA

4. | b, Date bottle returned: [99] O |req v reglw| / |Realw]| (2005-2007) (mmiddiyyyy)  rag] O %ENA
10. ) 7. was replacement medication dispensedy o] QoMo r17 O1Yes  mag] (O9ENA

11.|0m. Are there any Incanslsrencles hetween plll courjt and self-reported administration of pllls? o] ©ONo  ryp Ol v¥es fag] O9aNA

Section I Replacem ant OROS-MPHIPacebo DACAT=REPLACEMENT OROS-MPH/PLACEB

12.|9. Date repl hattle di d [99] ©|req~] / |Reav] / |Reqlv] (2o0s-2007) (mmyddiyyyy)  [og] OSANA
13.] 10. Number of pllls dispensed: 991 © >‘x| Jag] OFBMNA

14.| 11. Number of pills returmed-expected: [99] O ,,;l fag] O 9ENA

15, [ 12. Number of pills returned - actual: 199] © :xl [oB] OIBNA

16,1 13. Number of pllls reported lost: 991 © >‘x| Jag] OFBMNA

17.| 14. Date replacement bottle returned: 1991 O |req v: F|reqlw] / |Reqlv] ¢2005-2009) (mMmiddiyvyy)  foa] O399 NA
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CTN0029 : 2930 - Drug Ratina Questionnaire (DRQ) ~QOCAT

1.| Assessment Date QSDTC

|regls / |Reqiv] / [Req v (2oos-2o0s) (mmiddiyyyy)

visit Number VlSlTNUM

[

[99] O | fagy O3Na

For each gquestion, please fill in the circle below the number that best represents how you feel

2. (1. Do you Teel that your medication has been elfeclive in breating your ADD SADHD symploms?

QSTEST

Pulldown List 1 [« notatall = 1
| et L‘mnmuha = rangs 5-6 QSORRES

wery much = 10

4. |2, Do you llke the way your medication makes you feel?

|Pulldown Ust 1 [w] notatall = 1
somewhal = rang: S-6
wery much = 10

£ 2. When you Lake your medication, how high/ cuphoric leeling do you gel?

|Puitdown List 2| ot at all = 1
“zomenmes highfeuphoric feeling = range 5-&
wery highfeuphoric feeling = 10

. | 4. when you take your medication, how depressed/ down feeling do you get?

|Fuildown st 3[v| notatall = 1
wometimes depressed feeling = range 56
very depressedfdown feeling = 10

7.| 5. Do you ever crave your medication?

|eudldown List 4[w|notatall = 1
somelimes = range 5-6
very frequently = 10

0. | 6. when you take your medication, do you ever crave clgarettes, alcohol, or other nen prescribed drugs?

|Pulicown List 4[w] notatall = 1
sometimes = range S-8
wvery frequenty = 10
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CTNOO29 : 2939 - Treatment Compliance - Patch Count (TPC) - Repeating Form

Saction I Orlginal Nicoting Patchas

DACAT=0ORIGINAL NICOTINE PATCHES

1. |Assessment Date DADTC peq|v| /|Rreqw] / |Reav (20052008 (MM/ddiyyyy)
2. | isit Number VISIT 7TVISITNUM | 99] O] wx| [og) 09814

3. |sequence Number DASPID [99] O x| fesy O%oNA

4. | 1. 8nudy weeks being assessed: DAGRP' D |Fu||':cwn List 1 |»

n
N

. [rate patches dispensed:

DATEST/DATESTCD

[99] ©

realv| / |Realv] / |reals] (moos-zoog) (mmiddivynd

[ag] O s NA

DAORRES

=
w

strength of parches dispensed:

[99] O x| [ogy OwENA

-
&

. Mumber of patches retumed-expected:

[99] O ==| [og] O9ENA

8. | 5. Number of patches reburmed-acdual: Laa] © ;,-_l [ea] O9ENA
4. |6 Number of patches reported lost: [w9] O :<x| fogy OEENA
10.| 7. Bate patches returned: [99]1 O|reqi~| / |reqlv] / |Reqlv | (2005-2009) (mmiddiyyyy)  fog] QW& NA

11.|H. were replacement patches dispensedy

[o] ©ONo f1] ©1Yes ug] Q9 NA

12.]9. Are there any Inconsistencles between patch ¢

unt and self reported adminlstration of patches?

fo] ©OMo fi7 Olves jos] O9ONA

Saction |I: Replacement Nicoting Patchas

DACAT=REPLACEMENT NICOTINE PATCHE

S

13.]10. Date repl nt patches disp d

1991 O|reql~] / |req[v] £ |Regl~] (2005-2009) (Mmyddiyyyy
9 qle] ¢ )

fag] O NA

14,]11. Strength of patches dispensed:

[99] O x| [ea] O%ENA

15, 12. Number of patches dispensed:

we|  fag] OFONA

[99] O

16,113, Number ol patches retumed-expecled: 199] © n‘l [ea] O9ENA
17, 14, Number ol patches relumed-actual; l99] © >‘>’.| a5 OE0NA
18.] 15. Number of patches reported lost: 991 © >‘>’.| Jag] OFBMNA

19.11

h. [ate replacement patches returned:

[99] ©|reqlv] / |Reql~] / [Req[v] (zn0s-2009) (MMiddyyyy)

[ag] O S NA
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CTN0O29 : 2929 - Study Questionnaire {STQ) :QSCAT

DOMAIN: QS

Page 74 of 105

medication is helping you:

1. |Assessment Date QSDTC Reqv] f:ncq v /! |R,_.q v (2005-2008) (rmmfellyy vy
Z. | vislt Number VISITNUM 991 O :<>o<| fer] OO0 MNA

Flease rate the degree to which you agree with each statement. STEST QSO R R ES
I |1 My atbtention is just as good in the altermoon as it is b mmorring. |P|JII|‘..'|\|rnI It 1 v

4. | 2. My atbention is just as good in the evening as it is in the moming. |P|JII|‘..'|\|rnI =t v:

5. | 3. My attention Is equally geod througheut the day. |Fullcown List 1 v:

B. |4, My urge ro smoke is highest in the morning. |Fullcown uist 1]

7. |5 My urge Lo smoke is highest in the altermoon, |P|JII|‘..'|\|rnI It 1 v

B. | 6. My urge Lo smoke is highesLin the evening, |Pu||cown Lt 1 v:

% | 7. My urge to smoke |s the same throughout the day. |Fullcown List 1 v:

10, |8, I am better able to concentrate and complete Lasks now Lhat during past guit attempls, |P|JII|‘..'|\|rn List 1 ()|

11. |9, The study medication has made gquitting smoking easier thanin the past, |P|JII|‘..'|\|rn List 1 |s|

12, 10. If you think that the study medication Is helping you to stop smoking, please provide a brief description of how the [99] O] Az00 | Fag] O 3aNA

With respect to the weekly clinic visits, staff, and other reseach participants, please answer the following questions:

13,

11.I have trouble coming to these vislts because they Interfere with my other activities,

| Pulsomn List 1]

QSSCAT=RATING STAFF, OTHER PARTICIPANTS AND VISITS

.| 12. Due to transportation problems, It s complicated to come to these clinlc visits.

|Fu||cown List 1w

15,113, I fecl that the health care providers in Lhis clinic are genuinely trying to help me with my problems, |P|JII|‘..'|\|rnI IET 1 W
1€, | 14, I feel that my smoking problem is more impertant e overcome Lhan my attention delicil hyperactivity problem., ||’u|lcown List 1w
17.]15. The other research participants I see In the dinlc seem te be friendly and pleasant, and I can plcture becoming friends with |Pu|||.'uurr| List 1w

some of them. )
16, 16. If I fall to complete the treatments of this study, there Is ne one te BMame but myself. |Pu|||:uurr| List 1w
1%, |17. The clinlc environment feels safe, pleasant, and friendly. |Pu|||:uurr| List 1 \.-:
200 | 18, 1 fully expect to complete this study. |P|JII|‘..'|\|rn List 1 |%
21,119, Smoking helps my attention, |P|JII|‘..'|\|rn ust 1w
£2.|20. I want to continue with the study medication.

| Pulsown List 1 [~
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CTNOO29 : 2931 - Medication Blind Assessment - Participant (MBP) :QSCAT
1.|Assessment Date QS |regls / |Reqiv] / [Req v (2oos-2o0s) (mmiddiyyyy)
2. | visit Number VISITNUM r99] Ol o] fog] O30NA
% (1. As a participant in this study, you have Heaer irbar OROS-MPH or Placebo (sugar) pills. which kind of pill do youthink |rr7 1 OROS-MEH
you have been Laking? QSTEST [2] O 2 Placeba (sugar) QSORRES
[ag] C3aMA
4, [ 2, How confident are you Lthal your ion Tor o ion 1 is aclually the Lype of pills thal you have been Laking?

| Pdlchown wist 1]
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DOMAIN: QS

CTNO029 : 2932 - Medication Blind Assessment - RA (MBR) :QSCAT

1.|Assessment Date QSDTC |Reals 7 |Rea[v] / |Reqlv] (2o005-2008) (mmiddiyyyy)
2. | visit Number VISITNUM [99] (_}| ot FOE) (98 Na,
= [ 1. This participant has heen taking either OROE-MPH or Placebo (sugar) pills. which kind of pills do you think this participant 1] O1 ORGS-MPH
has been Laking? 2] ©2Placebo (sugar)
QSTEST [95] O30 MA QSORRES
4, [ 2. How conlident are you Lthal your selgolion for question 1 is aclually the type of pills that Lhe participant has been Laking? [1] ©1Notatall confident

[2] ©2 Mildly confident

[3] O F Moderately confident

Fa] O 4 Quite confident

[5] © 5 wery confident

\> 2. 1f you sclected "Very Confident” in response to question 2, what is the basis for your confidenoey

i1 31 My observation of the participant’s response Lo the medication

[2] ©2Infermatien about the patent's Teatment assignment (e.g., accidentally saw paperwoerk, blind breken for medical purpases,

\heu.)
(370 3 Cther (specify): | aso |

Fas] 030 Ma
[ag] 98 NA

hitp:/finformd 3 devd/CTND029/plis. dll 78 415620be & C- TM_169&FMID- 0&FMRV -0 &ISID- 0&ITID 0& VM 2& TN CTNOO29&SP &AS 2041 &CP 6353 5&FF 0&RSV -0

942/2009



DS.DSCAT :END OF ACTIVE STUDY PHASE DOMAIN: DS. DM
CTNOO29 : 2935 - Participant Status At The End Of The Active Study Phase (PSE) ’
1. |Assessment Date DS.DSDTC |req ] / [Req ] / |Ru:qLI (2005-2009) (Mmiddfyyyy)
2. | visit Number DS.VISIT [99] O| wx| o8] ©IMA
2. | 1. pate last research visit attended DS DSSTRDTC DMRFEN DTC [e9] O |Ruq1 ! |chﬂ; |ch :' (2005-200%) (mmfddiyyyy)  f9s] Q9 NA
4, (2;LI.'-I'li:silllcdéntizl;ﬁzﬁ::[pam's status at the end of his or her participation In the actlve study phase |P|_|||mn List 1 7 DSDSTERM/DSDECOD
5. "|2a. Speclfy (for Administrative Discharge or Other) [99] (_‘)| AZ00 | Fas] %3 NA
G, |3a. Does the participant plan to seek treatment for his or her ADHD? fo] ©9No
(e [lF:f:Z. what type|of reatment I he or she plarning te seek?
3.1 Medicali [o] ©O0No  rpp Ol¥es jogj O9BNA
3.a.2Psychosoclal [o] QOUMe 3] OlYes [gg] (OSDMNA
/‘f{_;g} ) 9ENA
7. | 4a. Does the participant plan to seek smoking cessatlon treatment 7 [0} Q0N
[1] © 1 ves
If yes, what type of freatment | he or she plarning to seek?
4.1 Medication Ygp QONe  jpp OlYes  jogi (98 NA
4.2 Psychosodal| rgp QO0Ne  frp O1Yes fogp O9BNA
/ 56y 0
* Irem is not required / \
QNAM=TRTADHD QNAM=ADMSPEC
QLABEL=TYPE OF TREATMENT FOR ADHD QLABEL=ADMINISTRATION DISCHARGE OR
SOUGHT OTHER: SPECIFY
IDVAR=DSSEQ IDVAR=SCSEQ
QNAM=TRTSMOKE
QLABEL=TYPE OF TREATMENT FOR
SMOKING CESSATION SOUGHT
IDVAR=DSSEQ
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SUCAT=TOBACCO USE - POST ACTIVE STUDY

DOMAIN: SU

Page 83 of 105

CTNOO29 : 2934 - Tobacco Use - Post Active Study (TUR1)

1. | Assessment Date

|reav] / |Reg[v] / [Reqlv] (zo0s-2008) (mim/edyyyy) SUDTC

hitp:/finformd 3 devd/CTND029/plis. dll 78 415620be & C- TM_169&FMID- 0&FMRV -0 &ISID- 0&ITID 0& VM 2& TN CTNOO29&SP &AS 2041 &CP 6353 5&FF 0&RSV -0

_P\eq,v' K]R.eq - ! |Req v] (FD0S-2009)

S8 N&

[1] Ol ves )
rumber of Cigarettes Emokedy
|x\<>‘ (0 =< n <= 999]|

(o} ©0No

2. |vislt number [99] x| (98] o \/|ISIT / VISITNUM
study week 11 SUGRPID = POST STUDY FILE 1
3 Day 1 [9a] O Dale Cigarettes smokedy —
SUSPID Regfs] / |regls] / |Regls] (2005-200%) [1] O1 ves <4——SUOCCUR SUTRT = CIGARETTE
: § § - ber of Clg ked?
SUSTDTC [ (0 =< n <= 99)] SUDOSE / SUDOSU
[o] ©ONo
[oa] Q%8 MA
4. Day 7 [99] O X Date Cigarettes smoked?
Regls] / [Regs] 7 |Regls] (2008-2008) [1] ©)1 ves
: . ~ number of Cigarettes Smokedy
| e (0 == n 2= 9w
[0} ©OUNo
[o6] ©98 NA
5. Day @ [99] O i _Dare Clgarettes Smoked?
|Reg|w f]-’{tq ~ |ch 'vl (2005-200%) [1] O ves
i of Clg. v
| (0 =< noas 9m)|
[o] ©o0Na
fog] OB NA
6. Day < [99] O Nrate cigarettes Smokea?
peq|s] / |reqv] / |reqlv] (2008-2008) [1] O1 ves
L : - ol Cig 17
Ixm (0 =<«
fo] ©OONo
Jaa] Q%0 NA
7. Day 5 [99] C i Date clgarettes Smoked?
reqlwl / |req(v / |Reqv] (oos-2009) [1] O1 ves
of Cigarciles kad?
|x>::< (0=« n < 999)|
ray ©QoNe
fag] Q96 NA
e. Day & [99] (2] Date Cigaretles Smoked?
Req|v] / |reqlv] / |reqlv] (200s-2008) (1] O1 ves
’ of Cigarettes Smoked?
lxu (0 =<n <= 999)
o O0MNe
Jaa] O%BNA
9, Day 7 [aa] O Doale Cigarettes smoked?
Req|w| / |reqiw / |Req[v] (o0s-2009) [1] O1ves
h rumber of Cigarettes Emokedy
| (0 =< n <= 999
(8] ©ONo
o8] ()98 NA
Study Week 12
10, Day 0 [99] (@] Date Cigaretles Smoked?
Req|w f]i‘.eq vl / |Req v] (20052008} 1] 1 Yes
: o . - of Cigarelles ked?
|x\<>‘ (0 =< n <= 9%)
j0] O0No
Faa] OF0Na
11. Day & [aa] O Doale Cigarettes smoked?
Req|w| / |req(w] / |Req[v] (zo0s-2009) [1] O1 ves
) rumber of Cigarettes Emokedy
| (0 =< n <= 999
(8] QONe
98] ()98 NA
12, Day 10 [99] (‘)_ i Date Cigaretles Smoked?
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Page 84 of 105

fug] ©
13. Day 11 9] © _ Date Cigarettes Smoked? SUTRT = CIGARETTE
SUSPID |realw] / |rea[v] / |req[¥] (zoos-2008) [1] O1 ves SUOCCUR
SUSTDTC of igaretes Smokea?
[ e €0 =< n <= 99| SUDOSE / SUDOSU
o] ©10 Mo
Jaa] Q% NA
14, Day 12 [99] (9] Dale Cigarettes smoked?
|P~eqi K|R.eq: / |Req:| (2005-2009) 1] ()1 ves
ber of Cigarettes ked?
va.x [0 =< <= ‘)‘)9J|
{0} ©OHo
o8] O 98 NA
15, Day 13 [99] O . __Date Cigarelles Smoked?
|reqlv] / |realv / |reqlv] (2005-2009) [1) Ot ves
ber of Cigarettes ked?
Ix\:x. [0 =< n <= 559 )
{0} ©OHo
fog] COSENA
16, Day 14 [99] © Date Cigarettes Smoked?
|I'||:q,v fIRL-q - .'"lRL'f.l 'vl (2005-200%) 1] O1 ves
ber of Cigarettes ked?
IX’K}'
v [o] QuNa v
[o6] OB NA
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SUCAT=TOBACCO USE - POST ACTIVE STUDY

DOMAIN: SU

Page 85 of 105

CTNOO29 : 2934 - Tobacco Use - Post Active Study Contd (TUR2)

1. |Assessment Date |Realw] / |Realv] / |Reqlw] (zo0s-200%) tmmvedivyyyy SUDTC
2. |visit Number [991 O x| fasy OseMa\/|SIT / VISITNUM
swdy Week 13 SUGRPID = POST STUDY FILE 2
3. Day 15 [99] O Date Gigarettes Smokedy _
|Rr.'<.' -vlf |-’{cq v .-'ll'l.cq v| (2005-2003) [1] O 1Ves 4——_SUOCCUR SUTRT = CIGARETTE
SUSPID _ ) Number of Clgarettes Smoked?
SUSTDTC [ e (0 =< n <= 99)| SUDOSE / SUDOSU
foj ©QONe
[og] C98NA
4. Day 16 [99] O Date § Cigaretres Smokeds
|Reqlse] 7 |Reqls] / |Reqv] (2005-2009) [1] O1ves
Number of Cigarettes Smoked?
| wex (0 =2 noes w99
fo] QUNe
[oa) C98NA
5. ray 17 [99] O . Drate Clgarettes Smoked?
|Rr.'<.' V| ! |-’{cq e ||'|.L'q ¥ (2005-2008) 1] O1ves
Number of Cigarettes Smoked?
| e (0 =< ne= 389)
f0] OUNo
fog) OsE N
L Day 18 [99] O Dare Clgarettes Smoked?
|realv] 7 |realv] / |Req v| (20052009) 1] O1ves
) ) Mumber of Cigarettes Smoked?
| wex (0 =2 noe= w99
fo] QONe
Fog] O30 Na
7 Day 19 [9a] © Date Clgarettes Smoked?
|reale] / |reql+ .-'|Req v| (20052009} 1] O1ves
MNumber of Cigaretles Smoked?
|:<x>: (0 == na= %59)
0] OOUMNo
fagy] O 98 N
e. Day 20 [99] O Date Cigaretles Smoked?
|realw] 7 |realw] / |realw]| (2005-2009) [1] O1ves
Mumber of Cigaretles Smoked?
|>‘x\< (0 =< n <= 995 )
[0} ©ONe
fag] O3aNA
9. Day 21 [99] O Date Cigarettes Emoked?
|Reqls] / |Reqlw .-'|Req v| (20052009} 1] 01 ves
Number of Cigarettes Smoked?
|>‘x\< (0 =< n <= 995 )
foj O 0Ne
[og) C98NA
Study Week 14
10, Day 22 [99] O Date Cigaretles Smoked?
|Reajw] / |realv] / |Rea[v] (2008-2008) [1] O 1ves
: B o "~ Wumber ol Cigaretles Smoked?
|>‘x\< (0 =< n <= 995 )
[0} ©ONe
Jas] O3Fana
11. Day 23 [99] O Date Cigarettes Emoked?
|Reql] / |Reqlw .-'|Req v| (20052009} 1] O1ves
Number of Cigarettes Smoked?
|>‘x\< (0 =< n <= 995 )
[aj OONe
[93) Q98 NA
12, Day 24 [99] O i Date Cigaretbes Smoked?
|P.e<: v|.f |R.eq v -"|Req v| (2005-2009) [1] O1Yes
Number of Cigarettes Smoked?
|>‘x\< (0 =< n <= 995 )
foj D ONe
\ 4 a3 A,
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DOMAIN: SU, LB, QS, CO

fog) ©
13, Day 25 [99] O _Date . Cigaretles Smoked?
|Reﬁ_:]f |Rer| || .-'|Req v (2005-200%) [1] O 1ves SUOCCUR SUTRT = ClGARETTE
SUSP'D NurlleruI Cigaretles Smoked?
SUSTDTC [ 2o (0 =< n <= 999)| SUDOSE / SUDOSU
0] ©O0Ne
[azy OSaNA
14, Day 26 |<aq| Date Cigarcttes Smoked?
|PquK |Req v .-'|Req Y| (200520090 1] (1 Yes
Number of Cigarettes Smoked?
[ oo (0 =< n <= 299
fop CONo
[og) C98NA
15. Day 27 [99] O i Date Cigarettes Smoked?
|real¥] / |reql¥] / |Real¥] (200520080 [1] ©1ves
. Number of Cigarettes Smoked?
[ woc (o =< ne= 299
fop ©ONo
feg) Q98 NA
16. Day 28 [99] O _Ddl.l: Gigarettes Smokedy
[Realv] / |Realv] / [Realw] (2005-2008) [1] 1 ves
Number of Cigarettes Smoked?
v [ (0 =2 na= ew9)

foag) ©98NA

fo] ©ONe v

17, |#9. Has the participant smoked within the past 7 daysy

fo7 ©ome iy 01ves gy 0% SUOCCUR  SUTRT = SMOKED WITHIN THE PAST 7 DAYS  SUEVLINT=-P7D

15, |Carbon Monoxide Reading:
30.a Current time:

(991 Olreq’¥] ¢ [Real¥] 2-hourciock (241w dok) (28] 0% | B ) BDTC LBCAT=TOBACCO USE — POST ACTIVE STUDY

19, anb Trial 21 o0

] Ul >o:x|mm fag] Q%@ N.r\b

20. A0 Trial 27 G0

[1] ©f seex|ppm 0 rogy © 98 na '\

21, [31.a Have you smoked anything else besides tobacco products in the past
7 days (for example, herhal cigarettes, marijuana joints, erc)y

SU.SUEVLINT=-P/D

() OOMe pip N1Yes jogj O‘JN SU.SUOCCU
S T=SMOKED ANYTHING Fl SE BESIDES TOBACCOQO IN PAST 7 DAYS

1150

ZZ.0 |41.b Do you work, or have you been, in an area where there is quite a hir
of car exhaust (for example, garage, etc)?

[o] QoMo 17 ONres  fmg] O9%8 N;\\

e A

#4410 Do you know if you have a defective furnace at home that could be
glving cut a higher-than normal reading of CO?

Wmmo [1] ©1Y¥X  og] OQ9ENA \

24, |d%.a Have you used any non-cigarette tobacco products during study
weeks 11 through 14 (during the time-frame assessed Tor cigarelbe

fo] QvNo

32c, dps | x
F2d. pipefuld | oy

[ag] O NA

UR
[1] O1ves 32b chews

SU
=< n'<= 599
=< n <= 999
(:l =z o= w91|
-~ 533)|

SURRT=NON CIGARETTE TOBACCO PRODUCT
DOSE / SUDOSU
U.SUEVLINT=-P28D

=5, " |33, Comments

|20 CcO.COVAL

* Item is not required

IDYAR=SUSEQ \

\

QS.QSTEST = WOR@ERE THERE IS
CARE EXHAUST?

QSTESTCD= RCNOYE2
QSORRES

LB.LBTEST/LBTESTCD/LBORRES/LBORRESU
LBCAT=TOBACCO USE - POST ACTIVE STUDY

LB.LBTEST/LBTESTCD/LBORRES/LBORRESU
LBCAT=TOBACCO USE - POST ACTIVE STUDY

QS.QSTEST = DEFECTIVE FURNACE AT HOME

QSTESTCD= RCNOYE3
QSORRES
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DOMAIN: CM

CTNOO029 : 2914 - Prior And Concomitant Medications (PCM) - Repeating Form

Assessment Date

CMDTC

|Reqlw] / [Req(v] / [req[v (2005-2008) (Mm/ddiyyyy)

Visil Number

Data not valid: no visit info

199] O] x| (287 O9NA

Sequence Numbar

[99] O x| [agy Os8NA

4. | 1. Has the participant taken any additional medications or changed dose /frequency of a medication since the last visit {orif 17 (1 Yes a1 0N gg] ()98 NA —

this the baseline/screening visit, has the participant taken any medications In the past 30 days)? {1 o 9] USE ONLY “: THIS - 1
5. | % Medication Name (Ganeric name Iif possible; otherwise brand name) CMTRT [99] (:;' B200 ragj 98 NA
& |3 Purpose/ Indication: CM | NDC [99] O] sz00 [ag] [

! AN ARA AN g
7. 4. Is the drug being given lor the treatment of an AET 11 1 Yes [a] 0N [ea} 98 NA UNAN=AUDFURNI
A. | 5. Quantity per administtition CMDOSE [99] O wosccosconoo | [ag] O 9BNA ULABEL=ADDITIONTNFU UN FORNVITYFE
9. | 6. Dosage Units (IF other,|specify in 6.0). | Pullcdown List 1w 1% V/‘\R—\-AVlDEQ
CMDOSU (6A) CMDOSTXT (6B) b |
10.|7. Dosage Form (If ather,|specify In 7.b). a.|pus 2w
CMDOSFRM | QNAM=ADDRTE
11.|0. Route of Administratiof (If other, specify in &.b) CMROUTE a. WIUM QLABEL=ADDITIONAL ROUTE INFORMATION
b, |
e | IDVAR=CMSEQ

12.]9. Frequency a. | Pulliclown List 4w

I Other Frequency, then specily, CMDOSFRQ b, ) o |
13.|10. Date added or dosage|changed (Cnter date medication was first taken or date when desage or frequency was modifled) [e9] © chq >/ |NR|:<,| "l (1920-2000) (Me/ddfyyyy)  fos] O30 NA CMSTDTC
12111, IFa medication is continuing ab the same dose and regquency and the visit on which iLis assessed is prior Lo Lhe linal visit AT €3 {198 NA

of the study (visit 12 whi hncc?]rs Inwasak 15) then clﬂ:leqthe ur.:'.lt on which It was assessed (followling Iﬁﬂal wisit an which ir 199] © .r?‘}.( li]m 21 00 ITHER 99 OR 98 NO USEFUL DATA 7121 Mz (s8] ©

was reported) and Initlal hext to the visit number to Indi that the medication was d ‘ < ‘ ©
15.]12. Date discontinued/changed/date of final study vislt (If the dosage or frequency was modifled, enter date of termination g99] ) | - - frrnyddfyyyy) 5] ()50 MNa

and re-enter as a new rmeplication with the new dosage andy/or ireguency ) f991 € |NRLq ] / |NRU4 ~l / |NRLq vl (32 0% (28] C CM EN DTC
16.|13. visit on which Date digcontinued/changed/date of final study visit field (see 12) completed. |Pu|||.'<.|urr| List 5 v |

QNAM=TRTFORAE

QLABEL=DRUG GIVEN AS TREATMENT FOR
AE

IDVAR=CMSEQ

QNAM=VISITNO

IDVAR=CMSEQ

QLABEL=VISIT THAT DRUG WAS
DISCONTINUED OR CHANGED
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CcT

N0O029 : 2917 - Pregnancy and Outcome {POC)

1. |Assessment Date RPDTC||req)+ /|Reqlv] / |Reals (zo0s-2008) (mmiddiyyyy)
2. | Visit Number VISIT / VISITNUM| 1991 O] e sy O30 N4
Sectien I: Inform atien about Fregnancy
2. |1, Who discovered the pregnancy? RPTEST/RPTESTCD [1] ©1Sdy Paricpant, 27 (O2 Study Stalt fogp (98 NA RPORRES
4. | %, How was the pregnancy verifiedy [99] O (Select all that apply)
[1j [Jurine Pregnancy Test
1] []Serum Pregnancy Test
[1] ultrascund
{og] C9BNA
5. |3.Date on which the pregnancy was verified: 1991 O |reqv] / |Reqv] / |Reqlv] (2005-2008) (MMiddvvyy)  fog] O NA
G. |4 Date on which study staff was aware of pregnancy: [e9] O |R,_.<J v/ Reg > / n_cq_.\,' (2005-2009) (mmdddiyyyy)  fag] 5@ NA
7. | 5. Dale on which study medication was discontinued; 1991 O |reg«| £ Req v |Reglv]| (2005-2009) (mmyfddyyyyd  foa) O %0 A
B |6, Approximate due date: [99] © |P.eq v/ |mreqiw] / |P.eu v| (zoos-zoogy (mmiddfyyyy)  feg) C9BNA
Section II: Outcom e of Pregnancy
. | 7. Oulcome ol Pregnancy: [1) O 1 Normal
[2] © 2 Abnormal
7.a If Abnormal Outcome,
specify abrormality:
| Aroo
[3j OF Miscarriage
[4] (4 Terminated
[5] O s other
£ Of ather, Cutcome, specfy other:
| 100
[ea] D SBNA
10, |H. Date of Delivery: [99] O |nReq [~ 7 |Rﬂ:q v: ! |Rr.‘u v| (zoos-zoogy (mimiddiyyyy)  fog] O9ENA
11. [ 9. Number of live births - this pregnancy? [0] ©0 9.alfolive births, indicate reason:— [1] ©1 [2] ©F [3] OF [95] O%ENA
| Ar00
12, (10, Type of Delivery [1j Qivagnal - pzp (D2 Cesarean Secton rggy (098 NA
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RPCAT=PREGNANCY AND OUTCOME

DOMAIN: RP

Page 92 of 105

CTNOO029 : 2917 - Pregnancy and Outcome Contd {(POC NB)

and contribating factors in comments.

* ltem g not reguired

1. | Assessment Date RPDTC |Reqiv] / |Reqv] / |Req[v] (2005-2005) (mmiddiyyyy)
z. | visit Number VISIT 7 VISITNUM | o91 O] | fos7 ©s0 10
tender Weeks Days | Lhs [ O7s [ Length | Circomference | APGAR | APGAR | APGAR | Narmal | 8pecify | Contributing
Score: |Sco Score: laclors
1min |Smin |24 hrs
3.
MNewhorn Information Entry RPOR :EES
2.4 |Gender RPTEST/RPTESTCD [1j ©1Male  r2p O2Female  fog) O98NA
2b [Gestalional age ab delivery: Weeks loa] © wxl\-‘—'l:uk'.i [eg] OIBNA
2.0 [ Gestional age ob delivery: Days b xlDu\r'.i fog) CI8NA
3.4 [welght: Ibs ( | xxllbs Jan] o0 NA
3. |welght: ozs [99] -;:;-| >0<|ozs [am] (90 Na
20 |Length [99] ©| x=|om  fogy C98NMA
3.9 |Head circum ferenoe [99] ’| xxlcm fag) 98 NA
3.h |APGAR Score: 1 min [99] | xxl]. min - fag] O Y0MNA
31 | APGAR Score: 5 min [99] ‘v”l “lﬁ min gy O NA
3. |APGAR Score: 24 hrs [99] O xxl 24thrs  fog] 98 NA
3.k [mormal Infant? roy] ©9No
F1] ©O1 ves
Ggj () 9HNA
fag] O
4.0 | If Mo, specify abnomality: [99] O] Azon [og] 98N
2.n | Contributing lactors Lo abnormality [99] O] Azoo foa} C9BNA v
4,%| 14. 1f more than 2 babies, record physical characteristics and any abnormality | (9] O azoo | [og] CFHNA
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DOMAIN: AE

CTNOO29 : 2924 - Adverse Events (AE) - Repeating Form

1. |Assessment Date

Reqlv| / |reqiv] / [reqlv] (zoos-zo0s) (mm/ddyyyy)

AEDTC

2. |vislt Number

wes|  pog] 90 NA VISIT/VISITNUM/EPOCH

[99] C

3. |®equence Number

[99] ©| w| fogy OuENA

EX 1. Did the participant have any new advers e eyents or severily changes in previously
reported AFs..
If Mo or A, Fleass leave the rest of the questions on the form Blark.

[1j Ol¥es [g] OOMNo [og) Q98 NA

5" |9 Adverse Fvent Mame/Description:

[99] ©| Al00 [ag] Q98 NA

AETERM

&, da.Type of Report:

[1] (D1 Mew Adverse Evert
[z 2 Change in severily of an exisling Adverse Event
raa] OYONA

SUPPAE: RCAEF003A

7.7 |Ifthere is a change In severity report, then record the Visit# and Sequences of the
prior AE

[99] Qb usit#: | x| rogy OONA

SUPPAE: AEF003B

g’ | Sequence #:

[99] ©3«c| x| [og) O9BNA

SUPPAE: AEF003C

4" |4 pare of onser (or change) of event {mm /dd/yyy)

[og] Q98 NA

AESTDTC

[99] O |reg|s] / |Req|s] / |Reql] (2005-200%)

10,7 5. Study Related

|Pu|||.1L'-w||Llsl 1)v]

AEREL

11." | b.Eeverity

AESEV

|Fulldwn List2[w]

12.*| 7. action Taken Regarding (ROS-MPH/Placebo

AEACN

| Pulldown List 3 [+

13,78 Action Taken Regarding Nicoline Patch

SUPPAE: AEF008

|P|JII|1r.-'n'nl IS 4|

14.7]90.1 Other Action Taken?

AEACNOTH

|Pu||duw||L|:slS e

15, | 9a.2 Other Action Taken?

|Fulldwn Lists[w]

SUPPAE: AEF0091

16" | 90,3 Other action Taken?

|Pulidown List 5 [

SUPPAE: AEF0092

17,7 9b. Descriplion ol other actions or comments:

98] ©981a SUPPAE: AEFO09B

[99] ©| Azo0

18.%| 10, was the Adverse Event Serious? (If Yes, you must complete an SAE form and
reporl it comrectly )

[1] OlYes [p] QOMo

fas] %0 NA AESER

11, Oulcome

AEOUT

|P|JII|1r.-'n'nl IST & |

20.*|12.1 Visit on which AE assessed

SUPPAE: AEF0121

21.7|12.2 Visit on which AE Assessed

SUPPAE: AEF0122

2.7 | 12.3 Visit on which AE Assessed [o8] O Na SUPPAE: AEF0123
23, 12.4 visit on which AE Assessed [og] O NASUPPAE AEF0124
2.+ 12.5 Visit on which AE Assessed (9G] O NA SUPPAE: AEF0125

25 | 126 visit on which AE Assessed

SUPPAE: AEF0126

28 " | 12,7 visit on which AF Assessed

SUPPAE: AEF0127

27.*| 12.8 visit on which AF Assessed

[12] ©17 [og] Q98 NA SUPPAE: AEF0128

20, 13. visit en which Outcome recorded

fse] Osons SUPPAE: TCAEF013

[99] O x|

24 * | 14, date of resolution or change in severity?

h.

[99] O|req[¥] / |Req¥] / |reql¥] (a00s-2009) (mmvadiyyyy)  rogy 08 nAAEENDTC

Ttem is not required
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DOMAIN: AE

CTNOO29 : 2925 - Serious Adverse Events (SAE1) - Repeating Form

An AE form must be submitted for this event

1. | Assessment Date

|req | / [reqv| / [real+] (2n0s-2009) (Mmiddiyvvy)

2. | wisit Number [99] O ==x| jag) O HA
3. |sequence Number xx|

a. | aE visit # e

5. | AF Sequence Number s

. | 1. SAC Report Status

Pulldown List 1]

7. | 2. SAE Name (name of event) [99] O] Az00 | rosy Osona SUPPAE: SAE002
8. |3, 8AF Description [99] O| azno | fagy ousna SUPPAE: SAE003
9. |4. BAE Onset Date [99]1 O |realv] / |Realv] / realv] (zoos-zooyy (mmiddiyyyy)  fag] ONSUPPAE: SAE004 DT

10. | 5. BAF Resolution Date [99]1 O |req(v] / |Realv] / |reqv]| (z005-200%) (mmiddiyyyy)  fog) O%8NA - QUPPAE: SAE005 DT
11.| 6.4 SAF Cateqarization: Death AESDTH [0} QONo  rog] (98 NA =
12.|6.b SAEC Categorization: Life Threatening AESLIFE fo] Q0N fog] 90 NA

13.|6.¢c SAE Categorzation: Hospitallzation (Initlal or prolonged) AESHOSP fo] OO0 fomy OO NS

14| 6.d SAE Categorization: Disability AESDISAB [1] O1Yes o7 ©QONe fogj O

15, 6. SAE Culegorization: Congenital Anomaly

AESCONG

[1] O L ¥es |pulldown List 2+
o] QU ko
fog] Q98 NA

16, | b.f BAF Categorization: Required Intervention to Prevent One of the Above (utcomes

f1] O1ves gy QoMo pagy 098nn  SUPPAE: SAEOO6F

AEREL

177 severtty of sar Pt L3 2 SUPPAE: PCSAE007
18.]8. Relationship Lo Study Agent [1} (1 Delinilely
2 Probuably

14} 4 Unredated
rag] Q9aNA

19.|9. SAC Action Taken

Pullckwn List 4 v SUPPAE: SAE009

}

L[ 10 BAF Outcome

1} Ot Recaveredfresclved

12} (02 Recovered or resalved with sequela:
3 Mot recovered/not resolved

T4 Fatal

[98) ©I8NA

SUPPAE: SAE010

21.[11. pate of Death

[99] O |realv] / [realv] / [realv] (200s-2000) (meniddivrvy) - [ss) O¥NSUPPAE: NO Death dates in file

Please complete the investigational data fields below (Mote: 12a should be answered MNA if blind still intact)

22,112, Is the investigalional agent information known?

[1] ©1Yes jpj O0Me jogy O%8MNA SUPPAE: SAE012

2311240, Investigational Agent Mame (il known)

[99]) Of aso | fs8] ©9BNA SUPPAE: NO Agent names in file

24, | 12b. Investigatienal Agent Lot Number

[99] O] Azz | re87 O%8Ms  SUPPAE: SAEQ12b

25.| 12¢. Investigational Agent Explration Date

[99] ©

Reqiv] / [Realv] (200s-2007)  [98] O30 A SUPPAE: NO Investigational dates in file

month f year

26, | 12d. Quantity of Investigational Agent Administered

wix|  fag) ©98MA SUPPAE: SAEO12d

[99] O

27| 1%e. Btart [late

[99] O |req|v| / |Reqlw] / |Reqv]| (zoos-zoowy (Mmiddiyy)  fog) O98NA SUPPAE: SAE012e dt

28,

o

12f. Date Last Administered

[99] O

Req v / |Real] £ |Realv] (zoos-zo0s) (Mm/ddiy)  fes] O%ENASUPPAE: SAEQ12f dt

23.| 12g. Investigatienal Agent Dosage

Pulldown List 5 [ SUPPAE: SAE012g
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Page 96 of 105

30.| 12h. Dosage Form Pulldown List & v SUPPAE: SAE012h
31.| 121, Administration Frequency Pulldown List 7 ] SUPPAE: SAE012I
2. 19 j.Route of Administration

Fullgewn List 0w

SUPPAE: SAE012)

.| 13, Relevant tests/laborarory data, including dates

[oo] Of Az00 | rag; O NA SUPPAE: NO data in file

hitp:/finformd 3 devd/CTND029/plis. dll 78 415620be & C- TM_169&FMID- 0&FMRV -0 &ISID- 0&ITID 0& VM 2& TN CTNOO29&SP &AS 2041 &CP 6353 5&FF 0&RSV -0

942/2009



Amnotated Trial Design

DOMAIN: AE

Page 99 of 105

CTNOO29 : 2925 - Serious Adverse Events Concomitant Drug (SAE2) - Repeating Form

Concomitant Drug Therapy Entry

L.a | vislt Number

[99] O >::<x| fog] 50 Na

1b| Sequence Number [ x|
1.c | AE Visit # ==
1.d| AE Sequence Number | xx|
1.2 14a. Brug {include generic name) | 50 SUPPAE: SAE014A

1.1 |14k, Quantity per Administration [99] O ==x| [eg) O98NA SUPPAE SAE014B
1.9 14¢. Dosage Units |Putigown List 1 [ SUPPAE: SAE014C
1h[144. Dosage Form |Pulldown Uist 2 v SUPPAE: SAEQ14D

14e. Route of Administration

|:-J|JII\1nurn List 3

hd SUPPAE: SAEO14E

1.5 |14, Administration Freguency

|:-J|JII\1nurn List 4

0| SUPPAE: SAE014F
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DOMAIN: AE

CTNOO29 : 2925 - Serious Adverse Events Contd {(SAE2B) - Repeating Form

SAE Contd

1. | isit Number L99] O ,m| (98] 98 NA
2. |gequence nmumber | x>:|

3. | AE visit 2 | o

4. | AE Sequence Number | x.<|

S, |15, Relevant history, incduding date of consent and pre-existing medical conditons (e, allergies, pregnoncy, smoking and | A200
dlcohol use, hepatic/renal dystunclion, ete.)

SUPPAE: SAE015

g, |16, Additonal Comments |K"UU SUPPAE SAE016

17. Address SAE guestion to the fellowing Clinical Staff:

7. |17a. name (print) | ss0 SUPPAE: SAEO017A |

4. |17b. Phone Number |JU(J | SUPPAE: SAEQ17B

5. |17cEmail | 250 | SUPPAE: SAEQ017C
10,1 17d. SAE Reporters Name (please print) | AE0 SUPPAE SAEO[]_7D

11.]17e. site M. Name | aso | SUPPAE: SAEOQ17E

12.] 179, Study Medical Monitor Name | ns0 | SUPPAE: SAE017G

I'tem iz not required
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CTN0029 : 2937 - Initial Quit {IOD)

=QSCAT

DOMAIN: QS

Page 102 of 105

1. |Assessment Date

QSDTC

visit Number

[

VISITNUM

|realv] / [Reqv] / |Reqlw

(2005-200%) (mmiddiyyyy)

[99] O | o

[ag] OFaNA

Achieving an inital quit

2. (1. Date of Lhe parlicipant’s guil day:

QSTEST

| [99] ©|reqlv] / |reqlv / |reqlv (200s-200%) (MMAdd/yyyy)  [og] O98 NA

QSORRES

Study Week § Assessment .

4. [ 2a, Since your guil dabe” o (see gquestion 1) have you

ol g parrio

; or more in which you did not smoke atatd——| 20 Mo ) | ves

2b. I1 yes, on what date did this abstinence period begin?
|Reqw] / |Reqls] / |Reqfs] (2o0s-2008)

(98] Q% NA

If no, assess success of initial quit }qiin during week 8

Study Week & Assgesment

5. | 2¢. Since your qul te on (see qugstion 1) have you

ad a peried of 24 hours or more In which you did n

oke at all?

{a] OONe TTISes

2d. If yes, on what date did this abstinence perod begin?
|Req_v| / |Rm_v_ ! |P.e:'| ¥ (2005-2009)

ras] OSaNA

If ne, assess success of Initdal quNaln dur!n\wnk T

Study Week T Assessment

\

E. | ?e. Hetwean your quit dale
Frames Worksheet) did you ha

nd date for inital quit time-frame from the Emoking Assessment Time-

a (see q Jyand (4
a perldd of 2 hour{’ar maere In which you did not smoke at all?

|Reqv] / [Reqlv] / |Reqv| (2005-2008)

fo] ©ONo [T lyes fog] O9ENA
#f. 1f yes, on what dare did this abstinence period heginy

A\

QSSCAT
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CTN0029 : Protocol Violation Log (PVL) - Repeating Form =QSCAT

QSTEST

DOMAIN: QS

Page 103 of 105

QSORRES
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1. |node M/ Name | Pulldown List 1 |»
2. |site 1D/ Name |Puildown List 2|«
3. |Mode Principal Trvestigator | AED
4. |slre principal Tnvesrigarar | LSO
5. |#ite 1 of Record | 50
General Infermation on protecel vielation:
6. |1.sitepv | e
7. | 2. vielation pate QSDTC Reqv] /|Reglw] / |Reqlv] (2005-2008)
9. [3.part o | e
4. |4, vidlation Type | Pulldown List 3|
If Other, Spedfy: | aso
10. | 5. Heported by | Alo
11.| 6. Reported Date reqlw / |Reglv] / |realv (zo0s-200%)
12.| 7. Date site Reqlv]| /|Reqv / |reqlv (2005-200%)
13.| 0. Date Lag Reg|w] 7 |reqlw] £ |Rreqlv] (2005-2003)
14.]9. QA Monitor | azo |
15, | 10, nare ga NReg|v |/ |Reg v /[ Reglv | (2005-2009)
16.| 11, Initlals of QA | &z
1/, |pescriprion [azon
18, [ Current Status A200
13, |Resolution * lazon0 r
A
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