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DOMAIN: SC

CTNOO2B : SYSTEM SCREENING (SCR)

Protocal Number - NIDA-CTH-O028

i M SCTEST | _SCORRES

“ | Preoee ter 3 umeric 1 USUBJID Bl
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Annotated Trial Design

DSCAT=DISPOSITION EVENT

MOTE:

Screering Forrm has 3 nurnbers.

If this box does nat have 3 value, please ensure that the Participant Id an the

Page 5 of 185
DOMAIN: DS
CTNOO28 : SYSTEM ENROLLMENT (Enr)
Study Enrollment
1. | Farncipant 10 AZS Please do not enter or modify data on this field
USUBJID

DSDECOD = SUBJECT ENROLLED
DSTERM=SUBJECT ENROLLED
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DOMAIN: DM, SC
CTNOO28 : 2801 - Demographics (DEM)
Patient Information
SEAWARNING: ANY CHANGES MADE TO THESE FIELDS BELOW WILL CHANGE THE IDEMTIFICATION OF THIS SUBJECT - Changes that make these fields empty will not be acted upon and the prior values will remain for the purpose of
identification, ***

1. |Patient Number

| a1 | USUBJID

siteno-MNODE -Participant 1D

2. [Node

[#:| SCTEST/SCORRES

2. | Assessment Date

[99] O|Req|v] / [Req[v] / |Rea|v] (2005-2008) (mm/dd/ryyy) DMDTC

4. | Visit Number [99] O wx| jogp OMa VISITNUM/NVISIT
Demographics

5. [1.5ex f1] ©1Male f27 O2Femsle  [ag] ONa SEX
&, | 2. Date of Birth

|rea|v| / [reqlv 7 |realv] (1985-200) BRTHDTC

7. | 3. Ethnicity

3a. [1] O 1 Sparish origin, Hispanic or Lating

ETHNIC

3b.1. Mexcan, Mexican-&merican, Chicano

foj OONe [1f OlYes fog) ONA

3b.2. Puerto Rican

fop ©ONe  f17 OlYes  fog] OMNA

3b.3. Cuban

fo] OOMNe 1 O1Yes  fog] OMNA

3b.4. FHispanic or Latine, other {speafy)

fo] ©ONo  [1] O 1 Yes (specify) [o8] ONA
| aso

2] 2 Mot of Spanich origin, Hispanic or Lating

[98) OMA v

4. Race

DM.RACE (if multiple then = ‘MULTIPLE")

2. [4.a American Indian or Alaskan Native

SCTEST

[0} OO0Ne [1] Ot¥es [og ONA SCORRES
S, | 4b Asian fo] ©O0Ne  [1] O 1 ves (If Yes) [o8] OMA
4.b.1 Asian-Indian
fof QONa 17 O 1Yes  [ogf OMNp
4.b.2 Chinese
[ay {0Ne {1 1 Yes [a8] [als’
<.b.2 Filipino
fo] ©OMe fr7 OlYes fog] ONBR
4.b.4 Japaness
Jfo] ©ONo 1] OlYes fog] OMB
b5 Korean
[o] o) {17 01 Yes [o8] O M
4.b.6 Vietmamese
QNAM=AOTHERS [0] OONo [1] OiY¥es [o8] O
QLABEL=ASIAN OTHER TEXT 4.b.7 Asian, other v
IDVAR=SCSEQ fo] ©0Me [4] O 1 Yes (specify) (o8] Ona
» ASD
» |
100 | e Black or African American fo] ©QOMo  fip O1Yes fog ONA SCTEST SCORRES
11| 4.d Native Hawaiian or Pacific Islander o] {0 Na [1] 01 ves (1f ves) o8] {OyNa
<.d. 1 Mative Hawaiian SCORRES
SCTEST [0] ©O0Ne  f17 OlYes  [og] OMNA
4.d.2 Guamanian or Chamarro
QNAM=NOTHERS for OFYe 1y QY fos] O
QLABEL=NATIVE HAWAIIAN OR fo] OONa 1] O1Yes [ag] OMA
PACIFIC ISLANDER OTHER TEXT 4.d.4 Native Hawaiian or Pacific [slander, other
IDVAR=SCSEQ [0] ©ONo [1] O Yes (speafy) fog] Ona
P | aso \4
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Page 8 of 185
DM.RACE (if multiple then = ‘MULTIPLE") DOMAIN: DM, SC
12 [ 4.e White fo] ©OMNe  r37 O1Yes fog] {)NPSCORRES
13 | 4.t Race: Other Q0N 31 Yes QONA
‘ SCTEST|mr ¢ [ O s (speaty) e QNAM=0OTHERS
| aso <+ QOLABEL=ETHNICITY/RACE OTHER TEXT
14. | 4.g Race: Participant chooses not to answer f1] O1Yes  fogp QOMA |DVAR:SCSEQ
15 | 4.h Race: Unknawn A 4 {1] CiYes fogy OMA
5. Legal System Involvement
16| 5a, Are you currently on Probation? SCTEST fo] ©OMNe  r17 Olves fog] OMA SCORRES
17| 5b. Are you court ordered to substance abuse treatment? [y Q0 No [ O 1 Yes o8] QA

SCTEST SCORRES
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Annotated Trial Design Page 9 of 185
QSCAT=DSM-IV ADHD CHECKLIST DOMAIN: QS
CTNOO28 : 2803 - DSM-IV ADHD CHECKLIST {DSM) - Repeating Form
= Assessment| Visit |Sequence|R dent | Carel Attention [Listen | Follow |Organize | Tasks |Loses [ Distractible [Forgetful | Squirm/Fidget| Stays (Buns/Climbs |Play/Work | On | Talking | Answering (Waiting | Intrudes/in
Date Number| Number through seated Quietly |the
Go

:

1. | Assessment Date OSDTC Req v ! :Qeq v: / |Req v: (2005-2008) {rm/ddvyyy)
2. |Visit Number VISITNUM/VISIT [99] O xxx| fog] OMA

2. |Sequence Number QSSPID [99] O ==| fog] OMNA

4. |Respondent: QSTEST QSO R R ES f1] ©1Adalescent  ray (O 2Perent/Guardian  r31 (O3 Adclescent and Parent/Guardian  rogy (ONA
5 | 1. Carelessness |P&|IIdnwn List 1 v:

& |2, Difficulty sustaining attention in activities |P&|IIdnwn List 2|w

7. |3. Doesn't listen |D\|Ildnwnll.<:r'-!v:

Z |4, No follow through |I"L||Id0wn List 4 Y:

4. |5, Can't organize |I"L||Id0wn List 5%

10, &. Avoids/dislikes tasks requiring sustained mental effort |I"L||Id0wn List & v:

11.] 7. Loses important items |I"L||Id0wn List 7w

12.]8. Easily distractible |Pu|lduwn List & V:

13,19, Forgetful in daily activities |Pu|lduwn List 2 V:

14.] 10. Squirms and fidgets |Pu|lduwn List 10|

15.] 11. Can't stay seated | Pulldown List 11]

16. ] 12, Puns/felimbs excessively |P1|IIdnwn List 12 b |

17.] 13, Can't playfwork quietly |P1|IIdnwn List 13 |w

15| 14. On the go, driven by a motor |P1|IIdnwn List 14 |w

19.] 15. Talks excessively |I"L||Idurw| List 15|+

20,1 16. Blurts out answers |I"L||Idurw| List 16w

21,17, Can't wait for turn |I"L||Idurw| List 17 |w

22,18, Intrudes/interrupts others |I"L||Idurw| List 18w

- (I‘;‘,;.:L:r:;i:r:/Baseline Only) v v [29] Ol x| (2621-Study Blgibilty Q-8) - fog] ONA
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QSCAT=K-SADS-E ADHD MODULE - INTERVIEW SUMMARY

DOMAIN: QS/CO

Page 13 of 185

CTNOO28 : 2804- K-SADS-E ADHD Module - Interview Summary (KSA)

1.

Assessment Date

QSDTC

|reajv] 7 |Rea|v] / |Rea|v] (zo05-2008) (mm/ddfyyyy)

Visit Number

VISITNUM/VISIT

[99] O| x| [98] OMA

I. Inattention (6 or maore of the following) OSSCAT = |NATTENT|ON

T| " Coretess/stomey QSTEST QSORRES|frutdomn i 19] [putdove et 271 | 2| ||
4. 2. Difficully sustaining attention |D\_|1|d<vwn Liet 3w :PL'Id-:-wn List 4w >>| ® <:
5. |3, Doesn't Listen |D\_|1|d<vwn List 5[v] :PL'Id-:-wn List 6w >>| ><:
& |4 Difficulty Following Instructions |l’|.|J||.'wr| List 7 | :F’u'ldoml List 8% xxl .W.:
7. |5 Difficulty Organizing Tasks/Activities |l’|.|J|u<,wr| List & » :F’u'IUan List 10 vl | xxl ;exl
8. | 6. Ditficulty With Sustained Mental Fifert |Pulldown List 1]+ |Pulldown List 12[s] | x| | x|
3. |7.Leses Things |Pulldown List 13]+] |Pulldown List 14[w] | x| | x|
10. | 8. Easily Distracted |Pulldown List 15[»] |Pulldown List 16 (] | xx| | x|
11 |9, Forgethul in Daily Activities |Pulidown List 17 [»] |Pulldown List 18(w] | xx| | x|
12" | Comments: Inattention Symptoms A200

CO.COVAL IDVAR=QSSEQ

Il Hyperactivityimpulsivity (6 or more of the following) OSSCAT = HYPERACT|V|TY/|MPULS|

ITY

12 | 1. Fidgets/Squirms Past Cur On  Off

QSTEST QSORRES |eulldewn List 19[v] |Pulldewn List 20[%] | x| | ]
14. |2, Difficulty remaining seated |f'u1|dcmn List 21| |I"L||Id0wn List 22|+ | xx| >x|
15 |3 Buns/Climbs Excessively/Inappropriately |f'u1|dcmn List 23 % |I"L||Id0wn List 24|+ | xx| >x|
16, |4 Difficulty Playing Quistly |f'u1|dcmn List 25[w |I"L||Id0wn List 26 %) | <x| >x|
17, |5 "On the Go"/Driven by a motor |I—\.|J|uowr|L|:>{ 27| |P\.||Iduwn List 28| | x| :ml
12, | &, Talks Excessively |K—\.|J||.'owr| List 29|v |P\_|Ildum| List 30|+ | x| :ml
12 [ 7. Blurts Qut Answers |K—u1lcowr1 List 31w |Pu|ldown List 32w | x| :<x|
20. |8, Ditficulty Waiting Turn |Pulldown List 33|v |Pulldown List 34w | x| | x|
21 | 9. Interrupts or Intrudes v |P\J]I|‘.nwnl|.r.l‘ 35|v) |P\|IIdnwn List 36 v | xx| :x|
22 " | Comments: Hyperactivity/Tmpulsivity Symptoms A200

CO.COVAL IDVAR=QSSEQ

Iem Is not required
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Annotated Trial Design Page 19 of 185

QSCAT=K-SADS-E ADHD MODULE — INTERVIEW SUMMARY DOMAIN: QS
CTNOO28 : 2804- K-SADS-E ADHD Module - Interview Summary continued (KSA2)

1. |Assessment Date QSDTC |reajv] 7 |Rea|v] / |Rea|v] (zo05-2008) (mm/ddfyyyy)

7 [VisitNumber VISITNUM/VISIT [99] O| x| [98] OMA
Additional Symptoms - For Parent Interview Only OSSCAT — ADD|T|ONAL SYMPTOMS

3. 1. Acts Before Thinking Past Cur On O
QSTEST QSORRES |P\J]I|‘.nwnl|.r.r1 v :pl.'lﬂ-.'anHF.f._-' vl | ,,| x|
4. 2. Shifts Activities Excessively |D\_|1|d<vwn List 3[w] :PL'Id-:-wn List 4w X | * <:
5 |3 Accidents |D\_|1|d<vwn List 5w :PL'Id-:-wn List 6w >>| ><:
& |4 Clumsy |l’|.|J||.'wr| List 7 | :F’u'ldoml List 8% xxl .W.:
7. | 5a. Fights With Other Kids His/Her Age (more than most kids) |l’|.|J|u<,wr|L_|:,(<J w~ :F’u'IUan List 10 vl | xxl ;exl
8. Shb. Get Rejected By Orher Kids His/Her Age (more than mast kids) |l’|.|JI|;wr|L_|:,( 11|» |I’\.||Iduwn List 12w | xx xxl
2. |&. was child Considerad Hyperactive (By Anyone)? |Pulldown List 13]+] |Pulldown List 14[w] | x| | x|

Skip questions T and 8 If does not me et subthresheld...

10. | 7a. Attention Problem Past Cur On  Off
[Pulldewn List 15[v |Pulldovm List 16 (%] | x| | x|

11 | 7b. Activity Problem |f1_|1||.'uwr| List 17 v |I"L||Idurw| List 18|+ | xx| >‘x|

12 | 7¢. Both Equally Problematic |f1_|1||.'uwr| List 19w |I"L||Idurw| List 20w | xx| >‘x|

13, | 8. Was he/she like this before age 77 fo] O0Ne  f17 OlYes fog] OMNA

14 |9, Academic achievement during 2nd te Sth grade, on average, was: [1] © 1 Poor (D3 &Fs)

[2] ©2Far (Cs8Ds)
[37 3 Average (Bs & Cs)
[47 (O 4 Good (As & Bs)
fo] OMNA

Skip question 10 If participant does not mest subthreshold (at least 3.5) or threshold (at least &)
Cross-Situationality:
15 | 104, Are these symptoms present at school? Past Cur On OFf
[Pulldewn List 21 (v |Pulldown List 22[v] | x| | x|

16 | 10b, Are these symptoms present at work or social settings? |r1_|1|d<mn List 23| |I"L||Id0wn List 24w | <x| >x|
17. | 10, Are these symptoms present at home? |r1_|1|d<mn List 25| |I"L||Id0wn List 26 |w | x| | xl
12 | 10d. Cross Sitwationality- Past: v \ 4 fo] ©OMe  f17] O1Y¥es [og] OMA

197 Additional Symptoms, Cross-Situationality: A0

CO.COVAL IDVAR=QSSEQ

20. [Inattentive Type Past Dx: Onset:

QSTEST QSORRES |Pulldown List 27 [w]] | s

Current Dy _ &Cur Sxs:
[Pulldewn List 28] | sec, |
21. |Hyperactive/Impulsive Type Past Dx: onset:

|Pultdowm List 23] ,,|

Current Dix: _ #Cur Sus:
v v Pulldown List 30(%| | wex.

* Item is not required
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QSCAT=ASRS

DOMAIN: QS

Page 24 of 185

CTNOO28 : 2805 - ASRS (ASR)

. | Assessment Date

QSDTC

|realv] / |realv] 7 |Realv] (2005-2008) (mmidd/yyyy)

2. |Visit Number

[99] O =xx| jog] O

and con

VISITNUM/VISIT

the

QST

T QSORRES

done?

3. 1. How often de you have trouble wrapping up the final details of a preject, ence the challenging parts have been

|Pulidown List 1[+]

4. | 2. How often do you have ditficulty getting things in aorder when you have rto do a rask that requires arganization?|

|P|JIIdown List 2|+

5. |3. How often do you have prablems remembering appointments ar abligations?

|P|JIIdown List 3|v]

&, |4, When you have a task that requires a lot of thought, how often do you avoid or delay getting started?

|P|JIIdown List 4w

7.5 How often do you fidget or squirm with your hands or your feet when you have to sit for a long time?

|P|JIIdown List 5|v]|

2. | 6. How often do you feel overly active and compelled to do things, like you were driven by a motor?

|I"u||duw|a List 6|+ v
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Page 26 of 185

CMCAT = ‘PRIOR AND CONCOMITANT MEDICATIONS’ DOMAIN: CM
CTNOO28 : 2810 - Prior And Concomitant Medications (PCM) - Repeating Form
= Assessment Wisir Sequence | Additional | Medicati Purpose/ Indicati Ireatment | Medication | Medication |Quantity [ Dosage | Dasage Route af Frequency Date Visit an Date Wisit
Date Number | Number Meds Name of an AE? | agiven for |given for AE Form | Administration Changed- | which AE | di i i i
AE - VWisit | - Sequence Date Assessed | or changed or changed
Date
1
B
1. |Assessment Date Reg|v| / |Req|v] / |Req|v]| (200s-2008) (mmAddiyyyy) CMDITC
2. | visit Number [99] O wx| fos) OMA VISITNUMNISIT
5 |seq . 991 0| | fosy ona CMSEQ
<. | 1. Has the participant taken any f1j Oi¥es fgy OONo  fogp OMNA
dditi medications or ¢ g B i _
dove/frequency of @ medlcation There is only a record in the CM dataset QNAM=TRTFORAE
baseline/scresning visiy hasthe when the answer to this question is ‘Yes’ QLABEL=DRUG GIVEN AS TREATMENT FOR AE
the past 30 days)? IDVAR:CMSEQ
5. |2, Medication N, Ge i 3 MA —_
et st rangomgy | 0910170 CMTRT | 991 © QNAM=CMAEVIS
4. [3. Purpose/Indication: [o01 ©| 200 CMINDC o8] ONA QLABEL=RELATED AE VISIT NUMBER
7. |4a Is the drug being given for the f1] O1Yes fo7 QOMNo  fog] OMNA 4 IDVAR:CMSEQ
treatment of an AE?
2. |4b Visit#(AE) [99]1 O| =x| fos] OMA <
9 |4 Sequence#(AE) [29]1 Ol | fag] OMNA «
10.] 5. Quantity per administration [29] C‘l K:O:xx:txxxx:tm:x:t.l [ag] OwHa CM DOSE QNAM:CMAEREF
[0 it G other speciy in- oo ot 11 CMDOSU QLABEL=RELATED AE FORM SEQUENCE NUMBER
- b 4s0 | IDVAR=CMSEQ
12.]7. Dasage Form (If other, specify in | a. |Pulldown List 2w
2.b). b.| aso . | CMDOSFRM
13.| 8. Route of Administration (If ather, |a.|puldown List 3w
specify in 8.b). b.| aso ' | CMROUTE
14.]9.F ene . wn List 4w
T er:il:‘-r::;.:uency, then specfy. : P;‘Jl:gnwnl ta . | CM DOSFRQ
1510, Dot waded o demoge chanaed | 1991 O[S/ keqS]/ rea] (195-20m) (/) [o8] OV
taken or date when dosage or CMSTDTC
frequency was modified.)
16.[11. 1f a medication is continuing at | [99] © [1] [0 [2] [J02 f3] (103 {47 [J04 [5] (105 [6] [J06 (7] (107 [8&] [J09 [of (109 [10f []10 f11] [J11 f12] ()12 [13] (113 f14] [J14 [15] ()15 [16] ()16 f17] []17
the same dose and frequency and fag] ONA
he visi hich it is assessed i -
the it an i 1s e QNAM=CMCONTV
then iniGal next to the visitnumber QLABEL=VISITS WHERE MED WAS ASSESSED/CONTINUED
to indicate that the medicati L _
a‘_:.;‘:;;:;f at the medication was |DVAR—CMSEQ
17.] 12, Date '®) P | o7 qv] (2005 n/ddh 3 OMA
discontinued/changed/date of final |01 |Real¥] / [Realv] / [Rea[¥] (2005-2008) (mm/ddivvyy)  f98]
tudy visit (If the dosage
:n'l_:q:(_:::;l was umdﬁ;ﬁ:’c::cr dare CMEN DTC
af termination and re-enter as a new
medication with the new dosage
and for frequency ).
18.] 13. Visit on which Date

discontinued/changed /date of final
study visit field (see 12) completed.,

:Pulldc.wn List S|w)

QNAM=VISITNO
QL ABFE1 =VISIT THAT DRUG WAS DISCONTINUED OR CHAN
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DOMAIN: MH

CTNOO028 : 2815 - Medical History (MDH)

1.

Assessment Date

MHDTC

|realw] 7 |realv] 7 |Realv] (z005-2008) (mm/dd/yyyy)

2

Visit Number

VISIT / VISITNUM

[99] O| xxx| fog] O

QLABEL=CONDITION EXCLUDES PARTICIPANT
IDVAR=MHSEQ

| —

| azo0

Medical History MHCAT=MEDICAL HISTORY ONAM=MHSPEC
B |1 Asthma MHOCCURj(a ?‘:‘:‘“ QLABEL=MEDICAL HISTORY SPECIFY
[1] O 1 Yes —
MHTERM Speaf IDVAR=MHSEQ
QNAM=MHPRES R |pzju" A/I i
_ ¥ Condition Present Currently? fop ©QONe 37 O1Yes  fog] OMNA
QLABEL_CONDITION PRESENT CURRENTLY Cenditicn Exdudes Partdpant? g7 QOO0MNe  rz7 O iYes fogy OMNA
IDVAR=M HSEQ [o © 9 Unknawn
[08] onNa /
4. |2, Cardiovascular [0] ©0No
QNAM=MHEXCL [0 ety

Condition Present Currently? sy (O OMe 37 (1 Yes  rggy ONA

Cenditicn Exdudes Partdpant? fo7 OO0Me fz7 OlvYes fogy OMN&

[9] © 9 Unknown
(98] OMA

w

. Dermatologic

[o] ©0Na
[1] © 1 ves

Spedfy
| azo0

Condition Present Currently? fop O O0Me  rgp O1Yes  fogf ONA

Condition Excludes Parydpant? fp] OO0Mo  f37 O1ves fag] QOMNA

[o] © 9 unknown
[os] QMNA

i

Drug Allergies

[o] Ooko

[1] O 1 Yes
Speafy
| azo0

Condition Present Currently? fo ©OMNe  ppp O1Yes  fagp OMNA
Condition Excludes Parydpant? fg7 O0Mo  f37 O1ves fog] OMNA

[} © % unknown
98] ONA

v

Endocrine

[of ol )

[1] © 1 Yes
Speafy
| az00

Condition Present Currently?  fo] QOMNe 37 O1Yes  fag] OMNA
Cenditicn Exdudes Partdpant? gy QO0Me  fy7 O iYes fagp QOMNA

[9}] © 9 nknawin
[ag] OMNA

L

Gastrointestinal

fo] C0Ne

1y
[1] O 1ves cpecify

| az00

Cenditicn Present Currently? ro QONo 77 QO 1Yes  rog) ONA

Cenditicn Exdudes Partdpant? gy OO0Me  ry7 OivYes fagp OMNA

[9] © 9 Unknowin
(98] OMA

~

Genitourinary

[o] ©0Ne
[1] © 1 ves

Spedfy
| az00

Cenditicn Present Currently? fo] QOMNo [1] O1Yes  fog} QNA
Condition Exdudes Partapant? fo1 {0 Na 1] Ol Yes faosg] ONA

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0

9/21/2009



Annotated Trial Design

This page is annotated in identical fashion

DOMAIN: MH

[o] © 9 Unknown

Page 30 of 185

to the first MH page. f08] ONA
100 | 8. Head Injury [0} ©ONe
[1] O 1 Yes

Spedfy

| az00

Condition Present Currently? for QONo 17 O1Yes  fogp ONA
Condition Exdudes Pertapant? fgf OO0Me  f77 OlYes fog] ON&
[9] ©F Unknown

[98] OMNA
11 |9, HEENT [0] O0No
1] O 1 es

[11 Spedfy

| azo0

Cenditicn Present Currently? rop O0MNe 77 Q1Yes  pggy OMNA
Condition Exdudes Pertapant? fgf OO0Me  f77 Olves fog] OMNA
[ay © % Unknown

[oa] ONA
12 | 10. Hematol ogic 0] ©ONe
17 O 1 Yes
[11 Spedfy
A200

Condition Present Currently? fg) QO0MNo [y O1Yes fog) OMNA
Condition Excludes Partdpant? fo7 QOMa  fi7 O1Yes fog] OMNA
[9] © 9 Unknown

[98] OMNA
I3 | 11. Hepatic [o] ©0ONe
[1] O 1 Yes

Speafy

| azo0

Condition Present Currently? fag QOMe g7 O1Yes  fagy ONA
Cenditicn Excludes Partdpant? o7 QO0MNo  fi17 O1Yes fogl ONA
[a] © 9 Unknown

[ag] COMA
14 | 12. Infectious Disease [o] ©ONe
[1] © 1 Yes
Spedfy
| Azo0 |

Condition Present Currently? o QONo 37 Q1Yes  fag] ONA
Condition Excludes Parndpant? fo] CQOMo  f1] O 1Yes fog] QOMNA
[o] © 9 Unknown

[o8} OMA
15 | 13 Metabaolic [0] C0No
11 O 1 Yes
[ Spedfy
| azo0

Condition Present Currently? oy QONo  p37 Q1Yes  pogp QNA
Cendinen Exdudes Paruapant? fof OO0MNe  f77 Olves fog) ONa
[9] © 9 Unknown

Joa) COMNA
16 | 14, Musculoskeletal [o] C0No
11 O 1 Yes
[ Spedfy
| az00

Condition Present Currently? for Q0N i1 01 Yes o8] O NA
Condition Exdludes Partidpant? fof OO0MNo  p17 O 1Yes fog] OMNA
[a] © 9 unknown
Jos] OMN&

]
@

. Other Allergies

[a] ©0Ne
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Annotated Trial Design

This page is annotated in identical fashion
to the first MH page.

DOMAIN:

[1] 1 Yes cpecy

| Azo0

Condition Present Currently? fo] O0Ne  ryp Q1Yes  fogp OMNA
Condition Fxcudes Partidpant? foy 00 No i1 Ol Yes [asf A
[o] © 9 Unknown

[98] OMNA

MH

Page 31 of 185

16. Pulmonary

[fo] D0No
[1] O 1ves sty
| azo0
Conditicn Present Currently?  fop Q0 N2
Cendition Exdudes Pertapant? fo] (00 Mo
Jo] © % Unknown
[oa] OMNA

[1} 1 Yes f2a] CyNA
f1] ©1ves  fog] OMNA

17, Renal

for Oohe
[1] O 1Yes

Spedfy

| azo0

Condition Prezent Currently? for QOO0No [1] O1Yes fost A
Condition Exdudes Pertapant? fgf OO0Me  f77 Olves fog] OMNA
[ay © % Unknown

fo8] OMA

18, Reproductive system

for Oohe
[1] O 1¥es

Spedfy
| azo0
Cenditicn Present Currently? oy OO0Me  f77 OlYes  fagy OMNA
Condition Excludes Partdpant? fo7 QOMe  fi17 O1Yes fog) OMNA
[9] © 9 Unknown
fos] OMNA

Psychiatdc/Meurolagical History

MHCAT=PSYCHIATRIC/NEUROLOGICAL HISTOR

21.

19, Anxiety or Panic Disorder

[of QONe
[1] O 1 ves cpecy

| az00

Condition Present Currently? for 00N [1] 1 Yes fost o ll%Y
Condition Exdudes Fartidpant? fof Q0N i1 1 Yes [asf ONA
[o] © 9 Unknown

[as} ONA

22

20, Attention Deficit Hyperactivity Disorder

[fo] ©ONe

1 1
(1O sves Spedfy

| az00
Condition Present Currently? for OO N
Condition Exdudes Partapant? fg] (00 Me
[ay © % Unknown
foa] OMNA

[1] O1ves fos] OMNA
f1] ©1Yes fog] OMNA

21, Bipolar Disorder

[o] ©0MNe
[4] O 1ves

Spedfy
| azo0
Cenditicn Present Currently? oy OO0Me  f77 OlYes  fagy OMNA
Condition Excludes Partdpant? o7 QOMa  rg7 O1Yes  fogp ONA
[ap © 9 Unknown
fos] OMNA

24,

22. Clinically Si

ifi t Neur

[o] Q0N
[1] O 1 Yes
Speafy
AZD0D
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Annotated Trial Design

This page is annotated in identical fashion
to the first MH page.

DOMAIN: MH

Condition Present Currently? o1 QONo 37 Q1Yes  rogg) ONA
Condition Exdudes Partidpant? fof 0N i1y O 1 Yes [aa] O Ma
[9] © 9 Unknown

[98] ONA
25. |23, Epilepsy or Seizure Disorder fof O0Ne
[1] O 1 Yes
Spedfy
| az00 |

Cenditicn Present Currently? for QONo 1] O1Yes  fogp ONA
Condition Exdudes Pertapant? fg] OO0Me  f77 Olves fog] OMNA
[9] © % Unknown

fos] OMA
26. | 24, Major Depressive Disorder [o] ©0Me
[1] © 1 ¥es
Spedfy
| az00 |

Cenditicn Fresent Currently? oy QOMe  fp] OlYes gogy OMA
Condition Exdudes Partapant? fp] QO0MNo  f77 O1Yes fog] OMNA
[a} © % Unknown

foa] OMA
27. |25, Schizophrenia fo] ©0Me
[1] O 1Yes

Spedfy

| Azo0

Cendinien Present Currently?  foy OOMe  f77 OlYes  fagy OMA
Condition Excdudes Partidpant? foy OO0 Ne [1] 01 Yes fos] NA
[9] © 9 Unknowin

[osf OMNA
28, [26. Tourette’s Syndrome [0} ©0ONe
[1] 1 Yes

Spedfy

| azo0

Condition Present Currently? ro7 QONo 37 O1Yes  fog) ONA
Condition Excdudes Partidpant? I‘a‘]' OO0 Ne [II O1Yes Igg} ONA
[ay ©°9 Unknewn

[os] ONA
29, |27, suicidal ldeation [0} ©ONe
1] O 1 Yes
[ Spedfy
| az00 |

Condition Present Currently? for QONo 17 O1Yes  fogp ONA
Condition Exdudes Pertapant? fgf OO0Me  f77 OlYes fog] ON&
Jo] © % Unknown

[98] ONA
30, |28, Suicidal Behavior o] Cono
1] O 1 Yes

[11 Spedfy

| azo0

Condition Prezent Currently? for QO0No [1] O1Yes fost A
Condition Exdudes Pertapant? fo] OO0Me 77 Olves fog] ONA
[ay © % Unknown

f98] OMA
31 [29. Homicidal Ideation [0] ©0Ne
17 O 1 Yes
[11 Spedfy
| az00

Condition Fresent Currently? a3 QOMe  [z] O 1Yes fagy OMA
Condition Excludes Partdpant? fo7 QOMe  fi7 O1Yes fog) OMNA
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Annotated Trial Design

Page 33 of 185

DOMAIN: MH

[o] © 9 Unknown

[98] OMNA

ONAM=MHSPEC

[a] © 9 Unknown
[a8] OINA

52 |30, Homiadal Behavior MHOCCURJtr oo QLABEL=MEDICAL HISTORY SPECIFY
MHTERM [1] O 1 Yes _
Specy / IDVAR=MHSEQ
QNAM=MHPRES _ [0 i
- P Condition Present Currently? fop ©0Ne 1] O1Yes fogp ONA
QLABE_L CONDITION PRESENT CURRENTLY Condition Exdudes Partapant? fo] ©OOMo 17 O1Yes fog] OMNA
IDVAR=MHSEQ 167 © Unknowe
[og] OMa /
33 |31 Violent Behavior o] Cono
1] O 1 Yes
QNAM=MHEXCL t oy
— A200
QLABEL=CONDITION EXCLUDES PARTICIPANT o n st urant? o OON 11y © 176 o6y OV
|DVAR:MHSEQ Condition Exdudes Parbapant? fo] ©O0MNe  f77 O1Yes fog] OMNA
[ay © % Unknown
[oa] ONA
34 [32. Psychotic Episodes 0] ©ONe
O 1Yes
[y Spedfy
AZOD |
Condition Present Currently? fg) QO0MNo [y O1Yes fog) OMNA
Condition Excludes Partdpant? fo7 QOMa  fi7 O1Yes fog] OMNA
[9] © 9 Unknown
[98] ONA
35 |33, Tic Disorder [o] ©0ONe
[1] O 1 Yes
Speafy
| azo0
Conditicn Present Currently? rop QONo  r3p O1Yes  fog) ONA
Cenditicn Excludes Partdpant? o7 QO0MNo  fi17 O1Yes fogl ONA
v

Indicate other relevant medical istory \|HCAT=0THER REI EVANT MEDICAL HISTORY! |

36, [ 34, Other 1 Indicate cther relevant medical history
A20  MHTERM |
Specfy the medical problem
[,'\::nn
Conditicn Fresent Currently? fap (OO0 [1] Olves
Condition Exdudes Parbapant? fp7 QO f1] O1ves
=7." |35, Other 2 Indicate other relevant medical history
LA 200
F#  MHTERM |
Speafy the medical protlem
LA 200
Conditicn Present Currently? rap O [1] ©1¥es
Condition Excludes Parudpant?  fg7 00 Mo 1 Yes
surgical History [VIHCAT=SURGICAL HISTORY
35. 36, Has the subject had any major surgery? There is only a record in this MH dataset for surgery| 07 09N f1j Otves o] O3 Unknonn fog1 OWN N\
Type of Surgery when the answer to this question is ‘Yes’ Surgery Date
392,

ONAM=MHSPEC

Procedures md Daes Entry

QLABEL=MEDICAL HISTORY SPECIFY

39.a

Type of Surgery MHTERM |

| azss

IDVAR=MHSEQ

Za9b

Surgery Date

[991 O |nreq|v] / |Nreq[v] /7 [Meeqlv] (1950-2008)

fap O9unknewn MHSTDTC
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Annotated Trial Design

QSCAT=CHILDRENS GLOBAL ASSESSMENT FORM DOMAIN: QS

Page 35 of 185

CTNOO28 : 2816 - Childrens Global Assessment Form (CGA)

L. | Assessment Date QS DTC

|nReafw] / [MRealv] / |nRea v (z005-2008) (mm/ddiyyyy)

n

visit Number VISITNUM/VISIT

[99] O| x| jog] OMA

W

1. Global Assessment Score

QSTEST

[99] O x| fos] OMA QSORRES

hitip://informd Sdev] 9/CTN0028/pfi=. dlI?S=1c6d4 edB&C=TM_169&FMID=0&FMEV=0&ISID=0&ITID=0& VM=2&TN=CTN0028& SP=8 AS=204 1 £ CP=65535& FP=0&RSV=0
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Annotated Trial Design

LBCAT=DRUG SCREEN

Page 38 of 185

DOMAIN: LB, CO

CTNOO28 : 2806 - Urine Drug Screen (UDS)

L. | Assessment Date

LBDTC

|reajv] / |reajv] / |Realv] (2005-2008) (mm/ddryvvy)

2. | Visit Number

VISIT 7 VISTTNUM

[99] Cl xxs:| foa] ONA

Section I: Urine Collection

3. | 1. Was a urine sample ahtained?

LBSTAT / LBREASND

QNAM=LBSUPER

IDVAR=LBSEQ

QLABEL=URINE COLLECTION SUPERVISED

(If Yes, skip to question 2)
[0] O 0MNe La Why was a urine sample not obtained?

f17 © 1 Participant reported being unable to provide sample

2] ©2Parucipant refused to provide sample
[3] O3 Study Staff Error
[4] O 4 Other (SFECIFY):

D

R QNAM=LBADULT
1] Olves QLABEL=ADULTERANT TEST INDICATES TEST VA
fos] O IDVAR=] BSEQ
4. | 2. Was urine collection observed? 2 fop QOMe  fi17 O1Yes [og] ONA
5. |3 Urine remperature within expected range (between 90 and 99 degrees Fahrenheait)? , fof 0N i1 O 1 Yes [oal O

Section Il: Urine Drug Screen Results

6. | Does the adulterant test indicate that the test was valid?

e

foy ©OMNo
[1] O 1ves

5. Amphetamine LBORRES
BTEST/ LBTESTCD [1] O inegauve  fa7 O2Posivve  £37 O3 Unknown  rog] OMNA
6. Barbiturates
1] OtMegabve  fa1 O2Positve 31 O3 Unknown  rogr ONA
7. Benzodiazepines
[1] ©1Megatve fa7 (O2Peosiive 33 O3 Unknown  rogr ONA
8. Cocaine
QNAM:LBTEMP [1] ©lMegauve f27 O 2Posiove f37 O3 Unknown  fagl OMa
_ Q. Methamphetamine
QLABEL=URINE TEMP WITHIN EXPECTED RANGE o apemme 3] &2 ko fas]
| DVAR:LBSEQ 10, Morphine (opiates)
[1] ©iMegatve fa7 O 2Posiive  f37 O3 Unknown  rog] OMA
11, THE {mari juana)
v f1] ©1Megative (a7 O 2Fosiive  f37 (O3 Unknown  fog] OMNA v
fog] COMA
7.7 |Comments: A200
CO.COVAL

* Iem ig not required

IDVAR=LBSEQ
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Annotated Trial Design

LBCAT=URINALYSIS

Page 39 of 185

DOMAIN: LB, CO

CTNOO28 : 2807 - Urinalysis (URI) - Repeating Form

= Assessment| Visit |Sequence | Specific| Specific |pH pH Glucose| Glucose |Pratein| Protein [Ketones| Ketones |Blood Blood Leukacyres [Leukocytes | Nitrite Mitrite Bilirubin [ Bilirubin |Urobilinogen
Date Number | Mumber | gravity | Gravity C = Comments Comments Comments C
Comments
:
1. |Assessment Date LBDTC Req v: / |peq w: / |Req v: (2005-2008) (Mm/dd/nyyy)
# |VisitNumber VISIT / VISITNUM [99] O =ex| [o87 ONA
3. |Sequence Number LBSPID 9921 O == f2a] ONA
4. | la. Specific gravity LBTEST LBORRES |I"u||d0wn List 1 -.-:
5. | 1b. Specific Gravity Comments 99] O Comments ar] OMA
(required tor abnormal values) /LBSTAT (993 ¢ | AZ00 CO COVAL | f961 ¢
G | Z2a.pH |P\|Ildn~n||sr}vi |DVAR:LBSEO
7. | 2b. pH Comments [9o9] « fog] CMNA
(required for abnormal values) | A200 |
2. |3a. Glucose | Pulldewn List 3jw]
4. |3b. Glucose Comments [99] O Comments [og] CMA
(required for abnormal values) | AZ00 |
10.] 4a. Protein | Fulldown List 4fs]
11.|4b. Protein Comments [99] O Comments faa] OMNA
(required for abnormal values) | AZ00 |
12| 5a. Ketones |P\|Ildnwn List 5w
13.]5b, Ketones Comments [99] O Camments [o8] OMNA
(required for abnormal values) | A200 |
14.| 6a. Blosd | Pulldown List &[]
15. | 6b. Blood Comments [99] O Comments [o8] COMA
(required for abnormal values) | A200 |
16.| 7a. Leukocytes |P\.|||d0utn List 7[+]
17.| #b. Leukocytes Comments [99] O Comments fog] COMNA
{(required tor abnormal values) | A0 |
12. | 8a. Nitrite | Puitdown List 8%
19. | 8b. Nitrite Comments [99] ) Comments Joaa] OMNA
{(required tor abnormal values) | A0 |
20.| 9a. Bilirubin | FPulldown List 5|
21.|9b. Bilirubin Comments [99] O/ az00 | rosp Qma
(required for abnormal values)
22, 10a. Urabilinogen |P\|Ildnwn List 10|w
23.| 10b, Urobilinagen Comments 991 O AZ00 98] (O MA
(required for abnormal values) v v [99] J| ' v | fo61 ©
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Annotated Trial Design

LBCAT=HEMATOLOGY

Page 42 of 185

DOMAIN: LB, CO

CTNOO28 : 2808 - Hematology (HEM) - Repeating Form
= Assessment Date Wisit Numhber Seq = Hemaglahin Hematocrit RRBRC Plarelet Count WRC MNeutraphils Lymphaoeyt M, y e Fasinaphils Basaphils
‘[
1. | Assessment Date LBDTC |p_eq v/ |p,,_q v/ |p,,_q v (zo0s-z00m) (mmiddiyyyy)
2 [visit Number VISIT /VISITNUM | 1991 O] | (o8] O"A
3 |Sequence Numb LBSPID [991 O x| [og1 O
4. | 1. Hemoglobin | s x | 9/d) Other Unit Assessment Comments
LBTEST LBORRES | e CO.COVAL
LBORRESU  LBSTAT/LBNRIND IDVAR=LBSEQ

5. | 2. Hematocrit | x\:!.:x\:.\:|% Other Unit Assessment Comments

AlD | |Pulldewn List 2|v| [az00 ‘
& |3.mBC | xy,xm,,,y,| millisn/mm?® Other Unit  Assessment Comments

|at0 | |Pulidown List 30%] [azc0
7. |4. Platedet Count | 1“,1“4 theusand/mm?  Other Unit  Assessment Comments
A1D | Pulldown List 4|+ [azgo
2. |5 WBC | beis & <| thousand/mm? Other Unit  Assessment Comments
| AlD | Pulldown List 5|% [a200

2, a. Neutrophils | x;:x;<x>:,>:|% Other Unit  Assessment Commenls

ALD |Pulldawn List & v lazm ‘
0.1 b. Lymphocytes | x;:x-<m:_>:|% Other Unit Assessament Comments

Al0 |Fulldowin List 7 [w)| F\;m ‘
11| c. Monocytes | x\:!.:x\:.\:|% Other Unit Assessment Comments

AlD _hulldnwnluztﬁv_ ‘Mm ‘
12.| d. Eosinophils | x\:!.:x\:_\:|% Other Unit ~ Assessment Comments

AlD Pulldewin List 3w F_zw ‘
13| e. Basophils v v | 1“,“_4% Other Unit  Assessment Comments v

210 Pulldewn List 10[%|  [5505
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Ann

otated Trial Design

RPCAT=PREGNANCY TEST

Page 45 of 185

DOMAIN: RP, CO

CTNOO28 : 2809 - Pr

cy and Birth Control Assessment (PBC)

1.

Assessment Date

rea|v] / [rea]v] / [Rea]v] (2005-2008) (mmiddivyyIRPDTC

2. |visit Number [99] Cl wee | fogf ON-"\VISIT / VISITNUM
Pregnancy Test
3. | 1. Was a pregnancy test perlnrmed?RPTEST/RPTESTCD fof 0Ne [11 T 1Yes o8] A RPORRES
2. Tt yes, what type of test was completed?
f1] ©1Urne fa7 Q2 Serum  fog] OMNA
4. |3. Date of pregnancy test 9910 |ucumnu.'- / |reqiunk [v] / |Reqiunk v (2008-2008) (Mm/dd/yyyy)  fog) OMA
5. |4 Pregnancy test result f1] O 1Megatve a5 (2 Posibve  rogp OMA
Breastfeeding - Complete only during Baseline/Screening
6. | 5. Is the participant breastieeding? fo] OO0Me  fif O1Yes  fog] (ONA
Birth Control Method - Complete on during Baseline/Scresning
7. | . Dees the participant agree te use an acceptable method of birth | fpp O OMNe
control? [1] O 1 Yes

(1f Yes, Indicare all methods of birth contral the partidpant agrees to use:)

[0} O0Me  frp O lYes fgg) (OMA 6b. Abstinence

fo] ©QO0MNo  fi] O1Yes fog] (OMA 6o Barrier

[o] O0Ne  ri7 Oives fog] OMA 6d, IUD

fo} ©O0Me  fip O 1lYes fogy (OMA Ge. Levonorgestrel Implant

fo] QoMo f17 Oi1Yes fog] OMA 6f. Medrexyprogesterone

Acetate Injection

[0 Q0o prp O lYes  rogr (OMA 6g. Oral Contraceptives

fo] QoMo fr7 Oives fogf OMA 6h, Patch

fo] ©QO0MNo fi7 O1Yes fog] (OMA 6i. Surgical Sterilization

[of Q0 No 11 O 1 Yes [a8] O NA Gj. Other

6k, Specily
v A100 | v
fog] ONA

27| 7. Comments: [az00

CO.COVAL

“ Iem is not required

IDVAR=VISITNUM
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Annotated Trial Design

LBCAT=BLOOD CHEMISTRY

Page 46 of 185

DOMAIN: LB, CO

CTNOO28 : 2811 Blood Chemistry (BLC) - Repeating Form

= Assessment Date [ Visit Number | Seq 2| LDH value | CPK value | ALP value | BUN | ~2 | Chloride | Creatinine | GGT | Glucose [ Patassium | SGOT/AST | SGPT/ALT | Sadium | Total Protein | Total Bilirubin | Comments for abnormal values
1
1. |Assessment Date LBDTC |Req[¥] / |Realw] / |Real] (2005-2008) (mm/dd/vvyy)
> |visit Number VISIT /VISITTNUM [99] O| x| fos] ONA
3 Sequence Number LBSPID [99] O >‘:-_ foa] OMNA
ke T BTEST LBORRES [[ g other ot [ i ELBSTAT/LBNRIND
5. 2, Creatinine § | xsenesese.x | AL | AlD |Pn||dr.wn List 2 v:
Phesphokinase (CPK)
é. 2. Alkaline Phosphatase | <>>>x<.<:b2’|- | AlD |I"|.-||-:|0v\n List 3 '«‘:
(ALP)
7 4. Blood Urea Nitrogen | e | Ml A10 Pulldown List 4|+
(BUN)
2 s co? | e, | mEQA A10 Pulldown List 5w
2. |6. chloride | sesoce | mEadt AL Pulldowm List & v
10. |7. creatinine | sscsocce | ma/dl A0 | |Pulldown List 7 v
11 |8 Gamma Glutamyl- | s, | AL AlD Pulldown List [+
transpeptidase (GGT) ) _
12. [9. Glucose | moerocnn.x | masdL AL0 Pulldown List 9]
13. | 10, Potassium | memcnn.x | mEQAL AL0 Pulldown List 10]+]
14, |11, SGOT/AST | memoex|Ul | At0 | Pulldown List 11 [+
15. |12 SGPT/ALT | swmcne |l | A20 |Pulldovm List 12[~
16, |13 Sodium | s | MEG/L A0 Pulldown List 13|+
17. | 14. Tetal Protein | s |ardl | Ato | Pulldown List 14]v]
15. Total Bilirubin v \ 4 | smne.x | mardl ALD Pulldown List 15|+ |
19" | 16. Provide comments for any abnormal value(s): [az0o
|__co.coval
* Item is not required |DVAR:LBSEQ
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Annotated Trial Design

Page 49 of 185

DOMAIN: SU

CTNOO28 : 2812 - TLFB - Pre-Treatment (TLF)

Date

t.|Assessment || peq v / [1realv] / [MRealv] (2005-2008) (mm/ddiyyy) SUDTC

2. | Visit

99] O x|
Mumber [o91 |

fas] ONA

VISTT 7 VISTTNUM

3. 1. Primary 7

w | Specily ulll{:rl ASD

[99] O|req|v| / |reav] / |Reqv] (2005-2D0

fos] OnA

Drug
Day patp) ATA NOT ENTERED Alcohel  [Marijuana | Cigarettes | Other |OTC | Cocaine | Cocaine [ Amphetamine | Amg
standard | joints epd Tobac |Meds Route Fou
drinks
4,
4.a |Day SUGRFTU |P|a||dn'A?|I|<r ?_V: ONAM=PRIMDRUG
4b |2, Date SUSTDTC

QLABEL=PRIMARY DRUG

[0 O0No  f1] -:“‘_'.-\1 \‘It:_‘; (95}'_ O MA

4.c |3 Aleahol SOTRT [99] O # Stnd Drinks | x| fog] ONA DUDUDE\"Q@DU IDVAR=SUSTDTC

4.d |4, Marijuana [99] O# jntq| ,x<| fog] ONA

4.e | 5. Cigarettes [99] O# epd| x| fogp ONA ONAM=0THPRTM

4.1 |6, Other Tobac SHeEEeUH [6] ©0Mo J,.” OlYes [og] ONA ULABEL=0U THER PRIMARY DRUG
4q [7.07TC Meds [6] OONo f1] O1v¥es fog] ONA IDVAR=SUSTDITC

4h |8. Cocaine fo} ©ONe fy5 OlYes fogp OMNA

41 |cocaine Route |Pulldown List 3]¥] SUROUTE

41 (9. amphetamine fo] ©O0Ne  f1] {r}\ll ar;(fqln—ONA

4k |amphetamine Route | Putidown Lisz 3(] CYRYUTE

41 |10, Methamphetamine

4.m [Methamphetamine Route

|Pul|dc‘m List 3_V'

SURUUTE

dn |11.Opiates

fo] OO0Me  f1f "“: Yes (ggl ONA

4.0 |Opiates Route |Pulldowm List 3[+] SUROUTE

4.p |12, Sedatives o] ©OOUMNe fpy OlYes fog] ONA

4.9 | 13 Halludinogens fo] ©OMe  f1] O1Yes fogy OMA

4r |14, Club Drugs [0] OO0No fif OlYes ogf CIMNA

4.5 |15, Inhalant fo] O0Ne  fp7 OlYes  fog] ONA

4t |Inhalant Specify rea] O azo | resy o

4.u |16, Other fo] ©0ONe ‘J ,.2'_'_\; fog] COMNA

4y |Other Specify [e91 O az0 O:.I.: J.i?ff O

4w | Other Route [Fldonn Lst 3] 20 OO TE

5. ;;.13 there | fagf ONA fof O g [11 © ;I:r'u nmpr:;a;:ng Rarhiomor.:zs nenzro:-.o Cnr.airr:?l Mprhrir:p:l:ramme ﬂ::;:r;::; I:Erijuu:m)
e e (1Ot [t Otve e N [ Give (0] OF, fo] OONe
the self- indicate jogy ONA  jogy O [T O T OL g {}NH AN 1] Otves
oy which [08] ONA fagy ONA w U.Ye.s tosy O
urine drug(s) [98] OMA
toxicology
results? v

QNAM=SUDISC QNAM=(AMPHET, BARBIT, BENZO, COCAINE, METHAM, MORPHINE, THC

QLABEL=DISCREPANCY BETWEEN

SELF REPORT AND TOX
IDVAR=SUSTDTC
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DOMAIN: PE

Page 52 of 185

CTNOO28 : 2813 - Physical Exam (PEX)

PEDTC

L. Assessment Date

|realv] 7 |Reav] 7 |realv] (2005-2008) (mm/ddiyyyy)

2. Visit Number

VISTT 7 VISTTNUM

[99] O] x| [98] OMNA

CO COVAL
A Ah A —

3. | 1. General Appearance PETEST

PEORRES | E ion c

tor Abnormal Results

|Pulidown List 1w |n900

iPVAR:PESEQ

4. |2, Head/Neck

|K3ulld(vwr| List 2w ’A2UD

5. | 3.EENT

|Pulldown List 3 (v IMU

&, <. Cardiovascular and Pulse

|Pul|d'nwr| List 4 v: [AzUU

7. |5 Lymph Nodes

|Pulldown List 5] |n900

)
o

. Respiratory

|K3ulld(vwr| List & v ’A2UD

©
~

.+ Musculoskeletal

|Pulidown List 7 v IMU

o
=

. Gastrointestinal and Abdomen

|Pulldnwr| List & v: [AzUU

11 | 9. Extremities

|Pulldown List 9] |r\mn

|
|
l
|
|
|
l
|

12| 10, Neurological

|Pultdown List 10[+] [az00

12 |11, Skin v

|Pulldown List 11 [az00

|v

14| 12. Other Evaluation

Specify:

AZ00

I

A &
|Pulldnwr| L |r}\Q'_ A0

4\CO.CO\_/|AL IDVAR=PESEQ

Iem Is not required

QNAM=0OTHSPEC

QLABEL=0OTHER EVALUATION SPECIFY

IDVAR=PESEQ
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Page 55 of 185

CTNOO28 : 2814 - Vital Signs (VSF)

DOMAIN: VS, CO

1. |Assessment Date VSDTC |reajv] 7 |Rea|v] / |Rea|v] (zo05-2008) (mm/ddfyyyy)
2 |visit number VISTT/VISTTNUM [99] Of x| [os] ONA

reaging1  VSCAT=READING 1 VSORRES/VSORRESU

3. | A Pulse (beats per minute) \V/STEST / VSTESTCD [ee] O| ,m| [o8] ONA

4. |B. Systaolic Blood Pressure [a9] dlr:l ,;,u: [a8] OMA

5. | €. Diastolic Blood Pressure [e8] O nm«:mhrl Jm\-l [og] CMA

£ |D. Weight (Sern, wks 4, 8, 12, 16) [991 O xxx|lbs  fogy O™

7 E. Height {Scrn)

[99]1 O wee|in  fogp OMA

Reading2 \/SCAT=READING 2

8.

B. Systolic Blood Pressure

(991 OSystehe| x| agp OMA

9. | C. Diastolic Blood Pressure [o9] O Dlaf.tdlrl ,(,;xl [ag] QA
Readings \/SCAT=READING 3

100 | Systolic average of 1 and 2 [99] OSystelic| wxx|  fog] OMNA
11. |Diastolic average of 1 and 2

[99] ODiastolic| wex|  fagp OMA

2 ' | Comments:

A200

CO.COVAL

* Item is not required

IDVAR=VISITNUM
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QSCAT=DSM IV DIAGNOSTIC SCA

LE

DOMAIN: QS

Page 56 of 185

CTNOO28 : 2817 - DSM IV Diagnostic Scale (DDS)

1.

Assessment Date

QSDTC

MRea v | /

nRea|v] / |NReg|v| (2005-2008) (mm/dd/yyyy)

Visit Number

VISITNUM/VISIT

[99] O_ wex| O8] OMA

1 summary orcil QSSCAT = SUMMARY OF CIDI

3.

1. Does the paticipant meet DSM-TV eriteria for any current substance abuse or dependence disorders?

fof 0 Na i1y {11 Yes o8] CyNA

QSORRES

DEM-IV Code if currently meets criteria

QSTEST

DEM-1V Diagnesis if currently meets criteria

1.

2.0

Yes, list the substance abuse/dependence disorder(s) for which the participant currently meests criteria Entry

for which he or she does not meet criteria?

4.4 |DSM IV Code it currently meets criteria W
4.b" | DSM IV Diagnosis it currently meets criteria A200
5. 3. Does the participant meet DSM-IV criteria for a lifetime diagnosis for any substance abuse/dependence dlsorder | gy OOMNe  rgp O lYes  fagp OMNA

DSM-1IV Code if meets lifetime criteria

DSM-1V Diagnosis if meets lifetime criteria

&.

4. 1f Yes, list the disorderiz) for which the participant meets lifetime criteria Entry

&.a | DSM IV Code if meets lifetime criteria | soeencrenen,
&b |Lifetime DSM IV Diagnesis if meets lifetime criteria | azo0

i summary of k8408 OSSCA T = SUMMARY OF K-SADS

7. | 5. Does the participant currently meet DSM-TV criteria for any non-substance psychiatric disorders{other than fof 0 ko [} 01 Yes foa] A
ADHD)?
DSM-IV Code non-substance psychiatric disorder DSM-IV Diagnosis non-substance psychiatric disorder
6. If Yes, list the disorder{s) for which the participant currently mests criteria Entry
24" |DSM-IV Code nen-substance psychiatric disorder | mxsonne.
2" | DSM-IV Diagnosis non-substance psychiatric diserder AZOD
9. | 7. Does the partcipant meet DSM-IV criteria for a lifetdme diagnosis for any non-substance psychiatric disorder for | rop O0No g O 1ves  fag] ONA
which he or she does not meeat current criterialother than ADHD)?
DSM-IV Code lifetime criteria Tor non-substance psychiatric disorder DSM-1IV Diagnosis lifetime criteria for non-substance psychiatrie disorder
10
8.1 Yes, list the disorder{s) for which the participant meets lifetime criteria Entry
10.4" | SM-TV Code lifetime eriteria for non-substance psychiatrie disorder v —
105" [ DSM-IV Diagnosis lifetime criteria for non-substance psychiatric disorder AZO0

Iem is not required
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QSCAT=CHILD HEALTH QUESTIONNAIRE DOMAIN: QS

CTNOO28 : 2818 - Child Health Questionnaire {CHQ1)

1. | Assessment Date QSDTC rea|v| / |reajv] / |Reajv] (2005-2008) (mm/dd/vyyy)

> | visitNamber VISITNUMNVISIT [991 O (98] O

SECTION #1: vOUR GLOBAL HEALTH OSSCAT = YOUR Gl OBAL HEAIL TH

3. [1.1. In general, would you say your health is: QbTEST | Pulldoven List 1|+ QSORRES
SECTION #2: YOUR GLOBAL HEALTH

The following questions ask about physical activities you might do during a day.

2.1. During the past 4 weeks, has it been difficult for you to do the following activitigs due to health problems?

4. |a. Do things that take a lotof energy, such as playing seccer, running or hiking? Pulldewn List 2w

5. | b. Do things that take some energy such as riding a bike or skating? Pulldown List 3|w)|

6. |c. walk several blocks or climb several flights of stairs? Pulldown List 4w

7. |d. Get around your schoal neighborhood, or playground? Pulldawn List 5w

. | e Walk one block or climb ane flight of stairs? Pulldown List & |

9. | f. Do your tasks around the house? Pulldawn List 7|+

10| g. Bend, lift, or stoop? Pulldown List &|w]

11.| h. Eat, dress, bath, or go to the toilet by yourself? Pulldawn List 9w

12 |i. Getin and out of bed? Pulldawn List 10w

SECTION #3: YOUR EVERYDAY AcTiviTES OSSCAT = YOUR EVERYDAY ACTIVITIES

3.1. During the past 4 weeks, has it been difficult to do your school work or usual adtivities with friends because of problems like FEELING SAD OR WORRIED?
13 | & Do certion kinds of schoolwork or activities with friends? Pulldown List 11w

14 | b, Spend the usual amount of time on schoolwork or activities with friends? Pulldown List 12|

15 | c. Get schoolwork done at all or do any activities with friends? Pulldawn List 13|+

3.2. During the past 4 weeks, has it been difficult to do your school work or usual activities with friends because of problems with your BEHAVIOR ?

16. | @, Do certain kinds of schoolwork or activities with friends? Pulldown List 14w

17.| b. Spend the usual amount of time on schoolwoerk or activities with friends? Fulldown List 15|v

18 | c. Get schoolwaork done at all or do any activities with friends? Pulldown List 16w

3.3. During the past 4 weeks, has it been difficult to do your school work or usual activities with friends because of problems with your PHYSICAL health?

1% | a. Do eertain kinds of schoolwork or activities with triends? Pulldown List 17 [+

20| b, Spend the usual amount of time on schoolwork or activities with friends? Fulldown List 18 |w

21| c. Get schoolwork done at all or do any activities with friends? Fulldown List 19w

secion#4: AN JOOCUAT = FPAIN

22 (4.1, During the past 4 weeks, how much bodily pain or discomfort have you had? v Pulldown List 20w v
23.(4.2. During the past 4 weeks, how often have you had bodily pain or discomfort? Pulldawn List 21 |»
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QSCAT=CHILD HEALTH QUESTIONNAIRE DOMAIN: QS

CTNOO28 : 2818 - Child Health Questionnaire {CHQ2)

SECTION #6: GETTING ALONG OSSCAT = GETTING AL ONG

Below is a list of items that describe children’s behavier or problems they sometimes have.

5.1. During the past 4 weeks, how often did each of the following statements describe you?

1. |a. Acted too young for your age? QSTEST Pulldawn List 1 v: QSORRES

2. |b. Argued? Pulldown List 2w

3. |e.Had a hard tin

- paying attention? Pulldown List 3+
4. | d, Did not do what your teacher or parent asked you to do? Pulldawin List 4|
5. |e. Wanted o be alone? Pulldewn List 5%
6. |f. Lied or cheated? Pulldown List & v
7. |a.Had a hard time getting others to like you? Pulldown List 7 [v]
g, | h. Felt clumsy? Fulldown List v
9. |i. Ran away from home? Fulldawn List 3w
10| j. Had speech problems (e.q.,stuttering) Pulldown List 10w
11.| k. Srale things ar home Pulldown List 11 |w
12| Srole things outside home? Fulldawn List 12w
13 | m. Acted mean or moady if you did not get what you wanted? Pulldawn List 13|w
14 | n. Got really mad when you did not get what you wanted? Fulldawin List 14w
15 | 0. Found it hard to be with others? Fulldown List 15w
16| p. Had a hard time getting along with others? Pulldown List 16|
17.15.2. Compared to other children your age, in general would you say your behavior is: Pulldown List 17 [+

SECTION #6: GENERAL WELL-BEING QSSCAT = GENERAL WELL-BEING

6.1. During the past 4 weeks, how much time did you:

1%, | &, Feel sad? Fulldown List 18 |v
19| b, Feel like crying? Fulldown List 19 |v
20. | c. Feel atraid or scared? Fulldown List 20|v
21. | d. Worry about things? Fulldown List 21 |v
272 | e, Feel lonely? Pulldown List 22 | v
23 | f. Feal unhappy? Pulldowin List 23 |v
24. | g.Feel nervous? Pulldown List 24w
25 | h. Feel bothered or upser? Pulldown List 25|
26| i, Feel happy? Pulldown List 26 |
27.|j. Feel cheerful 7 Pulldowin List 27 |
28. | k. Enjoy the things you do? Pulldown List 28|+
2%, |1, Have fun? Pulldown List 29|«
30.[m. Feel jittery or restless? Pulldown List 30|+
31.|n. Have trouble sleeping? Fulldawn List 31 |v
32 | 0. Have headaches? Pulldown List 32 |v

33| p. Like yourself? Pulldown List 33 |w

SECTION #7: SELF-ESTEEM QOSSCAT = SELF-ESTEEM

How do you teel about yoursell, school, and athers? Tt may be helpful it you keep in mind how ather children your age might teel about these areas.

7.1. During the past 4 weeks, how good or bad have you felt about:

| I
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Annotated Trial Design

QSSCAT = SELF-ESTEEM

a. Yoursel 7

QSTEST

QSCAT=CHILD HEALTH QUESTIONNAIRE

Fulldawn List 34 |w

DOMAIN: QS
QSORRES

Page 63 of 185

b. Your school work?

Pulldown List 35 |»

e, Your ability to play sports?

Pulldowin List 35 |+

d. Your friendships?

Pulldowin List 37 |+

&. The things you CAMN do?

Pulldown List 33 |+

t. The way you get along with athers?

Pulldown List 33 |v

q. Your hody and your looks?

Pulldown List 40 |v

h. The way you seem to feel most of the time?

Pulldown List 41 |v

i, The way you get along with your family?

Pulldawin List 42 |+

j. The way life seems tw be for you?

Pulldawin List 43 |v

44, [ k. Your ability to be a friend to others? Pulldawn List 44w
45 (1. The way others seem to feel about you? Pulldawin List 45|
4&. [ m. Your ability to talk with others? Pulldawn List 46|+

47

n. Your health in general?

Fulldown List 47 |+
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QSCAT=CHILD HEALTH QUESTIONNAIRE DOMAIN: QS

CTNOO28 : 2818 - Child Health Questionnaire {CHQ3)
secTion2e: YOURHEALTH - OSSCAT = YOUR HEAI TH

The following statements are about health in general.

8.1. How true or false is the statement for you?

1. |a. My health is excellent, QSTEST Pulldawn List 1 v: QSORRES

2. | b, I was so sick once I thought T might die. Pulldown List 2|+
3. |e. I do not seem to get very sick, Pulldown List 3+
4. |d, I seem to be less healthy than other kids T know, Pulldawin List 4|
5. | e I have never been very, very sick, Pulldawn List 5+
6. |f. I always seem to get sick. Pulldown List & v
9. 1 think I will be less healthy when 1 get older. Pulldown List 7 [v]
9. [h. I think I will be very healthy when I get older. Pulldown List &|w
2. [i. I never worry about my health. Fulldawn List 3w
10.]j. T think T am healthy now. Pulldown List 10w
11.| k. T think T worry about my health more than ather kids my age. Pulldown List 11 |w
12.18.2. Compared to one year ago, how would you rate your health now: Pulldawn List 12|v

SECTION #9: ¥OU AND YOUR FAMILY OSSCAT = YOU AND YOUR FAMILY

9.1. During the past 4 weeks, how often has your health or behavior:

13 | a, Limited the types of activities you could do as a family? Pulldown List 13|
14 | b, Interrupted various everyday family activities {eating meals, watching t)? Pulldawn List 14|
15 | c. Limited your ability as as family to "pick up and go” on a moment's notice? Pulldawin List 15|+
16 | d. Caused tension or conflict in your home? Pulldowin List 16w
17. ]| e, Been a source of disagreements or arguments in your family? Pulldown List 17 |+
18, | I, Caused your family te cancel or change plans at the last minute? Pulldown List 18|v

19.19,2. Sometimes families may have difficulty getiing along with one another. They do not always agree ||Fulldown List 13|+
and they may get angry. In general, how would you rate your family's ability to get along with ong

another?
SECTION #10: FACTS ABOUTYOU - OSSCAT = EACTS ABOUT YOU
20.(10.1. Are you: f1j O iMale  pap 0 [o8] ONA
21.(10.2. What is your date of birth? [99]1 C |reglv]| / |Reqlv| / |Regiv] (198520087  foa] ONA
22.(10.3. What is the highest grade of school you have completed? Pulldawin List 20w

If ungraded, how many years .JLL!.-ru.‘u-'J?’l 3

23110.4. Have you ever seen someone at schoaol, clinic or doctor's office for any of the following: f1] ©lves [fp] QOOMNo  fog) COMNA

a. Injuries due to accidents?
24.|b. Bed wetting? f1] ©Olves fo] OUNo  fog) CMNA
25 | ¢, Chest pain? f1] ©ives [o] QONo  fog] ONA
26. | d. Diarrhea or constipation? f1] ©1ves fap QOONo  fogg] (OMNA
27.|e.Mothaving a lot of energy to do things for a long time? f1] Olves [a} QOO0Ne fog) OMA
28 |1, Headaches? f1] ©1iYes foy QONo  rog7 QOMNA
22 | q. Not feeling like eating very much for a long time? f1f 1 Yes [of Q0No a8y O NA
30. [ h. Bad dreams, trouble falling asleep or staying asleep? f1] Otves fo] QOO0Ne fogy OMA
31.|i, Stomach aches? f1] ©1Yes fo] OONo  fog] ONA
32| 10.5. What is today's date? v [99] O |req/unk[v] / |reasunk [#] / |rea[v] (19 fos] oM Y
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Annotated Trial Design

QSCAT=TEEN HEALTH SURVEY

DOMAIN: QS

Page 77 of 185

CTNOO28 : 2820 - Teen Health Survey (THS1)

1. | Assessment Date QSDTC |NRQQ.\¢. / |Nu.eq'v] ! |MRreq v (zo0s-2008) (mmiddiyyyy)
2. |visit Number VISITNUM/VISIT [99] O] x| [og] OMA
3.| 1. Are you male or female? QSTEST Select One: f3f O 1Male (27 O2Female  fog] (OMNA OSORRES
4.12. How old are you? Select One: | pulldown List 1 “l
5. |3. What grade are you in? Select One: | Pulldown List 2| |
&. | 4. What is your ethnic background? Select all that apply:
[1] 1 White
121 [2 Afncan-Amencan
£3] []3 Hispanic-American
[4] []4 Matve Amencan
5] [15 Asian or Pacific lslander
[6] [0Other (please list) | A20
{98] [OMA
o5 1 live with iy Select One:
|Pu||dulwn List 3| V]
If Other, please list:
| Aza |
&, |6, What is the highest level of education of any of the adults whe live in your home? Select One:
|Dulldnwn List 4 v
.| 7. What do you think your household income is per year? v Select One: v

|Pulidown List 5[]
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QSCAT=TEEN HEALTH SURVEY DOMAIN: QS
CTNOO28 : 2820 - Teen Health Survey (THS2)

1. | 1. Tf you love and trust sameane, you dan’t have to warry about getting HIV fram them. QSTEST Selact one: |p|,' Idowm List 1 v: OSOR R ES

2. | 2. ¥ou can tell whether someone has HIV by the way they look, Select one: |F‘|.' Idown List 2|
3. | 3. Only people who are homosexual or who use drugs really have to worry about getting HIV, Select one: |F‘|.' Idown List 3w
4. | 4 If you know a person very well, you don'thave to use condoms to protect against getting HIV from them, Select one: |PL Idown List 4|

5. |5 You don't have to use a condom for HIV protection if you are in a relationship with just one person, even if that | Select o

e | Pulldown List 5+
person had unprotected sex with other people before, | :

&, | 6. I your boyirend or girlfriend is not a drug user, you don't need te worry about getting HIV from them, Select one: |pL Idown List & v
7. | 7. ¥ou can tell by the way a person acts il you can get HIV or AIDS from them. Select one: |H.'Idown List 7 v:
&, | &. It's more important to use condoms in one night stands and flings than in real relationships. Select one: |pL Idown List & v:
9. 19, Using latex condoms (rubbers) during sex can protect you from getting HIV. Select one: |PL Idawn List 9 v:
10.] 10, Vaseline or baby oil should never be used with condoms., Select one: |p|,' Idcwm List 10 |w
11.]11. ¥You can safely store condoms in your wallet for at least two months. Select one: |F‘|.'Idnwn List 11 |w

12 12, Mot having sexual intercourse (sex in which a penis is put into a vagina or rectum’ can help protect you frdm
qetting HIV.

Select one: |F‘|.' Idown List 12w

13| 13, Women with HIV can give it to their babies through breast milk. Select one: |I‘|.' ldewn List 13w
14.] 14, You can get HIV by sharing a needle with someone whe has it. Select one: ||'|.' Idowm List 14|%
15| 15, "Pulling out” before the male ejaculates prevents the spread of HIV. Select one: ||'|.' I List 15w
1&.| 16, There is nothing a mother whe has HIV or AIDS can do te protect her baby from getting it. Select one: |pL' Idown List 16|+
17.] 17, If you have sex and have an HIV test the next day, it can definitely tell you if you got HIV. Select one: |pL' Idown List 17 v
18| 18, Some people have gotten HIV by sharing torks, knives, or glasses with a person who has ATDS. Select one: |PL Idown List 18|v
19019, _ch are less likely to get HIV from Qra_1 sex than from anal sex (oral means putting your mouth on a penis gr Select one: |PL Idawm List 19 |w
vaging, anal sex means putting the penis in the anus or rectumy).
200 20, You are just as likely to get HIV from kissing an infected person as from having sex with them, Select one: |F‘|.' Idawn List 20w
21. (21, There is a medicine that completely cures AIDS, Select one: |F‘|.' Idown List 21w

22 (22, Tk

nost important time o use condoms with someone is when you have sex with them for the first Select one: |I‘|.' ldowm List 22|

23 [ 23, Making sure you don't have a lot of sex partners will protect you from HIV. Select one: |I‘|.' ldewm List 23w
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CTNOO28 : 2820 - Teen Health Survey (THS3)
Please tell us your thoughts about not having sexual infercourse at all untll you are alder (by sexual intercourse, we mean putting the penis In the vagina or rectum):
1. | 1. For me, not having sex until I am older would be: Select one: |D|_' ldown List 1w
: _ _ QSTEST ____QSORRES
2. | 2.Friends that I respect think I should not have sex until I'm older: Select one: |D|_'Idr.wn List 2|w
3. | 3. My boylriend or girlfriend thinks we should not have sex until we're older: Selact one: |D|_' ldawn List 3|w
4. 4. T'm planning not to have sex until T'm alder. Select one: |D|_'Idr.wn Ligt 4w
These gquestions are about talking to a boyfriend or a girlfriend about whether or not you should have sex.
5. | 5. Talking to my bayfriend ar girlfriend about whether or not we should have sex would ba: Select onea: |p|,' Idown List 5wl
£. | 6. Friends my age that T respect think T should talk te my boyfriend ar girlfriend about whether or not we should Select onea: |p|,' Idown List 6|
have sex: )
7. | 7. My boyfriend or girlfriend thinks we should talk about whether or not to have sex: Select one: |I"\. Idown List 7|
2. 8. I'm planning to talk to my boyfriend or girlfriend about whether or not we should have sex: Select one: |I"\.'IrJuw| List &
These guestions are about buying condems or getting them for free during the next tweo months:
9. | 9. For me, buying condoms or getting them for free during the next two months would be: Select one: |p\‘ Idown List 9w
100] 10, Friends that I respect think 1 should buy condoms or get them for free, during the next two months. Select one: |p\‘ Idawn List 10w
11.] 11, My boyfriend or gir friend thinks I should buy condoms or get them for free, during the next two months, Select one: |p\‘ Idawm List 11w
12| 12, During the next two moenths, I'm planning to buy condoms or get them for free, Select one: |I‘|.'Iduw| List 12|«
Please tell us what you think about carrying condoms with you {for example, in your backpack or purze) during the next two months:
13| 13, During the next two moenths, carrying condoms with me would be: Select one: |I‘\.' Idown List 13w
14.] 14, Friends that I respect think I should carry condoms with me during the next two moenths. Select one: ||'\.'IrJUN'I List 14w
15| 15, My boyfriend or girlfriend thinks I should carry condems with me during the next two months. Select one: ||'\.' Idowm List 15w
1&. | 16, During the next two menths, I'm planning to carry condems with me. Select one: |P|"Idc,wn List 16 |w
Tell us how you fesl about using condoms #vary time you have sex during the next two months.
If you do not think you will have sex during the next two menths, answer all of the questions below anyway. When you answer, tell us what it would be like to use condoms if you did have sex.
17.] 17, I T have sex during the next two months, using condoms every time would be: Select one: |p|.' Idown List 17 |w
12 | 18, Friends that I respect think 1 should use condoms every time, if I have sex, during the next two months, Select one: |I‘\.' ldewm List 18|w
191 19, My boyfriend or gif friend thinks I should use condoms every time;, if I have sex, during the next two months Select one: |I‘\.' ldown List 19|w
20| 20, If T have sex during the next two moenths, I'm planning to use condoms every ime. Select one: ||'\.' Idown List 20w
Please tell us about telling your boyfriend or girifriend to use with you, if you have sex during the next two months
Even if you do not have a boyfriend or a girifriend right now, or if you do not think you are going to have sex during the next fwo months, tell us what you think it would be like to tell & boyfriend or girlfriend to use condoms with you.
21121 TF we have sex during the next two months, telling my boyfriend or girlfriend we have to use condoms waouldl Select o |p\‘ ldawm List 21 |w
be:
22 |22, Friends that I respect think I should tell my boyfriend or girlfriend we have to use condoms, if we have sex, Select one: |I‘\.' Idowm List 22w
during the next two manths.
23.| 23, My bovtriend/ girlfriend thinks that I should tell them we have to use condoms, it we have sex during the next | Select one: ||'\.' Idown List 23w
two months.
241 24, TF T have sex during the next two months, T'm planning to tell my boytriend or girltriend we have to use Select one: |D|_' Idawm List 24 |w
condoms.
Please tell us what you think about the risk of getting HIV or AIDS.
251 1. What do you think are your friends’ chances of getting HIV /ATDS? Select onea: |F‘|.'Idnwn List 25|w
26,1 2. What do you think are your own chances af getting HIV/AIDS? Select onea: |p|,' Idcwm List 26w
27.] 3. How afraid are yo of getting HIV /AIDS? Select one: |F‘|.' Idown List 27 |w
Please tell us what you think about abstaining from sex [not having sex at all, until you are older):
1. T think it would be good if T didn't have sex until T was older, Select o |D|_'Idr.wn List 28 |w
29| 2. People who don't have sex until they're older are very responsible. Select one: |p\‘ Idawn List 28|v
30| 3. People whao don't have sex until they're older are usually unpopular people. Select one: |p\‘ Idawn List 30|w
31. [ 4. ¥ou can still be very affectionate with a boyfriend or girlfriend, even if you don't have sex. Select one: |p\‘ Idawn List 31w
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QSCAT=TEEN HEALTH SURVEY DOMAIN: QS

5. 1 have friends who don't plan on having sex until they're older. QSTEST I‘.:it:lﬂ.-t_l o |P\. Idown List 32« QSOR R ES
Please tell us what you think about using condoms. Please try to answer every question, even if you have never had sex or used a condom. Just do the best you can.
33 [ 6.1 like having sex with condoms, Select one: |P|. Idowm List 33|w
34.| 7. People who use condoms are very responsible, Select one: |pL Idown List 4%
35 | 8. Condoms take all the fun out of sex. Select one: |P|. Idown List 35w
36| 9. IF you want te use a condom, your boylrend or girlfriend might think you don't trust them, Select one: |P|. Idown List 36w
37.] 100 Most of my friends use condoms if they have sex., Select one: |pL Idown List 37 |l
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QSCAT=TEEN HEALTH SURVEY

DOMAIN: QS

Page 92 of 185

CTNOO28 : 2820 - Teen Health Survey (THS4)

QSTEST

1.

1. How hard or easy would it be tor you to make sure you do nat have sexual intercourse until you're alder?

Select one: |P|.' Idown List 1w

QSORRES

2. How hard or casy would it be for you to tell your boyfriend or girlfriend you are not going to have sex with them
(If you don't have a boyfriend or girlfriend, please answer as if you had one).

Select one: |P|.' Idown List 2w

w

3. How hard or casy would it be for you to get condoms (buy them or get them free) at a place close to your home
or school?

Select one: |PL Idown List 3 '4:

4. |4 Hew hard or casy would it be for you to carry cendoms with you so they would be handy if you had sex? Select one: |pL Idown List 4|+
5. | 5. 1f you have sex, how hard or easy would it be for you to make sure you and your partner use a condom every Select one: |pL' Idewm List 5|
time? i
£. | 6. Tf you have sex, how hard ar easy would it be for you to make sure you and your partner use a condam every Select onea: |pL Idown List &|w)|
time, if you were under the influence of alcohol or drugs? )
7. | 7. How hard or casy would it be for you to talk about using condoms with your boyfriend or girlfriend? {If you don'} | Select one: |P|.'Idnwn List 7 [w]|
have a boyfriend or girlfriend, please answer as if you had one). i
2. | 1. Have you ever had sexual intercourse? Select ane:
{1] ©1 ves, | have had
[0] ©0 N, 1 have never had sexual intercourse
[og] ONA
. | 2. Have you had sexual intercourse during the past tweo months ? Select one:
IJ,J ('\J. ves, | have had sexual intercourse dunng the past two menths
[0] ©0 Mg, 1 have not had sexual intercourse during the past two months
fo8] OMNA
100 ] 3, During the past 2 months, how often did you say no to having sex when somebody asked you to have sex with Select one: |D|.' ldown List 2w
them? .
11.|4. During the past 2 menths, how often did you stay out of situations where you might have sexual intercourse Select one: ||'|.' Idown List 9w
(like being home alone with your boyfriend/girfriend) to make sure you didn't have sex? :
12| 5. During the past 2 months, how often did you buy condoms (or get them for free)? Select one: |D|_' Idown List 10|w
13| 6. During the past 2 months, how often did you carry condoms and keep them handy? Selact one: |D|.' Idowm Lise 11 |w
14| 7. During the past 2 months, how often did you tell your boyfriend or girtriend to use condoms with you? Select one: |D|_' Idowm List 12w
15| 8. During the past fwo manths, how often have you and your partner used condoms when you had sexual Select one: |pL ldawm List 13 |w
intercourse? "
16 |9, During the past tweo months, how often have you used drugs or alcohol when you had sexual intercourse? Select one: |DL ldown List 1d]w]
17.] 10, During the past two months, how many people did you have sexoal intercourse with? Fease wnte the number of people here: |
12| 11, Which of these is true for you? Select one: {1} O 1 1f [ had sexual intercourse, 1 would have it only with men.
{2] ©21F[ had sexual intercourse, 1 would have it only wath women.
{3] ©31F1 had sexual interccurse, 1 would have it with either men or wome
fog] Cha
15[ 12. Have you ever had an HIV blood test to find out whether you have been exposed to the virus that causes AIDS? | Select cne: f17 1 Yes fo1 O 0N faa] ONA
20.[ 13, Are you in a relationship right new? Selectene: fy7 (OYes, | am in arelationship
fo] OMe 1 am notin a relatonship
[98] O™
21.| 14, How long have you been in this relationship? Write the number of MONTHS here | >'>:k|
Or select one: f1] (O 1 Does not apply; 1 am notin & relatonship
[98] ONA
22| 15, Have you ever had a sexually ransmitted disease like chlamydia, herpes, or warts? Select one: f1] ©1Yes [o} OUMe fog] COMNA
23.| 16, Have you ever been pregnant (if you are a girl) or gotten semebody else pregnant {if you are a boy)? Selectone: 17 OlYes o] QOO0No  fog] ONA
24 [ 17, I you have ever had sex, how old were you the first time you had sex? Fease write how dd you were here: | xx
Or select one: f77 (O 1 Does not apply; | have never had sex
fos] ONA
25 [ 18, When you have sexual intercourse, how often do you use a condom? v Select one: |I‘|.' Idown List 15|« v
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QSCAT=URICA

DOMAIN: QS

Page 96 of 185

CTNOO28 : 2822 - URICA (URC p1)

1.

As

sessment Dare QSDTC

|rreajv] / |MRrea|v] / |nRea|v] (2005-z008) (mm/ddinyy)

visit Number VISITNUM/VISIT

[99]1 O | fogy OMA

As tar as I'm concerned, T don't have any problems that need changing.

QSTEST

|Pulidonwm List 1 v

QSORRES

4. | 2.1 think T might be ready tor some selt-improvement. ]PUII dowm List 1w
5. 13. T am doing something about the problems that have been bothering me. ]pull down List 1%l
&, |4 It might be worthwhile to work on my problem. ]P\_llld-:-wn List 1 v:
7. |5 I'm not the problem one. 1t doesn't make much sense for me to be here, ]PUII Jown List 1 v:
2. | 6. It worries me that T might slip back on a problem I have already changed; so 1 am here to seek help., ]pull down List 1w
9. [ 7.1 am finally deing some work on my problem. ]F’uIIUM\ List 1%
10| &, I've been thinking that T might want to change samething about myself. ]F’uIIUM\ List 1%
11.]19. T have been successtul in working an my prablem, but I'm not sure T can keep up the effort on my own. ]F’ulluw\ List 1]+
12| 10. At times my problem is difficult, but I'm working on it. thlldm’\lmt 1 b
13| 11. Being here is pretty much a waste of time for me because the problem doesn't have much to do with mea. thlldm’\lmt 1 >
14.] 12, I'm hoping this place will help me to better understand myself, ]F\JII down List 1 |v|
15113, I guess I have faults, but there's nothing I really need to change, thlldm’\lmt 1|+
16| 14, T am really working hard to change, ]F’ull dewn List 1]+
17.]1 15, T have a problem, and I really think I should work on it ]F’ull down List 1 [~
12| 16, I'm not following through with what 1 had already changed as well as I had hoped, and Im here to prevent a relapse of the preblem. ]Pull deown List 1]+
19.] 17, Even though I'm not always successful in changing, 1 am at least werking on my problem. ]F’ull deown List 1]+
20.[ 18, 1 thought ence 1 had resolved the problem, I would be free of it, but sometimes 1 still find myself struggling with it ]P\Jll dewn List 1
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QSCAT=URICA

DOMAIN: QS

Page 97 of 185

CTNOO28 : 2822 - URICA Contd (URC p2)

URICA Contd

1. |19 I wish I had more ideas on how to solve my problem. OSTEST ]mlldownlmt 1w OSORRES
2. |20, I have started working on my problem, but I would like help. N ]mlldownlmt 1) -
3. |21, Mayhe this place will be able to help me. thllddwn List 1 ~

4. 122, T may need a boost right now to help me maintain the changes I've already made. ]F\JII dewm List 1 ~

5. | 23. T may be part of the problem, but T don’t really think T am. |Pulldewn List 1w

6. |24, T hope that someone here will have some good advice tor me, ]PUII deown List 1[w]

7. |25, Anyone can talk about changing; I'm actually deing something about it. ]p\_.ll dewn List 1 v:

2. |26, All this talk about psychology is boring. Why can't people just forget about their problems? ]PUII Jown List 1 v:

9. |27 I'm here to prevent myself from having a relapse of my problem. ]Pull down List 1[w

10| 28. Tris frustrating, but T teal T might be having a recurrence of a problem T thought T had resalved. ]F’\JIIUM\ List 1] |

11.]29. T have warries, but so does the next guy. Why spend time thinking about them? |F’u|lu<.wm List 1%

12.]130. T am actively working on my problem. ]F\Jlldm'\ List 1 b

12131, T would rather cope with my faults than try to change them. ]F\Jlldm'\ List 1 v:

14.| 32, After all T had done to try and change my problem, every now and again it comes back to haunt me. ]F\Jlldm'\lmt 1 -—-:
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QSCAT=ADOLESCENT RELAPSE COPING QUESTIONNAIRE DOMAIN: QS

CTNOO28 : 2828-Adolescent Relapse Coping Questionnaire (ARC)

1. | Assessment Date QSDTC Rea|v / |rea|v] / [Rea|v| (2005-2008) (mmiddiyvvy)
2. |visit Number VISITNUM/VISIT [99] ©| =x| fogy ONa

A. Imagineg If you found yourself in this situation:
You arrive at a friend's house in the evening. There are a few cther people, everyone is sitting around talking, drinking and using drugs. When you sit down, quﬂEﬁIn: and something to driQSO R R ES

3. | 1. Have you ever been in a situation like this? Pulldown List 1 |w
4. [ 2. How difficult would this situation be for you? How hard to cope with? Pulldown List 2|«
5. | 3. How much would you want to drink or use in this situation? How much of an urge would you have? Pulldewn List 3 [+
6. [4. How much of a risk for relapse (i.e., drinking and/or using) is this situation? Fulldown List 4w
7. | 5. How important is it that you don't drink or use in this situation? Pulldown List 5w
. | 6. How likely do you think it is thar you would be able to keep from drinking and/or using {i.e., not drink or use) in this situation? Pulldown List 6 |w

Remberthis Situation:
You amrive at a friends house in the evening. There are a few other people, everyone is sitting around talking, drinking and using drugs. When you =it down, you are offered drugs and something to drink.
E. Pleage indicate below numbered from 1 to 7 what you would think er de in this situation to avoid using drugs andfer alchohol:

. | 13 Use the support of a higher power (Tor example, pray, meditate). Pulldown List 7 [
10, 23 Do something instead of using or drinking {watch TV, sodalize), Pulldewn List 8w

11.|3) Make a promise to yourself that things will be different next time. Pulldown List 9|«

12.14) Just concentrate on what you have to do next -- the next step (in the situation or afterwards). Pulldown List 10|+
13.|5) Think of a better time or place than the one you are in -~ imagine things that make you feel better. Fulldown List 11w
14.| 6. Stand your ground and fight for what you want (for example, do what you think is right regardless of other's opinions). Fulldown List 12w
151 7) Wish you were a sironger person. Pulldawn List 13 |w
16. | 8) Change something so things will tum out all right (tor example, get out of the situation}. Pulldown List 14 |w
17.19) Think to yourselt you don’t want to blow your sobriety, or go back to drinking and/or using drugs. Pulldawn List 15w
18] 10) Come up with a couple of ditferent ways to handle the situation (tor example, think about ways to avoid negative consequences), Pulldawn List 16w
191 11) Change something about yourself so you can deal with the situation better (for example, decide to be more patient, have more willpower, ete.) Pulld awn List 17 |»
200 12) Let your feelings out somehow, Pulld awn List 12 |w
21.| 13) Realize you brought the situation on yourself; blame yourself, Pulldown List 19|+
22 14) Leave or avoid the situation, Pulldown List 20|
231 15) Discover what is impoartant in lite (think that you'll learn something impoartant about yourself, change your priorities, etc. as a result of your experience); Pulldown List 21 |+
24. [ 16) Use selb-contral or will power. Pulldown List 22 |+
2E 117 Try to forget the whaole thing. Pulldawn List 23 |+
261 18) Criticize or lecture yourself. Pulldawn List 24 |+
27| 19) Think you would feel guilty if you use or drink. Pulldown List 25 |+
22 | 200 Keep others from knowing how bad things are, Pulldown List 26 |+
29[ 213 Think that drinking or using is bad, you don't want to be part of it, Pulld awn List 27 |+
30| 22) Talk to someone to find out more about the situation (for example, to find out how you could avoid the situation and its consequences if it comes up agajn). Pulldawn List 25w
31| 23) Contact a support for staying dean (for example, call a sponsor or sober friend, go te NA/AA meeting). Pulld awn List 25|«

24) Do semething which you think wen't woerk but at least you're doing semething {for example, try to refuse alcohol or drugs even if you think you'll give ir Pulldown List 30+
eventually).

33| 25) Make a plan of action and follow it (for example, plan in advance how you wauld act in this type of situation). Pulldown List 31|+
34| 26) Try to loak an the bright side of things, loak for samething good that could come out of the situation. Pulldown List 32 |«
351 27) Think athers who matter to you (friends, family) will be upset., Fulldown List 33 |w
36| 28) Wish that you could change what had happened (for example, feel bad that you couldn’t aveoid the situation). Pulldown List 3 |w
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EGCAT=ECG RESULTS

DOMAIN: EG

Page 107 of 185

CTNOO28 : 2843 - ECG (ECG)

1. |Assessment Date EGDTC |reajv] 7 |Rea|v] / |Rea|v] (zo05-2008) (mm/ddfyyyy)

> [visitumber VISITNUM/VISIT 1991 O] | _[o8] O~

A. ECG Overall Results FGCGORRES
3. |ECG overall results E(JTEST | o] O OMNeemal  ppy (01 Abnoemal  jogp OMA

B. Specific ECG Abnommalities

4, 2. Increased QRS Voltage [1] ©1Abnormal  fa7 O 2 Abnormal Excludes  fog] O NA
5. |3 QTc Prolongation [1] O 1 Abnormal  fap (02 Abnormal Excludes  rggp (OMNA
& 4, Left Atrial Hypertrophy f1] ©1Abnormal  f27 02 Abnormal Excludes  fog] OMA
7 5. Right Atrial Hypertrophy [1] ©1Abnormal  f27 O 2 Abnormal Excludes  rogf OMNA
a8 &, Left Ventricular Hypertraphy {1] O 1Abnormal  fap (02 Abnormal Excludes  rggp OMA
9. 7. Right Ventricular Hypertrophy f1] ©1Abnermal  f27 O2 Abnermal Excludes  fog] OMA
100 |8, Acute Infarction [1] ©tAbnormal  fa7 (02 Abnormal Excludes  fog] O MNA
L1 | 9.8ubacute Infarction {1] O 1Abnormal  fap (02 Abnormal Excludes  rggp OMA
120 |10, Old Infarction f1] ©1Abnermal  f27 O2 Abnermal Excludes  fog] OMA
13 | 11. Myocardial Ischemia f1] ©téabnormal  fa3 (02 Abnormal Excludes  rog7 OMA
L4 | 12. Digitalis Ftlect {1} ©18bnormal  fap (02 Abnormal Excludes  rogp OMA
15 | 13 Symmetrical T-wave inversions f1] ©1Abnormal  f27 (2 Abnormal Excludes  fog] (OMNA
16 | 14, Poor R-Wave Progression [1] ©1Abnormal  f27 (02 Abnormal Excludes  rog] (O MNA
17. | 15, Other Nonspecific ST1/1 {1} ©1Abnormal  f27 O 2 Abnormal Excludes  fogf OMA
12 | 16, Sinus Tachycardia [1] ©1Abnormal  f27 O 2 Abnormal Excludes  fog] OMNA
12 | 17.8inus Bradycardia [1] O 1 Abnormal  fap (02 Abnormal Excludes  rggp (OMNA
20, | 18, Superventricular Premature Beat f1] ©1Abnermal  f27 O2Abnormal Excludes  fogf OMA
21 [ 19.Ventricular Premature Beat [1] ©1Abnormal  f27 O 2 Abnormal Excludes  rog] OMNA
22 | 20. Supraventricular Tachycardia {1] O 1Abnormal  fap (02 Abnormal Excludes  rggp OMA
22, |21 Ventricular Tachycardia f1] ©1Abnermal  f27 O2 Abnermal Excludes  fog] (OMA
24. (22, arrial Fibrillation [1] ©tabnormal  fap (02 Abnormal Excludes  rog7 OMA
25| 23. Arrial Flutter {1} ©18bnormal  fap (02 Abnormal Excludes  roggr OMA
26, |24, Other Bhythm Abnormalities f1] ©1Abnormal  f27 (2 Abnormal Excludes  fog] (OMNA
27. [ 25. Implanted Pacemaker [1] ©1abnormal £33 (02 Abnormal Excludes  fog] OMA
28. | 26. 1st Degree A-V Block {1} ©1Abnormal  f27 O 2 Abnormal Excludes  fogy OMA
29, |27, 2nd Degree A<V Block [1] ©1Abnormal  f27 O 2 Abnormal Excludes  fog] OMNA
300 | 28. 3rd Degree A-V Block [1] O 1Abnormal  fa7 (02 Abnormal Excludes o] (O MA
31 |29, LBB Block {1} ©1Abnormal  f27 (O 2 Abnormal Excludes  fog) OMA
32 [30. RBB Block [1] ©1Abnormal  f27 O 2 Abnormal Excludes  fogf OMNA
33 |31, Pre-excitation Syndrome [1] O 1 Abnormal  fap (02 Abnormal Excludes  rggp (OMNA
34, |32, Other Intraventricular Condition Block f1] ©1Abnermal  f27 O2 Abnormal Excludes  fog] OMA
55.*| 33, Other Abnormality 4 — | [99] O specify:| Azoo fos] ONA
36 |34, Ventricular rate (bpm): <7 EGORR :SU [99] O xxx| o2&

37. |8

QRS {ms):

(4]

—

[99] O/

QNAM=0QOTHERAB

xex|  fog] OMNA

ORMALITY

36,

PR (ms): r'ss

[99] O/

.!.:xl foa] COnMA

QL ARFI =OTHER ABN
IDVAR=EGSEQ

37,

Qe {ms): A

[991 O xxx| [osp OMNA

Iem is not required
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DOMAIN: IE SC

Page 110 of 185

CTNOO28 : 2821 - Study EIl

1.

Assessment Date

IEDTC

rea|v| / |reajv] / |Reajv] (2005-2008) (mm/dd/vyyy)

Eligible for the study?

2 vist Nuber VISITNUM/VISIT [991 O (98] O
InclusionCriteria.  |ECATINCLLISION CRITERIA IETEST IEQRRES
3. | 1. Adolesce aged 13 th ah 18 f1] Olves fap ©OO0No (57 (-5 Mot Assessed
4, |2, Meet DSM-IV diagnestic criteria for ADHD as determined by the KSADS-E f1] O1lYes fo] OONo  f.5] (-5 Not Assessed
5. |3, Meet DSM-1V criteria for at least one non-nicotine substance use disorder (abuse or dependence) exdept current | f3] (O 1Yes [of OOMNo  fo5F (-5 Not Assessed
opiate dependence or current methamphetamine abuse or dependence AND have used a nen-nicetine sybstance
{except methamphetamine) within 28 days prior to signing consent
. |4, Is willing to participate in concurrent drug treatment (CBT) during the 16 week medication trial f1f 11 Yes [of OO0 No [-5§ (0 =5 Not Assessed
7. | 5. Are likely to be in the area for 6 menths and able to attend weekly cutpatient treatment for the 4 mohth duration | f37 O 1ves o OONo  f-§] (-5 Mot Assessed
of the active study
8. |6 Are able to understand and provide written informed consent (or assent if a non-emancipated minor [1] ©O1Yes for OOMe (53 (0)-5 Mot Assessed
9. | 7. Parent or guardian able to understand and willing to provide written informed consent (if participantfis a non- f1] OtYes o QONe  fo53 (-5 Mot Assessed
emancipated minor)
100 8. Has a DSM-1V ADHD Symptom checklist scor 22 derived from the adol t pl d checklisfand, if the | fy7 O 1Yes fof OO0Ne  fo5] (-5 Mot Assessed
adolescent is a non-emancipated minor, a score >=22 derived from a joint adolescent and parent/guargian
checklist
11| 9 IF fermale and of child bearing potential, agrees to use one of the following methods of birth control: f1] Olves [p} QONo  f.§] (-5 NotAs
-Complete ahstinence from sexual intercourse
Oral contraceptive
“Patch
Barrier (diaphragm or condom)
rauterine contraceptive system
Levonorgestrel implant
Medroxypr one tate contr ptive injection
-Hormonal vaginal contraceptive ring
Exclusion Criterta IECAT=EXCLUSION CRITERIA
12| 10, Serious medical illness or other clinical issues thaty in the judgement of the medical clinician (MC) o site f1] o] Q0N f.§] (-5 Not Asses
physician (SP), would make stdy participation unsafe
L2 ] 11, History of tic disorder {1 [0} Q0N f g7 (-5 Mot Assessed
14112, Pregnancy f11 fo] ©QOMNo  f.g7 (-5 Not Assess =
15.] 13, Breastfeeding f11 {0} QONo  f.5F (-5 Not Assessed
15| 14, Meet DSM-IV criteria tor current or life-time psychotic diserder as determined by K-5ADS-E and confirmed by 117 [0} O0Ne .57 (O-5 Mot Assessed
the 5P
17 » Meet DSM-TV criteria tor current or lite-time bipolar disorder as determined by K-SADS-E and conlirfned by the | fp7 O 1ves  fop OONo  fo§7 (-5 Mot Assessed
18| 16, Requires oris currently taking other concurrent psychotropic medication.(the SP should complete this question | rq7 O 1Ves i OONo  pogp (-5 Mot Assessed
hased an his/her review of relevant assessments - e.q., K-SADS, medical history, ete.)
19| 17, Taking any medications listed in protocol section 8,10 and/ or those which, in the judgement of the MC or SP, f1] ©lves [o)] QONo  f-5] (-5 Not Assessed
may praoduce interactions with OROS-MPH that are sufficiently dangerous so as to exclude the patient ffom
participating in the study.
20| 18, Meet DSM-IV criteria for current opiate dependence as determined by CIDI [1] ©tiYes fop QOMNo  f-57 (-5 Mot Assessed
21,119, Meet DSM-TV eriteria for current methamphetamine abuse or dependence as determined by the CIDJ or reports f1y O 1 Yes o1 QO 0No [-57 () -5 Mot Assessed
past 28 day use of methamphetamine, or has a positive urine drug screen for methamphetamine at bas¢line
assessment
22,1 20, A significant suicidal risk, as d ined by clinical assessment [0] O0No -5} (-5 Mot Assessed
23 |21, Active participatio ubstance abuse reatment or mental health treatment (including outpatient| day- f1] ©1iYes [o] ©OONo  f.§5] (-5 NotAs =
treatment, residential, or inpatient) within 2@ days prior to signing consent
24.| 22, In the judgement of the MC or 5P, requires additional or more intensive (e.q., inpatient, resiﬁenﬁalvn'eau'nem f1] Olves [o} OOMNo f-§) (-5 Mot Assessed
setting as assessed at screening/baseli
2523, Is the individual: SCTEST f1] O1ves fap OONo

SCORRES

SCCAT=ELIGIBLE FOR STUDY

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0
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DOMAIN: DM,DS,SC

CTNOO28 : 2823 - Randomization (RAN)

1. |Assessment Date DM/DS/SC/DTC realv] / |Reajv] / |Realv]| (2005-2008) (mm/dd/yyyy)
# [Visit Number VISITNUM/VISIT 1991 O| x| o8] O SCCAT=RANDOMIZATION
SECTION1 Must be prior to the study

3.|1. Has it been d ined that the individ,

lis elir" le for the study, as defined by the

inclusion/exclusion criteria?

Ifa_; 10 Na [1f O 1 Yes [aa] ONA

SCTEST _ SCORRES

SECTION 2

Complete Randomization Procedure

4, |2, Medication Kit Number assigned to participant?

[99] O| sooopgonas|  fag] OMA

n

3. Date of Randomization?

[99] O |req v_\f |Feqls] |r<cq v| (zoos-zoo9) (mmiddiyyyy)  feg] OMA

DM.RESTDTC / DS.DSSTDTC

@

|4 I Participant was eligible, but not randomized, please mark reason:

DSTERM

{1] © 1 Mo longer\interested in parucipating in the study
[2] ©2 Left price
[3] O 3 Other, Spatify: | ASO
[og] OMNA

randomization and failed to return

DSDECOD

DSCAT=DISPOSITION EVENT

http:/finform4 5dev19/CTNO028/pfts. dlI?8=1c6dded8&C=TM _169&FMID=0&FMRV=0&1SID=0&ITID=0& VM=2&TN=CTNO028 & SP=& AS=204 1 L CP=63535 & FP=0&RSV=0

Never Entered

QNAM=DSKITNO
QLABEL=MEDICATION KIT NUMBER
IDVAR=DSSEQ
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QSCAT=RESERCH VISIT COMPLIANCE DOMAIN: QS
CTNOO28 : 2827 - Research Visit Compliance (RVC)
1. | Assessment Date QSDTC |realv] / |reav] / |realw] (2005-z008) (mm/dd/yyvy)
2 [visit Number VISITNUM/VISIT 1991 Of | fo87 Om QSORRES
3. | 1. Study Week tor which compliance is being assessed OSTEST [991 O x| fos] ONA
4. |2. How many visits were scheduled during the study week? [99] O >x| fos] ONA
5. |3. How many visits were attended during the study week? [99] O = x| fag] OMNA
&. 4. How many scheduled visits did the participant miss? [99] O >x| fos] ONA
7. | 5. How many visits did study staff cancel? [99]1 O =| fos) ONA
5. |6. Did the participant complete the assessments and procedures scheduled for the w7 [1] ©1Yes fo] OONe  [og] QNA
5" [7- Comments Y | azo0

Itermn is not required

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0

CO.COVAL
IDVAR=QSSEQ
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QSCAT=CLINICAL TREATMENT SESSION SUMMARY (CTS)

DOMAIN:

QS

Page 113 of 185

CTNOO28 : 2839-CBT C

ician Treatment Session Summary - Individ

ual (CTS)

1.

Assessment Date

QSDTC

req v |/ |reav] / |Realv]| (2005-2008) (mm/dd/yyyy)

Visit Number

VISITNUM/VISIT

[99] O_ wex| O8] OMA

|. Segsion Information

QST

EST

QSORRES

3.

1. CBT Madule:

Fulldewin List 1|+

1.a It Session Topic is " 16-Cambination Skills” then record the topic codes for all skills)
session, There should be no more than two chose combination:

that were used during this

[99] O Tepic Number: | |
[oa] COMA

and Topic Mumber: | .

A Activity § s

2. How long has it been since your last session?

[99] O xx|(davs) fog] ONA

&, |3 How many appointments were scheduled ce the last session? [99] O xx fog] OMNA
7. | 4. How many appointments did the dient no show to? [99]1 O xx fog) ONA
8. |5 Hew many appointments did the client cancel? [99] O xx fog] OMNA
9. | 6. How many appointments did you cancel? [e2]1 O == fag) ONA
E. Inf About Today's Sessi
10.] 7. How long was today's session? (in minutes) [99] O x| fos] ONA
11.| 8. Did you record and label the audiotape with your 1D, the participant's 1D, study week, the session topic, and f1] Otves [o} QO0Ne fog] OMA
date?
1219, Are there problems the investigators or coordinator should know about? f1f Yes  fgp QOONo  fggf ONA
\L. Treatment A O
12|11 To what extent did you review the participant's at-home practice and, as necessary, address any difficulties in Pulldown List 2+
carrying out the assignment; provide a reminder of the rationale and importance of exfra-session practice; and give )
an opportunity to complete during session if it was not done?
14.] 12, To what extent did you assess the participant’s use of substances since the last segsion including exploring Pulldown List 3|+
high-risk situations s/he encountered? i
15 13, To what extent did you elicit participation in selecting one specifi topic and provide a rationale to the Pulldawn List 4+
participant tor why these skills are heing covered during this session?
16.] 14 Te what extend did you teach and model specific skills (e.9. explaining new skills gtep-by-step using relevant Fulldowin List 5|
examples trom the participant's lite)? g
17.]15. Ta what extent did you invalve the participant in the in-session practice in order to rehearse the new skills Pulldawn List & |w
leamed (e.g. behavior rehearsal role plays or other relevant practice exercises as suggested in the intervention )
manual)?
18,1 16. To what extent did you keep the session focused on prescribed activities (e.q. by redirecting dialogue when it Pulldown List 7 [v]
strayed off task and by organizing the session so defined tasks were covered) and balgnce this with maintaining an
empathic listening style?
19| 17, Te what extent did you develop one or moere specific and realistic at-h assignments for the Pulldown List &~
participant to engage in hetween sessions and explain how to do this to the parti
200 ] 18, Comments, MNote: If Session Topic was “Other” session (# 17), please briefly indicate rationgle for diverging from skills:

[ag] COMA
[1] © [az00

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0
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EXCAT=TREATMENT COMPLIANCE — PARTICIPANT REPORT

DOMAIN: EX/CO

Page 118 of 185

CTNOO28 : 2826 - Treatment Compliance - Medication - Participant Report {TCM) - Repeating Form

SEQUENCE NUMBER NOT USED. GENERATED SEQUENCE
NUMBER FROM DATA INSTEAD (SEE EXSEQ)

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0

& Assessment Date Wisir Number Sequence Number Study Week Day 1 Day 2 Day 3 Day 4 Day 5 Day & Dat 7
- B
1. |Assessment Date EXDTC |Req < / |g,,_q v / |realv] (2005-2008) (mmdddfyyyy)
2 [Vt or VISITNUM/VISIT [991 O[ =] _fos O™
3 q & Numb » [991 O x| fog] ONA
Medication - Participant Rapok
<. | 1. Study Week being ﬂﬁﬁe\ﬁedl EXSP'D [29] :"Jl ;(;:l fag] COMNA EXDOSRGM EXDObE
5 |Day 1 [29] O A nFﬂ‘P (mm{dd{yyv\f) ) Bl Zpills presc —TC. 0. Comments [aaf A
|Real] / |reale] / |RealS] 2005-2008) | e P T COICOVAL IDVAR=EXSEQ
6 |Dayz2 \ 1991 O |req|v] / [req (] / |req[v] (2005-2008) | $¢| | %=| [azo0 fog] ONA
7. |pay 3 \ [99] O |req[v] / |rea[}] / |realv] (20052008 | x| | % [azc0 | foa] ONA
& |Day 4 \ [99] O |req v / [reqY] / |Reav] (2005-2008) | <] | %4 [az00 [oaj ONA
2. |Pay s \ 1991 O|rea[v] / [rea}] / |realv] (zoos200s) | f| | %1 [az00 (98] ONA
10.|Day & \ [99]1 O |Req i~ / |req ] / |Rea~] (2005-2008) l‘ll | =t [azo0 [98] OMA
i1 |Day 7 \ [99] O |Req v:.-"lReq wj.-’lReq v (2005-2008) |>‘ | |\< AZO0 y foa) ONA
\ EXSTDTC
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QSCAT=ACTIVE STUDY (TLA)

Page 119 of 185

DOMAIN: QS

CTNOO28 : 2834 - TLFB - Active Study (TLA) - Repeating Form

today's
urine
toxicalogy

results?

OMNA 9] ONA ves [98] ONA

QSORRES  ~sés L9 OV,

Ttem is not required

= A 1t Date Visit Number Sequence Number Primary Drug Dirug Informati
:
1 Ezslzqf-menr |treq v / |Meeq|v| / |NReq|v| (2005-2008) (rr‘-rru'er.fwﬂ'I'QSDTC SE
_{Dat QUENCE NUMBER NOT USED.
* [ Nomber | 1993 Ol x| ro87 ONA VISITNUMNVISIT . GENERATED SEQUENCE NUMBER FROM
3 [Sequence | [99] Of x| fosy OMa <+ DATA INSTEAD (SEE EXSEQ)
4 Llllrll::"“w |Pulldown List 1|v| Specify other | aso QSTEST | QSORRES

Day Date Alcohol  |Marijuana | Cigarettes | Other |OTC | Cocaine | Cocaine | Amphetamine | Amy

standard | joints cpd Tobac |Meds Roube Rou
drinks
5
Drug Information Entry Qb I tb I QDORR S
S.a |Day | Pulldown List 2]
5k |2 Date [99]1 O |Req|v| / |Req|v| / |Req|v| (2005-2008) f98) OMNA
S.c |3, Alcohol [99] O # Stnd Drinks | wccc|  fag] OMA
S.d | 4. Marijuana [99] O # ints :<:<:<| [a8] OMNA
S.e |5 Cigarettes [99] OFcpd| x| fogp ONA
5.f | 6. Other Tobac fo] O0ONo g1y OlYes [ogf ONA
S.g | 7. OTC Meds fo] O0Me 17 OlYes [og] ONA
Sh |8 Cocaine [fo] ©O0Ne  f17 OlYes  [o8] ONA
5i |Cocaine Route :"\J:IUWH List 3|
53 |9. Amphetamine [o] ©OMe frp OlYes [ogf OMNA
sk | Amphetamine Route |Pulldown List 3 v
2l ] 10. Methamphetamine [o] Q0N f1j 01 Yes [98] O mAa
S.m |Methamphetamine Route :f'|_|f|IJ-'.\’NI'ILIbL3 o
Sn | 11. Opiates fo] ©ONe f17] O1Yes [fog] ONA
5.0 |Opiates Route iﬁj!ld-.':wn List 3]
Sp |12, Sedatives [o] ©OO0Me 17 QOlYes o8] OMA
5.9 | 13. Hallucinogens {fo] ©QONo 17 QlYes [og] OMNA
Sr |14, Club Drugs fo] ©Q0Me  f11 OlYes [og] OMNA
S5 |15, Inhalant fof O0MNo  f17 OlYes  [og] OMA
5.t |Inhalant Specify [99] O| Az0 fag] OMNA
Su |16, Other [of QO 0No {1 O1Yes [a8] A
5" | Other Specify [99] O s20 fag] OMNA
5w | Other Route :leIUUﬂrlle{;’- ) M
é. ;?. Is there | fog7 OMA fo] O ID\IO 1o :;::” Aluplu:lullqniue Barbi/‘\.\ufl]'c:l:: Benzzso Cuca:’[\n; Methamphetamine F:;;:';lrl::): (I;':(a:rijuana)
3 O30 Na e O S
decrepaney|  QSTEST —Yem—rrrorrre—irorre ot 2 e fo1-of [0] OONo
.l—::ﬁ:rlilgnd i[:rrlicare fog] CNA [98] CNA 1] © - 1] © ves [08] OMA 17 O1 [1] ©1Yes

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0 9/21/2009
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QSCAT=TREATMENT COMPLIANCE PILL COUNT

DOMAIN: QS

Page 121 of 185

CTNOO28 : 2841 - Treatment Compliance - Pill Count (TCO) - Repeating Form

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0

] Assessment [ Visit | Sequence Week |Date Bottle| Number Number Pills Date Replacement | Inconsistentcies Date Pills Repl t | Repl went | Repl nent Date
Date Number | Mumber |assessed | Dispensed pills pills reported bottle icati between pill Replacement | dispensed | pills returned | pills actual pills lost Replacement
returned | returned lost returned | dispensed count botte bottle
expected actual dispensed returmed
1
B
Section I: Scheduled DROS-MPH/Placebo
1. |Assessment Date QSDTC Req v | / [Reqv] / [Reqls] (2005-2008) (mm/dd/yyyy)
2. |Visit Number VlSITNUM/VISIT [99] O ==x| fos] OMNA
3 |Sequence Number [99] O| xx| fos] OMNA SORRES
4 11, Study week being assessed: QQTFQT [22] O mxx 98] A Q
& |2. Date bote dispensed: 991 O|R=q ~/ |p-‘=‘4 v] ! |req | (z005-2008) (mm/iddiyypy)  fogf OMa
& | 3. Number of pills returned (expected): [98]1 O =x| foa] Ona
7. | 4. Mumber of pills returned (actual): [99] O «x| fog] ONA
2| 5. Number of pills reported lost: [99] D_ we| fogf] ONA
2 |6. Date bottle returned: [991 O |reqlv| / |Reqlv|/ |Realv] (2005-2008) (mm/ddiyypy)  [og] ONA
10.] 7. Was repl medication disy d? fo] OO0Me  pgp OiYes fogy OMA
118, Are there any inconsistencies between pill count and sdlf-reported administration of pills? fo] ©O0No  [7] O1Yes fog] OMNA
Section |l: Replacement OROS-MPHIPlacebo
12.| 9. Date replacement bottle dispensed: [991 O |rea|v| / |Realv| / |Realv] (2005-2008) (Mm/ddiyvpy)  fog] ONA
13.110. Number of pills dispensed: [998] O ==| fog) ONA
14, 11 Number of pills retumed-expectad: [99] O_ we|  fog] O NA
151 12 Number of pills returmed - actual: [99] O_ we|  fog] OMNA
16 | 12. Number of pills reported lost: [991 ©| x| fogy COna
17.| 14. Date replacement botde returned: [99] O |p_p_q vl / |g¢=_q vl ! |realv] (200s 2008) (mm/dd/yNly) 98] CNA
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QSCAT=MEDICATION LIKING

DOMAIN:

QS

Page 126 of 185

CTNOO28 : 2829 - Medication Liking (MLI)

L. | Assessment Date QS DTC

|reav] / |reajw] / [rea v (2005-2008) (mm/ddfvyyy)

'._l

| Wisit Number VISITNUM/VISIT

[99] O =xx| jog] O

sometimes high/euphoric feeling = range 5-6
very high/euphenc feeling = 10

For each question, please fill in the circle below the number that best represents how you fesl OSTEST Q SORRES
3. 1. Do you feel that your dication has bean effective in treating your ADD SADHD symptams? |Pu||dum- List 1|w|not at all = 1
‘somewhat = range 5-6
wery much = 10
4.|2. Do you like the way your medication makes you feel? |I’ul|duw|- List 2[w|not atall = 1
somewhat = range 5-6
very much = 10
5. 3. When you take your medication, how high/ euphoric feeling do you get? |I"u||d0wn List 3[w|not atall = 1

& (4. When you take your medication, how depressed/ down feeling do you get?

|Pulldown List 4[w] not at all = 1
‘mometimes depressad fesling = range 5-6
very depressed/down feeling = 10

7.5 Do you ever crave your medication?

|P|JIIdown List 5[w| not at all = 1
‘sometimes = range 5-&
wery frequentdy = 10

2. | 6. When you take your medication, do you ever crave cigarettes, alcohol, or other drugs?

|Pulldown List &w| net atall = 1
“sometimes = range 6
wery frequently = 10

0
-~

. When you take your medication, how physically active do you fed compared to what is nermal for|you?

v

|Pulldown List 7 [] much less active = 1
“about the same = range 5-6

much more active = 10

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0
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QSCAT=MGH MEDICATION QUESTIONNAIRE

DOMAIN: QS

Page 129 of 185

CTNOO28 : 2830 - MGH Medication Questionnaire (MGH)

I [Assessment Date QSDTC Rea|v|/ |Req 'v_ / |rea IV_ (2005-2008) (mm/dd/vyyy)

2. |visit Number VISITNUM/VISIT [99] Of wex| fog] OMA

The following questions refer to the medication that you are taking in this study. QSTEST QSO R RES

3. | 1. De you remember to take your medication? f1] O1Aways  fa7 O2Mestly 37 (O3 Sometimes g7 O 4Rarely | fagy OMA
4, | 2. Do you think your medication helps you? f11 OtAways (2] O2Mestly 37 O3 Sometimes  fq] O 4Rarely | fog] OMNA
5. | L. Have you ever sald your medication to others? f1] ©1Yes fop QONo  fog] COMA

£. | 2. Have you let aothers take your medication (e.q., friends, family members, ate.)? {1 O 1 Yes [0} QO 0No foa] A

7. |3, Have you taken more of your medication than you were supposed to? f1] ©1Yes [p} ©QOONo  fog] OMNA

2. [ 4. Have you gotten high on your medication? f1] ©1ves [op QOONo  fog CHNA

. | 5. Have you taken your medication in other ways than prescribed? f1] ©1Yes [op OOMNo  fog] ONA

100 | 6, Have you not taken your medication so that you could use drugs or alcohol? [1] ©1iYes fop OONo  fogg] OMNA

11.| 7. Have you used alcohol or drugs on the days you take your medication? f1] O1ves fap OONo  fogg] COHNA

12| 8. Have you had a reaction to drugs or alcohel while taking your medication? f1] Olves [g) OO0No  fogy OMA

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0
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QSCAT=CLINICIAN GLOBAL IMPRESSION OF IMPROVEMENT (CGI)

Page 130 of 185

DOMAIN: QS

CTNOO28 : 283 1-Clinician Global Impression of Improvement {CGI-I) - ADHD (CGI)

L. | Assessment Date QS DTC

|reav] / |reajw] / [rea v (2005-2008) (mm/ddfvyyy)

'._l

|visit Number VISITNUM/VISIT

[99] O| == [98] OMA

Global Improvemeant - Rate the participant’s level of improvement by considering the participant's current ADHD symptoms compared to his or her symptoms at baseline. Rate total improvement whether or not, in your judgment, it is due entirely to drug
treatment.

3| 1. Compared to his/her condition at screening/baseline, how much has he/fshe changed? QSTEST

||I’u||duw|-L|'sl 1[v]

QSORRES

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0
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QSCAT=CHECK ON BLIND ADOLESCENT (CBA)

DOMAIN: QS

Page 156 of 185

CTNOO28 : 2832 - Check on Blind Adolescent (CBA)

L. | Assessment Date QS DTC

|reav] / |reajw] / [rea v (2005-2008) (mm/ddfvyyy)

'.J

|visit Number VISITNUM/VISIT

[991 O[ wex|  fog] QMA

W

.| 1. As a participant in this study, you have been taking either QOROS-MPH or Flaceho (sugar) pills. Which kind ot pill
do you think you have been taking?

[1] ©1 OROS-MPH

2 2 FMacebo (sugar)
<4— QSTEST iq{q%m <+ QSORRES
. -
4, |2, How confident are you that your selection for g ion 1is lly the type of pills that you h!ve been taking? |Pu||down List 1_«-' v

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0
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QSCAT=MEDICATION BLIND ASSESSMENT (MBA) DOMAIN: QS

CTNOO28 : 2833 - Medication Blind Assessment - MC (MBA)
1. |Assessment Date QSDTC |Reajw] / |reav] / |Realv] (2005-2008) (mmidd/vyy)
2. | wisit Number VISITNUM/VISIT [991 Of xex| fog] ONA
3.| 1. This participant has been taking either OROS-MPH or placebo (sugar) pills. Which kind of pills do you think the i1} 01 OROS-MPH

participant has been taking? F

< QSTEST ii_:ﬂo(;::\aceho(suqar) <4— QSOFRES
!

4, |2, How confident are you that your selection for g ion 1is lly the type of pills that the participant has been |ryp O 1 Mot at all confident

taking? [2] © 2 Mildly confident

{3] O3 Moderately confident
[4] 4 Quite confident
[5] O 5Very confident

3. Tt you selected "Very Confident” in response to question 2, what is the hasis tor your confidence?
f1] O 1My cbservaton of the parocipant’s respense to the medication
2 Information about the patient’s treatment assignment (e.9., acddentally saw paperwork, blind broken for
2]
medical purposes, atc. )
[3] O = Other (specify): | A200
fo8] ONA
[o8] COMNA

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0 9/21/2009
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QSCAT=TLFB ACTIVE STUDY (TLA)

Page 119 of 185

DOMAIN: QS

CTNOO28 : 2834 - TLFB - Active Study (TLA) - Repeating Form

——

3. | Sequence

[99] O x| fosp Ona
Number

4. 1. Primary

|Pulldown ust 1+ Specify other| aso QSTEST

QSORRES

= A 1t Date Visit Number Sequence Number Primary Drug Dirug Informati
‘
1| Assessment | |npeq v / |Req|v| / |NReq || (2005-2008) (mmidd/yyyy)
— — — QSDTC SEQUENCE NUMBER NOT USED.
“|Nomper | [991 Ol fo8] ONA VISITNUM/VISIT

GENERATED SEQUENCE NUMBER FROM
DATA INSTEAD (SEE EXSEQ)

Drug
Day Date Alcohol  |Marijuana | Cigarettes | Other |OTC | Cocaine | Cocaine | Amphetamine | Amy
standard | joints cpd Tobac |Meds Roube Rou
drinks
5
Drug Information Entry OSTEST QDORR S
S.a |Day | Pulldown List 2]
Sb | 2. Date [99]1 O |Req|v| / |Req|v| / |Req|v| (2005-2008) f98) OMNA
S.e | 3. Aleohol [99] O # Sind Drinks | coc|  fog] OMNA
S.d | 4. Marijuana [99] O # ints Z<Z<:<| fog} OMA
S.e |5 Cigarettes [99] OFcpd| x| fogp ONA
5.f | 6. Other Tobac fo] O0ONo g1y OlYes [ogf ONA
S.g | 7. OTC Meds fo] O0Me 17 OlYes [og] ONA
Sh |8 Cocaine [fo] ©O0Ne  f17 OlYes  [o8] ONA
5i |Cocaine Route :"\J:IUWII List 3|
51 |9 Amphetamine oy O 0Na {1 O 1 Yes [a8] ONA
sk | Amphetamine Route |Pulldown List 3 v
2l ] 10. Methamphetamine [o] Q0N f1j 01 Yes [98] O mAa
S.m |Methamphetamine Route :f’l_lfll]-‘_\wl'llel3 o
Sn | 11. Opiates fo] ©ONe f17] O1Yes [fog] ONA
S.o | Opiates Route |eulidown List 3+
Sp |12, Sedatives fo] Q0MNe  f17 Q1Yes [og] ONA
5.9 | 13, Hallucinagens oy O 0Ne {1 O1Yes [o8] ONA
Sr |14, Club Drugs fo] ©Q0Me  f11 OlYes [og] OMNA
5.5 |15, Inhalant fo] O0MNe  f17 O1Yes  [og] OMNA
5.t |Inhalant Specify [99] O| Az0 [o8] A
Su | 16. Other [o] OONe  rry OlYes [agf ONA
5" | Other Specify [99] O s20 fag] OMNA
5w | Other Route :leIUUﬂrlle{;’- )
6|17, Is there | foar CIMA fo7 OID\I [1] O 1ves ] Amphetamine Barbiturates Benzos Cocaine Methamphetamine Morphine  THC
a o 17a, 1 o " ~ ~ {opiates) (marijuana)
; 10 M O 0 Mo 11¢] oo (4] 0 Mo P
Siscrepancy a1t for ¢ [o] C {o] ©°  foj O0  joj C ;
between QSTEST Wesse [T OT eIt o) ST B (0] 001
the self- indicate fog7 ONA  os7 ONa 111 Q0 111 O pogr onaa [y o1 [0
report and for R \ ves O8] ONA
today' . INA fog] CINA ves (98]
arine SORRES Ybich [98] Ona
toxicalogy Q T =
results?
Ttem is not required
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QSCAT=TREATMENT STATUS AT FOLLOW-UP DOMAIN: QS

CTNOO28 : 2842 - Treatment Status at Follow-up (TSF)

1. |Assessment Date QSDTC |reav] / |reajw] / [realv] (zo0s-2008) (mm/ddiyyy)
2 [visit umber VISITNUMNVISIT [991 O] | o8] O™

1. ADHD QSSCAT=ADHD

3.| 1. Has the patient utilized any treatment for his or her ADHD since completing [of O 0No

the active study?

QSTEST [1] O 1 ves QSORRES

a.1 Medication
Utilitzed since compleung active study? Currendy Utlizing?
Jo] ©0Mo 17 OlYes fog] OMA  [gJ OONo f17 QlYes [og] OMA

a2 Psychosodal

Utilitzed since completing active study? Currentdy Ltlizing?
foy ©O0MNe 17 OlYes fog] ONA  fof OONo 17 OlYes fog] ONA
fag] ONa
4. | 2. Does the participant plan to seek treatment for his or herf ADHD? for 0Ne
[1] O 1 ves

what type of reatment is he or she planning to seek?

a.1 Medication fo] {0 No 1] O 1Yes fas] (ONA

a.2 Psychosocial g7 Q0N f] O 1Yes  fog] OMNA
[98] ONA

. SUD QSSCAT=SUD

3. Has the participant zed and treatment ftor his or her S0 since completing [of O 0Ne
the active study? [1] O 1 ves

a.1 Medication

w

Utilitzed since completing active study? Currentdy Ltlizing?
fo] ©OMNo f17 O1Yes [og] ONA fp] QONo [} O1Yes fog] QONA
a.2 Psychosocial

Utilitzed since completing active study? Currenty Litilizing?
fo] O0No 1] O1Yes fog] ONA - o] OONe 17 Olives fog] ONA
fog] COnA
&. |4, Does the participant plan to seek treatment for his or her [SUD? o] ©ONe

[1] O 1 ves

What type of treatment is he or she planning to seek?
‘L a.l Medicau'on. fo] OO0No  fip O1Yes fogf ONA v

a.2 Psychosecial fo7 OO0Me 3] O1Yes  fog] OMNA

(98] OMNA
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AECAT = AE

Page 163 of 185

DOMAIN: AE,
SUPPAE

CTNOO28 : 2824 - Adverse Events Form (AEF) - Repeating Form

= Assessment| Visit |Sequence| Any AP Type |Visit|Sequence| Date | Sdy | Severity | Action
Date Number| Mumber | new |[Name/Description| of of Drug taken
AEY's Report Onset|Related

Other | Other | Other | Other | Other Other Serious |Qutcome | Visiton | Visiton | Misiton | Visi
Action [ Action | Action | Action | Action |actiens/comments | Adverse which AE | which AE | which AE | whig
Taken | Taken | Taken | Taken | Taken Event Assessed | Assessed | Assessed [ Asse
ay | 2y | 3 | () | (5 {01y (02) (03 {0

:

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0

1. |Assessment Date AEDTC |peqle / |Req(w] / |Req|v] (2005-2008) (mm/dd/yyyy)
2. |visit Number See below for VISIT [99] O| x| fosp Ona
3. |seauence Number AESPID [99] O x| fos] ONA NOTE: if 0 or 98 checked for
4. | 1. Did the participant have any new adverse events or severity changes in previously reported AEs... f1] O1Yes [o] OONe  fog] OMa item 1, then form is dropped
If Mo o NA, Flease check NA for the rest of the questions on the form.
5. | 2. Adverse Event Name/Description: AETERM [99] O A0 fagp OMA
6. |3.a Type of Report: f1] ©1MNew Adverse Event
2] ©2 change in severity of an existing Adverse Event
fasp CMA
7. |2.b If there is a change in severity :v{r: (2.0=2), then record the Visit# and ch}encc# of the prior AE [99] O 3b Visit # | “,| fag] OMA
2. | 3. Sequence #: NOTB‘S.ED REPEAT OF 3 ABOV& [99] O3 x| fomy Ona
2. |4, Date of onset (or change) of event {mm/dd/yy AESTDTC [99] O |Req v/ |req(v] / [Reqlv] (2005-2008) fog] OMNA
10.| 5. Study Drug Related AEREL | Pulldowm List 1]
11.| 6. Severity AESEV | Pulldown List 2[%
12| 7. Action Taken Regarding Study Drug AEACN .IQJIIdown List 3|
13.|8a.1 Other Action Taken? ~ [1] O Meme  fagp OMNA
14.|8a.2 Other Action Taken? [2] ©2 M.Jl Therapy - pharmacclogic  fog] OMNA
15.|8a.3 Other Action Taken? AEACNOTH 3] .:';3R9-meduNapv - non-pharmacologic  fog] OMNA
16.|8a.4 Other Action Taken? ] O4 Howl(allzatlmwp:olmced) faa) COnHA
17.|8a.5 Other Action Taken? D, [S] ©SOther  frog] ONA
18.|8b. Description of other actions or comments: [99] O Az00 \ 1 ONA
19.|09. Was the Adverse Event Serious? (If Yes, you must complete an SAE form and repoPkit correctiy) AESER }y\;n Yes  foj Q)OMo  fog] (IMA QNAM:AERPTTYP
20.]10. Outcome AEOUT |F—UIIdM4 ]
21| 11.1 Visit on which AE assessed (1] O01 [amg ONA QLABEL=AE TYPE OF REPORT
22.] 11.2 Visit on which AE Assessed 2] ©02  reg] O
23.]11.3 Visit an which AF Assessed ;—; 003 ;{951; O\::‘\ |DVAR:AESEQ
24.111.4 Visit on which AE Assessed N D02 fagyp OMNA
25 11.5 Visit on which AE Assessed r_-NJb faa] COMNA QNAM:VlSNUMC
25 [ 11,6 Visit on which A Assessed One record was output for each AE for [6] OOS 98] ONA LABEL=VISIT # OF CHANGE
27.[ 11.7 visit on which AE Assessed each VISIT/VISITNUM that was (7] ©07 me\la\ Q -
28| 11.8 Visit on which AE Assessed checked for questions 11.1 though 12. (8] OC% f9g] ONA IDVAR=AESEQ
29,1 11.9 Visit on which AE Assessed [o] ©09  fogp ONA
30.| 11.10 Visit on which AE Assessed {10} 10 ragp OMNA QNAM:DESACT
31| 11.11 Visit on which AE Assessed [11] O11  fog] ONA
52.[ 11.12 visit on which AE Assessed [12] ©12 jog] ONA QLABEL=DESCRIPTION OF ACTION
33| 11,13 Visit on which AE Assessed [13} ©13 fog)] OnA TAKEN
IDVAR=AESEQ
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Page 164 of 185

[99] O x| fogp oA

DOMAIN: AE
34,0 11.14 Visit on which AE Assessed [14] © 14 fagp ONA
35.| 11.15 Visit on which AE Assessed [15] ©15  fag) OMNA
36| 11.16 Visit on which AE Assessed [i6] O18  fog] OMA
37 11.17 Visit on which AF Assessed [17] ©17 fog] ONA
38.| 12, Visit on which Outcome (see question 10) recorded

39,

13, Date of resolution or change in severity?

AEENDTC

(991 O |req[¥] / |Req[¥] / |Req[v] (2005-2008) (Mmvddivyyy)  foa) ONA

http:/finform4 5dev19/CTNO028/pfts. dlI?8=1c6dded8&C=TM _169&FMID=0&FMRV=0&1SID=0&ITID=0& VM=2&TN=CTNO028 & SP=& AS=204 1 L CP=63535 & FP=0&RSV=0
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DOMAIN: AE,

Page 165 of 185

fof OO0 No

AECAT = SAE SUPPAE
CTNOO28 : 2825 - Serious Adverse Events (SAE1) - Repeating Form
= Assessment| WVisit | Seq | AE | AE | SAE | SAF SAE SAE SAE Death Life Hospitalizati Disability | ¢ ital | Intervention | Severity | Relationship | Action | Outcome | Date |Investigational | Name
Date MNumber | Num | Visit | Seq | RBeport | Name | D ipti Onset | R luti Threatening Anomaly Taken of Agent |
# £ | Type Date Date Death|  Information
An AE form must be submitted for this event
1. |Assessment Date |RH|... ! |reqlx] / |Rea|x] (2005-2008) (mm/dd/yyyy) AEDTC QNAM:AEREPORT
2. |visit Number [99] O| wex| fagy ONA VISITNUM/VISIT _
T ~ AESPID QLABEL=SAE REPORT STATUS
o | x| AEGRPID IDVAR=AESEQ
5. | AE Sequence Number | X AEGRPID
5 | 1. 5AE Report Staws et
NAM=SAEDESCR —
7. 2. SAE Name (name of event) [99] O AZ0 | o8] ONMNA Al: I l:RM Q
% |3, SAE Description < foa-——azns i fosf—rt QLABEL:SAE DESCRIPTION
5. |4. 5AE Onset Date (991 O|req[¥] 7 |Req[v] / [Realv] (2005-2008) (mm/ddryvyy)  fag] ONA AESTDTC IDVAR=AESE
10.| 5. SAE Resalution Date (991 O |req[¥] / |rea[¥] / e [¥] (2008-2008) (mm/ddiyyyy)  fog] ONA AEENDTC — Q
| SAE Cate i i - 31 Yes 0N
e vean " [17 O qop OBHe AESDTH
12.|6.b Life Threatening [1} O1Yes fa3 OQOMNo AESL”:E
|6 Hospitalization (initial or 1 Yes o
" [retongedy e Ot f Qe o oon AESHOSP
1. 6.d Disability [1] Otves fgj OONo AESDISAB
15.]6.e Congenital Anomaly [1] O 1 Yes |Pulldown List 2[%) AESCONG QNAM_SAEINTV

O [Erevant One of the Above © |11 ©O1 e fop Oone < QLABEL=REQUIRED INTERVENTION TO
Qutcomes
17.| 7. Severity of SAE |Pulldown List 3[+] AESEV PREVENT OUTCOME
12.| 8. Relationship te Study Agent | 7] ’, 1 Definitdy IDVAR:AESEQ
02 ably

1 Ozeeeas AEREL

4] O 4 Unrelated

fo8) OnA
19.]9. SAE Actions Taken |F’u||duwn List 4w AEACN QNAM:AEDTH DT

20.

10. SAE Qutcome

f1] ©1 Recovered/resolved

21 () 2 Recovered or resclued with sequelas
137 O 3 Mot recovered/not resclved

fa] O 4fFaal

fos] COMA

AEOUT
QNAM=AEINFKNW

QLABEL=DATE OF DEATH —
. IDVAR=AESEQ

QLABEL=INVEST AGENT INFO KNOWN

IDVAR=AESEQ

QNAM=AEAGNTNM

QLABEL=AGENT NAME

Mumber

21.]11. Date of Death [99] O |Rreq v/ |Rreq|v] / |Reqlv] (2005-2008) (mm/ddiyyyy)  fog] ONA
Please complete the investigational data fields below (Note: 12a should be answered NA if blind still intact)
22|12, Is the investigational agent | 37 O 1ves  fo] QOO0Me  fog] ONA 4—
intormation known?
23| 12a. Investigational Agent [99] O A | foa] OMNA <4—
Mame (if known)
24| 12b. Investigational Agent Lot [99] O| az2 | foa] CMA <

IDVAR=AESEQ

5. | 12¢. Investigational Agent

Expiration Date

month / yeas

G| 12d. Quantity of Investigational

[99] O |req v |/ |Rea|v| (z005-2008) [98] ONA QNAM:AEEXPDTE

A QLABEL=EXPIRATION DATE
"~ SEE NEXT PAGE IDVAR=AESEQ

QNAM=AELOTNO
QLABEL=AGENT LOT NUMBER
IDVAR=AESEQ

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0 9/21/2009
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Agent Administered

&

DOMAIN: AE,
SUPPAE

Page 166 of 185

[99]1 O xxx| fosp O

27,

12e, Start Date

[991 O |req|v] / |reav] / |realv] (2005-2008) [rmnfddfwwwm

Z8.| 125 Date Last Administered

1991 O|reajv] / |Realv] / |Reajv] (2005-2008) (mm/ddfyyyy) o8] O

QNAM=AEQNTADM
QLABEL=QUANTITY OF AGENT ADMINISTERED
IDVAR=AESEQ

QNAM=AESRTDTE
QLABEL=START DATE
IDVAR=AESEQ

Z5.] 129, Investigational Agent |Dulldmw1 List S,V.
Dosage : A o
30| 17h, Dosage Form |Pu||dc>wn List 6w \
21| 121, Administration Frequency |pu||dc>wn List 7 ,V- \
22.] 12j. Foute of Administration |pu||dc>wn List & ,T \

33,

13, Relevant tests/flaboratory

data. includina dates

[99] O az00

W or@\

QNAM=AELSTADM
QLABEL=DATE LAST ADMINISTERED
IDVAR=AESEQ

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0

QNAM=AEDOSAGE
QLABEL=INVESTIGATIONAL AGENT DOSAGE
IDVAR=AESEQ

QNAM=AEDOSFRM
QLABEL=DOSAGE FORM
IDVAR=AESEQ

QNAM=AEADMFRQ
QLABEL=ADMINISTRATION FREQUENCY
IDVAR=AESEQ

QNAM=AERTEADM
QLABEL=ROUTE OF ADMINISTRATION
IDVAR=AESEQ

QONAM=AERELTES
QLABEL=RELEVANT TESTS ADMINISTERED
IDVAR=AESEQ
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Dosage Units

DOMAIN: CM
CTNOO28 : 2825 - Serious Adverse Events Concomitant Drug (SAE2) - Repeating Form
E I Concomitant Drug Therapy
! |@ CMCAT = ‘SAE CONCOMITANT DRUGS’
Wisit Numher Seq Num AFE Visit & AF Seq & Dirug Quantity

Dosage Form

Route

Administration
Frequency

1.

Ceoncomitant Drug Therapy Entry

1| Wisit Number

Not entered

[99] Of x| rogy Cna

1.b| Sequence Number

| ]

QNAM=AEVIS

1.c| AE Visit &

]I WEE

1.d| AE Sequence Number

—

| |

QLABEL=RELATED AE VISIT NUMBER
IDVAR=CMSEQ

l.e| 14a. Drug (-include nen.er.ic rlar.ne) CMTRT +9éur\ QNAM:AEREF

Lf | 14b. Quantity fo Adminisration  CMDOSE 1991 O =| fosy O QLABEL=RELATED AE FORM SEQUENCE NUMBER
L.a| 14¢. Dosage Units CMDOSU | Pulldown List 1|+ ] IDVAR=CMSEQ

L.h| 14d. Dosage Form CMDOSFRM | Pulldown List 2|+ ]

1i | 149e. Route of Administration CMROUTE |Pulldm-m List 3w |

1.3 | 14t Administration Frequency CM DOSFRQ |Pulldm-m List 4 vl

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0
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DATA NOT ENTERED

CTNOO28 : 2825 - Serious Adverse Events Contd (SAE2B) - Repeating Form

Visit Number Seq Num AE Visit = AL Seq £ Belevant History < Name EPhone Number Email EBeporters Name Site M.D. Name Medical M.

SAE Contd
1. |visit Number [99] O wxx| [og) Oha
2. |Sequence Number P
3. | AE visit 2 st |
4. | AE Sequence Number E33
s |15, R_elevanl history, including c_lal:e of consent apd pre-existing medical conditons {e.q. allergies, pregnancy, A200 |

smoking and alcohel use, hepatic/renal dysfunction, etc.)
o |16, Additenal Comments AZ00 |
17. Add SAE ionte the ing Clinical Staff:
7. | 174, Name (print ASO |
Z | 17b, Phone Number 420
9. | 17c.Email AS50 |
10.| 17d. SAE Reporters Name (please print) ASD |
11.| 17e. Site M.D, Name ASD |
12.| 179, Study Medical Moniter Name ASD |

© Item is not required
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QSCAT=PARTICIPANT STATUS AT END OF ACTIVE TRIAL DOMAIN: QS

Page 172 of 185

CTNOO28 : 2836 - Participant Status at End of Active Trial (PST)

1.

Assessment Date QSDTC

rea v / |rea|v] / |Realv] (2005-2008) (mm/ddiyyyy)

> [t Namber VISITNUMNVISIT 19910 ] (o8] O
_ QSTEST Q

3. | 1. Date last research visit attended: (981 O |Req_v / |p.eq v] / |realw| (z005-2008) (mmdddlyyyy)  fag]] OMNA

4. [2.How many CBT sessions were offered to the participant? [o9] O| xxx|  fo@] OMNA

5. | 3. How many CBT sessions did the participant attend? [o9] O| wex| o8] COMNA

f. |4, Please indicate the participant’s status at the end of his or her participation in the active stfdy phase: | Pulldown List 1 |w|

Aa, Specity (for Administrative Discharge or Other): | AZ00

7. | 5.a Does the study staft recommend that the participant seek treatment for his or her ADHD? foj] ©OONo  [1] O 1 Yes [o8] A
1f yes, what type of treatment is recommended?
Sl Medication fo] O0Me  f17 O 17ves  fhg] OMNA
5.a.2 Psychosocial fp] OO0Me  f17 O1Yes |rag) OMa

8. | 6.a Does the particiapant plan to seek treatment tor his or her ADHD? fof 0N [1] O 1ves [98] (et
1f yes, what type of treatment 15 he or she planning th seek?
6.a.1 Medication fop QOO0MNo g7 D 17es  rohg) COMNA
6.0.2 Psychosocial oy C0Mo pap O 1Yes [rogp OMNA

9. | 7.0 Does the styudy staff recommend that the participant seck treatment fer his or her SUD? fo] OO0Me  [1] O 1 Yes fag] CMa
1f yes, what type of treatment is recommended?
7.a.1 Medication [o7 Q0N {17 O 1Yes s} ONA
a2 Psychosocial  fop QO0MNo  f37 O 1Yes |fog) OMNA

100 | 8.0 Does the participant plan to seek treatment for his or her Substance Use Disorder? fo] O0Ne [1] O 1ves for] COMA
It yes, what type of treatment is he or she planning !‘yse&k?

f.a.1 Medication oy O0MNo  ppyp O 1Yes  fagp OMNA

2.0.2 Psychosocial fo] OOMNe g7 O1¥es

[o8] CMNA

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0
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QSCAT=CBT FIDELITY RATING FORM-INDIVIDUAL SESSION (CBT2)

DOMAIN: QS

Page 173 of 185

CTNOO28 : 2837-CBT Fidelity Rating Form - Individual Session (CBT2) - Repeating Form
= Assessment Visit Llinician | Supervisor | Session Type of LBT Clinician Clinician assess use | Clinician elicit Clinician teach | Clinician involve | Clinician keep Therapist develop Comments
Date Number 1D D Date Review | Module i of sub participati and model participant session focused | practice assignments
home
1 IE}
1. |Assessment Date QSDTC |Req |/ |Req vl / |qu v | (200s-2008) (mm/dd/Avyyy)
2 [visitNumber VISITNUM/VISIT 1991 O] | _[og] O
3. | 1. clinician 1D: QSTEST [99] O wooee| fog] ONA QSORRES
4. |2, Supervisor ID: faa] OMA
5. |3. Session Date: [99]1 O |reqlv / |reg|w / |I‘luq_v| (z005-2008) fos] ONA
& |4 Type of Review: [1] © 1 Interventionist Rdelity
[2} © 2 Interventionalist Certification
[3] O 3 Other
Type of Review, Other:
ASD
jos] OMNA
7. |5.CBT Module: |9u1|dclwr1 List 1|v
B. 6. To what extent did the rllnlclan review rhe parnclpanl"q at-home practice and, as hecessary, address any |K3u]|dowr1 List 2w
difficulties in carrying out the fe ar der of the rati le and irhpertance of extra-session )
practice; and give an opportunity to mmple-h: during session it it was not done?
Q. 7. To what extent did the cinician assess the participant’s use of substances since the last session including |[—7u1|dowr| List 3 v
exploring high-risk situations s/he encountered?
10. | 8. To what extent did the clinician alicit participation in selecti ane ifi topic and ide a rationale |p”:|||-{(wm List 4wl
to the participant for why these skills are being covered during this session? i
11, |9, To what extent did the clinician teach and model specific skills {e.q. explaining nep skill step-by-step using |m1|do.».p| List 5w
relevant examples from the participant's life)? b
12, | 10 Te what extent did the clinician i the partici tin th - sion pr order te rehearse the new |F’u1|d0wr| List 6w
skills leamed (e.q. hehavior rehearsal role plays or nlhpr relevant practice exercises as suggested in the )
intervention manual 37
13, | 1L To what extent did the ¢l ian keep the session focused on prescribed activities (e.g. by redirecting dialogue |P|J:||r{nwr| List 7w
when i rravsd off task and by organizing the session so defined tasks were coveradl) and balance this with )
maintaining an empathic ||su_r||l|g style?
14, |12, To what extent did the therapist develop one or more specific and realistic at-home practice assignments for |pu:||r{fvwr| List & v
the participant to engage in between sessions and explain how to do this to the par§cipant? i
15, | 13, Comments: y 8200 v
© Item is not required
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QSCAT=CBT FIDELITY RATING FORM-FAMILY SESSION (CBF2)

DOMAIN: QS

Page 176 of 185

CTNOO28 : 2838 - CBT Fidelity Rating Form - Family Session (CBF2) - Repeating Form
= Assessment Visit LClinician | Supervisor | Session Type of CBT Clinician Explain Clinician LClinician elicit Clinician teach | Clinician invelve | Clinician keep Clinician develop
Date Mumber 1 I Date Review | Module | and Answer review participation and medel all attendees | session focused | practice assignments
Rrogress
8
1 Assessment Date QSDTC |Req |/ |Req v/ |Req v| (200s-2008) (Mm/ddivyyy)
2. |visit Number VISITNUM/VISIT [99] O| x| [98] ONA
3. | 1. Clinician 107 QSTEST [99] O wooee| fog] ONA QSORRES
4 2. Supervisor ID: faa] OMA
5. |3. Session Date: [99]1 O |nreqgv] / |Reglw] / [reqls] (2005-2008) fo8]) ONA
& 4. Type of Review: [1] © 1 Interventionist Rdelity
[2} © 2 Interventionalist Certification
[3] O 3 Other
Type of Review, Other:
ASD
[og] OMNA
7 5. CBT Module: 31 15-1 Family Session #1 (SV 4/5)
2 15-2 Family Session #2 (SV 9/10)
[37 (3 15-3 Family Session #3 (S 14/15)
[98] COMA
& 6. To what extent did the dinican explain and answer questions about the therapy profess to the family and for |P|J]I|‘.nwn List 1w
ather attendees {including specifics abour substance use, cagnitive-behavioral therapy for substance use, and
skills learmned to be taught during the therapy)?
k=] 7. To what extent did the clinician review Lheparuc:pant s progress in therapy with the family and/or other |F3|Jllr|'fvwn List 2 v
attendees using positive language and [ t strategies? )
10. | 8. To what extent did the clinician elicit participation from all artendees including the srudy participant in selecting |9L|1|down List 3w
at least one topic or issue on which to focus during the session? :
11, |9 To what extent did the cinican teach and madc_i positive l.u”lliurllt.d‘.lull and problefn-solving skills to the |i’|,|1||;w|-| List 4%
tamily or other attendees using real-life whenever
12, | 10. To what extent did the clinician involve all attendees in the practice of new ciills tqught? |l’u]|u<.vwr| List 5w
13. | 11. To what extent did the clinici .kmp the seszion fi o an prescribed activities (¢.9. by redirecting dialogue |pu]|r|'fywn List &
when it strayed off task and by erganizing the session so defined tasks were covered) ind balance this with —
maintaining an empathie listening styla?
14, |12, Te what extent did the clinician dcwlup one or more specific and realistic at-home practice assignments for |F’u1||.’<.mr| List 7w
the family participants to inb and explain how to do this to everyone involved?
15,7 | 13, Comments: 7 AZO0
® Tem Is not required

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0
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QSCAT=CLINICAL TREATMENT SESSION SUMMARY FAMILY (CSS)

DOMAIN: QS

Page 178 of 185

CTNOO28 : 2840-CBT Clinician Treatment Session Summary - Family (CSS) - Repeating Form

= Assessment | Visit CBT Since | Appointments | Client| Client | Appointments | Today\'s | Session Becord Problems | Explain Beview Elicit Teach and Involve Keep | Develop at-
Date Number | Madule | last were no | cancel lled i Participants | and label i and ici ! i cipati attendees | the
session |  scheduled | show audiotape should answer proaress from communication in session | assignments
know 1 ttend practice | d

E

Assessment Date

QSDTC

Req v |/ |Reg|v / |P.=q ~| (2005-2008) (mm/ddlyyyy)

2

Visit Number

VISITNUM/VISIT

[99] O xxx| fog] ONA

1. Session Information

plays or other relevant praclice exercises as suggested in the intervention manual)?

2| 1. CBT Module: QSTEST f1] ©115-1Family Session #1 (SV 4/5) QSORRES
f2] Q2152 Family Session #2 (SV 9/10)
{3] O3 15-3Family Sessicn #3 (SV 14/15)
fog] COMA
A, Activity Since Last Session
Since the last ion {or since for the first ion):
4. |2. How long has it been since your last session? [99] O xx| (days)  fog] OMA
5 |3 How many appointments were scheduled since the last session? [99] O == fog] ONA
& |4. How many appointments did the client no show ta? [99] O == f[og] N4
7. | 5. How many appointments did the client cancel? [99] O =« f[og] ON&
4. | 6. How many appaintments did you cancel? [e2]1 C. we| fag] O
B. Information About Today's Session
@, | 7. How long was today's session? {in minutes) [99] O x| fag] OMNA
10.| 8. Session Participants {select all that apply): [98] [nA
f1] [IMother
f2] [Father
131 [)stepmother
f4] [ Stepfather
5] [&rether
fa] [ Sister
[7] [Boyfriend
8] Gndfriend
f9f [Friend
[10] []Teacher
[11] [Legal office
[12] []Cther Relative | a2
(B.a Specify)
[12] [] Other Non-Relative | a20
(&b Specify):
11.]9. Did you record and label the audiotape with your 10, the participant’s 1D, study wegk, the session topic, and {1 11 Yes [0} 0 Ne foa] e
date? )
12| 10. Are there problems the investigators or coordinator should know about? f1] ©tiYes o QONe  fogf ONA
1T Adherence Checklist
13.] 1. To what extent did you explain and answer questions about the therapy process to fthe family and/or other Pulldown List 1 [+
attendees {including specifics about substance use, cognitive-behavior therapy for substance use, and skills
learned and to be taught during the therapy)?
14, 2. To what extent did you review the participant’s progress in therapy with the familyland/for other attendees using || pulldown List 2« |
positive language and i i | enhancement strategies? :
15,3, To what extent did you elicit participation from all attendees incuding the study participant in selecting at least || pulldown List 2« |
one topic or issue on which to focus during the session?
16| 4. Ta what extent did you reach and model positive communication and problem-salvipng skills to the tamily or Pulldown List 4w
other attendees using real-life examples whenever possible?
17.]5. To what extent did you involve all attendees in the practice of new skills taught (e.fi. behavior rehearsal role Pulldawn List 5|

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0
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CONTINUED ON NEXT PAGE
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CONTINUED ON NEXT PAGE

empathic listening style?

19,1 7. To what extent did you develop one or more specific and realistic at-home practice assignments for the family |p\_r||down List 7 :J
participants te engage in bet i and explain how to do this with everyone involved?
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QSCAT=PREGNANCY AND OUTCOME DOMAIN: QS
CTNOO28 : 2844 - Pregnancy and Outcome (POC)
1. | Assessment Date QSDTC rea|v |/ |reajv] / |realv] (2005-2008) (mm/dd/yyyy)
> [vist Narmber VISITNUMNVISIT (991 0] =] (o8] OMA
Section | Information about Pregnancy OSTEST QSORRES

3. | 1. Who discovered the pregnaney? f1] O Swudy Partcipant 27 (2 Study Staff  fagp OMNA

4. | 2. Hoew was the pregnancy verified? [99] O (Seclect all that apply)

{1} []1 Unne Pregnancy Test
f2] [2 Serum Pregnancy Test
3] [3 Ultrascund

foa] ONA
5. | 3. Date on which the pregnancy was verified: (991 © |Req vl / |pleq vl ! |reav] (2005-2008) (mm/idddyyyy)  [og] A
& |4, Date on which study staff was aware of pregnancy: [99] O |reql~] / |Req[~] / |Rea[~] (2005-2008) (mm/dd/yyyy)  [o8] CpMA
7. | 5. Date on which study medication was discontinued: (991 © |REGIV_ / |p'eq.vl ! |req ~| (z005-2008) (mm/idddyyyy)  [og] pHA
8. |6. Approximate due date: [991 O |Reqlv| / |Reqv] / |Reals] (2005-2008) (mmiddivyyy)  fog) CpMA
Section Il: Outcome of Pregnancy
. | 7. Ourcome of Pregnancy: 1] © 1 MNormal

[2] O 2 Abnormal
7.a If Abnormal Outcome,
specify abnormality:
| a100
131 O3 Mscarriage
{4 O 4 Terminated
[5] © 5 Other
7.b If Other, Outcome, spealfy other:
| A100 |

{98] OMA

10.]8. Date of Delivery: [991 O |nRreq|v| / |Reqlv| / |Rea|»| (2005-2008) (mm/ddiyyyy)  [ag] (NA

11 [ 9. Number of live births - this pregnancy? [0] ©0 9.alf0live births, indicate reason: 27 O1 21 ©2 f33 OF [og) ONA
| a100 Y
121 10, Type of Delivery f1f ) 1 Vaginal 127 ()2 Cesarean Section [o8] NA

http:/finform4 5dev19/CTNO028/pfts.dl1?S=1c6dd edB&C=TM _169&FMID=0&FMRV =0&ISID=0&ITID=0&VM=2&TN=CTN0O028&SP=8& AS=204 1&CP=6553 5 & FP=0& RSV=0 9/21/2009
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QSCAT=PREGNANCY AND OUTCOME CONTINUED

DOMAIN: QS

Page 182 of 185

CTNOO28 : 2844 - Pregnancy and Outcome Contd (POC NB)
1. | Assessment Date @GDTR@ w| / |Req v (2005-2008) {mm/ddinny) QSORRES
VISITNUMNISIT 1991 O] | 196] o OSTEST
Gender Weeks Days | Lbs | 0zs | Length | Circumterence | APGAR | APGAR | APGAR [MNormal | Specity | Contributing
Score: |Score: |Score: factors
I min |5 min |24 hrs
3.
Newbom Infermation Entry
G |Gender [1] ©Oi1Male  fap O2Female  foay OMNA
3b |Gestational age at delivery: Weeks [99] O ’Il Weeks  rggy ONA
Z.c |Gestional age at delivery: Days [99] O = |Days fag] OMNA
2d |weight: Ibs [99] O wx|lbs  fogp Oma
Ze |Weight: ozs [99]1 (_‘_!l ;mluzb fos] CMA
36 |Length [99] O| xx|<m  rogp OMA
3.9 |Head circumference [99] :‘l ;q,;l cm  ragf ONA
3h |APGAR Score: 1 min [99] O| xx|t min  jogp OMA
20 |APGAR Score: 5 min [99] "| :x| Smin  jogj OMNA
33 |APGAR Score: 2ahrs [99] O] =x|24hrs  fogy ONA
Sk |Normal infant? fo] ©ONo
f1j O1ves
[o8] ONA
31 |Tf Mo, specify abnormality: [99] "| AZO0 fog] OMA
Z.m |Contributing factors to abnormality [99] ':\| A0 1987 ONA
If more than 3 babies, record physical characteristics and any abnermality and contributing factors in com ts.
47| 14, Comments: [99] (_}: AZ0D | fos] OMA
* Item is not required
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DVCAT=PROTOCOLVIOLATION DOMAIN: DV
CTNOO28 : Protocol Violation Log (PVL) - Repeating Form
#| |node| site principal | sitepr | 1 2 a | 4 5 6 Z 8 | 9 |m‘ o ‘Qe.s.mmn[n_am_an.ﬂ| E'i_|
Bl | Investiaator Rcﬁrd sl:l’{l'g Violation %Jm:ﬁ VIgl\fﬂp‘:’.‘on Bﬂnl-:q;lmd Rc%%ﬁcd Qgitgl'{cﬁcj:)er_gl Protocal Impler £ i '_ Lo e e AT — L
s sda o QNANM=NODEPI
: Ig QLABEL=NODE PRINCIPAL INVESTIGATOR
| IDVAR=DVSEQ
Adelescent ADHD with SUD and OROS med QONAM=SITEPI |
1. [Node Principal Investigator <« lasn —— QLABEL=SITE PRINCIPAL INVESTIGATOR
2. |Site Principal Investigator <— | ASD IDVAR:DVSEQ
| ferlelteed h— |2 QNAM=STEPIREC
Sonera tor ST = IQDLVAABRE_LD:\?|STEEQF>| OF RECORD
5. |2, viclation Date DVSTDTC :Req 3 .-'|Qe-q =
& |2 PartID <4+ Lo QNAM:PARTID
4. vielation Type 1 QLABEL=PART ID
[ vieragon v DVDECOD Forgireet| IDVAR=DVSEQ
8 |5 Reported by |aw | QNAM:TYPEO
T [ereronedone \ v /[rea /7] QLABEL=VIOLATION TYPE: OTHER
10.[ 7. Date site \ \ |reav] /|reaiv] /|rd IDVAR=DVSEQ
11.|8. Date Log \ \ !\ N |req(v] / |realw] / [real~] (2005-2009)
12,19, QA Monitor \ \ \ \ - | Az0 |
13.] 10, Date QA \ \ \ \ w |nreq(v] / |req v] / |req(v] (2005-2009)
14| 11, Initials of QA |
= ossepron ANEN WA = QNAM=QAMON
\ \\ \ DVTERM QLABEL=QA MONITOR
16, | Current Status \ \\ \ Az00 IDVARZDVSEQ
® |
17 | Resolution \ \\ \ A200 ‘
A} k \

QNAM=REPTBY
QLABEL=REPORTED BY
IDVAR=DVSEQ
QNAM=REPTDATE
QLABEL=REPORTED DATE
IDVAR=DVSEQ

QNAM=SITEDATE
QLABEL=DATE SITE
IDVAR=DVSEQ

QNAM=LOGDATE
QLABEL=DATE LOG
IDVAR=DVSEQ

QNAM=QADATE
QLABEL=DATE OF QA
IDVAR=DVSEQ

QNAM=QAINIT
QLABEL=INITIALS OF QA
IDVAR=DVSEQ

QONAM=CURRSTAT
QLABEL=CURRENT STATUS
IDVAR=DVSEQ

QNAM=RESOLVE
QLABEL=RESOLUTION
IDVAR=DVSEQ
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CRE Flectronic Signature Affidawvir

By my dared signature below, |, [First Name] [Last Name], verfy thar all case report form pages accurately display the resulrs of the inations, rests, & ions and reatments performed on this patient.

Pursuant to Section 11,100 of Title 21 of the Code of Federal Regqulatons, this is to certify that [ intend that this electronic signature is 1o be the legally binding equivalent of my handwrirten signature,

Tothis 1 do attest by supplying my user name and password and clicking the button marked Submit below.

CRF Flectranic Signature Affidavit

By my dated signature below, 1, [First Name] [Last Name], venfy that this case report form accurately displays the results of the examinabons, tests, evaluabons and treatments noted wathing

Pursuant to Secton 11,100 of Title 21 of the Code of Federal Regulatons, this s to certify that [ intend that this electronic signature 15 to be the legally binding equivalent of my handwritten signature,

To this 1 do attest by supplying my user name and password and dlicking the button marked Submit below.

DATA NOT ENTERED
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