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SUMMARY OF CHANGES

This summary table lists all clarifications, administrative changes or amendments to Supernus protocol
810P302. Additions are denoted by bold letters and deletions by strikethrough.
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Section | Page | Description of Change Rationale
Changes to 810P302 V3.0 Dated 21 Dec 2015
Title Page 1 Protocol version and date was updated Administrative
Signature page 3 The authorship was revised For clarification
Synopsis 10 | The following was added: To understand exposure
I | of metabolites in
. children
.
.
.
I
Synopsis 11 | The following was changed: To facilitate study
Total subject duration on study: Approximately 13 36-32 weeks | conduct
o Pre-treatment phase: Up to 45 days 4-6-weeks
o Screening period: Up to 30 days 2- 4-weeks
o Baseline period: At least 15 days 2-weeks
Synopsis 13 | The following was added: To understand exposure
I | of metabolites in
. children
|
|
Synopsis 13 | The following was added: To understand exposure
I | of metabolites in
I children
.
I
List of 20 | List of Abbreviations was updated to include Adverse Event of For clarification
Abbreviations Special Interest (AESI)

2.3 26 | The following was changed: To understand exposure
I | of metabolites in
. children
I
.
I
I

3.2 27 | The following was changed: To give caregivers the
Following screening, eligible subjects will enter a two-week opportunity to improve
flexible baseline period, at which time the IA diary will be issued | diary compliance
to the subject’s primary caregiver. At the end of the twe-week
baseline period, eligible subjects whose primary caregiver has
maintained at least 80% compliance with the IA diary will be
randomized 1:1:1 to 18 mg/day SPN-810, 36 mg/day SPN-810, or
placebo.

3.2.1.1 27 | The following was changed: To facilitate study
conduct
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Screening will take place for up to 28 45 days prior to
randomization and may be carried out over more than one visit
if necessary.

3.2.11 27 | The following was added: For clarification
Staff at study sites are encouraged to complete screening
procedures as early as possible to provide more flexibility in
the baseline period for the caregivers to achieve IA diary
compliance (see Section 3.2.1.2).

3.2.1.2 28 | The following was changed: To give caregivers the
Subjects who meet study entry requirements will proceed to the | opportunity to improve
two-week flexible 15-day baseline period. At Visit 2-primaryand | diary compliance
(i assi 4 | ) " . .
of thelA-diary—Aan |A diary device (LogPad) will be issued to the
primary caregiver. The primary and (if assigned) secondary
caregivers will receive training on the use of the IA diary. Every
effort will be made to provide adequate caregiver training on
the use of the IA diary at Visit 2 and acknowledgement of
training will be captured on the device. Fhe-caregiverwil-be
. | ntain the diarf . ¢

. iod. . i " A i "
assessed:
Following at least 15 days of IA diary use, caregiver compliance
with the IA diary will be assessed. Compliance will be
calculated as the percentage of days over the past 15 days
during the baseline period for which an evening diary was
completed. Compliance-ofatleast80% mustbe-demonstrated

. . he titrati od | iiblef

Subjects whose caregivers demonstrate at least 80%
compliance will be eligible for randomization and continue
into the titration period.

Subjects whose caregivers do not reach 80% compliance during
the first 15 days of the baseline period may be allowed to
continue to use the diary for up to 15 additional days. For
these subjects, caregivers will receive remedial training on the
use of the IA diary. During this time, caregiver compliance with
the IA diary will be monitored daily by study site personnel
over the past 15-days as a “rolling window”. When the
caregivers’ performance with the IA diary improves such that
the caregivers are able to demonstrate at least 80% compliance
over the past 15-day rolling window, the subject will be eligible
for randomization and allowed to continue into the titration
period.

Although there are up to 30 days available for each of the
screening and the baseline period, the total duration of
screening and baseline periods may not exceed 45 days.
Rescreening

As a general rule, rescreening of subjects is not allowed. The
only exception to this will be for subjects who had failed
screening due to caregiver non-compliance with the IA diary
under protocol version 3.0. These subjects may be rescreened

This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
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to participate in the study under protocol 4.0. These subjects
will be assigned a new subject ID number and will complete all
study screening procedures.

3.24

29

The following was changed:

Subjects will return to the study site for a final visit, after
completing the 1-week Taper/Conversion Period. Those subjects
who elect to continue in the OLE study will have procedures
performed for that study as well. Alsubjects-who-discontinue
earh-witretura-to-the study-site foro-finalwisit—Any sSubject

who discontinues from the study during the maintenance period
will be offered a Taper kit and will return to the study site for a
follow-up visit (EOS). Subjects who discontinue during the
titration period will not receive a taper kit and will only
complete the EOS procedures.

For clarification

Figure 1 and 2

30,
31

These figures were updated with the new visit windows and
screening period

Updated as per changes
in the protocol

4.1.1

32

The following was added:

8. a 2- adrenergic agonists (e.g. clonidine and
guanfacine) used for any other reason except for monotherapy
treatment for ADHD (e.g. aggression or insomnia) must be
discontinued at least two weeks prior to Visit 2.

To facilitate study
conduct

Table 1

34,
35

Table 1 was updated with the new visit windows, screening
period, baseline period, and footnotes. Due to the addition of a
new footnote, this section had to be renumbered

Updated as per changes
in the protocol

Table 1

34,
35

The following new foot note “c” was added for Visit 3 window
days: Visit 3 will occur at least 15 days following Visit 2.
Footnote “g” was renumbered to “h” and changed as follows:
gh  Total of 5 PK blood samples will be obtained over one or
two visits (Visit 4 and/or Visit 5)-te-be-divided-between Visit4

Footnote “d” was renumbered to “e” and changed as follows:
de Diary compliance must be at least 80% (minimum of 12
days out of 3415) to qualify for randomization.

Updated as per changes
in the protocol

421

36

The following was changed:
Subject screening procedures will be performed within 28 45
days prior to Visit 3 and may be done on more than one day.

To facilitate study
conduct

4.2.2

36

The following was changed:
Visit 2 will occur at least 34 15 days prior to Visit 3.

To facilitate study
conduct

4.2.2

36

The following was added:
Please note that, per protocol and within the EDC, Visit 1 and
Visit 2 may occur on the same day.

For clarification

4.2.3

36

The following was changed:
Visit 3 will occur at least 3415 days following Visit 2 according to
the Schedule of Visits and Procedures.

To facilitate study
conduct

4.2.3

37

The following was changed:
10. Collect urine samples for urinalysis, urine drug screen
(all subjects), and pregnancy test (FOCP only)

For clarification

4.2.4

37

The following was changed:

To facilitate study
conduct

This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely

for the purpose of reviewing or performing this study.




Supernus® Pharmaceuticals, Inc. CONFIDENTIAL
810P302 Version 7.0 Page 7 of 225

Visit 4 will occur 7 (+32) days following Visit 3 according to the
Schedule of Visits and Procedures.

4.2.5 37 | The following was changed: To facilitate study
Visit 5 will occur 14 (+32) days following Visit 3 according to the conduct
Schedule of Visits and Procedures.

4.2.6 38 | The following was changed: To facilitate study
Visit 6 will occur 21 (+33) days following Visit 5 according to the conduct
Schedule of Visits and Procedures.

4.2.8 38, | The following was changed: To facilitate study
39 | These will include pre and post-dose samples obtained over conduct
one visit (Visit 4 or Visit 5) or can be obtained over two visits
(Visit 4 and Visit 5) Blood-willbe-drawn-forquantitative PK
If the subject decides to complete the PK sampling over one
visit then he/she will arrive at the clinic in the morning prior to
taking the morning dose.
A PK sample will be drawn pre-dose; then the dose will be
observed in the clinic. Post-dose PK samples will be taken at
approximately 1 hour, 2 hours, 4 hours and 6 hours after the
time of the observed dose. PK samples should be obtained
within 15 minutes of the 1 hour and 2 hour timepoints and
within 30 minutes of the 4 hour and 6 hour timepoint. Atereof
isits, . W arr Linic ina pF

If the subject decides to come for the PK sampling over two
visits, then on one visit the subject will arrive at the clinic in the
morning, prior to taking their morning dose. A PK sample will
be drawn pre-dose; then the dose will be observed in the clinic.
Post-dose PK samples will be taken at approximately 1 hour
and 2 hours after the time of the observed dose. PK samples
should be obtained within 15 minutes of the targeted
timepoints.

4.4 42 | The following was added: For clarification
4.4 Prohibited Medications:

Subjects may not be on any prohibited medication while on
study as indicated in the Inclusion/Exclusion Criteria. These
medications include:

. a 2- adrenergic agonists (e.g. clonidine and
guanfacine) used for any other reason except for
monotherapy treatment for ADHD

. Anti-psychotics including aripiprazole,
risperidone, quetiapine, and ziprasidone

. Anticonvulsants including carbamazepine and
valproic acid, antidepressants, mood stabilizers
including lithium, benzodiazepines,
cholinesterase inhibitors or any drug known to
inhibit CYP2D6 activity

e  Herbal supplements
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4.5

42

The following was deleted:

I

For clarification

521

44

The following was changed:

. CGl-l, relative to the condition at baseline Visit 3, will be
evaluated by the caregiver and by the Investigator at each post-
baseline visit on a 7-point scale with 1=Very much improved,
2=Much improved, 3=Minimally improved, 4=No change,
5=Minimally worse, 6=Much worse, and 7=Very much worse.

For clarification

53

45

The following was added:

5.3.2

45

To understand exposure
of metabolites in
children

The following was added:

54.21

48

To understand exposure
of metabolites in
children

The following was changed:

All SAEs must be reported to the Drug Safety Contact within 24
hours of first becoming aware of the SAE. The Investigator must
complete an SAE eCRF in EDC Fesm and include a detailed
description of the SAE, as well as other available information
pertinent to the case (e.g., hospital records, autopsy reports and
other relevant documents). Should the site be unable to access
EDC, a paper SAE form must be completed and sent to WCT
Drug Safety by email or fax. The investigator will keep a copy of
this SAE Report form on file at the study site. Once EDC becomes
available, the site must complete the SAE eCRF in EDC.

For Clarification

54.2.1

49

The E-mail address for drug safety contact was updated:

5.4.2.2.

49

Administrative

The following was added:
The Investigator must complete a Pregnancy Outcome Form as
a follow up.

For Clarification

5.4.2.2

49

The following was changed:

Treatment-emerging EPS (e.g. akathisia, dystonia, Parkinsonism,
tardive dyskinesia) and neuroleptic malignant syndrome should
be reported to the Drug Safety Contact person(s) by completing
the Adverse Event Special Interest (AESI) eCRF in EDC. Should
the site be unable to access EDC, a paper AESI form must be
completed and sent tojjjjj Drug Safety by email or fax faxing
erscanning-the-appropriate source-documentation within 24
hours of first becoming aware of the event. Once EDC becomes
available the site must complete AESI eCRF in EDC. EPS
incidence will be summarized and shared with study
Investigators throughout the trial.

For Clarification

54.4

50

The following was added:

A subject will be excluded if the Screening blood test results
indicates > 2 times the upper limit of normal (ULN) of alanine
aminotransferase (ALT), aspartate aminotransferase (AST),
gamma glutamyl transpeptidase (GGT), and/or serum
creatinine. Laboratory tests will not be repeated for these
subjects.

For Clarification
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Any repeat laboratory testing will be conducted under fasting
condition.
6.5 55 | The following was added: For Clarification
Only one (primary) reason for study discontinuation will be
recorded for each subject.
57 | The following was changed: For Clarification
The secondary endpoints are:
6.9.2 1. Actual Caregiver CGI-I score at Visit 6
2. Actual Investigator CGl-l score at Visit 6
2:3. Change from Visit 3 to Visit 6 in Investigator CGI-S score
34. Change from Visit 3 to Visit 6 in CHQ-28 score
5. Change from Visit 3 to Visit 6 in PSI-4-SF scores in:
a. Parental Distress
b. Parent-Child Dysfunctional Interaction
a.c. Difficult Child
ccH
5.6. Change from Visit 3 to Visit 6 in SNAP-IV ADHD scores
in:
a. Inattention ratings
b. Hyperactivity/Impulsivity ratings
c. Combined Scale ratings
6.12 59 | The following was added: To understand exposure
I | Of metabolites in
I children
I
I
.
.
.
|
7.4.4 63 | The following was added: To understand exposure
I | of metabolites in
I B | chidren
|
Changes to 810P302 V4.0 Dated 16 Dec 2016
Section Page Description of Change Rationale
Title page 1 Protocol version and date was updated Administrative
Signature Page 3 The signature page was updated Administrative
Signature Page 3 One of the reviewers was changed: Administrative
|
-
I
Synopsis 15 | The following was added: Updated as per changes
in the protocol due to
Based on the 810P301 study Interim Analysis result decision, interim analysis results
the 18 mg dose arm was dropped partway through the study. in the 810P301 study.
As a result, subjects in the 18 mg dose arm will be re-
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randomized in a ratio of 2:1 to receive 36 mg/day SPN-810 or
placebo.
Synopsis 15 | The following was changed: Updated as per changes
in the protocol due to
Approximately 378 subjects aged 6-12 years (inclusive) will be interim analysis results
screened to achieve 291 subjects randomized;S7pertreatment | in the 810P301 study
arm
Synopsis 16 | Treatment, Dose and Mode of Administration Updated as per changes
The following was added: in the protocol due to
interim analysis results
Based on the Interim Analysis results from the 810P301 study, | in the 810P301 study
Treatment 2 (18 mg) arm is discontinued.
Synopsis 17 | Sample size: Updated as per changes
The following was changed: in the protocol due to
interim analysis results
It is assumed that approximately 20% subjects will dropout in the 810P301 study
before the completion of the study and hence, an adjusted total
of 291 subjects will be randomized in a 1:1:1 ratio to obtain 231
subjects in the ITT population at the completion of the study.
Based on the 810P301 study Interim Analysis result decision,
the 18 mg dose arm was dropped partway through the study.
As a result, subjects in the 18 mg dose arm will be re-
randomized in a ratio of 2:1 to receive 36 mg/day SPN-810 or
placebo.
Synopsis 17 Hypotheses: Updated as per changes
The following was changed: in the protocol due to
interim analysis results
Let pi-and- po-andps represent the median percent change in in the 810P301 study
the frequency of IA behaviors per 7 days in the Maintenance
period relative to the Baseline period in the ITT population for
subjects treated with Placebo;38mmg and 36 mg doses of SPN-
810, respectively. The null (Ho) and the alternative (Ha)
hypotheses are as in the following.
e Hos: p2= py, (there is no difference between the median
of the 48 36 mg dose SPN-810 and the median of
placebo) vs. Has: p2# g, (there is a difference between
the median of the 48 36mg dose SPN-810 and the
median of placebo)
Hoatta=tti-{thereis-no-difference between-the-median-of the 36
mg-dose-SPN-810-and-the-median-of placebo)vsH, a2 3%
SPN-810-and-the median-ofplacebo}
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Synopsis 18 | Statistical Methods: Updated as per changes
The following was changed: in the protocol due to
interim analysis results
The primary efficacy analysis will be performed using the in the 810P301 study
Wilcoxon rank-sum test to compare the medians of each-ef-the
two-doses-of SPN-810 {38-and 36 mg and}with the median of
the Placebo.
The least squares mean of each treatment group, the difference
in the least squares mean (38mg-dese-minusplacebe-and 36 mg
dose minus placebo), and the 2-sided 95% Cl for the difference
will be obtained.
List of 25 FOCP changed to FOCBP To Clarify
Abbreviation
3.2 32 | The following was added: Updated as per changes
in the protocol due to
Following screening, eligible subjects will enter a flexible interim analysis results
baseline period, at which time the IA diary will be issued to the in the 810P301 study
subject’s primary caregiver. At the end of the baseline period,
per the original plan, eligible subjects whose primary caregiver
has maintained at least 80% compliance with the IA diary will be
randomized to 1:1:1 to 18 mg/day SPN-810, 36 mg/day SPN-810,
or placebo. However, based on the 810P301 study Interim
Analysis result decision, the 18 mg arm was dropped partway
through the study. As a result, subjects planned to be
randomized to the 18 mg arm will be re-allocated to the 36 mg
or placebo arm in a ratio of 2:1.
3.21.2 33 | The following was changed: To clarify
These subjects may be rescreened to participate in the study
under current protocol 40
3.2.2.1 34 | The following change was made: Updated as per changes
in the protocol due to
Per the original randomization, Eeligible subjects who complete | interim analysis results
the baseline period and meet the requirements for the double in the 810P301 study
blind study will be randomized at Visit 3 (Day 1) in a 1:1:1 ratio
to receive 18 mg/day, 36 mg/day SPN-810, or placebo and
proceed to the titration period, which will be two weeks.
However, based on the 810P301 study Interim Analysis result
decision, the 18 mg arm was dropped partway through the
study. As a result, subjects planned to be randomized to the 18
mg arm will be re-allocated to the 36 mg or placebo armin a
ratio of 2:1.
3.2.3 34 | The following was added: Updated as per changes
in the protocol due to
The 18 mg line in the 2 figures below will not be applicable to interim analysis results
subjects re-randomized following the 810P301 interim analysis | in the 810P301 study
decision to drop the 18 mg dose.
Table 1 40 |f To be performed for female subjects of childbearing Procedural
potential prior to administration of first dose of SM and will
have to be tested as negative for the subject to continue in the
study.
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42.1.4.2.3 41.4 | FOCP changed to FOCBP To Clarify
and 4.2.7 2,43
43.1 44 | Treatments Administered Updated as per changes
The following was added: in the protocol due to
interim analysis results
Based on the 810P301 study Interim Analysis result decision, in the 810P301 study
the 18 mg dose arm is dropped partway through the study.
43.4 45,4 | The following change was made: Updated as per changes
6 in the protocol due to
The original randomization scheme assigns treatments to each interim analysis results
randomization numberin a 1:1:1. in the 810P301 study
However, based on the 810P301 study Interim Analysis result
decision, the 18 mg arm was dropped partway through the
study. As a result, subjects planned to be randomized to the 18
mg arm will be re-allocated to the 36 mg or placebo armin a
ratio of 2:1.
4.3.6 46 | The following was added: Updated as per changes
in the protocol due to
The 18 mg dose (Treatment 2) arm was dropped partway interim analysis results
through the study as described in section 4.3.4. in the 810P301 study
Table 3 56 FOCP changed to FOCBP To clarify
6.7 61 | The following change was made: To clarify
Percent of study drug compliance is defined as {(number of
tablets dispensed — number of tablets returned) / 24*(date of
last dose — date of first dose + 1)}* 100%.
Each subject is expected to take 4 tablets per day. For each
treatment, SM compliance will be summarized by compliance
category (<80%, 80-120%, and >120%) and number of subjects in
each compliance category.
6.9.1 61,6 | The following was changed: Updated as per changes
2 in the protocol due to
Let p1, and po-anefs represent the median percent change in interim analysis results
the frequency of IA behaviors per 7 days in the Maintenance) in the 810P301 study
period relative to the Baseline period in the ITT population for
subjects treated with Placebo;38mg and 36 mg doses of SPN-
810, respectively. The null (Ho) and the alternative (Ha)
hypotheses are as in the following.
¢ Hos: H2= 1, (there is no difference between the median of the
18- 36 mg dose SPN-810 and the median of placebo) vs. Hax: po#
p,(there is a difference between the median of the 3618 mg
dose SPN-810 and the median of placebo)
o Hoorpa=pu{thereis no-difference between the-medianof the
36-mg-dose SPN-810-and-the-median-of placebo}vsHaar pa#
paithereisa-difference-betweenthe-median-of the 36-mgdese
SPN-810-and-the-median-of placebo}
The primary efficacy analysis will be performed using the
Wilcoxon rank-sum test to compare the medians-of-each-ofthe
two-dosesofSPN-810 36 mg dose with the median of the
Placebo.
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The superiority of 36 mg dose to placebo will be claimed if the

p-value from this analysis < 0.05 at alpha of 5% significance

level. There is no multiplicity adjustment with respect to the

primary endpoint since only 2 treatments are compared.

6.9.2 62 | The following was changed: Updated as per changes

in the protocol due to

The least squares mean of each treatment group, the difference | interim analysis results

in the least squares mean (38 36mg dose minus placebo and-36 in the 810P301 study

mg-dese-minus-placebe), and the 2-sided 95% Cl for the

difference will be obtained.

The superiority of 36 mg dose to placebo will be claimed if the

p-value from this analysis < 0.05 at alpha of 5% significance

level. There is no multiplicity adjustment with respect to the

primary endpoint since only 2 treatment groups are compared.

The Type | error rate of the tests involving the secondary

efficacy endpoints will be controlled by the Hochberg’s method

at the 0.05 two-sided level.

6.10 64 | The following changes were made: Updated as per changes

in the protocol due to

A sample size of 77 subjects per arm (231 subjects for 3 arms per | interim analysis results

the original plan). in the 810P301 study
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It is assumed that approximately 20% subjects will dropout
before the completion of the study and hence, an adjusted total
of 291 subjects will be randomized in a 1:1:1 ratio to obtain 231
subjects in the ITT population at the completion of the study.
However, based on the 810P301 study Interim Analysis result
decision, the 18 mg arm was dropped partway through the
study. As a result, subjects planned to be randomized to the 18
mg arm will be re-allocated to the 36 mg or placebo armin a
ratio of 2:1.

Changes to Version 6.0 dated 13 Oct 2017

Section

Page

Description of Change

Rationale

Title page

Protocol version and date was updated

Administrative

Signatures

Reviewers:

Administrative

Synopsis

23

Objectives, Secondary

The key secondary objective of the study is to assess the effect
of SPN-810 on the Clinical Global Impression — Severity Scale
(CGI-S).

Additional secondary objectives efthe-study are to assess the
following:
(Deleted)

?

(Added)

the effect of SPN-810 on the responder rate (defined as
2 50% in the reduction of the frequency of IA behaviors)
the effect of SPN-810 on the responder rate (defined as
2 30% in the reduction of the frequency of IA behaviors)

Clarification

Synopsis

24

Number of Subjects:
Approximately 378 398 subjects aged 6-12 years (inclusive) will
be screened to achieve 294 306 subjects randomized.

Revised following re-
estimation of sample
size
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Synopsis

24

Endpoints, Primary Efficacy Endpoint:

The primary efficacy endpoint is the percent change (PE€Hm PCHr)
in the frequency (unweighted score) of IA behaviors per 7 days

in the Maintenance Treatment (Titration and Maintenance)
period relative to the Baseline period calculated over the
number of days with non-missing IA diary data.

The primary efficacy endpoint -PEHwm PCHr will be calculated by
PCHM PCHr = 100*(M T - B)/B, where M T and B are IA behavior
frequencies per 7 days during the maintenance treatment
period and baseline period, respectively.

Clarification

Synopsis

24-
25

Endpoints, (Added) Key Secondary Efficacy Endpoint
Change from Visit 3 to Visit 6 in Investigator CGI-S score

Additional Secondary Efficacy Endpoints
1. Investigator-rated CGI-I score at Visit 6
2—CGHS
3- 2. CHQ-PF28 score at Visit 6
4- 3. PSI-4-SF scores at Visit 6 in:
5—Caregiverrated-cGH
a. Parental Distress
b. Parent-Child Dysfunctional Interaction
c. Difficult Child
4. Caregiver CGI-I score at Visit 6
5. SNAP-IV Rating ADHD scores at Visit 6 in:
a. Inattention ratings
b. Hyperactivity/Impulsivity ratings
c. Oppositional Defiant Disorder
a-d. Combined Scale ratings
6. Percent of responders with 250% reduction in the frequency
of IA behaviors from baseline
7. Percent of responders with 230% reduction in the frequency
of IA behaviors from baseline

Clarification

Synopsis

25

Sample size:

Based on results from the Phase 2 study, itis-assumed-thatthe a
15-point average difference in favor of the SPN-810 treatment
difference-between-SPN-810-dese-groupsand arms compared
with placebo is 35-with assumed; the change from baseline to
endpoint in total R-MOAS rating was used to evaluate the
difference. The R-MOAS was used because there have been no
prior studies with the IA diary. A common standard deviation of
27-3-A-34.83 was obtained from a blinded analysis of SPN-
810P301 data. Based on these parameter assumptions, a
sample size of 77 122 subjects per arm {234-subjectsfor3-arms}
will yield 90% power to detect a non-zero difference between
the median of 18-mger36-mgdose-group SPN-810 treatment
and the placebo groups using the Wilcoxon rank-sum test with a
2-sided significance level alpha a=0.05.

Gy-aRa-reRceshadrastectets

The original sample size of 291 subjectswillberandomizedina

Revised sample size
estimate based on
updated parameter
assumptions
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111 ratio-to-obtain231subjects-inthe T Fpopulationat was

based on having 3 treatment groups (97 subjects per arm) and

specific assumptions on the completion-of thestudy—Based-on

drug placebo difference, standard deviation and
discontinuation rate.

; was completed, the 18 mg dose arm will was
discontinued and subjects planned to be randomized to the 18
mg arm would be re-randemized-allocated to the 36 mg or
placebo arm in a ratio of 2:1 tereceive-36-mg/lday-SPN-810-6r
plaeebe. As such there will be an unequal randomization
between the 36 mg dose group and placebo. With this post-
interim analysis un-equal randomization, the placebo arm is
expected to approach approximately 121 subjects of the total
of 306 subjects randomized.

The sample size was calculated using the nQuery Advisor
Software, Version 7.

Synopsis

26

Hypotheses Hypothesis:

Per the adaptive design feature of protocol 810P301 that led to
discontinuation of the 18 mg dose group, SPN-810 36 mg vs.
placebo will be tested.

The null (Ho) and the alternative (Ha) hypotheses are as in the

following.

e Hoi: pa=p1;{tThere is no difference between the median of
the 36 mg dose SPN-810 and the median of placebo} vs. Hai:
pa#pa{tThere is a difference between the median of the 36
mg dose SPN-810 and the median of placebo.}

Testing the 18 mg dose
is no longer applicable
after discontinuation of
this arm

Synopsis

26

Handling Missing Data:

For the primary efficacy endpoint, the frequency of IA behaviors
during the maintenance Treatment period will be calculated
over the number of days with non-missing IA diary data in the
maintenance Treatment period.

Clarification

Synopsis

27

Statistical Methods:

The primary efficacy endpoint is the percent change in the
frequency (unweighted score) of IA behaviors per 7 days in the
Maintenanee Treatment (Titration and Maintenance) period
relative to the Baseline period in the ITT population calculated
over the number of days with non-missing IA diary data.

(Deleted) Fherobustressof the-primary-analyseswillbe checked
| foremi | e .

Each-one-ofthesix The key secondary endpoint will be analized
using Mixed-Effect Model for Repeated Measure (MMRM). The
model includes treatment, visit, and interaction between

Clarification
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treatment and visit as fixed factors, and baseline as covariate.
The between-group comparison will be performed using the
simple contrast at the respective visits. The least squares
means for 36 mg dose and placebo, the difference in the least
squares mean (36 mg dose minus placebo), and the 2-sided
95% ClI for the difference will be calculated at Visit 6 using the
simple contrast.

The other secondary endpoints will be analyzed as follows:

e Actual scores of CGI-I (investigator and caregiver) will be
analyzed using a Mixed-Effect Model for Repeated Measure
(MMRM) similar to the key secondary outcome.

e Actual Scores for CHQ-PF28, PSI-4-SF, and SNAP-IV will be
analyzed using the analysis of covariance method based on the

ITT population with-missing-data-imputed-usingthe-Ltast
Observation-Carred-Forward-HOCHmethod. The model
includes treatment and baseline as fixed independent covariates
and ehangefrom-baselineto-finalmaintenance visit Visit 6 value
as a response variable. The least squares mean of each
treatment group, the difference in the least squares mean (36
mg dose minus placebo), and the 2-sided 95% Cl for the
difference will be obtained.

e The percentage of responders with at least 30% reduction
and with at least 50% reduction in the frequency of IA
behaviors per 7 days in the Treatment (Titration and
Maintenance) period relative to the Baseline period will be
derived analyzed using the logistic regression model with
treatment as explanatory variables and baseline as covariate.
Odds ratio (36 mg dose/placebo), and 95% ClI for the odds ratio
and p-value will be presented. In addition, the number and
percentage of responders will also be tabulated.

1.1

35,
36

IA is @ commonly associated with cemerbidity-in attention-
deficit/hyperactivity disorder (ADHD) and is often refractory to
primary ADHD therapy.

Risperidone and other “atypical” antipsychotics have historically
been at the forefront of treatment recommendations regarding
combination therapy for managing eemerbid aggression in
ehildren-associated with ADHD in children (Pappadopulos et al.
2003; Pliszka et al. 2006; Pliszka et al. 2007).

Results of randomized controlled trials such as TEOSS stimulated
interest in the potential usefulness of molindone as a weight-
and metabolically-neutral D2-receptor antagonist in children
with ADHD and eemerbid associated with |A.

Clarification

1.3

37

One (1) subject patient in the low dose arm and 2 subjects
patients in the medium dose arm had severe AEs that were
considered either possibly or definitely related to the drug. Six
(6) subjects patients in total discontinued the study because of
AEs in the active treatment arms: 1 in low dose; 2 in medium
dose; and 3 in high dose.

Clarification
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2.2

39

The key secondary ebjectives objective of the study is to assess
the effect of SPN-810 on the Clinical Global Impression —
Severity Scale (CGI-S).

Additional secondary objectives efthestudy are to assess the
following:

(Deleted)

ceoct of ot Global .
Severity-Seale {CGIS)

(Added)

e the effect of SPN-810 on the responder rate (defined as
2 50% in the reduction of the frequency of IA behaviors)

e the effect of SPN-810 on the responder rate (defined as
2 30% in the reduction of the frequency of IA behaviors)

Clarification

3.1

39

The present study is designed to evaluate the efficacy, safety,
and tolerability of SPN-810 in patients aged 6 to 12 years with
ADHD and-comeorbid associated with IA, when taken in
conjunction with a standard ADHD treatment.

Clarification

3.23

42

All subjects who complete the randomized, double blind portion
of study 816R301 810P302 will have the option to participate in
an OLE study (study protocol 810P304) in which all subjects will
receive active SM treatment.

Correction

Figure 1

43

(Added)

NOTE: Based on the 810P301 study Interim Analysis result
decision, the 18 mg dose arm was dropped partway through
the study.

Clarification

Figure 2

44

(Added)

NOTE: Based on the 810P301 study Interim Analysis result
decision, the 18 mg dose arm was dropped partway through
the study.

Clarification

4.1

45

Approximately 292 306 subjects will be randomized in this
clinical investigation.

Revised sample size
estimate based on
updated parameter
assumptions

Table 1

48

Footnote e:
Diary compliance must be at least 80% (minimum of 12 days out
of 3445 15) to qualify for randomization

Correction

521

57

Investigators should consider their total clinical experience with
children who have |IA eemerbid associated with ADHD and rate
how severe the subject’s condition is at the time.

Clarification

521

57

¢ CGlI-I, relative to the condition at Baseline (Visit 1) 3, will be
evaluated by the caregiver and by the Investigator at each post-
baseline visit on a 7-point scale with 1=Very much improved,
2=Much improved, 3=Minimally improved, 4=No change,
5=Minimally worse, 6=Much worse, and 7=Very much worse.

Correction

6.2

67

For the primary efficacy endpoint, the frequency of IA behaviors
during the maintenance Treatment period will be calculated
over the number of days with non-missing IA diary data in the
maintenance-Treatment period.

Clarification

6.9.1

69-
70

The primary efficacy endpoint is the percent change (PE€Hm PCHy)
in the frequency (unweighted score) of IA behaviors per 7 days

Clarification
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in the Maintenance Treatment (Titration and Maintenance)
period relative to the Baseline period calculated over the
number of days with non-missing IA diary data.

The primary efficacy endpoint -PEHn PCHr will be calculated by
PCHM PCHr = 100*(T M — B)/B, where M-T and B are IA behavior
frequencies per 7 days during the maintenrance treatment
period and baseline period, respectively.

(Deleted)

(Added)

Per the adaptive design feature of protocol 810P301 that led to
discontinuation of the 18 mg dose group, SPN-810 36 mg vs.
placebo will be tested.

o Horpo=tti;{Ho1: There is no difference between the median of
the 36 mg dose SPN-810 and the median of placebo) vs. Ha—po#
it

® Hai: There is a difference between the median of the 36 mg
dose SPN-810 and the median of placeboj.

6.9.2 70 | 6.9.2 Key Secondary Efficacy Analyses Clarification
The key secondary endpeintsare:
efficacy analysis is the change from Visit 3 to Visit 6 in
Investigator CGI-S score.
Changefrom-Visit3-to-Visit6-in The Key Secondary endpoint
will be analyzed using Mixed-Effect Model for Repeated
Measure (MMRM) for the ITT population. The model includes
treatment, visit, and interaction between treatment and visit
as fixed factors, and baseline as covariate. The model
parameters will be estimated using restricted maximum
likelihood method with unstructured variance-covariance
matrix and Kenward-Roger approximation to estimate
denominator degrees of freedom. The between-group
comparison will be performed using the simple contrast at the
respective visits. The least squares mean of 36 mg dose and
placebo, the difference in the least squares mean (36 mg dose
minus placebo), and the 2-sided 95% CI for the difference will
be calculated.

6.9.3 70 | 6.9.3 Additional Secondary Efficacy Analyses Clarification
1. Investigator CGI-I score at Visit 6
3-2. CHQ-28 score at Visit 6

4-3. Changefrom-Visit3-to-Visit6-in PSI-4-SF scores at Visit 6 in:

4. Changefrom-Visit-3-to-Visit-6--Caregiver CGl-l score at Visit
6
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5. SNAP-IV ADHD scores at Visit 6 in:
a. Inattention ratings
b. Hyperactivity/Impulsivity ratings
c. Oppositional Defiant Disorder
€ d. Combined Scale ratings
6. Each-ene-ofthesix Percentage of responders with 250%
reduction in the frequency of IA behaviors from baseline
7. Percentage of responders with 230% reduction in the
frequency of IA behaviors from baseline

The other secondary endpoints will be analyzed using the ITT
Population as follows:

Scores of CGl-l (investigator and caregiver) will be analyzed
using a Mixed-Effect Model for Repeated Measure (MMRM)
similar to the key secondary outcome.

Scores for CHQ-PF28, PSI-4-SF, and SNAP-IV will be analyzed
using the analysis of covariance method based on the ITT
population with-missing-data-imputed-using the Last Observation
Carried-Forward-(LOCF)-method. The model includes treatment
and baseline as fixed independent covariates and ehange-frem
baseline-to-final-maintenance-visit Visit 6 value as a response
variable.

The percentage of responders with at least 30% reduction and
with at least 50% reduction in the frequency of IA behaviors
per 7 days in the Treatment (Titration and Maintenance) period
relative to the Baseline period will be derived analyzed using
the logistic regression model with treatment as explanatory
variables and baseline as covariate. Odds ratio (36 mg
dose/placebo), and 95% Cl for the odds ratio and p-value will
be presented. In addition, the number and percentage of
responders will also be tabulated.

If the null hypothesis for the primary analysis is not rejected,
then no multiplicity adjustment will be done for the key
secondary endpoint. If the key secondary endpoint hypothesis
is rejected then, a sequential testing procedure to preserve the
type | error rate at 0.05 will be conducted for the additional
secondary endpoints as described below:
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First, the first of the additional secondary endpoints
(Investigator CGI-I score at Visit 6) will be used to test Hoi: no
difference between SPN-810 36 mg and Placebo in the
treatment of 1A in subjects with ADHD in conjunction with
standard ADHD treatment. If this test is rejected, then the 2nd
test using the same hypothesis will be repeated using the 2nd
additional secondary endpoint (CHQ-28 score at Visit 6). If the
first hypothesis is not rejected then no other additional
secondary endpoint test will be performed. If the 2nd test is
rejected then the 3rd test will be conducted for the 3rd
additional secondary endpoint (PSI-4-SF scores) and so on until
the last additional secondary endpoint is used for testing in
the above pre-specified order above.

6.9.4

71

To this end, the-three two sensitivity analyses will be performed:
1. Multiple imputation under MAR using available data on the
primary endpoint

2. Placebo- based imputation under MNAR
3—PerProtocol-Analysis

Correction

6.9.4

de-
lete

(Deleted)
Thi - i th . i
on-theperprotocol-population:

Correction

6.9.5

72

(Added)

6.9.5 Supplementary Analysis

A supplementary analysis based on the per-protocol
population will be performed.

Clarification

6.10

72-
73

Based on results from the Phase 2 study, itis-assumed-thatthe a
15-point average treatment difference between in favor of the
SPN-810 desegreupsand treatment arms compared with
placebo =35-with is assumed; the change from baseline to
endpoint in total R-MOAS rating was used to evaluate the
difference. The R-MOAS was used because there have been no
prior studies with the IA diary. A common standard deviation of
27-3-A-34.83 was obtained from a blinded analysis of SPN-
810P301 data.

Based on these parameter assumptions, a sample size of 27
b 231 . for3 I \zinatplan)
approximately 122 per arm will yield 90% power to detect a
non-zero difference between the median of 48-mger36-+mg
dosegreup SPN-810 treatment and the placebo groups using
the Wilcoxon rank-sum test with a 2-sided significance level

alpha a=0.05.

The orlgmal sample size of 291 5ub¢eet—5—w+l4—be—mc€lenm—zed—m—a
+:1:1 ratio-to-obtain 231 -subjectsinthe FFFpopulationatthe
completion-of the study—However; was based on having 3

treatment groups (97 subjects per arm) and specific

Revised sample size
based on updated
parameter assumptions
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assumptions on the drug placebo difference, standard
deviation and discontinuation rate.

After the 810P301 study Interim Analysis result deeision was

completed, the 18 mg dose arm was dropped-partway-threugh
thestudy-As-aresult; discontinured and subjects planned te-be
randomized to be randomized to the 18 mg arm wil would be

re-allocated to the 36 mg or placebo arm in a ratio of 2:1. As
such there will be an unequal randomization between the 36
mg dose group and placebo. With this post-interim analysis
un-equal randomization, the placebo arm is expected to
approach approximately 121 subjects of the total of 306
subjects randomized.
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CLINICAL PROTOCOL SYNOPSIS

Name of Company: IND Number: 106,515
Supernus Pharmaceuticals, Inc.

Name of Product: Molindone Hydrochloride Name of Active Ingredient:
Extended-Release Tablets (SPN-810) Molindone Hydrochloride
Protocol Number: 810P302 Phase of Development: 3

Full Title of Study: A Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Efficacy
and Safety of Molindone Hydrochloride Extended-Release Tablets for the Treatment of Impulsive
Aggression in Pediatric Patients with Attention Deficit/Hyperactivity Disorder (ADHD) in Conjunction
with Standard ADHD Treatment

Investigator(s) / Center(s): Approximately 25 US centers

Objectives:

Primary

The primary objective is to assess the efficacy and safety of SPN-810 in reducing the frequency of
impulsive aggression (IA) behaviors in pediatric patients with ADHD when taken in conjunction with
standard ADHD treatment

Secondary
The key secondary objective of the study is to assess the effect of SPN-810 on the Clinical Global

Impression — Severity Scale (CGI-S).

Additional secondary objectives are to assess the following:

e the effect of SPN-810 on the Investigator-rated Clinical Global Impression — Improvement
Scale (CGI-l)

o the effect of SPN-810 on the child’s overall health as measured by the Child Health
Questionnaire Parent Form 28-item (CHQ-PF28)

e the effect of treating the child with SPN-810 on the parent-child relationship as measured by
the Parenting Stress Index — Short Form (PSI-4-SF)

e the effect of SPN-810 on the Caregiver-rated CGI-I

e the effect of SPN-810 on inattention and hyperactivity-impulsivity measured by the SNAP-IV
Rating Scale

e the effect of SPN-810 on the responder rate (defined as = 50% in the reduction of the
frequency of IA behaviors)

e the effect of SPN-810 on the responder rate (defined as = 30% in the reduction of the
frequency of IA behaviors)

Tertiary

Study Design: Double-blind, placebo-controlled, 3-arm, randomized (1:1:1), parallel group study.
Based on the 810P301 study Interim Analysis result decision, the 18 mg dose arm was dropped
partway through the study. As a result, subjects in the 18 mg dose arm will be re-randomized in a
ratio of 2:1 to receive SPN-810 36 mg/day or placebo.
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Number of Subjects: Approximately 398 subjects aged 6-12 years (inclusive) will be screened to
achieve 306 subjects randomized.

Criteria for Inclusion:
Otherwise healthy male or female subjects, age 6 to 12 years at the time of screening with a primary
diagnosis of ADHD and currently receiving monotherapy treatment with an optimized FDA-approved
ADHD medication. IA will be confirmed at screening using R-MOAS and Vitiello Aggression Scale.
Criteria for Exclusion:
Current or lifetime diagnosis of epilepsy, major depressive disorder, bipolar disorder, schizophrenia or
related disorder, personality disorder, Tourette’s disorder, or psychosis not otherwise specified.
Currently meeting DSM criteria for autism spectrum disorder, pervasive developmental disorder,
obsessive compulsive disorder, post-traumatic stress disorder, or any other anxiety disorder as
primary diagnosis. Known or suspected intelligence quotient (1Q) < 70, suicidality, pregnancy, or
substance or alcohol abuse.
Treatment, Dose, and Mode of Administration:
Molindone hydrochloride extended-release tablet dosage forms of 3mg and 9mg with matching
placebo tablets. Treatment to be administered orally twice daily with food. Subjects will be force-
titrated over a period of 2 weeks to their final randomized dose.
e Treatment 1: placebo
e Treatment 2: 18mg
e Treatment 3: 36mg
Based on the Interim Analysis results from the 810P301 study, Treatment 2 (18 mg) arm was
discontinued.
Duration of Treatment and Study Duration:
Total subject duration on study: Approximately 13 weeks
e Pre-treatment phase: Up to 45 days
o Screening period: Up to 30 days
o Baseline period: At least 15 days
e Treatment phase: 5 weeks
o Titration period: 2 weeks
o Maintenance period: 3 weeks
e Conversion/taper phase: 1 week
Endpoints:
Primary Efficacy Endpoint
The primary efficacy endpoint is the percent change (PCHr) in the frequency (unweighted score) of IA
behaviors per 7 days in the Treatment (Titration and Maintenance) period relative to the Baseline
period calculated over the number of days with non-missing IA diary data.

The primary efficacy endpoint PCHr will be calculated by PCHr= 100*(T — B)/B, where T and B are |A
behavior frequencies per 7 days during the treatment period and baseline period, respectively. The 1A
behavior frequency per 7 days is defined as (SUM/DAY) x 7, where SUM is the total of the IA
behaviors reported in the subject IA diary, and DAY is the number of days with non-missing IA score
in the subject IA diary during the specified study period.

Key Secondary Efficacy Endpoint
Change from Visit 3 to Visit 6 in Investigator CGI-S score
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Additional Secondary Efficacy Endpoints
1. Investigator CGI-I score at Visit 6
2. CHQ-PF28 score at Visit 6
3. PSI-4-SF scores at Visit 6 in:
a. Parental Distress
b. Parent-Child Dysfunctional Interaction
c. Difficult Child
4. Caregiver CGI-l score at Visit 6
5. SNAP-IV ADHD scores at Visit 6 in:
a. Inattention ratings
b. Hyperactivity/Impulsivity ratings
c. Oppositional Defiant Disorder
d. Combined Scale ratings
6. Percent of responders with 250% reduction in the frequency of IA behaviors from baseline
7. Percent of responders with 230% reduction in the frequency of IA behaviors from baseline

Safety and Tolerability Endpoints
1. Adverse events (AE)
2. Extrapyramidal symptoms (EPS) scales (Simpson-Angus Scale, Barnes Akathisia Scale,
Abnormal Involuntary Movement Scale)

3. Clinical laboratory tests (Hematology, Chemistry and Urinalysis)
4. ECGs

5. Vital signs

6.

Columbia Suicide Severity Rating Scale (C-SSRS)

7. Infrequent Behaviors Checklist
Sample size:
Based on results from the Phase 2 study, a 15-point average difference in favor of the SPN-810
treatment arms compared with placebo is assumed; the change from baseline to endpoint in total R-
MOAS rating was used to evaluate the difference. The R-MOAS was used because there have been no
prior studies with the IA diary. A common standard deviation of 34.83 was obtained from a blinded
analysis of SPN-810P301 data. Based on these parameter assumptions, a sample size of 122 subjects
per arm will yield 90% power to detect a non-zero difference between the median of SPN-810
treatment and the placebo groups using the Wilcoxon rank-sum test with a 2-sided significance level
a=0.05.

The original sample size of 291 was based on having 3 treatment groups (97 subjects per arm) and
specific assumptions on the drug placebo difference, standard deviation and discontinuation rate.

After the 810P301 study Interim Analysis result was completed, the 18 mg dose arm was discontinued
and subjects planned to be randomized to the 18 mg arm would be re-allocated to the 36 mg or
placebo arm in a ratio of 2:1. As such there will be an unequal randomization between the 36 mg
dose group and placebo. With this post-interim analysis un-equal randomization, the placebo arm is
expected to approach approximately 121 subjects of the total of 306 subjects randomized.

The sample size was calculated using the nQuery Advisor Software, Version 7.
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Analysis Populations:

Safety Population: will include all randomized subjects who received at least 1 dose of study drug.
Intent-to-Treat (ITT) Population: will include all subjects who received at least 1 dose of study drug
and have a baseline and at least 1 valid post-randomization assessment of frequency of IA behaviors
based on IA diary entry.

Per-Protocol (PP) Population: will include all of the subjects in the ITT population who completed the
treatment period with 80% diary completion compliance and who did not have major protocol
deviations.

PK population: will include all subjects in the safety population who had at least one PK sample
drawn which had a quantitatable concentration for at least one analyte of interest.

Hypothesis:

Per the adaptive design feature of protocol 810P301 that led to discontinuation of the 18 mg dose
group, SPN-810 36 mg vs. placebo will be tested.

The null (Ho) and the alternative (H.) hypotheses are as in the following.

e Hoi: There is no difference between the median of the 36 mg dose SPN-810 and the median of
placebo vs. Hai: There is a difference between the median of the 36 mg dose SPN-810 and
the median of placebo.

Handling Missing Data:

For the primary efficacy endpoint, the frequency of IA behaviors during the Treatment period will be
calculated over the number of days with non-missing IA diary data in the Treatment period. No
explicit imputation of missing data will be used, but this approach is implicitly equivalent to using the
frequency of IA behaviors during the days with non-missing IA diary data to impute the frequency for
days after study discontinuation and days with missing IA diary data.

Pharmacokinetic Methods:

Sampling:
5 blood samples divided between 2 visits.

Bioanalytical Analysis:

Pharmacokinetic Analysis:

Statistical Methods:

Summaries for continuous variables will include the sample size, mean, and standard deviation,
median, minimum, and maximum. Summaries for discrete variables will include the tabulation of
frequencies and percentages.
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The primary efficacy analysis will be based on the ITT population. The primary efficacy endpoint is the
percent change in the frequency (unweighted score) of IA behaviors per 7 days in the Treatment
(Titration and Maintenance) period relative to the Baseline period in the ITT population calculated
over the number of days with non-missing IA diary data.

The primary efficacy analysis will be performed using the Wilcoxon rank-sum test to compare the
median of SPN-810 36 mg and the median of the Placebo. The Hodges-Lehmann estimate and the
associated 95% confidence interval (Cl) will be calculated.

The key secondary endpoint will be analized using Mixed-Effect Model for Repeated Measure
(MMRM). The model includes treatment, visit, and interaction between treatment and visit as fixed
factors, and baseline as covariate. The between-group comparison will be performed using the simple
contrast at the respective visits. The least squares means for 36 mg dose and placebo, the difference
in the least squares mean (36 mg dose minus placebo), and the 2-sided 95% Cl for the difference will
be calculated at Visit 6 using the simple contrast.

The other secondary endpoints will be analyzed as follows:

e Actual scores of CGI-I (investigator and caregiver) will be analyzed using a Mixed-Effect
Model for Repeated Measure (MMRM) similar to the key secondary outcome.

e Actual Scores for CHQ-PF28, PSI-4-SF, and SNAP-IV will be analyzed using the analysis of
covariance method based on the ITT population. The model includes treatment and baseline
as fixed independent covariates and Visit 6 value as a response variable. The least squares
mean of each treatment group, the difference in the least squares mean (36 mg dose minus
placebo), and the 2-sided 95% ClI for the difference will be obtained.

e The percentage of responders with at least 30% reduction and with at least 50% reduction in
the frequency of IA behaviors per 7 days in the Treatment (Titration and Maintenance) period
relative to the Baseline period will be derived analyzed using the logistic regression model
with treatment as explanatory variables and baseline as covariate. Odds ratio (36 mg
dose/placebo), and 95% Cl for the odds ratio and p-value will be presented. In addition, the
number and percentage of responders will also be tabulated.

Interim analysis:
There will be no planned interim analysis.

Safety analysis:

Safety analyses will be based on the safety population. All AEs will be coded using the Medical
Dictionary for Regulatory Activities (MedDRA) and will be summarized using discrete summaries at
the subject and event level by system organ class and preferred term for each treatment group.
Similarly, treatment-emergent AEs will be summarized by severity and relationship separately. Vital
signs will be summarized using descriptive statistics by treatment groups. The summary includes
sample size, mean, and standard deviation, median, minimum, and maximum. Continuous laboratory
parameters will be summarized similarly. If applicable, categorical laboratory tests will be
summarized using number and percent of subjects by treatment groups. Data on infrequent
behaviors will be listed.
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1 INTRODUCTION

1.1 Background

Behavior with the immediate intent to cause harm — whether to self, others, objects, or property —
constitutes aggression. Aggressive behavior becomes maladaptive when it persists, occurs outside an
acceptable social context, and is of an intensity, frequency, severity and/or duration detrimental to the
child’s interests (Connor 2006; Jensen 2007). Maladaptive aggression is an expression of central nervous
system dysfunction and may therefore be amenable to treatments targeting its neurobiologic substrate.

Aggression can be categorized into two broad subtypes based on the aggressor’s motivation — 1)
reactive or impulsive and 2) proactive or instrumental (Vitiello 1997). Impulsive aggression (lA) is angry,
retaliatory aggression arising out of frustration, annoyance, or hostility to real or perceived provocations
— stressors that youth of the same age typically experience with equanimity. IA is therefore an
unplanned and immediate response reflecting out-of-control emotionality that satisfies immediate
emotional pressures, albeit with negative consequences to the aggressor. In contrast, instrumental
aggression is consciously planned, goal-oriented behavior with the specific intent of benefiting the
aggressor (Jensen 2007).

IA is commonly associated with attention-deficit/hyperactivity disorder (ADHD) and is often refractory to
primary ADHD therapy. In the Multimodal Treatment of Children with ADHD (MTA) study (MTA 1999),
54% of preadolescent study participants with ADHD Combined subtype displayed clinically significant
aggression at baseline. Of these, 44% remained significantly symptomatic in terms of aggressive
behavior after 14 months of optimal medication (stimulants) with/without behavioral therapy (Jensen
2007).

IA amplifies the psychological, academic, emotional, and social problems associated with ADHD (Shelton
1998), markedly increasing the risk of persistent behavioral problems, conduct disorder, encounters
with the justice system, deficits in academic achievement, behavioral and disciplinary problems at
school, and substance experimentation/abuse. Early-onset, pervasive and unremitting IA in the context
of impulsive thoughts, emotional lability, and impulsive behavior is thought to represent a high-risk
profile for progression from childhood ADHD to adult antisocial disorders (McKay 2001). In the context
of ADHD it represents a serious clinical and public health concern and warrants effective and timely
intervention.

Since primary ADHD therapy has limited effect on IA, a stepped-care approach has been recommended,
with aggression-targeted therapy such as an antipsychotic added to ADHD therapy to manage residual

|II

aggressive behaviors (Scotto Rosato 2012). Risperidone and other “atypical” antipsychotics have
historically been at the forefront of treatment recommendations regarding combination therapy for
managing aggression associated with ADHD in children (Pappadopulos et al. 2003; Pliszka et al. 2006;
Pliszka et al. 2007). However, only two double-blind randomized placebo-controlled trials of risperidone
as adjunctive therapy in children with ADHD and aggression refractory to stimulants have been
published — 1) a pilot study in 25 children that was likely underpowered and did not detect a significant
treatment effect (Armenteros 2007; Aman 2014) and 2) the recently completed TOSCA (Treatment of
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Severe Childhood Aggression) study (Farmer et al. 2011; Aman 2014; Gadow 2014). The effect size for
risperidone’s effect on IA was small (0.29), even though the dosage could be adjusted to optimal effect.
The TOSCA study provides initial empirical evidence supporting a stepped-care approach in which ADHD
children with severe aggression are initially treated with primary ADHD therapy followed by adjunctive
antipsychotic therapy targeted to IA. However, the long-term effects of risperidone and similar
antipsychotics in terms of metabolic derangements predictive of diabetes and cardiovascular disease,
have become cause for considerable concern, especially in the face of very limited evidence of efficacy
as aggression-targeted therapy in ADHD. The TOSCA study confirmed that stimulant co-therapy does
not attenuate the adverse effects of risperidone or similar agents on body composition, metabolic
parameters, prolactin, or sedation (Calarge 2009; Penzner 2009).

Molindone hydrochloride (molindone) is a medium potency antipsychotic, and is currently under
development by the Sponsor as an extended-release formulation (SPN-810), for its potential utility in
treating IA in children with ADHD.

In an open-label study, molindone improved aggressive behavior in children (N=6, 6-11 years of age)
with undersocialized conduct disorder, aggressive type (Greenhill 1981). The optimum dose was 0.5
mg/kg/day. Molindone was also shown to be effective in treating aggressive behavior in a double-blind,
8-week, inpatient study of 31 children, ages 6 to 11, with undersocialized conduct disorder, aggressive
type (Greenhill 1985).

Prior to its withdrawal from the US market for commercial reasons, Immediate-Release Molindone
(Moban®) was approved for the treatment of schizophrenia in adults and adolescents. Its use was also
evaluated in a pediatric population with early-onset schizophrenia and schizoaffective disorder when it
was selected as the first-generation antipsychotic on the basis of its more favorable safety profile for
comparison with second-generation agents (risperidone, olanzapine) in an NIH-sponsored study (TEOSS,
Treatment of Early-Onset Schizophrenia Spectrum Disorders Study) (McClellan 2007). At an average
dose of 60 mg/day (range, 10-140 mg/day), molindone was shown to be safe and well-tolerated (Sikich
2008). Molindone (10-140 mg/day) was not associated with significant increases in weight/BMI (in
contrast to olanzapine). Molindone was also not associated with more dystonic or parkinsonian
symptoms when given with benztropine, although akathisia was reported by more molindone-treated
subjects. Results of randomized controlled trials such as TEOSS stimulated interest in the potential
usefulness of molindone as a weight- and metabolically-neutral D2-receptor antagonist in children with
ADHD and associated with IA.

1.2 Sponsor’s Phase 2a Study

Study 810P201, was a proof-of-concept, multicenter, open-label, parallel-group, randomized, dose-
ranging, safety, and tolerability study of molindone administered as experimental Molindone Immediate
Release (IR) capsules in children with ADHD and persistent serious conduct problems (Stocks 2012).
Target subjects were healthy male or female children aged 6 to 12 years, inclusive, with a diagnosis of
ADHD accompanied by persistent serious conduct problems. A total of 78 subjects (19-20 per treatment
group) in ten U.S sites were randomized. The primary objective was to evaluate the safety and
tolerability of four weight-based dosages of Molindone IR dosed three times daily in children with ADHD
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and persistent serious conduct problems (<30 kg: | N ©2Y; =30 s I

mg/day). The secondary objectives were to 1) explore the relationship between molindone plasma
concentration exposure and safety/tolerability endpoints and 2) assess the effect of Molindone IR after
6 weeks of maintenance treatment in reducing persistent serious conduct problems as measured by the
Conduct Problem Subscale of the Nisonger Child Behavior Rating Form-Typical Intelligence Quotient
(NCBRF-TIQ).

1.3 Sponsor’s Phase 2b Study

Sponsor completed a Phase 2b multicenter, randomized, double-blind, placebo-controlled trial in the
United States in pediatric subjects 6 to 12 years of age diagnosed with ADHD and IA that was not
controlled by optimal stimulant and behavioral therapy (Sponsor Study 810P202). The primary objective
of the study was to assess the effect of an extended-release tablet formulation of molindone
hydrochloride (SPN-810) (12 to 54 mg/day) in reducing IA as measured by the Retrospective-Modified
Overt Aggression Scale (R-MOAS) after at least three weeks of assigned treatment. Secondary endpoints
included the rate of remission of IA and measurement of the effectiveness of SPN-810 on Clinical Global
Impression (CGI) and ADHD scales as well as evaluation of the safety and tolerability of the

drug. Patients who completed the study were offered the opportunity to continue into an open-label
phase of six months duration.

SPN-810 dose within treatment groups was stratified by weight (below/above 20 kg). Both the medium
(24/36 mg) and low (12/18 mg) dose groups showed statistically significant difference from the placebo
group in the change from baseline to Visit 10 in R-MOAS but the high (36/54 mg) dose group was not
significantly different from the placebo group. Furthermore, both the low dose and medium dose groups
were significantly different from the high dose based on pair-wise comparison among the dose groups.
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1.4 Impulsive Aggression Diary (IA Diary)
Sponsor has developed and validated a new measurement tool to assess behaviors associated with IA.

The impulsive aggression diary (IA diary) is an electronic observer-reported outcome (eObsRO)
instrument that comprises an episodic diary (to be reported as soon as possible after the parent or other
guardian or observer witnesses the child’s IA behavior) and an evening diary (to enable at a minimum,
completion of the diary once each day). The IA diary monitors the frequency of occurrence of 15 IA
behaviors: Yelling, Screaming, Threatening, Scratching, Throwing, Slamming, Hitting Self, Arguing,
Cursing, Name Calling, Shoving, Hair Pulling, Fighting, Hitting Others, Kicking Others. The development
process followed FDA's “Guidance for Industry Patient-Reported Outcome Measures: Use in Medical
Product Development to Support Labeling Claims.” Through this process, the IA diary was demonstrated
to be a psychometrically valid and reliable tool to assess IA in children (Sponsor Study 810P501).

1.5 Study Rationale

The results of the Phase 2b study indicated that doses ranging from || \vcre safe, effective
and well tolerated. This Phase 3 study seeks to demonstrate the efficacy, safety, and tolerability of SPN-
810 in the treatment of IA in patients with ADHD in conjunction with standard ADHD treatment. Study
medication (SM) will be given as a divided dose twice daily (BID) with food. A randomized, placebo-
controlled, double blind, multicenter, parallel group, fixed dose study design will be used. Frequency of
IA behaviors will serve as a proxy for IA severity. The IA diary will be used to assess the frequency of IA
behaviors. The IA diary was developed and validated for use as a contemporaneous, event-driven,
observer-reported outcome measure. It monitors behaviors that have been specifically linked to IA. It
does not rely on long periods of recall or subjective weighting of behaviors. For these reasons, the IA
diary is uniquely suited to detect changes in the frequency IA behaviors, which in turn is indicative of the
severity of IA.

Additionally, IA severity and improvement will be assessed using Clinical Global Impression (CGl) scales
completed by both investigator and caregiver. Subject and caregiver quality of life will also be
evaluated.

The effect of molindone on body composition, metabolic parameters, and prolactin will be evaluated.
Emergence of extrapyramidal symptoms will be monitored.

2 STUDY OBJECTIVES

2.1 Primary Objective
The primary objective is to assess the efficacy and safety of SPN-810 in reducing the frequency of IA
behaviors in pediatric patients with ADHD when taken in conjunction with standard ADHD treatment.
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2.2 Secondary Objectives
The key secondary objective of the study is to assess the effect of SPN-810 on the Clinical Global
Impression — Severity Scale (CGI-S).

Additional secondary objectives are to assess the following:

o the effect of SPN-810 on the Clinical Global Impression — Improvement Scale (CGI-I)

o the effect of SPN-810 on the child’s overall health as measured by the Child Health
Questionnaire Parent Form 28-item (CHQ-PF28)

o the effect of treating the child with SPN-810 on the parent-child relationship as measured by the
Parenting Stress Index — Short Form version 4 (PSI-4-SF)

o the effect of SPN-810 on the caregiver-completed CGI-I

o the effect of SPN-810 on inattention and hyperactivity-impulsivity measured by the SNAP-IV
Rating Scale

o the effect of SPN-810 on the responder rate (defined as = 50% in the reduction of the frequency
of IA behaviors)

e the effect of SPN-810 on the responder rate (defined as = 30 %in the reduction of the frequency
of IA behaviors)

2.3 Tertiary Objective

3 INVESTIGATIONAL PLAN

3.1 Rationale for Study Design, Including Choice of Treatment Groups,

Appropriateness of Measurements
The present study is designed to evaluate the efficacy, safety, and tolerability of SPN-810 in patients
aged 6 to 12 years with ADHD associated with IA, when taken in conjunction with a standard ADHD
treatment. In this patient population, IA behaviors persist, despite monotherapy treatment with an
FDA-approved ADHD medication, stimulant or non-stimulant, at an FDA-approved optimized dose.

A titration schedule will be followed to ensure a safe escalation to each dose level. The titration rate
and dose range under investigation in the present study were demonstrated to be safe, efficacious, and
well tolerated in a similar patient population in the previous Phase 2b study. Administration of study
medication will be recorded using an electronic dosing diary.

The IA diary will serve as the primary assessment tool for efficacy. The IA diary is a new electronic
observer-reported outcome (eObsRO) instrument developed by the Sponsor to record behaviors
associated with IA. Secondary measures of efficacy will include the effect of SPN-810 on the Clinical
Global Impression — Improvement Scale (CGI-1), the effect of SPN-810 on the Clinical Global Impression —
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Severity Scale (CGI-S), the effect of SPN-810 on the child’s overall health as measured by the Child

Health Questionnaire Parent Form 28-item (CHQ-PF28), and the effect of treating the child with SPN-810
on the parent-child relationship as measured by the Parenting Stress Index — Short Form (PSI-4-SF). The
child’s ADHD symptoms will be measured using the Swanson, Nolan and Pelham Rating Scale - Revised
(SNAP-IV).

Safety will be assessed by the monitoring of AEs, concomitant medications, vital signs, clinical laboratory
tests, physical examinations, and ECGs, as well as by the Simpson-Angus Scale, the Barnes Akathisia
Scale, and the Abnormal Involuntary Movement Scale (AIMS). The scales were chosen to specifically
monitor EPS, since youth treated with antipsychotics are at greater risk for EPS side effects than adults
(Findling 2005). These scales were utilized in Phase 2 studies and have been used in other clinical
studies of atypical antipsychotics in children.

3.2 Overall Study Design and Plan

Protocol 810P301 is a randomized, placebo-controlled, double blind, multicenter, parallel group, fixed
dose study to demonstrate the efficacy, safety, and tolerability of SPN-810 in the treatment of IA in
patients aged 6-12 years with ADHD in conjunction with standard ADHD treatment. The study is
presented schematically in Figure 1 and Figure 2. The study is divided into three phases: Pre-Treatment,
Treatment, and Conversion/Taper.

Following screening, eligible subjects will enter a flexible baseline period, at which time the IA diary will
be issued to the subject’s primary caregiver. At the end of the baseline period, per the original plan,
eligible subjects whose primary caregiver has maintained at least 80% compliance with the IA diary will
be randomized to 1:1:1 to 18 mg/day SPN-810, 36 mg/day SPN-810, or placebo. However, based on the
810P301 study Interim Analysis result decision, the 18 mg arm was dropped partway through the study.
As a result, subjects planned to be randomized to the 18 mg arm will be re-allocated to the 36 mg or
placebo arm in a ratio of 2:1. A dose titration schedule will be followed, with dosing in the active
treatment groups initiated at 3 mg/day and increased approximately every 3 days until the target dose is
reached. After completing the two-week titration period and the three-week maintenance period,
subjects will enter the conversion or tapering phase prior to discontinuing SM, at which time subjects
will have the option to enter an open label extension (OLE) study. A subject who discontinues during
the maintenance period prior to Visit 6 may be allowed to participate in the OLE on a case-by-case basis
only after consultation between the Investigator, the Medical Monitor and the Sponsor. The OLE study
will be conducted under a separate protocol. Subjects who choose to participate in the OLE will enter
that study at a dose of 18 mg/day SPN-810.

3.2.1 Pre-Treatment Phase

3.2.1.1 Screening Period

Screening will take place for up to 45 days prior to randomization and may be carried out over more
than one visit if necessary. Prior to conducting any screening procedures, written informed
consent/assent must be obtained from the parent or legal representative, and subject (when required).
Each screened subject will be assigned a subject number starting from 2001 to 2999 in a sequential
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manner. Staff at study sites are encouraged to complete screening procedures as early as possible to
provide more flexibility in the baseline period for the caregivers to achieve IA diary compliance (see
Section 3.2.1.2).

The R-MOAS and CGI-S will be administered to determine entry to the baseline period of the study and
also to determine eligibility for randomization to treatment. The Vitiello Aggression Scale will be used to
evaluate subtype of aggression (planned vs. impulsive); only those children who score as predominantly
impulsive will be included. The diagnosis of ADHD will be confirmed with the Schedule for Affective
Disorders and Schizophrenia for School-aged Children—Present and Lifetime Versions 2013 (K-SADS-PL
2013). The K-SADS-PL 2013 is a semi-structured diagnostic interview designed to diagnose current and
past episodes of psychopathology in children and adolescents according to DSM-5 criteria. The
Introductory and Screen Interviews will be completed. The Screen Interview will assess the different
diagnoses and determine which supplements should be completed. Supplement 4 (Neurodevelopment,
Disruptive and Conduct Disorders) must be completed to assess ADHD, ODD, CD, Tic and ASD (Autism
Spectrum Disorder). If an exclusionary diagnosis is confirmed, the remainder of the diagnostic will not
be completed and the subject will be deemed a screen failure.

3.2.1.2 Baseline Period

Subjects who meet study entry requirements will proceed to the flexible 15-day baseline period. At Visit
2, an |A diary device (LogPad) will be issued to the primary caregiver. The primary and (if assigned)
secondary caregivers will receive training on the use of the IA diary. Every effort will be made to provide
adequate caregiver training on the use of the |IA diary at Visit 2 and acknowledgement of training will be
captured on the device.

Following at least 15 days of IA diary use, caregiver compliance with the IA diary will be assessed.
Compliance will be calculated as the percentage of days over the past 15 days during the baseline period
for which an evening diary was completed. Subjects whose caregivers demonstrate at least 80%
compliance will be eligible for randomization and continue into the titration period.

Subjects whose caregivers do not reach 80% compliance during the first 15 days of the baseline period
may be allowed to continue to use the diary for up to 15 additional days. For these subjects, caregivers
will receive remedial training on the use of the IA diary. During this time, caregiver compliance with the
IA diary will be monitored daily by study site personnel over the past 15-days as a “rolling window”.
When the caregivers’ performance with the IA diary improves such that the caregivers are able to
demonstrate at least 80% compliance over the past 15-day rolling window, the subject will be eligible
for randomization and allowed to continue into the titration period.

Although there are up to 30 days available for each of the screening and the baseline period, the total
duration of screening and baseline periods may not exceed 45 days.

Rescreening

As a general rule, rescreening of subjects is not allowed. The only exception to this will be for subjects
who failed screening due to caregiver non-compliance with the IA diary under protocol version 3.0.
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These subjects may be rescreened to participate in the study under current protocol. These subjects will
be assigned a new subject ID number and will complete all study screening procedures.

3.2.2 Treatment Phase

3.2.2.1 Randomization

Inclusion/exclusion criteria will be re-assessed to verify eligibility prior to study randomization at the end
of Visit 3 (Randomization). Eligible subjects whose primary caregiver has maintained at least 80%
compliance with the IA diary will be randomized. Per the original randomization eligible subjects who
complete the baseline period and meet the requirements for the double blind study will be randomized
at Visit 3 (Day 1) in a 1:1:1 ratio to receive 18 mg/day, 36 mg/day SPN-810 or placebo and proceed to
the titration period, which will be two weeks. However, based on the 810P301 study Interim Analysis
result decision, the 18 mg arm was dropped partway through the study. As a result, subjects planned to
be randomized to the 18 mg arm will be re-allocated to the 36 mg or placebo arm in a ratio of 2:1.

3.2.2.2 Titration Period
Subjects will be titrated to maintenance dose over a period of 2 weeks.

3.2.2.3 Maintenance Period
Following dose titration, subjects on active treatment will be maintained at their designated dose level
for 3 weeks.

3.2.3 Conversion/Taper Phase
All subjects who complete the randomized, double blind portion of study 810P302 will have the option
to participate in an OLE study (study protocol 810P304) in which all subjects will receive active SM
treatment. Subjects choosing to participate will receive blinded conversion medication kits, and their
total daily dose for the open label extension will be converted to 18 mg/day (Figure 1). Those subjects
who do not elect to participate in this extension will be tapered off SM (Figure 2).

The 18 mg line in the 2 figures below will not be applicable to subjects re-randomized following the
810P301 interim analysis decision to drop the 18 mg dose.

3.2.4 End of Study / Early Termination
Subjects will return to the study site for a final visit, after completing the 1-week Taper/Conversion
Period. Those subjects who elect to continue in the OLE study will have procedures performed for that
study as well. Subject who discontinues from the study during the maintenance period will be offered a
Taper kit and will return to the study site for a follow-up visit (EOS). Subjects who discontinue during
the titration period will not receive a taper kit and will only complete the EOS procedures.
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Figure 1: Treatment Schedule (Conversion)
Pre-Treatment Treatment
; Q ; Conversion
| Screening | Baseline | Titration Maintenance

Convengs
Treatment 3: 36mg ?:::SL:’-
._ _ Treatment 2: 18mg _ -
- | I

Treatment 1: Placebo

Day -45 -15 1 8 15 22 29 36 a3
Visit 1 2 3 4 5 5 7
(RAND) (EOS)

NOTE: Based on the 810P301 study Interim Analysis result decision, the 18 mg dose arm was dropped partway through the study.
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Figure 2: Treatment Schedule (Taper)

‘ Pre-Treatment Treatment

' Taper

Screening | Baseline Titration Maintenance

Treatment 3: 36mg

Treatment 2: 18mg -

Tapering:

Treatment 1: Placebo

Day -45 -15 1 8 15 22 29 36 a3
Visit 1 2 3 4 5 6 7
(RAND) (EOS)

NOTE: Based on the 810P301 study Interim Analysis result decision, the 18 mg dose arm was dropped partway through the study.
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4 STUDY METHODS

4.1 Selection of Study Population
The target population will be male and female subjects aged 6 to 12 years with IA and ADHD. SM will be

administered in conjunction with the subject’s standard ADHD treatment. Approximately 306 subjects

will be randomized in this clinical investigation.

4.1.1

1.

Nouvs~w

10.
11.
12.

13.

4.1.2

Inclusion Criteria
Healthy male or female subjects, age 6 to 12 years at the time of screening.
Diagnosis of ADHD according to the Diagnostic and Statistical Manual of Mental Disorders- 5
(DSM-5 confirmed by the Schedule for Affective Disorders and Schizophrenia for School-aged
Children — Present and Lifetime Version 2013 (K-SADS-PL 2013).
Retrospective Modified Overt Aggression Scale (R-MOAS) score of >24 at screening.
CGI-S score of at least moderately ill at both Screening and Randomization.
Vitiello Aggression Scale score from -2 to -5 at Screening.
Free of antipsychotic medication for at least two weeks prior to Visit 2.
Monotherapy treatment with FDA-approved optimized ADHD medication (psychostimulant or
non-stimulant) at an FDA-approved dose for at least one month prior to Screening, and willing
to maintain that dose throughout the Baseline and Treatment period.
a 2- adrenergic agonists (e.g. clonidine and guanfacine) used for any other reason except for
monotherapy treatment for ADHD (e.g. aggression or insomnia) must be discontinued at least
two-weeks prior to Visit 2.
Medically healthy and with clinically normal laboratory profiles, vital signs, and
electrocardiograms (ECGs).
Weight of at least 20 kg.
Able and willing to swallow tablets whole and not chewed, cut or crushed.
Written Informed Consent obtained from the subject’s parent or legal representative, and
written Informed Assent obtained from the subject if appropriate.
Measurement of compliance > 80% for completion of IA Diary during Baseline Period.

Exclusion Criteria
Body Mass Index (BMI) in 99 percentile or above.
Current or lifetime diagnosis of epilepsy, major depressive disorder, bipolar disorder,
schizophrenia or related disorder, personality disorder, Tourette’s disorder, or psychosis not
otherwise specified.
Currently meeting DSM-5 criteria for autism spectrum disorder, pervasive developmental
disorder, obsessive compulsive disorder, post-traumatic stress disorder, or any other anxiety
disorder as primary diagnosis.
Use of anticonvulsants including carbamazepine and valproic acid, antidepressants, mood
stabilizers including lithium, benzodiazepines, cholinesterase inhibitors or any drug known to
inhibit CYP2D6 activity within two weeks of Visit 2.
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5. Use of herbal supplements within one week of Visit 2.

6. Known or suspected intelligence quotient (1Q) < 70.

7. Unstable endocrinological or neurological conditions which confound the diagnosis or are a
contraindication to treatment with antipsychotics.

8. Suicidality, defined as either active suicidal plan/intent or active suicidal thoughts in the six
months before the Screening Visit or more than one lifetime suicide attempt.

9. Pregnancy or refusal to practice contraception during the study (for female subjects of
childbearing potential).

10. Substance or alcohol use during the last three months.

11. Urine drug test at screening that is positive for alcohol or drugs of abuse.

12. Known allergy or sensitivity to molindone hydrochloride.

13. Any reason which, in the opinion of the Investigator or the Sponsor, would prevent the subject
and subject’s caregiver from participating in the study or complying with the study procedures.

14. Use of an investigational drug or participation in an investigational study within 30 days prior to
Visit 2.

4.2 Schedule of Visits and Procedures

All subjects who are randomized and take any SM will be followed according to the protocol regardless
of the number of doses of SM taken, unless consent for follow-up is withdrawn. The Sponsor, or the
Sponsor’s designee, must be notified of all deviations from the protocol visits or procedures, and these
procedures, if applicable, will be rescheduled or performed at the nearest possible time to the original
schedule. Subjects will be instructed to call study personnel to report any abnormalities during the
intervals in between study visits and to come to the study site if medical evaluation is needed and as the
urgency of the situation indicates. Unscheduled visits may be conducted at the discretion of the
investigator throughout all study periods. The medical monitor must be contacted promptly in the event
that any clinically significant findings or information are obtained during the unscheduled visit. This
should be captured in the appropriate eCRF. For emergency and other unscheduled visits to a medical
facility other than the study site, medical records will be obtained by the Investigator or qualified
designee as source data for study follow-up.

Table 1 presents the schedule of visits and procedures for the study.
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Table 1: Schedule of Visits and Procedures
Phase Pre-treatment Treatment Conversion/
Period Screening Baseline Titration Maintenance Taper
VISIT NUMBER 1 2 4 5 6 7
DAY -45 -15 8 15 36 43

<45d prior to 215d prior to 7d+2d from 14d+2d from 21d+3d from 7d+1d from

WINDOW (DAYS) Vi:it 3 Visit 3 o Visit 3 Visit 3 Visit 5 Visit 6
Informed Consent/Assent 2 XPb
R-MOAS, K-SADS-PL 2013 & Vitiello Aggression X
Scale
Medical History X Xd
Demographics X
Physical Examination X X
ECG (12-lead) X X X
Inclusion/Exclusion Criteria X
Randomization X be
Urine Drug Screen X X
Urine Pregnancy Test f X X X
Diary Training & Distribution or Evaluation X Xe X X X
Vital Signsé X X
Weight, height, BMI X X X X X X
Hematology/chemistry/Urinalysis X X X X
PK Blood Sampling xh xh
Columbia Suicide Severity Rating Scale (CSSRS) X X X X X X
Investigator CGI-S X X X X X
Caregiver and investigator CGI-I X X X
Efficacy scales (SNAP-1V, CHQ-PF28, PSI-4-SF) X X
Safety Scales (Simpson-Angus, Barnes, AIMS) X X X X X
Infrequent Behaviors Checklist X X X X
Adverse Events X X X X X
Concomitant Medications X X X X X X X
Drug Dispensation Xb X X
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Phase Pre-treatment Treatment Conversion/
Period Screening Baseline Titration Maintenance Taper
VISIT NUMBER 1 2 4 5 6 7
DAY -45 -15 1 8 15 36 43

<45d prior to 215d prior to . 7d+2d from 14d+2d from 21d+3d from 7dz1d from

WINDOW (DAYS) Visit 3 Visit 3 o Visit 3 Visit 3 Visit 5 Visit 6
Drug Return and Compliance X X X
Diary Return X

m Q0 T w

Written consent must be obtained prior to performing any study-related procedure.

Access IWRS.
Visit 3 will occur at least 15 days following Visit 2

Assess for any clinically significant change in Medical History since screening
Diary compliance must be at least 80% (minimum of 12 days out of 15) to qualify for randomization
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4.2.1

Visit 1

Prior to conducting any screening procedures, written Informed Consent must be obtained from the

parent or legal representative, and, if appropriate, Informed Assent from the subject. Subject screening

procedures will be performed within 45 days prior to Visit 3 and may be done on more than one day.

Abnormal results on screening laboratory tests may be repeated at the discretion of the Investigator.

The following procedures will be performed at Visit 1:

1. Obtain written informed consent and assent.
2. Obtain demographic information, medical history
3. Access Interactive Web Response System (IWRS) for subject number
4. Administer K-SADS-PL 2013 for confirmation of ADHD diagnosis
5. Administer Vitiello Aggression Scale
6. Administer R-MOAS
7. Administer Investigator CGI-S
8. Perform physical examination
9. Record vital signs (HR, BP, temperature, and RR), height, weight and BMI
10. Perform 12-lead ECG
11. Collect blood samples for hematology and chemistry
12. Administer C-SSRS
13. Collect urine sample for urinalysis and urine drug screen (all subjects), and pregnancy test
(FOCBP only)
14. Assess and record concomitant medications
15. Assess inclusion/exclusion criteria
4.2.2 \Visit2

Visit 2 will occur at least 15 days prior to Visit 3. Please note that, per protocol and within the EDC, Visit

1 and Visit 2 may occur on the same day.

1. Provide training for IA diary and dosing diary module
2. Distribute device
3. Assess and record concomitant medications

4.2.3 \Visit3

Visit 3 will occur at least 15 days following Visit 2 according to the Schedule of Visits and Procedures.

NouhkwnNpR

Administer efficacy scales (SNAP-IV, CHQ-PF28, PSI-4-SF)

Assess IA diary compliance / review training as necessary

Confirm eligibility to randomize to study medication treatment
Randomize subject via IWRS

Administer Investigator CGI-S

Administer Infrequent Behaviors Checklist

Administer safety scales (Simpson-Angus, Barnes Akathisia, AIMS)
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8. Record height, weight, and BMI
9. Collect blood samples for hematology/chemistry
10. Collect urine samples for urinalysis, urine drug screen (all subjects), and pregnancy test (FOCBP
only)
11. Administer C-SSRS
12. Record concomitant medication
13. Assess for any clinically significant change in Medical History
14. Dispense SM via IWRS.
15. Review training on dosing diary module
16. Assess adverse events (post-dose)
424 \Visit4

Visit 4 will occur 7 (£2) days following Visit 3 according to the Schedule of Visits and Procedures.

W oo N R WNPRE

10.
11.
12.

Administer Investigator CGI-S

Administer caregiver and investigator-completed CGI-I
Administer Infrequent Behaviors Checklist

Administer safety scales (Simpson-Angus, Barnes Akathisia, AIMS)
Record height, weight, and BMI

Perform 12-lead ECG

Collect blood samples for PK analysis

Administer C-SSRS

Record concomitant medication

Review IA diary compliance and provide training as required
Collect AEs

Review dosing diary compliance and provide training as required

42,5 \Visit5
Visit 5 will occur 14 (+2) days following Visit 3 according to the Schedule of Visits and Procedures.

W oo NOU R WNPRE

[ T
N 2 O

Administer Investigator CGI-S

Administer caregiver and investigator-completed CGI-I
Administer Infrequent Behaviors Checklist

Administer safety scales (Simpson-Angus, Barnes Akathisia, AIMS)
Record height, weight, and BMI

Collect blood samples for PK analysis

Administer C-SSRS

Record concomitant medication

Review IA diary compliance and provide training as required

. Collect AEs
. Collect returned SM; assess treatment compliance

. Review dosing diary compliance and provide training as required
13.

Dispense SM
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4.2.6 \Visit6
Visit 6 will occur 21 (+£3) days following Visit 5 according to the Schedule of Visits and Procedures.

1. Administer efficacy scales (Investigator CGI-S, caregiver and investigator CGI-I, SNAP-1V, CHQ-
PF28, PSI-4-SF)

2. Administer Infrequent Behaviors Checklist

3. Administer safety scales (Simpson-Angus, Barnes Akathisia, AIMS)

4. Record height, weight, and BMI

5. Perform 12-lead ECG

6. Perform physical examination

7. Collect blood samples for hematology/chemistry

8. Collect urine sample for urinalysis

9. Administer C-SSRS

10. Record concomitant medication

11. Review IA diary compliance and provide training as required

12. Collect AEs

13. Collect returned SM; assess treatment compliance

14. Review dosing diary compliance and provide training as required

15. Determine whether subject wishes to participate in open-label extension

16. Dispense SM (either Conversion or Taper based upon subject’s decision about participation in
open-label extension)

4.2.7 \isit7

Visit 7 will occur 7 (x1) days following Visit 6 according to the Schedule of Visits and Procedures. These

procedures will also be performed for patients who discontinue early. Patients who discontinue early

after Visit 5 will be offered a taper kit.

W o N R WNRE

Administer safety scales (Simpson-Angus, Barnes Akathisia, AIMS)
Record vital signs (HR, BP, temperature, and RR), height, weight and BMI
Collect urine sample for pregnancy test (FOCBP only)

Administer C-SSRS

Record concomitant medication

Collect AEs

Collect SM and assess treatment compliance

Collect device

Complete/discontinue subject

10. Collect blood samples for hematology/chemistry

11. Collect urine sample for urinalysis

4.2.8

Pharmacokinetic Sample Collection

All blood samples for PK analysis will be drawn at the clinical site. A total of 5 blood samples (4 mL each)

will be taken for PK analysis over the course of the study. These will include pre- and post-dose samples
obtained over one visit (Visit 4 or Visit 5) or can be obtained over two visits (Visit 4 and Visit 5).
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If the subject decides to complete the PK sampling over one visit then he/she will arrive at the clinic in
the morning prior to taking the morning dose. A PK sample will be drawn pre-dose; then the dose will
be observed in the clinic. Post-dose PK samples will be taken at approximately 1 hour, 2 hours, 4 hours
and 6 hours after the time of the observed dose. PK samples should be obtained within 15 minutes of
the 1 hour and 2 hour timepoints and within 30 minutes of the 4 hour and 6 hour timepoints.

If the subject decides to come for the PK sampling over two visits, then on one visit the subject will
arrive at the clinic in the morning, prior to taking their morning dose. A PK sample will be drawn pre-
dose; then the dose will be observed in the clinic. Post-dose PK samples will be taken at approximately
1 hour and 2 hours after the time of the observed dose. PK samples should be obtained within 15
minutes of the targeted timepoints. At the other visit, subjects will arrive at the clinic after taking their
morning dose. PK samples will be taken at approximately 4 hours and 6 hours after the time that the
morning dose was taken. PK samples should be obtained within 30 minutes of the targeted timepoints.

Blood samples will be collected and processed as per instructions in the Laboratory Manual.
4.3 Treatments

4.3.1 Treatments Administered
Subjects will take molindone hydrochloride extended-release tablet (SPN-810) or placebo twice each
day (BID) with food, in the morning and in the evening, in addition to the stable dose of the optimized
ADHD medication determined from the lead-in period. If initiating treatment before noon, patients
should start with the morning dose; if after noon, the evening dose.

Subjects will be randomized to one of three treatments at Visit 3. Subjects will be titrated up to the final
randomized total daily dose (TDD).

e Reference treatment
o Treatment 1: Placebo tablets, PO, BID

e Test treatments
o Treatment 2: Molindone extended-release tablets, 18 mg TDD, PO, BID
o Treatment 3: Molindone extended-release tablets, 36 mg TDD, PO, BID

Based on the 810P301 study Interim Analysis result decision, the 18 mg dose arm was dropped
partway through the study.

4.3.2 Identity of Investigational Product(s)
Test and reference (matching placebo) products are either purple (3mg) or yellow (9mg) round tablets
printed on one side with the tablet dose strength (“3” or “9”) that will be supplied in labeled blister
cards by the Sponsor. The Sponsor will package the SM in a double-blind configuration.

Each SM blister card will contain combinations of molindone extended-release and/or placebo tablets,
which will supply a subject with 6 (six) to 8 (eight) days of dosing as well as some extras for lost product
and/or to account for visit delays associated with patient/site schedules. The SM blister card types
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include: Titration (two blister cards), Maintenance (three blister cards), Taper (one blister card), and
Conversion (one blister card).

A single SM kit contains a total of 7 pre-packaged blister cards (two Titration blister cards, three
Maintenance blister cards, one Tapering blister card and one Conversion blister card) and is marked with
a unique 4-digit SM kit number.

4.3.3 Study Medication Handling and Accountability
All SM will be supplied to the Investigator by the Sponsor. SM supplies must be kept in an appropriate
secure area (e.g., locked cabinet) and stored according to the conditions specified on the SM labels. SM
must be stored between 59°F — 86°F (15°C — 30°C).

Following Sponsor instructions and in compliance with ICH E6 as well as local, state, and federal
regulations, the Investigator and study staff will be responsible for the accountability of all clinical
supplies (receiving, shipment, dispensing, inventory, and record keeping) in a SM accountability log, a
copy of which will be collected by the Sponsor at the end of the study.

Under no circumstances will the Investigator allow the SM to be used other than as directed by this
protocol. Clinical supplies will not be dispensed to any individual who is not randomized into the study.

An accurate and timely record of the receipt of all clinical supplies; dispensing of SM to the subject;
collection of unused supplies returned by the subject; and subsequent return of unused SM to the
Sponsor must be maintained with dates. This SM accountability log includes, but may not be limited to:
(a) documentation of receipt of clinical supplies, (b) SM inventory log, (c) SM accountability log, and (d)
all shipping service receipts. All forms will be provided by the Sponsor. Any comparable forms that the
study site wishes to use must be approved by the Sponsor.

The supplies and inventory records must be made available, upon request, for inspection by the
designated representative of the Sponsor, a representative of the FDA, or a representative of a non-US
health authority. The assigned Clinical Research Associate (CRA) will review these documents along with
all other study conduct documents at each and every visit to the study site once SM has been received
by the study site. All used, partly used, and unused clinical supplies, including empty containers, are to
be returned to the Investigator by the subject and ultimately to the Sponsor at the conclusion of the
study, unless provision is made by the Sponsor for destruction of supplies and containers at the study
site. Upon completion of SM accountability and reconciliation procedures by study site personnel and
documentation procedures by Sponsor personnel, SM is to be returned to the Sponsor with a copy of
the completed SM disposition form as outlined in the Study Medication Manual.

4.3.4 Method of Assigning Subjects to Treatment Groups
Allocation of study drug will be completed centrally through the use of an interactive web response
system (IWRS) that will determine which kit to assign to the subject. The randomization schedules will
be created by a designated unmasked statistician using SAS (SAS Institute, Cary, North Carolina, Version
9.2 or higher). Separate schedules for subject randomization and drug list will be created. The original
randomization scheme assigns treatment to each randomization number in a 1:1:1. However, based on
This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
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the 810P301 study Interim Analysis result decision, the 18 mg arm was dropped partway through the
study. As a result, subjects planned to be randomized to the 18 mg arm will be re-allocated to the 36 mg
or placebo arm in a ratio of 2:1.

Upon admission to the study, subjects will be assigned site (01-99) and subject numbers (2001-2999), in
the sequence that they are entered. Subjects who complete the Baseline Period and continue to meet
all eligibility criteria will be assigned kit numbers, according to the randomization schedule, by using the
IWRS.

4.3.5 Treatment Replacement
In the event that a subject’s original kit is lost, damaged, or consumed prior to the end of treatment, the
Investigator will use the IWRS which will specify a new Kit Number to be dispensed to that subject from
the supplies already available at the site. Separate reserve supplies will not be provided to the
Investigators.

4.3.6 Dosing Schedule
During Visit 3, subjects will be randomized to Treatments 1, 2, or 3 and start dosing. Table 2 below
presents the details of the dosing schedule for each active treatment group throughout the 6-week
treatment phase for this study. Dose reduction will not be permitted in the study.

Table 2: Dosing Schedule (Total Daily Dose)

Treatment i Study Days
Final Dose
Arm 1-2 3-5 6-8 9-11 12-14 15+
Period* T T T T T M
1 Placebo PBO PBO PBO PBO PBO PBO

2 18 mg Il B B B B
s mg BN BN BN N B

* T = titration period; M = maintenance period; PBO= Placebo

The 18 mg dose (Treatment 2) arm was dropped partway through the study as described in section
434.

4.3.7 Method of Administration
The SM must be swallowed whole. SM must not be crushed, chewed or cut. The SM must be taken with

food in the morning and in the evening, preferably within 12 hours.

4.3.8 Blinding
The subject and all personnel involved with the conduct and the interpretation of the study, including
the Investigators, study site personnel, and the Sponsor and CRO clinical staff, will be blinded to the
medication codes. A limited number of Supernus personnel will perform and interpret the plasma
assays for the population PK analysis and will be aware of these plasma data during the study. These
personnel will not have access to the randomization schedule, are not associated with the clinical

conduct of the study, and will not reveal to any clinical personnel involved in the study the treatment to

This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely
for the purpose of reviewing or performing this study.



Supernus® Pharmaceuticals, Inc. CONFIDENTIAL
810P302 Version 7.0 Page 55 of 225

which a subject is assigned. Randomization schedule data will be kept strictly confidential, filed securely
by the IWRS vendor, and accessible only to authorized persons until the time of unblinding.

The test tablets have matching placebo tablets. The blind is maintained primarily through the IWRS.
The blind will be maintained through the end of the Conversion/Taper period.

The Investigator must try to avoid breaking the blind. The decoding information will not be viewed
unless an actual medical or medication safety emergency occurs. The Investigator can access the
subject’s randomized treatment information via IWRS only if knowledge of the treatment regimen will
influence or assist with medical management of the subject in an acute emergency. Before breaking the
blind, every effort must be made to contact the Medical Monitor to ascertain the necessity of breaking
the code. If the Investigator is unsuccessful in contacting the Medical Monitor, he/she will contact the
backup Medical Monitor (or other appropriate designee if the backup Medical Monitor is unavailable).

If it is not possible to contact the Medical Monitor or the backup Medical Monitor (or designee), and the
situation is an emergency, the Investigator may break the blind and contact the Medical Monitor as
soon as possible. The Investigator is to make a careful note of the date and time of decoding, the reason
that necessitated breaking the code, and the signature of the person who broke the code. Upon
breaking the randomization code, the subject should be withdrawn from the study but should be
followed up for safety purposes.

4.4 Prohibited Medications:
Subjects may not be on any prohibited medication while on study as indicated in the Inclusion/Exclusion
Criteria. These medications include:

e a 2- adrenergic agonists (e.g. clonidine and guanfacine) used for any other reason except for
monotherapy treatment for ADHD

e Anti-psychotics including aripiprazole, risperidone, quetiapine, and ziprasidone

e Anticonvulsants including carbamazepine and valproic acid, antidepressants, mood stabilizers
including lithium, benzodiazepines, cholinesterase inhibitors or any drug known to inhibit
CYP2D6 activity

o Herbal supplements

4.5 Concomitant Medication
The dose of the ongoing ADHD medication will not be adjusted during the study, starting at Visit 1. No
additional concomitant medications are allowed during the study, with the following exceptions:

e Chronic medication for conditions not related to ADHD or IA that are allowed by Investigator at
Screening

e Nutritional supplements (e.g. multivitamins, fish oil)

e Emla or other numbing cream for PK venipuncture

e Benztropine is permitted for the treatment of emerging EPS at a starting dose of 0.5mg BID up
to a range of 1 to 4mg/day. Lorazepam (1 to 2 mg per dose not to exceed three times daily) and
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clonazepam (0.25 to 1 mg per dose not to exceed twice daily) will also be permitted to treat
emerging EPS.

e Common over-the-counter (OTC) therapies for minor transient ailments (e.g. acetaminophen for
headache, ibuprofen for fever) will be allowed without exception.

e Treatment for AEs other than EPS or minor transient ailments is only permitted in consultation
with the Medical Monitor.

All concomitant medications will be recorded in the eCRF.

4.6 Completion of Study and Discontinuation of Subjects

Subjects will be considered to have completed the study if they complete all visits up to and including
Visit 6. All subjects who discontinue early will complete Visit 7. Any subject who discontinues from the
study after Visit 5 will be offered a Taper kit.

The Investigator(s) or subjects themselves may stop SM treatment at any time for safety or personal
reasons. A subject is free to withdraw from the study at any time for any reason without prejudice to
their future medical care by the physician or at the institution. The Investigator or Sponsor may also
withdraw the subject at any time in the interest of subject safety. The withdrawal of a subject from the
study should be discussed where possible with the Medical Monitor and/or CRA before the subject stops
SM. Subjects removed from the study for any reason will not be replaced.

Reasons for withdrawal may include but are not limited to subject withdrawal of consent, occurrence of
unmanageable AEs, or if it is in the best interest of the subject as per Investigator’s discretion.

The primary reason for withdrawal must be recorded in the subject’s medical record and on the eCRF. If
a subject is withdrawn for more than one reason, each reason should be documented in the source
document and the most medically significant reason should be entered on the eCRF.

5 ANALYSIS VARIABLES

5.1 Primary Efficacy Variable

The primary efficacy endpoint will be based on a checklist of 15 IA behaviors collected in an electronic IA
diary. The IA diary comprises two parts: 1) an episodic diary that will be used by the primary caregiver
(or alternate) to enter events as soon as possible after they are observed; and 2) an evening diary that
will prompt the caregiver to review events for the day and to enter any events that were not previously
captured. Events can be directly observed by the caregiver or could be reported to the caregiver by
another observer such as a teacher. Each event will be characterized by a checklist of 15 observed
behaviors: Yelling, Screaming, Threatening, Scratching, Throwing, Slamming, Hitting Self, Arguing,
Cursing, Name Calling, Shoving, Hair Pulling, Fighting, Hitting Others, Kicking Others. The checklist will
indicate whether each behavior was observed (coded 1) or was not observed (coded 0) during the
incidence of an event. Each day can have multiple events. A day can have no event, as can be attested
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in the evening diary. In this case, if no event is reported during a day, and the evening diary confirms
this, the daily event score for that subject will be 0. Behaviors not on this list will not be captured.

5.2 Secondary Efficacy Variables
The following efficacy scales will be administered at visits designated in the Schedule of Visits and
Procedures (Table 1).

5.2.1 Clinical Global Impression (CGl) Scales
The CGl scale was developed to provide a brief, stand-alone assessment of the clinician’s view of a
subject’s global functioning prior to and after administration of a SM (Guy 1976). Severity of illness (CGl-
S) and global improvement (CGI-I) are both rated on a scale of 1 to 7 with 7 being “extremely ill” or “very
much worse”, respectively. Successful therapy is indicated by a lower overall score in subsequent
testing. Investigators should consider their total clinical experience with children who have IA
associated with ADHD and rate how severe the subject’s condition is at the time.

e  CGI-S will be evaluated by the Investigator at each visit on a 7-point scale with 1=Normal,
2=Borderline ill, 3=Mildly ill, 4=Moderately ill, 5=Markedly ill, 6=Severely ill, and 7=Extremely ill.

e CGlI-l, relative to the condition at Baseline (Visit 1), will be evaluated by the caregiver and by the
Investigator at each post-baseline visit on a 7-point scale with 1=Very much improved, 2=Much
improved, 3=Minimally improved, 4=No change, 5=Minimally worse, 6=Much worse, and 7=Very
much worse.

CGI-S will be assessed by the Investigator at Visit 1, Visit 3, Visit 4, Visit 5 and Visit 6. CGI-I will be
assessed by the caregiver and the Investigator at Visit 4, Visit 5 and Visit 6.

5.2.2 Swanson, Nolan, Pelham Rating Scale- Revised (SNAP-IV)
The SNAP-IV rating scale includes 18 ADHD and 8 oppositional defiant disorder (ODD) symptoms as
specified in the DSM-IV-TR and International Statistical Classification of Diseases and Health Related
Problems 10th Revision (ICD-10) Classification of Mental and Behavioral Disorders. The symptoms are
scored by assigning a severity estimate for each symptom on a 4-point scale (Swanson 2001). The SNAP-
IV rating should be performed by the same parent or legal representative at each visit when possible.

The ratings from the SNAP-IV scale are grouped into the following 4 subscales:

e ADHD-Inattention (items #1-9),

e  ADHD-Hyperactivity/Impulsivity (items #10-18)

e ODD (items #19-26)

e ADHD-Combined subscale: the first two subscales are combined

Each subscale score is the sum of the scores for the individual items included in the subscale.

The SNAP-IV rating scale will be administered at Visit 3 and Visit 6.
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5.2.3 Child Health Questionnaire Parent Form 28- Item (CHQ-PF28)
The Child Health Questionnaire Parent Form 28-item (CHQ-PF28) is a short generic measure of health
status and health related quality of life (Landgraf 1996). CHQ-PF28 items have four, five, or six response
options, divided over eight multi-item scales (physical functioning, general behavior, mental health, self
esteem, general health perceptions, parental impact: emotional, parental impact: time, and family
activities) and five single item concepts (role functioning: emotional/behavior, role functioning: physical,
bodily pain, family cohesion, and change in health). The CHQ-PF28 should be performed by the primary
caregiver when possible.

The CHQ-PF28 will be administered at Visit 3 and Visit 6.

5.2.4 Parenting Stress Index-Short Form (PSI-4-SF)
Reduction in stress is considered important for parents of children with disruptive behavior problems,
developmental disabilities, and chronic iliness (Haskett 2006). The Parenting Stress Index — Short Form
(PSI-4-SF) is a 36-item self-report measure of parenting stress (Abidin 1995). Three subscales (Parental
Distress, Parent-Child Dysfunctional Interaction, and Difficult Child) consist of 12 items each. Parents
use a 5-point scale to indicate the degree to which they agree with each statement.

The PSI-4-SF will be administered at Visit 3 and Visit 6.

5.3 Pharmacokinetic Measurements

5.3.1 Pharmacokinetic Variables
The pharmacokinetic variables are:

e Apparent clearance (CL/F) of molindone in the pediatric population

e Apparent volume of distribution (V/F) of molindone in pediatric population

e Effect on molindone apparent clearance (CL/F) of co-administration of amphetamines,
methylphenidate, clonidine, guanfacine and atomoxetine

5.3.2 Exploratory Pharmacokinetic Variables

This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely
for the purpose of reviewing or performing this study.



Supernus® Pharmaceuticals, Inc. CONFIDENTIAL
810P302 Version 7.0 Page 59 of 225

5.4 Safety Assessments

Safety assessments will consist of monitoring of and recording of all concomitant medications and AEs,
clinical laboratory tests, measurement of vital signs and 12-lead ECGs, suicidality monitoring, and the
performance of physical examinations at visits designated in the Schedule of Visits and Procedures
(Table 1).

Assessment of possible neurological side effects and EPS will be performed using the Simpson-Angus
scale, the Barnes Akathisia scale and the AIMS. A positive rating or finding on the safety scale will be
captured as an AE at the discretion of the Investigator.

5.4.1 Adverse Events
As defined by the ICH Guideline for GCP, an adverse event (AE) is any untoward medical occurrence in a
patient or clinical investigation subject administered a pharmaceutical product and which does not
necessarily have to have a causal relationship with treatment.

An AE can be:

e Any unfavorable and unintended sign (including an abnormal laboratory finding), symptom, or
disease temporally associated with the use of a medicinal product, whether or not considered
related to the medicinal product.

e Any new disease, intercurrent injuries, or exacerbation of an existing disease.

e Any deterioration in a laboratory value or other clinical test (e.g., ECG) that results in symptoms,
a change in treatment, or discontinuation from SM.

e Recurrence of an intermittent medical condition (e.g., headache) not present at baseline.

Surgical procedures are not AEs; they are therapeutic measures for conditions that require surgery. The
condition for which the surgery is required is an AE, if it occurs or is detected during the study period.

5.4.1.1 Causality
AEs may be categorized as either Adverse Drug Reactions or Suspected Adverse Drug Reactions based
on their relationship to SM and the degree of certainty about causality.

Suspected adverse drug reactions (SADRs) are a subset of adverse events for which there is evidence to
suggest a causal relationship between the drug and the AE, i.e., there is a reasonable possibility that the
drug caused the adverse event.

Adverse drug reactions (ADRs) are a subset of all SADRs for which there is reason to conclude that the
drug caused the event.

5.4.1.2 Recording and Evaluation of Adverse Events

All subjects who are enrolled (starting at Visit 3) will be questioned regarding the occurrence of AEs. At
each contact with the subject, the investigator must seek information on AEs by specific questioning
and, as appropriate, by examination. Information on all AEs should be recorded immediately in the
source document, and also in the appropriate adverse event module of the eCRF. All clearly related

This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely
for the purpose of reviewing or performing this study.



Supernus® Pharmaceuticals, Inc. CONFIDENTIAL
810P302 Version 7.0 Page 60 of 225

signs, symptoms, and abnormal diagnostic procedures results should be recorded in the source
document, though they may be grouped under one diagnosis. For example, fever, elevated WBC, cough,
abnormal chest X-ray, etc., can all be reported as “pneumonia”.

All AEs occurring after enrollment and throughout the study period must be recorded. A treatment-
emergent adverse event (TEAE) is defined as an AE with a start date on or after the first dose of study
drug, or that worsened following first administration of study drug. For subjects who receive SM, TEAEs
will be collected starting from the first dose of SM. The clinical course of each AE should be followed
until resolution or until, in the medical judgment of the Investigator, the event has stabilized or is
assessed as chronic.

An increase in the CSSRS, Simpson Angus Scale, Barnes Akathisia Scale, or the AIMS will not necessarily
be rated as an AE unless the event meets AE criteria.

The Investigator is responsible for evaluating AEs and determining the following:

e Serious vs. Non-serious: Is the event a Serious Adverse Event (SAE)?
e Causality: Was AE related or possibly related to the SM?
e Severity: How pronounced is the incapacity/discomfort caused by an AE?

5.4.1.3 Criteria for Assessing Severity

The Investigator will evaluate the comments of the subject and the response to treatment in order that
he or she may judge the true nature and severity of the AE. Severity refers to the accumulated intensity
of discomfort/impairment of health since the last recording of AEs and will be assessed according to the
following criteria:

e Mild: Awareness of sign, symptom, or event, but easily tolerated

e Moderate: Discomfort enough to interfere with usual activity and may warrant intervention

e Severe: Incapacitating with inability to do usual activities or significantly affects clinical status
and warrants intervention

The criteria for assessing severity are different from those used for seriousness.

5.4.1.4 Criteria for Assessing Causality

The Investigator is responsible for determining the relationship between the administration of SM and
the occurrence of an AE as not suspected or as a suspected reaction to SM. These are defined as
follows:

Not suspected: The temporal relationship of the AE to SM administration makes a causal relationship
unlikely, or other drugs, therapeutic interventions, or underlying conditions provide a sufficient
explanation for the observed event.

o Notrelated: Temporal relationship to SM administration is missing or implausible, or there is an
evident other cause.
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e Unlikely related: Temporal relationship to SM administration makes a causal relationship
improbable; and other drugs, chemicals, or underlying disease provide plausible explanations.

Suspected: The temporal relationship of the AE to SM administration makes a causal relationship
possible, and other drugs, therapeutic interventions, or underlying conditions do not provide a sufficient
explanation for the observed event.

e Possibly related: Temporal relationship to SM administration is plausible, but concurrent
disease or other drugs or chemicals could also explain event. Information on drug withdrawal
may be lacking or unclear. This will be reported as a Suspected Adverse Drug Reaction (SADR).

o Definitely related: Temporal relationship to SM administration is plausible, and concurrent
disease or other drugs or chemicals cannot explain event. The response to withdrawal of the
medication (dechallenge) should be clinically plausible. The event must be definitive
pharmacologically or phenomenologically, using a satisfactory rechallenge procedure if
necessary. This will be reported as an Adverse Drug Reaction (ADR).

5.4.2 Serious Adverse Events (SAE)
AEs are classified as serious or non-serious. An AE or ADR is considered “serious” if, in the view of either
the investigator or Sponsor, it results in one of the following outcomes:

e death

o life-threatening AE (i.e., the subject was at immediate risk of death from the AE as it occurred.
This does not include an event that, had it occurred in a more severe form or was allowed to
continue, might have caused death.)

e in-patient hospitalization or prolongation of existing hospitalization

e persistent or significant disability or incapacity or substantial disruption of the ability to conduct
normal life functions

e acongenital anomaly or birth defect

e animportant medical event

Important medical events are those that may not be immediately life threatening or result in death or
hospitalization, but are clearly of major clinical significance. They may jeopardize the subject, and may
require intervention to prevent one of the other serious outcomes noted above. For example, drug
dependence or abuse, blood dyscrasias, a seizure that did not result in in-patient hospitalization, or
intensive treatment for allergic bronchospasm in an emergency department would typically be
considered serious.

5.4.2.1 Investigator Responsibilities for Reporting SAEs
The Investigator must immediately report to the Sponsor all SAEs, regardless of whether the Investigator
believes they are drug related.

All SAEs must be reported to the Drug Safety Contact within 24 hours of first becoming aware of the
SAE. The Investigator must complete an SAE eCRF in EDC and include a detailed description of the SAE,
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as well as other available information pertinent to the case (e.g., hospital records, autopsy reports and
other relevant documents). Should the site be unable to access EDC, a paper SAE form must be
completed and sent tojjjjjj Drug Safety by email or fax. The investigator will keep a copy of this SAE
Report form on file at the study site. Once EDC becomes available, the site must complete the SAE eCRF
in EDC.

The Investigator or study physician, after thorough consideration of all facts that are available, must
include an assessment of causality of an AE to SM in the report to the Sponsor.

Follow-up information, or new information available after the initial report, should be actively sought
and reported to the Sponsor as it becomes available using the SAE Report Form.

The Drug Safety Contact for SAE reporting is:

5.4.2.2 Other Events Requiring Immediate Reporting

The Investigator must report a pregnancy that occurs in a subject during a clinical study to the Drug
Safety Contact within 24 hours of first becoming aware of the event. Pregnancy should be reported on a
Pregnancy Report Form. The Investigator should discuss the case with the Medical Monitor; the
Investigator must follow any pregnant subject for 3 months after the child is born. The Investigator
must complete a Pregnancy Outcome Form as a follow up. Any AEs concerning the pregnancy of the
subject during pregnancy or the child after birth must be documented and reported to the Sponsor.

Treatment-emerging EPS (e.g. akathisia, dystonia, Parkinsonism, tardive dyskinesia) and neuroleptic
malignant syndrome should be reported to the Drug Safety Contact person(s) by completing the Adverse
Event of Special Interest (AESI) eCRF in EDC. Should the site be unable to access EDC, a paper AESI form
must be completed and sent to ] Drug Safety by email or fax within 24 hours of first becoming
aware of the event. Once EDC becomes available the site must complete AESI eCRF in EDC. EPS
incidence will be summarized and shared with study Investigators throughout the trial.

Overdosage of molindone presumably may be manifested by severe EPS and sedation. Coma with
respiratory depression and severe hypotension resulting in a shock-like syndrome could occur. In the
event of a suspected overdose, the parent or legal representative should be instructed to call 911 or

their local poison control center || G

Symptomatic, supportive therapy should be the rule. Gastric lavage is indicated for the reduction of
absorption of molindone which is freely soluble in water. Since the adsorption of molindone by
activated charcoal has not been determined, the use of this antidote must be considered of theoretical
value.
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Emesis in a comatose patient is contraindicated. Additionally, while the emetic effect of apomorphine is
blocked by molindone in animals, this blocking effect has not been determined in humans.

5.4.2.3 Sponsor Responsibilities for Expedited Reporting of SAEs

The Sponsor will inform Investigators and regulatory authorities of reportable events, in compliance
with applicable regulatory requirements, on an expedited basis (i.e., within specific timeframes). For
this reason, it is imperative that study sites submit SAE information to the Sponsor in the manner
described above.

Investigators must comply with the applicable regulatory requirements related to the reporting of SAEs
to the IRB/IEC. Investigators must also submit the safety information provided by the Sponsor to the
IRB/IEC unless the country legal regulation requires that the Sponsor should be responsible for the
safety reporting to the IRB/IEC.

It is the responsibility of the Sponsor to notify all participating investigators, in a written IND safety
report, of any SADR that is both serious and unexpected. The Sponsor will also notify participating
investigators of any findings from other sources (other studies, animal and in vitro testing, etc.) that
suggest a significant risk for human subjects. Such findings will typically lead to safety-related changes
in the study protocol, Informed Consent, and/or Investigator’s Brochure.

5.4.3 Management of Treatment-Emerging EPS
If a subject experiences treatment-emerging EPS (including akathisia, dystonia, Parkinsonism, or tardive
dyskinesia), benztropine will be permitted at a starting dose of 0.5 mg BID up to a range of 1 to
4 mg/day. Lorazepam (1 to 2 mg per dose not to exceed three times daily) and clonazepam (0.25to 1
mg per dose not to exceed twice daily) will also be permitted to treat emerging EPS.

A positive finding on an EPS safety assessment scale (Barnes Akathisia, Simpson-Angus, AIMS) does not
necessarily equate to an EPS event. Investigators should evaluate positive findings on the EPS safety
assessment scales and integrate them into a global clinical observation to determine if an AE of EPS
should be recorded.

5.4.4 Laboratory Measurements
With the exception of urine pregnancy test, clinical laboratory tests will be performed by a central
laboratory as specified in the reference binder.

Details for collecting, handling, and shipping samples (including shipment addresses) will be detailed in a
separate laboratory manual. The Schedule of Visits and Procedures (Table 1) shows the time points at
which urine samples will be collected for urinalysis and blood samples will be collected for clinical
laboratory tests and plasma concentration levels.

Table 3 presents the clinical laboratory tests to be performed. Metabolic parameters (including insulin,
glucose, triglycerides, and cholesterol) and prolactin will be measured. A subject will be excluded if the
Screening blood test results indicates > 2 times the upper limit of normal (ULN) of alanine
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aminotransferase (ALT), aspartate aminotransferase (AST), gamma glutamyl transpeptidase (GGT),
and/or serum creatinine. Laboratory tests will not be repeated for these subjects.

All laboratory tests will be reviewed in a timely manner by qualified site personnel to ensure safety.
Abnormal lab findings may be confirmed if necessary by one repeated testing at the discretion of the
Investigator. Any repeat laboratory testing will be conducted under fasting condition. Any laboratory
abnormality may qualify as an AE in the Investigator’s judgment.

A total of approximately 42 mL of blood per subject will be drawn during the study: 22 mL is for clinical
laboratory tests and 20 mL is for PK sampling.

Table 3: Clinical Laboratory Tests

Category Parameters

Hematology RBC, WBC, Hgb, HCT, MCH, MCHC, MCV, platelet count, and WBC with
differential (neutrophils, lymphocytes, monocytes, eosinophils, basophils,
large unstained cells)

Chemistry Electrolytes: Na*, K*, chloride, bicarbonate

Liver function tests: alkaline phosphatase, AST, ALT, total bilirubin, direct
bilirubin ,indirect bilirubin

Renal function parameters: BUN, creatinine

Other: glucose, Ca*?, albumin, phosphorus, lactate dehydrogenase, total
protein, CK/CPK, globulin, uric acid, triglycerides, insulin, prolactin,
cholesterol — total, HDL and LDL

Amylase, gammaGT (GGT), Iron, Lipase, Magnesium

Urine Urinalysis
Urine Drug Screen

Urine pregnancy test (FOCBP only)

5.4.5 Vital Sign and Height/Weight Measurements
Vital sigh measurements (e.g., blood pressure, heart rate, temperature, and respiratory rate) and height,
weight and BMI will be obtained at visits designated on the Schedule of Visits and Procedures (Table 1).
Blood pressure and heart rate will be measured after the subject has been sitting for 5 minutes. Vital
signs may be taken at any other time, as deemed necessary by the Investigator.

5.4.6 Medical History
Medical history will be collected at visits designated on the Schedule of Visits and Procedures (Table 1).

5.4.7 Physical Examinations and Electrocardiograms (ECGs)
A physical examination and a 12-lead ECG will be obtained at visits designated on the Schedule of Visits
and Procedures (Table 1). Additional ECGs may be performed at other times if deemed necessary by the
Investigator.
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The ECG will be recorded while the subject is resting in a supine position. The ECG will electronically
measure the PR, QRS, QT, and QTc intervals, and heart rate.

All ECG tracings will be reviewed within 24 hours by the Investigator or qualified Sub-Investigator. PR
intervals will be determined for each of these ECGs from a single reading. Invalid measurements will be
repeated. QTc will be reported as QTcF (QT corrected using Fridericia's method).

5.4.8 Other Special Tests
The following special tests will be administered in the clinic at visits designated in the Schedule of Visits
and Procedures (Table 1).

5.4.8.1 K-SADS-PL 2013 Diagnostic Interview

The K-SADS-PL 2013 is a semi-structured diagnostic interview designed to diagnose current and past
episodes of psychopathology in children and adolescents according to DSM-5 criteria (Kaufman 1997).
We will use a version of K-SADS 2013 that was revised to be compatible to the DSM-5 criteria. It
includes the parent and child DSM-5 cross-cutting symptoms measures (DSM-5 CC-SM); an
unstructured Introductory Interview; the Diagnostic Screening Interview; the Supplement Completion
Checklist; the Diagnostic Supplements and the Summary Lifetime Diagnostic Checklist. The K-SADS-PL
2013 will be used at screening to confirm the diagnosis of ADHD, as well as to rule out exclusionary
diagnoses. The Screen Interview will assess the different diagnoses and determine which supplements
should be completed. Supplement 4 (Neurodevelopment, Disruptive and Conduct Disorders ) must be
completed to assess ADHD, ODD, CD Tic and ASD. If an exclusionary diagnosis is confirmed, the
remainder of the diagnostic will not be completed. This assessment will be administered at Visit 1.

5.4.8.2 Simpson-Angus Scale

The Simpson-Angus scale is a 10-item rating scale that is widely used for assessment of neuroleptic-
induced Parkinsonism (Simpson 1970). It consists of 1 item measuring gait, 6 items measuring rigidity,
and three items measuring glabella tap, tremor and salivation, respectively. This assessment will be
administered at Visit 3 and all subsequent visits.

5.4.8.3 Barnes Akathisia Scale

The Barnes Akathisia scale is a rating scale for drug-induced akathisia and includes components for
rating the observable, restless movements characteristic of akathisia, the awareness of restlessness, and
any distress associated with the condition (Barnes 1989). This assessment will be administered at Visit 3
and all subsequent visits.

5.4.8.4 Abnormal Involuntary Movement Scale (AIMS)

The AIMS test is a rating scale used to measure tardive dyskinesia (Munetz 1988). There are 12 items
that rate involuntary movements of various areas of the subject’s body. This assessment will be
administered at Visit 3 and all subsequent visits.
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5.4.8.5 Vitiello Aggression Scale

The Vitiello Aggression Scale is a 10-item rating scale that uses a cluster analysis to categorize aggression
into two subtypes, predatory (or planned) and affective (or impulsive) (Vitiello 1990). This assessment
will be administered at Visit 1.

5.4.8.6 Retrospective-Modified Overt Aggression Scale (R-MOAS)

The Retrospective-Modified Overt Aggression Scale (R-MOAS) was developed to gauge the severity of
aggressive behavior (Blader 2010). Parents rate the frequency over the past week of 16 aggressive
behaviors in four areas: verbal aggression; physical aggression toward others; aggression toward
oneself; and destruction or hostile misuse of property. Numeric weighting amplifies the seriousness of
more harmful behaviors in the total score. This assessment will be administered at Visit 1.

5.4.8.7 Columbia Suicide Severity Rating Scale (C-SSRS)

The C-SSRS is a questionnaire that prospectively assesses suicidal ideation and behavior using a semi-
structured interview to probe patient responses (Posner 2011). The C-SSRS versions applicable to the
current study are the Baseline version and the Since Last Visit version.

The Baseline version of the scale assesses lifetime suicidal ideation and behavior. This version is suitable
as part of a subject’s first interview and will be used at Visit 1 to identify volunteers who must not
participate in the trial due to their suicidal tendencies.

The Since Last Visit version of the scale assesses any suicidal thoughts or behaviors the subjects may
have had since the last administration of the C-SSRS. This version will be used for the other study visits.

5.4.8.8 Infrequent Behaviors Checklist

The infrequent behaviors checklist is a checklist of 15 behaviors that (along with the 15 IA Diary
behaviors) were qualitatively linked to IA during the development of the IA diary. These behaviors
include teasing, spitting, biting, weapons, ripping, breaking, vandalizing, destroying, fire setting, hitting
animal, kicking self, kicking animal, severe injury self, severe injury others, severe injury animal.
Caregivers will be asked which, if any, of these behaviors have been observed since the patient’s last
visit. This assessment will be administered at Visit 3, Visit 4, Visit 5, and Visit 6.

6 STATISTICAL METHODS

6.1 Statistical and Analytical Plans

Tabular summaries of the data collected during the study will be presented to provide a general
description of the subjects studied and an overview of the Efficacy, PK and safety results. Data from all
sites will be combined in the computation of these summaries and summaries will be presented by
treatment group. Continuous variables will be summarized using descriptive statistics (number of
subjects, mean, standard deviation [SD], median, and minimum and maximum values). Categorical
(nominal) variables will be summarized using frequency tables (number and percentage of subjects in
each category).
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In addition to tabular summaries, subject data listings, as specified in Sections 16.2 and 16.4 of ICH
Guidance E3, will be provided. Additional subject data listings to be provided for this study are listed
under the relevant subsections below. All data analyses will be performed by the CRO after the study is
completed and the database is released. Statistical programming and analyses will be performed using
SAS® and/or other validated statistical software as required.

Complete details of the statistical analysis will be provided in a separate statistical analysis plan (SAP),
which will be written, finalized, and approved prior to database lock and will be included in the Clinical
Study Report (CSR) for this protocol. The statistical analysis plan will supersede the statistical analysis
methods described in this clinical protocol. Any deviation from the statistical plan will be documented
and described in the final report. If changes to principal features stated in the protocol are required,
these will be documented in a protocol amendment. The final SAP will take into account any
amendment to the protocol.

In general, the baseline value for a variable is defined as the last observation prior to the first dose of
double-blind study medication, ideally Visit 3, but including the screening value, if necessary.

6.2 Handling Missing Data

For the primary efficacy endpoint, the frequency of IA behaviors during the Treatment period will be
calculated over the number of days with non-missing IA diary data in the Treatment period. No explicit
imputation of missing data will be used, but this approach is implicitly equivalent to using the frequency
of IA behaviors during the days with non-missing IA diary data to impute the frequency for days after
study discontinuation and days with missing IA diary data.

6.3 Analysis Populations

The population of “all enrolled subjects” consists of all those screened subjects who meet the
requirements for study participation and are entered in the Baseline period of the study. The
population of “all randomized subjects” consists of all those enrolled subjects who complete the
Baseline Period, meet the inclusion/exclusion criteria and are randomized.

Safety Population: will include all randomized subjects who received at least 1 dose of study drug.

Intent-to-Treat (ITT) Population: will include all subjects who received at least 1 dose of study drug and

have a baseline and at least 1 valid post-randomization assessment of frequency of IA behaviors based
on |A diary entry.

Per-Protocol (PP) Population: will include all of the subjects in the ITT population who completed the

treatment period with 80% diary completion compliance and who did not have major protocol
deviations.

PK population: will include all subjects in the safety population who had at least one PK sample drawn
which had a quantifiable concentration for at least one analyte of interest.

The safety, ITT, PP, and PK populations are based on randomized treatment received.

This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely
for the purpose of reviewing or performing this study.



Supernus® Pharmaceuticals, Inc. CONFIDENTIAL
810P302 Version 7.0 Page 68 of 225

6.4 Demographic and Baseline Characteristics

Demographic/baseline variables include age, sex, ethnicity, race, and height at screening, weight at
screening and baseline, and medical history. Tabular summaries of the demographic/baseline variables
will be presented for the safety, ITT, and PP populations, except for medical history, which will be
summarized for the safety population only.

6.5 Subject Disposition
A disposition of subjects will include the number and percentage of subjects in each of the following
categories:

e Subjects in the randomized population
e Subjects in the ITT population

e Subjects treated (safety population)

e Subjects in the PP study population

Within each of the previous categories, the number and percentage of subjects who completed and
discontinued from the study will be summarized. The reasons for study discontinuation will also be
summarized. The reason for discontinuation may include any of the following:

e Subject withdrew consent
e Lost to follow-up
e Administrative reason
e Adverse event
e Investigator decision
e Failure to follow required study procedures
e Other
Only one (primary) reason for study discontinuation will be recorded for each subject.

6.6 Protocol Deviations

Protocol deviations will be presented in listings. If applicable, the number and percent of subjects within
each type of protocol deviation will be presented using discrete summary statistics. Protocol deviations
will include, but are not limited to:

e Non-compliance with any scheduled study visit

e Non-compliance with study treatment

e Disallowed concomitant medications

e Non-compliance with study inclusion or exclusion criteria
e Non-compliance with study assessment procedures
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6.7 Study Medication Exposure and Compliance

Duration of exposure is defined as the total number of days a subject is exposed to any study treatment.
This will be calculated for each subject by taking the difference between the date of last dose minus the
date of the first dose, plus 1 (date of last dose — date of first dose +1).

Duration of Treatment exposure will also be summarized using descriptive statistics (n, mean, SD,
median, minimum, and maximum).

Percent of study drug compliance is defined as {(number of tablets dispensed — number of tablets
returned) / 4*(date of last dose — date of first dose + 1)}* 100%.

Each subject is expected to take 4 tablets per day. For each treatment, SM compliance will be summarized
by compliance category (<80%, 80-120%, and >120%) and number of subjects in each compliance
category. Study medication compliance will also be summarized as a continuous variable using descriptive
statistics (n, mean, standard deviation, median, minimum, and maximum) for each treatment.

Summaries of treatment compliance and exposure will be presented separately for the Titration Period,
Maintenance Period, and combined Titration and Maintenance Periods.

6.8 Concomitant Medications

Concomitant medications will be assigned an 11-digit code using the World Health Organization Drug
Dictionary (WHO DD) drug codes. Concomitant medications will be further coded to the appropriate
Anatomical-Therapeutic-Chemical (ATC) code indicating therapeutic classification. A tabular summary of
concomitant medications by drug class will be presented for the safety population.

6.9 Efficacy Analyses

6.9.1 Primary Efficacy Analysis
The primary efficacy endpoint is the percent change (PCHr) in the frequency (unweighted score) of IA
behaviors per 7 days in the Treatment (Titration and Maintenance) period relative to the Baseline period
calculated over the number of days with non-missing IA diary data. The frequency of IA behaviors per 7
days is the sum of scores for all events in a given period of sequential days, adjusted to 7 days.

The primary efficacy endpoint PCHr will be calculated by PCHr= 100*(T — B)/B, where T and B are IA
behavior frequencies per 7 days during the treatment period and baseline period, respectively. The IA
behavior frequency per 7 days is defined as (SUM/DAY) x 7, where SUM is the sum of the IA behaviors
reported in the subject IA diary, and DAY is the number of days with non-missing IA frequency data in
the subject IA diary during the specified study period.

Per the adaptive design feature of protocol 810P301 that led to discontinuation of the 18 mg dose
group, SPN-810 36 mg vs. placebo will be tested.

The null (Ho) and the alternative (H.) hypotheses are as in the following:
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e Hoi: There is no difference between the median of the 36 mg dose SPN-810 and the median of
placebo vs.

e Hai: There is a difference between the median of the 36 mg dose SPN-810 and the median of
placebo.

The primary efficacy analysis will be performed using the Wilcoxon rank-sum test to compare the
median of 36 mg dose of SPN-810 with the median of the Placebo. The Hodges-Lehmann estimate and
the associated 95% confidence interval (Cl) will be calculated. The superiority of 36 mg dose to placebo
will be claimed if the p-value from this analysis < 0.05 at alpha of 5% significance level. There is no
multiplicity adjustment with respect to the primary endpoint since only 2 treatments are compared.

6.9.2 Key Secondary Efficacy Analyses
The key secondary efficacy analysis is the change from Visit 3 to Visit 6 in Investigator CGI-S score.

The Key Secondary endpoint will be analyzed using Mixed-Effect Model for Repeated Measure (MMRM)
for the ITT population. The model includes treatment, visit, and interaction between treatment and visit
as fixed factors, and baseline as covariate. The model parameters will be estimated using restricted
maximum likelihood method with unstructured variance-covariance matrix and Kenward-Roger
approximation to estimate denominator degrees of freedom. The between-group comparison will be
performed using the simple contrast at the respective visits. The least squares mean of 36 mg dose and
placebo, the difference in the least squares mean (36 mg dose minus placebo), and the 2-sided 95% ClI
for the difference will be calculated.

6.9.3 Additional Secondary Efficacy Analyses
1. Investigator CGI-I score at Visit 6
. CHQ-28 score at Visit 6
3. PSI-4-SF scores at Visit 6 in:
a. Parental Distress
b. Parent-Child Dysfunctional Interaction
c. Difficult Child
4. Caregiver CGI-I score at Visit 6
5. SNAP-IV ADHD scores at Visit 6 in:
a. Inattention ratings
b. Hyperactivity/Impulsivity ratings
c. Oppositional Defiant Disorder
d. Combined Scale ratings
6. Percentage of responders with 250% reduction in the frequency of IA behaviors from baseline
7. Percentage of responders with 230% reduction in the frequency of IA behaviors from baseline

The other secondary endpoints will be analyzed using the ITT Population as follows:

Scores of CGI-I (investigator and caregiver) will be analyzed using a Mixed-Effect Model for Repeated
Measure (MMRM) similar to the key secondary outcome.
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Scores for CHQ-PF28, PSI-4-SF, and SNAP-IV will be analyzed using the analysis of covariance method
based on the ITT population. The model includes treatment and baseline as fixed independent
covariates and Visit 6 value as a response variable. The least squares mean of each treatment group, the
difference in the least squares mean (36 mg dose minus placebo), and the 2-sided 95% ClI for the
difference will be obtained.

The percentage of responders with at least 30% reduction and with at least 50% reduction in the
frequency of IA behaviors per 7 days in the Treatment (Titration and Maintenance) period relative to the
Baseline period will be derived analyzed using the logistic regression model with treatment as explanatory
variables and baseline as covariate. Odds ratio (36 mg dose/placebo), and 95% Cl for the odds ratio and
p-value will be presented. In addition, the number and percentage of responders will also be tabulated.

If the null hypothesis for the primary analysis is not rejected, then no multiplicity adjustment will be
done for the key secondary endpoint. If the key secondary endpoint hypothesis is rejected then, a
sequential testing procedure to preserve the type | error rate at 0.05 will be conducted for the adiidtinal
secondary endpoints as described below:

First, the first of the additional secondary endpoints (Investigator CGl-I score at Visit 6) will be used to
test Hoa: no difference between SPN-810 36 mg and Placebo in the treatment of IA in subjects with
ADHD in conjunction with standard ADHD treatment. If this test is rejected, then the 2™ test using the
same hypothesis will be repeated using the 2" additional secondary endpoint (CHQ-28 score at Visit 6).
If the first hypothesis is not rejected then no other additional secondary endpoint test will be
performed. If the 2" test is rejected then the 3™ test will be conducted for the 3™ additional secondary
endpoint (PSI-4-SF scores) and so on until the last additional secondary endpoint is used for testing in
the above pre-specified order above.

6.9.4 Sensitivity Analysis
In the presence of a high drop-out rate, performance of sensitivity analysis is crucial. The purpose of
sensitivity analysis is to see whether different methods of handling missing data provide consistent and
similar results for the primary efficacy analysis. To this end, two sensitivity analyses will be performed:

1. Multiple imputation under MAR using available data on the primary endpoint
2. Placebo- based imputation under MNAR

6.9.4.1 Multiple imputation under Missing at Random (MAR)

The multiple imputation (MI) method assumes that the missing data are missing at random (MAR), that
is, the probability that an observation is missing may depend on the observed values but not the missing
values. For example, if a subject’s Diary values are available on Day 1 and Day 2 but missing on Day 3,
then the missing value on Day 3 is related to the non-missing value on Day 1 and Day 2.

Ml is implemented using the following three steps.
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1) SAS PROC Ml is applied with input dataset containing some missing values for all days during the
titration and maintenance period to create 100 datasets. The data sets will include separate
columns for the frequency of incidences during each day starting from baseline. The Markov
Chain Monte Carlo (MCMC) method will be used to complete the missingness pattern to a
monotone pattern separately by treatment arm. The monotone patterns will be achieved by
applying sequential imputation based on Bayesian regression with the treatment arm included
as a covariate. All copies contain identical values of the non-missing data items, but different
values imputed for missing values.

2) For each of these Ml data sets, the percent change will be computed as in the observed data set
and the primary analysis based on the Wilcoxon rank-sum test will be conducted and asymptotic
95% confidence intervals will be constructed.

3) To produce a single confidence interval for each dose placebo comparison (e.g., Dose 1 versus
placebo), PROC MIANALYZE will be used and Rubin’s combination rules will be applied to the
treatment effect estimates and associated asymptotic standard errors from the Ml data sets
(Rubin 1987). The treatment effect estimates will be defined as the midpoints of the asymptotic
confidence intervals and the standard errors will be defined as the asymptotic standard errors
(based on the width of the associated 95% confidence intervals) from the Hodges-Lehmann
estimate of the individual datasets.

6.9.4.2 Multiple imputation under Missing Not at Random (MINAR)

This approach can be labeled “worst-case” sensitivity analyses as it assumes that after discontinuation
subjects from the dosing arms would adopt the outcome model estimated from the placebo arm. To
generate missing values from this “placebo-based” imputation model, PROC MI with the MNAR
statement (available in SAS 9.3 and later versions) will be used or, alternatively, SAS macros available at
the DIA Missing Data Working Group site (Ratitch et al., 2013; Ayele et al., 2014) can be used.

6.9.5 Supplementary Analysis
A supplementary analysis based on the per-protocol population will be performed.

6.10 Sample Size and Power Considerations

Based on results from the Phase 2 study, a 15-point average difference in favor of the SPN-810
treatment arms compared with placebo is assumed; the change from baseline to endpoint in total R-
MOAS rating was used to evaluate the difference. The R-MOAS was used because there have been no
prior studies with the IA diary. A common standard deviation of 34.83 was obtained from a blinded
analysis of SPN-810P301 data.

Based on these parameter assumptions, a sample size of approximately 122 per arm will yield 90%
power to detect a non-zero difference between the median of SPN-810 treatment and the placebo
groups using the Wilcoxon rank-sum test with a 2-sided significance level a=0.05.

The original sample size of 291 was based on having 3 treatment groups (97 subjects per arm) and
specific assumptions on the drug placebo difference, standard deviation and discontinuation rate.
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After the 810P301 study Interim Analysis result was completed, the 18 mg dose arm was discontinued
and subjects planned to be randomized to the 18 mg arm would be re-allocated to the 36 mg or placebo
arm in aratio of 2:1. As such there will be an unequal randomization between the 36 mg dose group
and placebo. With this post-interim analysis un-equal randomization, the placebo arm is expected to
approach approximately 121 subjects of the total of 306 subjects randomized.

The sample size was calculated using the nQuery Advisor Software, Version 7.

6.11 Interim Analysis
There will be no interim analysis.

6.12 Pharmacokinetic Analyses

6.13 Safety Analyses

Evaluation of safety will be performed for the safety population. Safety data that will be evaluated
include concomitant medications, AEs, clinical laboratory results, vital signs, ECGs, and findings from the
physical examinations. The occurrence of neurological side effects will be assessed by looking at any
worsening in scores from Visit 3 to each subsequent visit for each of the Simpson-Angus scale, Barnes
Akathisia scale, and AIMS. Suicidal ideation and suicidal behavior will be measured by C-SSRS.

All summary tables related to safety analyses will use the safety population.

6.13.1 Adverse Events
AEs will be classified into standardized medical terminology from the verbatim description (Investigator
term) using the Medical Dictionary for Regulatory Activities (MedDRA). AEs will be summarized using
discrete summaries at the subject and event level by system organ class and preferred term for each
treatment group. Similarly, treatment-emergent AEs will be summarized by severity and relationship
separately. Verbatim description and all MedDRA level terms, including the lower level terms, for all AEs
will be contained in the subject data listings.
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All AEs occurring after randomization and throughout the study period will be recorded. For subjects
who receive SM, treatment-emergent AEs (TEAEs) will be collected starting after the first dose of SM
(Visit 3) to the end of the study. These AEs include those that emerge during treatment or worsen in
severity during treatment. These AEs will be tabulated, listed and analyzed.

Separate TEAE incidence tables will be presented for the three treatment groups. The incidence rates
for all SADRs will also be summarized as described for all TEAEs.

In addition, these same tables will be presented by treatment period (Titration, Maintenance, and
combined Titration and Maintenance). For the combined Titration and Maintenance Periods, the
incidence of TEAEs will also be presented by highest severity reported and the dose of SM at first

occurrence.

Listings (and tabular summaries, if warranted) of deaths, other SAEs, and other significant TEAEs,
including TEAEs resulting in treatment discontinuation, will be provided.

6.13.2 Laboratory Values
Clinical laboratory values will be summarized by visit by treatment group using descriptive statistics for
hematology and biochemistry. For quantitative laboratory parameters, both actual values and change
from baseline values will be summarized.

Laboratory test results will be assigned a low, normal, high (LNH) classification according to whether the
values were below (L), within (N), or above (H) the laboratory parameters’ reference ranges provided by
the central laboratory. Within-treatment comparisons will be based on three by three tables (shift
tables) that, for a particular laboratory test, compare the LNH classification at baseline to the LNH
classification at visit. By subject-listings of all abnormal laboratory values, i.e., those with L or H
classification will be provided.

6.13.3 Vital Signs, Height and Weight
Vital signs will be summarized by visit by treatment group using descriptive statistics. Both actual values
changes from baseline to visit will be summarized. Descriptive summary statistics (mean, SD, median,
and range) for vital sign data, height, weight and BMI will be evaluated by treatment group.

6.13.4 ECG Results
By-visit tabular summaries of the quantitative ECG parameters and the overall ECG findings (normal,
abnormal not clinically significant, or abnormal clinically significant) will be presented. The QT will be
corrected using Fridericia’s method.

ECG results will be summarized by visit by treatment group using descriptive statistics (for quantitative
ECG parameters) and frequency tables (for qualitative ECG parameters, including the overall ECG
finding). For quantitative ECG parameters, both actual values and change from screening values will be
summarized.
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6.13.5 Physical Examinations
Findings from the physical examinations will be listed for each system or area examined.

6.13.6 Columbia Suicide Severity Rating Scale (C-SSRS)
C-SSRS outcomes will be summarized using number and percent of subjects by categories for suicidal
ideation only, suicidal behavior only and suicidality (ideation and behavior combined). The summary will
be presented by treatment groups. The proportion of subjects in each treatment group will be
compared with the proportion of subjects in the placebo group using Fisher’s exact test or Chi-square
test as applicable if appropriate.

6.13.7 Infrequent Behaviors Checklist
Infrequent behaviors will be listed for each subject by treatment group.

6.13.8 Other Special Tests
The occurrence of neurological side effects will be assessed by looking at the changes in scores from
baseline to post-baseline visits for each of the Simpson-Angus scale, Barnes Akathisia scale, and AIMS.
For each item on each of these scales, the number (and percentage) of subjects with a worse score at
any post-baseline visit, compared to baseline, will be presented. A listing of these subjects will also be
provided.

7 DOCUMENTATION

7.1 Adherence to the Protocol

The Investigator agrees, when signing the protocol, to adhere to the instructions and procedures
described in the protocol and to adhere to the principles of ICH GCP to which the protocol conforms as
well as all governing local regulations and principles for medical research.

The protocol, ICF, and appropriate related documents must be reviewed and approved by an IRB
constituted and functioning in accordance with ICH E6 and any local regulations. Documentation of IRB
compliance with the ICH and any local regulations regarding constitution and review conduct will be
provided to the Sponsor.

A signed letter of study approval from the IRB Chairman must be sent to the Investigator with a copy to
the Sponsor prior to study start and the release of any SM to the site by the Sponsor or its designee. If
the IRB decides to suspend or terminate the study, the Investigator will immediately send the notice of
study suspension or termination by the IRB to the Sponsor.

Study progress is to be reported to IRB annually (or as required) by the Investigator or Sponsor,
depending on local regulatory obligations. If the Investigator is required to report to the IRB, he/she will
forward a copy to the Sponsor at the time of each periodic report.

7.2 Changes to the Protocol
There are to be no changes to the protocol without written approval from the Sponsor.
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Any change to the protocol requires a written protocol amendment or administrative change that must
be approved by the Sponsor before implementation. Amendments specifically affecting the safety of
subjects, the scope of the investigation, or the scientific quality of the study require additional approval
by the applicable IRBs and, in some countries, by the regulatory authority. These requirements should
in no way prevent any immediate action from being taken by the Investigator, or by the Sponsor, in the
interest of preserving the safety of all subjects included in the study. If animmediate change to the
protocol is warranted as per the Investigator, for safety reasons, the Medical Monitor and IRB must be
notified promptly.

Changes affecting only administrative aspects of the study do not require formal protocol amendments
or IRB approval, but the IRB must be kept informed of such changes. In these cases, the Sponsor will
send a letter to the IRB detailing such changes.

7.3 Protocol Deviations

There are to be no Investigator-initiated deviations from the protocol. Any subject whose treatment
deviates from the protocol or who is not qualified for study participation may be ineligible for analysis
and may compromise the study. The date of and reason for deviations must be documented in all cases.
Significant or major protocol deviations impacting the safety of the subject or the integrity of the study
must be reported by the Investigator to the IRB immediately. Reporting of all other protocol deviations
must adhere to the requirements of the governing IRB. Protocol assessments will continue until the end
of the study, unless the protocol deviations put the subject at risk or the subject’s condition requires
that he/she be discontinued from the study.

7.4 Data Quality Assurance

This study will be organized, performed, and reported in compliance with the protocol, standard
operating procedures (SOPs), working practice documents, and applicable regulations and guidelines.
Site visit audits may be made periodically by the Sponsor’s Quality Assurance team or qualified
designee, which is an independent function from the study conduct team.

7.4.1 Data Collection
The primary source document will be the subject’s medical record. If separate research records are
maintained by the Investigator(s), both the medical record and the research record will be considered
the source documents for the purposes of monitoring and auditing the study.

Electronic data collection techniques will be used to collect data directly from the study sites using

eCRFs. The electronic data will be stored centrally in a fully validated clinical database.
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Data recorded on source documents will be transcribed into the eCRFs in accordance with the eCRF
Completion Instructions that are provided to the study sites. The Investigator is responsible for ensuring
that all sections of each eCRF are completed correctly, and that entries can be verified against source
documents. The eCRFs will be monitored for completeness and accuracy against the source documents
by the CRA(s) on a regular basis. Inconsistencies between the eCRFs and source documents will be
resolved in accordance with the principles of GCP.

Completed eCRFs will be extracted from the clinical database, stored as PDF files on a CD-ROM and sent
to the respective study site for archiving. A CD-ROM containing all eCRFs will be kept by the Sponsor in
the Sponsor’s Trial Master File.

7.4.2 Clinical Data Management
Data from eCRFs and other external data (e.g., laboratory data) will be entered into or merged with a
clinical database as specified in the data management plan. Quality control and data validation
procedures will be applied to ensure the validity and accuracy of the clinical database.

7.4.3 Database Quality Assurance
In accordance with the vendor’s procedures, the clinical database will be reviewed and checked for
omissions, apparent errors, and values requiring further clarification using computerized and manual
procedures. Data queries requiring clarification will be documented and returned to the study site for
resolution. Only authorized personnel will make corrections to the clinical database, and all corrections
will be documented in an audit trail.

7.4.4 Bioanalytical Data Management and Quality Control

7.5 Retention of Records

The Investigator has the responsibility to retain all study “essential documents”, as described in ICH E6.
Essential documents include but not limited to the protocol, copies of paper CRFs or eCRFs, source
documents, laboratory test results, SM inventory records, Investigator's Brochure, regulatory agency
registration documents ( e.g., FDA form 1572, ICFs, and IRB/IEC correspondence). The investigator
should take measures to prevent accidental or premature destruction of these documents. Study
essential documents should be retained until at least two years after the last approval of a marketing
application or after formal discontinuation of clinical development of the investigational product. These
documents should be retained for a longer period, however, if required by the applicable regulatory
requirements or by an agreement with the Sponsor. The Investigator must obtain written permission
from the Sponsor prior to the destruction of any study document.
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It is requested that at the completion of the required retention period, or should the Investigator retire
or relocate, the Investigator contact the Sponsor, allowing the Sponsor the option of permanently
retaining the study records.

These records must be made available at reasonable times for inspection and duplication, if required, by
a properly authorized representative of the US FDA in accordance with the US 21 CFR 312.68 or other
national or foreign regulatory authorities in accordance with regulatory requirements.

7.6 Auditing Procedures

In addition to the routine monitoring procedures, the Sponsor’s Corporate Quality Assurance
department or qualified designee may conduct audits of clinical research activities in accordance with
the Sponsor’s written SOPs to evaluate compliance with the principles of ICH GCP and all applicable local
regulations. A government regulatory authority may also wish to conduct an inspection (during the
study or after its completion). If an inspection is requested by a regulatory authority, the Investigator
must inform the Sponsor and the CRO immediately that this request has been made.

These records must be made available at reasonable times for inspection and duplication, if required, by
a properly authorized representative of the US FDA in accordance with the US 21 CFR 312.68 or other
national or foreign regulatory authorities in accordance with regulatory requirements.

7.7 Publication of Results

Any presentation or publication of data collected as a direct or indirect result of this trial will be
considered as a joint publication by the Investigator(s) and the appropriate personnel at the Sponsor’s
site. Authorship will be determined by mutual agreement. All manuscripts, abstracts or other modes of
presentation arising from the results of the study must be reviewed and approved in writing by the
Sponsor, prior to submission for publication or presentation. No publication or presentation with
respect to the study shall be made until any Sponsor comments on the proposed publication or
presentation have been addressed to the Sponsor’s satisfaction.

The detailed obligations regarding the publication of any data, material results, or other information,
generated or created in relation to the study shall be outlined in the agreement between each
Investigator and the Sponsor or designee.

7.8 Financing and Insurance
Financing and Insurance information will be set forth in a separate document between the Investigator
and Sponsor (provided by the Sponsor or designee).

7.9 Disclosure and Confidentiality

The contents of this protocol and any amendments and results obtained during the course of this study
will be kept confidential by the Investigator, the Investigator’s staff, and IRB and will not be disclosed in
whole or in part to others or used for any purpose other than reviewing or performing the study without
the written consent of the Sponsor. No data collected as part of this study will appear in any written
work, including publications, without the written consent of Sponsor.
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All persons assisting in the performance of this study must be bound by the obligations of confidentiality
and non-use set forth in the Confidentiality Agreement between the Investigator and Sponsor.

7.10 Discontinuation of Study

The Sponsor reserves the right to discontinue the study for medical or administrative reasons at any
time. The Investigator will be reimbursed for reasonable expenses covering subjects, use of live-in
facilities, laboratory tests, and other professional fees. The Investigator will refund the excess of
payments made in advance.

The Investigator reserves the right to discontinue the study should his/her judgment so dictate. The
Investigator will notify the IRB in case of study discontinuation. Study records must be retained as noted
above.

8 ETHICS

8.1 Institutional Review Boards / Independent Ethics Committees
A list of the Institutional Review Board(s) (IRB) and/or Independent Ethics Committee(s) (IEC) that
approved this study and the approval letters will be included in the clinical study report for this protocol.

The protocol, any protocol amendments, and the informed consent form (ICF) will be reviewed and
approved by the appropriate IRB before subjects are screened for entry. Verification of the IRB
unconditional approval of the protocol will be transmitted to the Sponsor prior to the shipment of study
medication to the investigational site. The Investigators or Sponsor will submit, depending on local
regulations, periodic reports and inform the IRB of any reportable adverse events (AEs) per International
Conference on Harmonization (ICH) guidelines and local IRB standards of practice.

8.2 Ethical Conduct of the Study

This study will be conducted in accordance with standard operating procedures (SOPs) of the Sponsor
and i}, the Contract Research Organizations (CRO) that will conduct the study. These SOPs are
designed to ensure adherence to Good Clinical Practice (GCP) guidelines as required by:

e Declaration of Helsinki, 1964 (“Recommendations Guiding Physicians in Biomedical Research
Involving Human Patients”), and all its accepted amendments to date concerning medical
research in humans.

e |CH Guideline for GCP (Committee for Proprietary Medicinal Products/ICH/135/95) of the
European Agency for the Evaluation of Medicinal Products, Committee for Proprietary Medicinal
Products, ICH of Pharmaceuticals for Human Use.

e United States (US) Code of Federal Regulations (CFR) dealing with clinical studies (21 CFR,
including parts 50 and 56 concerning Patient Informed Consent and IRB regulations).

e Local, national legal guidelines.
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8.3 Investigators and Study Personnel
This study will be conducted by qualified Investigators under the Sponsorship of Supernus
Pharmaceuticals, Inc. (Sponsor) at approximately 25 study sites in the US.

Contact persons at the Sponsor and the CROs are listed in the reference binder provided to each
investigational site. The study will be monitored by qualified personnel from the designated CROJ
by visiting the study sites. The Sponsor will oversee and review the monitoring activities of the |Jjij
monitors. Medical writing, data management, and statistical analyses will be performed by the CROs.
Laboratory tests will be conducted by a central laboratory as designated in the reference binder.

8.4 Subject Information and Consent/Assent

The Investigator (or designee) will inform the subject and their parent(s), or legal representative, of all
aspects pertaining to the subject’s participation in the study and will provide oral and written
information describing the nature and duration of the study, the procedures involved, the expected
duration, the potential risks and benefits involved, and any potential discomfort.

The process for obtaining informed consent/assent will be in accordance with all applicable regulatory
requirements. The Investigator (or designee) and the parent (or legal representative) must sign and
date the Informed Consent Form (ICF)/Informed Assent Form (IAF) before the subject can participate in
the study. The parent or legal representative and the subject will be given a copy of the signed and
dated consent/assent form and the original will be retained in the investigational site study records.

The decision regarding subject participation in the study is entirely voluntary. The Investigator (or
designee) must emphasize to the subject and their parent(s) or legal representative that consent
regarding study participation may be withdrawn at any time without penalty or loss of benefits to which
the subject is otherwise entitled.

The ICF/IAF should be given by means of a standard written statement, written in non-technical
language. The subject should understand the statement before signing and dating it. If written consent
is not possible, oral consent may be obtained if witnessed by at least one person not involved in the
study. The verbal consent will be documented and signed by the Investigator and the witness(es). No
subject can enter the study before his/her ICF has been obtained.

If the ICF/IAF is amended during the study, the Investigator must follow all applicable regulatory
requirements pertaining to approval of the amended ICF by the IRB and use the amended informed
consent form (including ongoing subjects).
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10 APPENDICES

10.1 Retrospective Modified Overt Aggression Scale (R-MOAS)

[ 1

. Staff Eniries
A. Child's First Name: B. Child's Last Name: sife Pioject  Participant
HNEEEEEEEEEIEEEEE NN
C. Your First Name: D. Your Last Name: Visit Type  Visit #
I I A I I S
E. Your Relationship to Child: Month Day vear
O Mother O Father (O Grandmother (O Grandfather QO other b / =t / LE

Retrospective Modified Overt Aggression Scale (R-MOAS)

Instructions: These questions focus on difficulties with emotions and behavior. Please
indicate how many times each of these behaviors occurred in the PAST WEEK.

Verbal Incidents: O-1times 2-4times 5 or more times
1. How many times did your child shout angrily, curse,
or insult people but then stopped qumkly"O O O

2. How many times did your child shout angrily, curse,

or insult people in a repetitive, out-of-control way during

episodes that lasted less than five minutes?..............cccccnnieeenl O O o
3. How many times did your child shout angrily, curse,

or insult people in a repetitive, out-of-control way during

episodes that lasted more than five minutes?.. O
4. How many times did your child threaten to hurt someone? A s e Y

5. Other verbal incidents (Please describe):

Incidents Toward Other People: None 1-2times 3-4times 5 ormoretimes

1. How many times did your child act like he/she

was about to hit somebody or took a swing at

someone without actually hitting another person?.... 07,,0 —— O,ff - O
2. How many times did your child hit someone with

hands or an object, kick, push, scratch or

pull hair, without causing real injury?. O == __o_ —.O_ = —O
3. How many times did your child do any of the

things in Item 2 and caused some mild injury

(bruises, Sprains, Welts, et€.)2............ccoo...erreceeeens () ) O )

4. How many times did your child do any of the

things in Item 2 and caused serious injury
(fracture, lost tooth, loss of consciousness, etc.)?.....o O O O

5. Other incidents toward other people (Please describe):

Ll | |
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I_ RMOAS-P -- Page 2 of 2 —I

Ste_ _ Project | Vst Type Visit # Month  Day  Year | Subject# _ nitiols
T Y A T I 1 T O O (T T I A B I A I O I
Incidents Involving Property: None 1-2times 3-4times 5 or more times

1. How many times did your child slam a door or
cabinet, rip clothing, or knock something

OVET IN @NGEIY....ocmrissrissssrssissssinssisasmsnserons “ O 07

2. How many times did your child throw things
down, kick furniture, or otherwise misuse
things angrily but did not break them?..........cocoeveeee OQ_MO

3. How many times did your child break things,
smash windows, or damage or deface

)

L 2,

property On PUTPOSE?......cccceeerecersssssssissssessemssssansns O YO O
)

@)

4, How many times did your child sef a fire or
throw things at people in order to hurt them?............ O i 07,

5. Other incidents involving property (Please describe):

Incidents Directed Toward Self: None 1-2times 3-4times 5 or more times

1. How many times did your child pick at or
scratch his or her skin, pull out hair, or hit
himself or herself while upset or angry?....................O

2. How many times did your child bang his or
her head, hit his or her fists into the wall,

O
@)
@)

or throw himself or herself on the ﬂoor?....................O O O @)
3. How many times did your child cut, bruise,

or burn himself or herself on purpose?..............ccc.... () O O
4. How many times did your child severely

injure himself or herself, or try to kill

himself or herself?...................... O O O O

5. Other incidents in which your child acted harmfully toward himself or herself (Please describe):

Staff Use:
VE.........
PH.... l
PRo
Eor_]
Total s l:l:l:l

L | -
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10.2 Clinical Global Impression (CGl) Scale
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10.3 Vitiello Scale
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10.4 Kiddie-Sads-Present and Lifetime Version (K-SADS-PL) 2013

-SADS-PL 2013

Includes:
A. Screen Interview

B. Supplements
I. Depressive and Bipolar Related Disorders Supplement
Il. Schizophrenia Spectrum and Other Psychotic Disorders Supplement
lll. Anxiety, Obsessive-Compulsive, and Trauma-Related Disorders Supplement
IV. Neurodevelopmental, Disruptive, and Conduct Disorders Supplement

V. Eating Disorders and Substance-Related Disorders Supplement

Advanced Center for Intervention and Services Research (ACISR)
for Early Onset Mood and Anxiety Disorders

Western Psychiatric Institute and Clinic

Child and Adolescent Research and Education (CARE)

Program, Yale University

Subject

. Date / /1210 Interviewer m .
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. Schedule for Affective Disorders and Schizophrenia page | of xiv .
for School Aged Children (6-18 Years)

Kiddie-SADS - Lifetime Version (K-SADS-PL 2013

The K-SADS-PL 2013 combines dimensional and categorical assessment approaches to diagnose current
and past episodes of psychopathology in children and adolescents according to DSM-5 criteria. Prior to
administering the interview portion of the K-SADS-PL, parents and children are to

complete the DSM-5 cross-cutting 25-item symptom rating scales. Responses on these dimensional rating
scales are then taken into account in completing the interview portion of the assessment. The primary
diagnoses assessed with the K-SADS-PL 2013 include: Major Depression, Persistent Depression, Mania,
Hypomania, Cyclothymia, Bipolar Disorders, Disruptive Mood Dysregulation Disorder, Schizoaffective
Disorders, Schizophrenia, Schizophreniform Disorder, Brief Psychotic Disorder, Panic Disorder,
Agoraphobia, Separation Anxiety Disorder, Simple Phobia, Social Anxiety Disorder, Selective Mutism,
Generalized Anxiety, Obsessive Compulsive Disorder, Attention Deficit Hyperactivity Disorder, Conduct
Disorder, Oppositional Defiant Disorder, Enuresis, Encopresis, Anorexia Nervosa, Bulimia, Binge Eating
Disorder, Transient Tic Disorder, Tourette's Disorder, Chronic Motor or Vocal Tic Disorder, Alcohol Use
Disorder, Substance Use Disorder, Post-Traumatic Stress Disorder, Adjustment Disorders, and Autism
Spectrum Disorder.

The K-SADS-PL 2013 is a semi-structured interview. The probes that are included in the interview do
not have to be, and should not be recited verbatim. Rather, they are provided to illustrate ways to elicit
the information necessary to score each item. The interviewer should feel free to adjust the probes to
the developmental level of the child, and use language supplied by the parent and child when querying
about specific symptoms.

After reviewing parent and child responses on the DSM-3 cross-cutting rating scales, the K-SADS-PL 2013 is
administered by interviewing the parent(s), the child, and finally achieving summary ratings which include all
sources of information (parent, child, school, chart, and other). In general, when administering the instrument
to pre-adolescents, conduct the parent interview first. In general, when working with adolescents, begin with
them. There may be clinical reasons to alter the order of administration.

When there are discrepancies between different sources of information, the rater will have to use his/her best
clinical judgment. In the case of discrepancies between parents' and child's reports, the most frequent
disagreements occur in the items dealing with subjective phenomena where the parent does not know, but the
child is very definite about the presence or absence of certain symptoms. This is particularly true for items like
guilt, hopelessness, interrupted sleep, hallucinations, and suicidal ideation. If the disagreements relate to
observable behavior (e.g. truancy, fire setting, or a compulsive ritual), as appropriate, the examiner should
query the parent(s) and child about the discrepant information. Ultimately the interviewer will have to use his/
her best clinical judgment in assigning the summary ratings.

. Subject E .
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The following guidelines should be used in coding symptoms:

1) Current Diagnoses: In coding current episodes (CE) of disorders, symptoms should be rated for the time period
when they were the most severe during the episode. Nate in the margins if and when particular symptoms (e.g.
insomnia) improved or resolved. Patients typically present when symptoms are at the worst. In follow-up research
assessments, symptoms may be in partial remission.

2) Disorders Targeted with Medication. In coding disorders treated with medication (e.g. ADHD), use the ratings
to describe the most intense severity of symptoms experienced prior to initiation of medication, when medications
wear off, or during 'drug holidays'. Note in margins symptoms targeted effectively with medication.

3) Past Diagnoses: In order for an episode to be considered 'resolved’ or 'past’, the child should have had a
minimum of two months free from the symptoms associated with the disorder. Episodes rated in the past
disorders section should represent the most severe past (MSP) episode experienced of that given disorder.

4) Time Line: For children with a history of recurrent or episodic disorders, it is recommended that a time line be
generated to chart lifetime course of disorder and facilitate scoring of symptoms associated with each episode of
illness.

In the process of completing the full interview, diagnoses initially believed to be 'past’ may turn out to be current diagnoses
in partial remission. Corrections in the ceding of current and past severity ratings can be made after completion of the
interview.

Administration of the K-SADS-PL 2013 requires the completion of: 1) the parent and child DSM-5 cross-cutting
symptoms measures (DSM-5 CC-SM); 2) an unstructured Introductory Interview; 3) a Diagnostic Screening

Interview, 4) the Supplement Completion Checklist; ) the appropriate Diagnostic Supplements; andds) the Summary

Lifetime Diagnostic Checklist. The K-SADS-PL is initially completed with each informant separately. If there is no
suggestion of current or past psychopathology, no assessments beyond the Screen Interview will be necessary. The
Summary Lifetime Diagnostic Checklist is completed after synthesizing all the data and resolving discrepancies in
informants' reports. Each of the phases of the KSADS-PL interview is discussed briefly below.

1) The DSM-5 Cross-Cuitting Symptom Measures (DSM-5 CC-SM). The DSM-5 CC-SM are designed to be self-report

measures completed independently by the parent and child before beginning the KSADS interview. Scores on these self-
report scales should be reviewed and recorded in the spaced provided before beginning the interview portion of the KSADS.
The DSM-5 CC-SM include 25-items that assess symptom severity over the past two weeks. The parent and child DSM-5
CC-SM are included at the end of the KSADS. The American Psychiatric Association recommends specific follow-up
measures that can be completed if threshold scores are obtained on the 25-item DSM-5 CC-SM, and several disorder
specific severity scales. These additional scales can be accessed at: hitp://Awww. psychiatry. orgfpractice/dsm/dsmS&/online-
assessment-measurestflLevel1, but do not need to be completed as part of the KSADS diagnostic assessment.

2) The Unstructured Introductory Interview. This section of the K-SADS-PL 2013 takes approximately 10 to

15 minutes to complete. In this section, the parent provides information about health, presenting complaint and prior
psychiatric treatment data, and both the parent and the child are surveyed about the child's school functioning, hobbies,
and peer and family relations. Discussion of these latter topics is extremely important, as it provides a context for eliciting
mood symptoms (depression and irritability), and obtaining information to evaluate functional impairment. This section of
the K-SADS-PL should be used to establish rapport with the parent(s) and the child, and should pever be omitted.

3) The Screen Interview. The Screen Interview surveys the primary symptoms of the different diagnoses assessed in the

K-SADS-PL 2013. Specific probes and scoring criteria are provided to assess each symptom. The rater is not obliged to
recite the probes verbalim, or use all the probes provided, just as many as is necessary to score each item. Probing should
be as neutral as possible, and leading questions should be avoided (e.g. "You don't feel sad, do you?")

Symptoms rated in the screen interview are surveyed for current (CE) and most severe past (MSP) episodes
simultaneously. Begin by asking if the child has ever experienced the symptom. If the answer is no, rate the symptom
negative for current and past episodes and proceed to the next question. If the answer is yes, find out when the symptom
was present. If the symptom is endorsed for one time frame (e.g. currently), inquire if it was ever present at another time

(e.9. past). "
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The diagnoses assessed with the screen interview do not have to be surveyed in order. The interviewer may begin inquiring
about relevant diagnoses suggested by the presenting complaint information obtained during the unstructured interview. All
sections of the Screen Interview must be completed, however, and most people find it easiest to proceed from start to finish.

Skip Qut Criteria. After the primary symptoms associated with each diagnosis are surveyed in the Screen Interview, skip out
criteria are delineated for current and past episodes of the disorder. A space is provided to indicate if the child met the skip
out criteria, or if the child has clinical manifestations of the primary symptoms associated with the specific diagnosis. If the
child failed to meet the skip out criteria for some diagnoses, the appropriate supplements should be administered after the
Screen Interview is completed in its entirety.

Scoring. While interviewers are free to utilize latitude in the manner in which symptoms are queried, the scoring criteria are
to be applied rigidly. The majority of the items in the K-SADS-2013 are scored using a 0-3 point rating scale. Scores of 0
indicate no information is available, scores of 1 suggest the symptom is not present, scores of 2 indicate subthreshold fevels
of symptomatology, and scores of 3 represent threshold criteria. The remaining items are rated on a 0-2 point rating scale on
which 0 implies no information, 1 implies the symptom is not present, and Zimplies the sympfom is present. When
determining whether a symptom meets threshold vs subthreshold fevel criteria, it is important lo assess the severity,
frequency, and duration of the symptom, as well as impairment from the symptom. It is often helpful to ask for examples of
specific behaviors or symptoms. To altain a threshold score of 3, the child must meet or exceed the threshold scoring
criteria. If his symptom severity falls between the threshold and subthreshold criteria, the symptom would be rated
subthreshold. a score of 2.

Subthreshold Symptoms  While subthreshold manifestations of symptoms are not sufficient to count toward the diagnosis of a
disorder, further ingquiry may be warranted in certain cases. Subthreshold scores of psychotic symptoms or clusters of other
symptoms associated with a given diagnosis should be brought to the attention of the attending physician or research
supervisor. If subthreshold scores are attained on multiple items within a given diagnostic section of the Screen Interview, the
supplement for that section can be completed to further assess relevant clinical symptomatology.

4) Supplement Completion Checkiist. The Supplement Completion Checklist is on the last page of this Screen Interview.

It should be torn off before starting the interview. Supplements requiring completion should be noted in the spaces
provided, together with the dates of possible current and past episodes of disorder.

5) Diagnostic Supplements. There are five Diagnostic Supplements included with the K-SADS-PL: Supplement #1:
Depressive and Bipolar Related Disorders; Supplement #2: Schizophrenia Spectrum and Other Psychotic

Disorders; Supplement #3: Anxiety, Obsessive Compulsive, and Trauma-Related Disorders; Supplement #4:
MNeurodevelopmental, Disruptive, and Conduct Disorders; Supplement #5: Eating Disorders and Substance-Related
Disorders. The format of the KSADS with its Screen Interview and five Diagnostic Supplements is designed to facilitate
differential diagnoses, with the Screen Interview providing a good overview of potentially relevant diagnostic categories before
surveying symptoms associated with the different disorders in detail.

The diagnoses surveyed in each of these supplements are outlined in the Supplement Completion Checklist, and in the
Table of Contents at the beginning of each supplement. The skip out criteria in the Screening Interview specify which
supplements, if any, should be completed. Like in the Screen Interview, each supplement has a list of symptoms, probes,
and criteria to assess current (CE) and most severe past (MSP) episodes of disorder.

Supplements should be administered in the order that symptoms for the different diagnoses appeared. For example, If the
child had evidence of Attention Deficit Hyperactivity Disorder (ADHD) beginning at age 5, and possible Major Depression
({MDD) beginning at age 9, the Supplement for ADHD should be completed before the supplement for MDD. If the child had a
history of attention difficulties associated with ADHD, when inguiring about concentration difficulties in assessing MDD, it is
important to find out if the onset of depressive symptoms was associated with a worsening of the long standing concentration
difficulties. If there was no change in attention problems with the onset of the depressive symptoms, the symptom
concentration difficulties should not be rated positively in the MDD supplement.

When the time course of disorders overlap, supplements for disorders that may influence the course of other disorders
should be completed first. For example, if there is evidence of substance use and possible Mania or Psychosis, the
substance abuse supplement should be completed first, and care should be taken to assess the relationship between
substance use and possible manic and/or psychotic symptoms.
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6) The Summary Lifetime Diagnostic Checklist is a template that was designed to record basic lifetime and current diagnostic
information. Clinicians / Investigators may wish to record additional, more specific information (e.g., dates of onset/offset or
duration of additional episodes). The Follow-up Summary Diagnostic Checklist is a template designed to record longitudinal
course of illness. These template checklists are included at the end of the supplements of the KSADS.

Using the K-SADS in Longitudinal Studies. When the KSADS is used to monitor subjects longitudinally, it is impertant to be sure
that the symptoms and diagnoses are being scored since the last interview. The timeframe for the Current ratings needs to be
defined, based on the aims of the study. For example, the Current period could be the month prior to the interview (or 2 weeks,
or 2 months, etc.). Then symptoms and diagnoses are rated for the most symptomatic time during the current period. Past
symptoms and diagnoses are rated based on the most severe symptomatology between the last interview and whatever time is
defined as the Current rating period. These rules are more relevant for episodic disorders such as depression and
mania’/hypomania. It is recommended that each study define a priori the timeframes to be used in administering the KSADS for
longitudinal assessments. Results from the follow-up interviews can then be recorded on the Longitudinal Summary Diagnostic
Checklist. The longitudinal summary diagnostic checklist may require some modifications by Investigators to accommodate the
aims, methodology, and outcome definitions ( e.g., remission, recovery, remission, recurrence) utilized in each study.

As depicted below, the KSADS can be used to characterize subject’s longitudinal course of illness. The space between the first
two lines on the left side of each diagram below depicts the course of iliness since the last assessment up to the “current
episode” timeframe, and the space on the right side of each diagram depicts the characterization of the current (e.g., last two
months) symptomatology.

—
| |

Legend. A) Figure A depicts a child with a chronic course of illness from the last interview; B) Figure B depicts a child who met
full criteria during the last interview and continued to meet criteria during his most severe past episode during the follow-up
interval, then met partial remission criteria during the “current” time frame assessed at follow-up; C) Figure C depicts a child
who was in partial remission but never went into full remission during the “past” or “current” follow-up intervals, and is currently
in partial remission: D) Figure D depicts a child who had no diagnosis at the initial interview, and then had an onset of a full
diagnosis during the follow-up, but met for partial remission during the “current” follow-up interval.

Guidelines for the Administration of the Introductory Unstructured Interview

The unstructured interview should take at least 15 minutes to administer. The aim of the unstructured interview is to
establish rapport, obtain information about presenting complaints, prior psychiatric problems, and the child's global
functioning. It is helpful to spend a few minutes in general conversation in order to make the child and parent feel at ease.

The interview opens with questions about basic demographics. This is a very easy thing for most people to talk about, and
the information helps to orient the interviewer to the child's life circumstances. Health and developmental history data
should also be obtained from the parent, as this information may be helpful in making differential diagnoses. The child
does not need to be queried about these things.

m .
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In discussing onset and course of symptoms, many children will be unable to provide reliable time data. This is
developmentally normal. [f the child does not provide such data in the first questioning, s/he will probably not provide it at all.

In interviewing the parent, madify the questions to refer to the child.

In the introductory interview and throughout the K-SADS, interviewers are encouraged to use language generated by the child
andfor parent when asking about symptoms (e.g., "For how long did you feel bummed?")

After surveying the reason for referral, obtain information about treatment history. Then ask about the child's school
adaptation and social relations.

In interviewing children, it is not necessary --- and usually not productive to try to complete all of the introductory interview.
Review basic demographics (e.g. age, grade, family constitution, siblings' names and ages), presenting complaints (likely in
less detail than with the parent), and family, school adaptation, and peer relations information. The discussion of these latter
topics are extremely important, as it provides a context for eliciting mood symptoms (depression and irritability) from children,
generate hypotehese about possible relevant diagostic areas, and obtain preliminary information to evaluate functional
impairment.

SUBJECT INFORMATION

First Name: Last Name:

Date of Birth: / /

Gender: O Male O Female

Ethnicity: O Hispanic or Latino O Not Hispanic or Latino

Race (Mark all O Black or African American O Native Hawaiian or Pacific Islander
Hit 2pply): O Asian O Native American or Alaskan Native
O White or Caucasian
O Other Specify:

With whom is subject currently living (choose one)?

O Both biological parents Q Biological father only Q Group home
O Both biclogical parents, but joint custody O Stepmother only O Residential institution
QO Biological mother and stepfather O Stepfather only O Boarding home
QO Biological father and stepmother O Grandparent O Runaway
Q Biological mother and boyfriend/girlifriend QO Adoptive parent Q College student
O Biological father and boyfriend/girifriend QO Other relative/friend O Lives independently
O Biological mother only O Foster home O Cther
Subject

. Date 7 /1210 Interviewer M .
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PARENTAL PARTICIPATION:
Who is the informant/reporter for this interview?

O Both biological parents O Adoptive mother O Grandparent
QO Biological mother O Adoptive father O Other relative
QO Biological father O Step-mother O Other

Q Both adoptive parents O Step-father

If Other, please specify.

SUBJECT'S PRIMARY CAREGIVER's
First Name: (lives with subject, if applicable) Last Name:

This is Subject's: O Biological Mather O Bio Father O Foster Mother O Foster Father

O Stepmother O stefather o aynt O Uncle O None O Other Specify:
O Adopted Mother O Adpted Father O Grandmother Grandfather

SUBJECT'S SECONDARY CAREGIVER's
First Name: (lives with subject, if applicable) Last Name:

This is Subject's: O Biological Father O Bio Mother O Foster Father O Foster Mother
O Stepfather © Stepmether O Uncle Q Aunt QO None O Other Specify:
O Adopted Father O Adopted Mother © Grandfather O Grandmother

BIOLOGICAL MOTHER
First Name: Last Name:

Does child live with biological mother: O Yes O No

If no, describe nature of contact/relationship:

O Mother deceased Quality of Relationship:

O Mother alive, regular visitation
O Mother alive, sporadic contact O Excellent O Good OFair O Poor

O Mother alive but no contact

. Subject E .
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BIOLOGICAL FATHER

First Name: Last Name:

Does child live with biological mother: O Yes O No

If no, describe nature of contact/relationship:

O Mother deceased Quality of Relationship:
O Mother alive, regular visitation
) : O Excellent O Good Q Fair Q Poor
O Mother alive, sporadic contact
O Mother alive but no contact
SUBJECT'S SIBLINGS
First Name: Last Name:
Age: Quality of Relationship between Sibling and Subject:
Sirklrsking OFul-sibling O Excellent O Good O Fair O Paoor
First Name: Last Name:
Age: Quality of Relationship between Sibling and Subject:
O Half sibling O Full sibling O Excellent O Good O Fair O Paoor
First Name: Last Name:
Age: Quality of Relationship between Sibling and Subject:
QEREsiang. QRuksiing O Excellent O Good Q Fair QO Poor

Of the people in your family, or among the people you live with, who would you say you are closet to?

. Subject E .
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CHILD AND ADOLESCENT HEALTH SCREEN
PREGNANCY AND BIRTH:
1. Mother's age at birth of child

2. Did mother have any illness or injury during OYes ONo
pregnancy?

3. Did she take any medications other than
vitamins and iron?

6. Was the baby premature? (record # wks: ) OYes ONo

7. What was the birth weight? Ibs.

9. Did the baby have any other trouble”?
(Jaundice, infections, other?)

10. How many days did the baby stay in the hospital after

birth? ey

MEDICAL AND SURGICAL HISTORY:

11. Current height: |:| feet inches Weight: ; D Ibs

12. Where does your child go for medical

care?
13. Date of last medical exam: / /
" necitions? 1 YES please speety | OYes OMNo
Allergic reactions to foods? OYes ONo
Allergic reactions to insect bites? OYes ONo
15. Has your child had all immunizations™? OCYes ONo
16. Any bad reactions to immunizations? OYes ONo

. Subject E .
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MEDICAL AND SURGICAL HISTORY cont:
17. Any hospitalizations? If YES, for what? OYes ONo
18. Any serious injuries? If YES, what kind? OYes O No
19. Any head injuries? (Indicate if your child lost
COMSCIOUSNEess): OYes Ohe
20. Any other current or past significant medical
health problems? If YES, please specify: OYes ONo

1. Prablems with social relatedness during infancy and early childnood: OYes ONo
If no, explain:

2. Developmental milestones within normal limits: OYes ONo
If no, explain:

. Subject E .
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Clinician

Supervising Physician/Supervising Researcher

Date

Presenting Complaint:

. Subject E .
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LIFETIME TREATMENT HISTORY Age of first tx
(in YEARS) {in MONTHS)

Outpatient Treatment OMNoinfeo QNo OYes

Psychiatric Hosptialization ONoinfo QNo QO Yes

Partial Hospitalization ONoinfo QMNo QO Yes

Resicential Treatment Facility ONoinfe QMNo O Yes

In-Home Services Tx (e.9., Wrap Around/Family OMNoinfo ONo OVYes

Based)

Number of Psychiatric Hospitalizations OVERALL RELIABILITY OF

INFORMATION:

OGood [OFair OPoor

Medication listing
Past/Current Past/Current
Qo 0 o O
1 7
5 O O g4 o ©
3 O O g O O
4 0 O 1 o o
5 O O 4 o ©
6 O O 4 o ©

. Subject E .
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School Information

Current Grade (or highest grade completed): AI"IY Repeated Grades? List:
Current Scheol Setting: © Regular Public School O Specialized School for Youth with Emotional/Behavioral Problems
O Regular Private School ) Cyber School

O Vocational-TechnicalSchod (2 Home School
O Net in Schoel O Cther, specify:

Specialized Services: O Full-time Emetional Support Classroom (O Special Education for specific subjects (partially mainstreamed)
O Full-time Learning Suppert Classroom O Part-time Aide
O Full-time Aide O Resource Room
O Tutoring Support Q Gifted Program

QO Cther, specify:

Recent Grades - Academic Classes: Best OA OB OC OD OF
Average: OA OB OC OD OF

Worst OA OB OC OD OF

Subject
Strengths:

Subject
Weaknesses:

Reasons for Disciplinary Action (check all that apply):
Fights in school
Detentions (past year): Talking back to teachers
Pulling fire alarm

: ) Threats of violence
Suspensions (past year): Other (specify)

Concerns from teachers about behavior:

Expulsions (ever): Oyes Ono If yes, how many?

Subject

. Date 7 /1210 Interviewer ml .
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Peer Relations

Best friend(s)? Oyes Qno

Relations with peers at school: O Excellent O Good OFar O Poor

Relations with peers in the neighborhood: O Excellent O Good QFair O Poor

Bullied by others? O Never/Rarely - not a problem O Sometimes - can be a problem

O Often - definite problem O Very Often - major problem

Other Activities / Interests
(Mark those that apply and specify)

(O Haobbies
2
O Freferred
Activies during 4 3
free-time
2 4
O Sports
3
2 4
(O Crganizations 5

. Subject |-I:Ia .
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P C 8
1. Depressed Mood (y (3 () o0- Noinformation.

DSM.5 DRE 6: Felt down, depressed: {) () () 1- Notpresent. Not at all or less than once a week.

ParentRating: _______ ChildRating: _____ () () ()  2- subthreshold: Depressed mood at least 2-3
days/ week, for much of the day.

() () () 3- Threshold: Depressed mood, more days than not

Have you ever felt sad, blue, down, or empty ?

Did yous feel ike crying? When was that g&i‘:f::i’;:;’_;;?os{ of the day (et least
Do you feel now £

Was there ever another time you felf PAST:

Did you have any ofher bad feelings "

Did you have a bad feeling alf the time that you couldn't get ridf of |:| D |:|

Did yous cry or were you tearful? Did you feel { ) all the fime, some o p c s

the time? (Percent of awake fime. summation of % of all labeis if they do nof
occur simulfaneously).
{Assessment of diurnal varlation can secondarily clarify daily duration
of depressive mood)

Did it come and go

How often? Every day?

How long did it last? Duration of Depressed Mood:
What do you think brought i on? (current)

Could other peopie teil that you were sad?

Duration of Depressed Mood:
{most severe past)

NOTE: SOMETIMES THE CHILD WILL INITIALLY GIVE A NEGATIVE
ANSWER AT THE START OF THE INTERVIEW BUT WILL BECOME
OBVIOUSLY SAD AS THE INTERVIEW GOES ON. THEN THESE
QUESTIONS SHOULD BE REPEATED ELICITING THE PRESENT MOOD
AND USING IT AS AN EXAMPLE TO DETERMINE ITS FREQUENCY.
SIMILARLY, IF THE MOTHER'S REPORT IS THAT THE CHILD IS SAD
MOST OF THE TIME AND THE CHILD DENIES IT, THE CHILD SHOULD BE
CONFRONTED WITH THE MOTHER'S OPINION AND THEN ASKED WHY HE
THINKS HIS MOTHER BELIEVES HE FEELS SAD SO OFTEN.

NOTE: WHEN A CHILD OR PARENT REPORTS FREQUENT SHORT
PERIODS OF SADNESS THROUGHOUT THE DAY, IT IS LIKELY THAT THIS
CHILD IS ALWAYS SAD AND ONLY REPORTS THE EXACERBATIONS, IN
WHICH CASE THE RATING OF DEPRESSIVE MOOD WILL BE 4. THUS, IT IS
ALWAYS ESSENTIAL TO ASK ABOUT THE REST OF THE TIME:

"Besides these times when you felt during the rest of the time. did

you feel happy or were you more sad than your friends?”

Subject

. Date f / 210 Interviewer :_Ill .
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2. lrritability and Anger () () ()} 0- Noinformation
DSM-5 DR# 7: Felt more imtated than usual: () €} ()} 1- Notpresent. Mot at all or less than once a wesk.
PamitRefing:__ ChidRetng: () () ()} 2- subthreshdd: Feels definitely more angry or

irritable than called for by the situation at least
Was there ever a time when you got annoyed, iritated, or cranky at little (2:3 daysfwesk), for much.of the day.

things#

Did you ever have a time when you lost your temper a lot? When was that? () () ()} 3. Threshod: Feels imitable/angry, more days than net,
Are you like that now? Was there ever another time you feft 7. (4-T daysiweek), most of the day (at least 50%
What kinds of things made you 7 of awake time.).

Were you feeling mad or angry also (even if you didn't show #) ?

e e 00

More than before?

What kinds of things made you feel angry ? =] C -]

Did you sometimes feel angry and/or irritable andior cranky and didn't know

why?

Did this happen often?

Did yous lose your temper?

With your family? Duration of Irritable Mood
Your friends?

Who slse? (current)

At schooil?

What did you do?

Did anybody say anything about it?

How much of the time did you feel angry, Fritable, and/or cranky?
All of the time?

Lots of the iime?

Just now and then?

None of the time? Duration of Irritable Mood

When you got mad, what did you think about? (most severe past)

Did yous think about kiling others or hurfing yourself? Or about hurting them
o forfuring them? Whom? Did you have a plan? How?

NOTE: IRRITABILITY MAY BE DUETO OTHER DISORDERS e.g..
EIPOLAR DISORDER, ADHD, ODD, GO, SUBSTANCE ABUSE, ASD,

. Subject EE' .
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3. Anhedonia, Lack of interest. Apathy, Low Motivation, or Boredom () () ()  o0- Noinformation.
DSM-5 DR# 5: Has less fun doing things: () 0 O 1- Mt present,
Parent Rating: Chid Rating: 0 0 O 2 - Subthreshdld: Several activities definitely less

. - . pleasurable or interesting. Or bored or
Boredom is a term all children understand and which frequently refers to apathetic at least 3 times a week during

loss of ability to enjoy (anhedonia) or toloss of interest or both. Loss of activities.
pleasure and loss of interest are not mutually exclusive and may coexist.

What are the things you do for fun? Enjoy? (0 0 0 3 - Threshold: Most activities much less

(Get examples: nintendo, sports, friends, favorite games, school subjects, pleasurable or interesting. Or bored or
outings, family activities, favorite TV programs, computer or video games, apathetic daily, or almost daily, at least 50% of
music, dancing, playing alone, reading, going out, efc). the time.

Has there ever been a time you felt bored a ot of the time? When PAST: D [I D

Do you feel bored a iot now

Was there another time you felt bared a lof P c S

Did you feel bored when you thought about doing the things you usually like
to do for fun? (Give examples mentioned above).

Did this stop you from doing those things

Did you (also) feel bored while you were doing things you used to enjoy

Anhedonia refers to partial or complete (pervasive) loss of ability to get
pleasure, enjoy, have fun during participation in activities which have been
attractive to the child like the ones listed abowe. It also refers to basic
pleasures like those resulting from eating favorite foods and, in adolescents,
sexual activities.

Duration of Anhedonia:
(current)

Did your look forward fo doing the things vou used fo enjoy 7 (Give examples)

Did yous try to get into them

Did your have to push yourself fo do your favorite activities 3 o
Did they interest you Duration of Anhedonia:
Did you get excited or enthusiastic about doing them? Why not (past)

Did you have as much fun doing them as you used to before you began
feeling (sad, efc)

Ifless fun, did you enjoy them a litte less? Much fess? Not at all

Did you have as much fun as your friends

How many things are less fun now than they used to be (use concrefe
examples provided earlier by chiid)

How many were as much fun? More fun

Did yous do less than yvou used to? How much less

In adolescents:; (if sexually active) Do you enjoy sex as much as you used
to? Are you less sexually active than you used to be

This item does not refer to inability to engage in activities (loss of ability
to concentrate on reading, games, TV, or schodl subjects)

Two comparisons should be made in each assessment: Enjoyment as
compared tothat of peers and/or enjoyment as compared to that of child
when not depressed. The second is na possible in episodes of long duration
because narmally children's preferences change with age. Severity is
determined by the number of activities which are less enjoyable tothe child,
and by the degree of loss of ability to enjoy.

Do not confuse with lack of opportunity to do things which may be
due to excessive parental restrictions.

. Subject El .
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4a. Recurrent Thoughts of Death 0 0 () 0 - Noinformation.
Sometimes children who get upset or feel bad, wish they were dead or feel 0O 0 0 1- Met present.
they'd be betler off dead.
Have you ever had these type of thoughts? When? () () ()}  2- Subthreshdd: Infrequent thoughts of death (e.g.
Do you feel that way now? less than once per month, vague,
Was there ever another fime you felf that way? non-specific).

0 0 O 3 - Threshold: Recurrent thoughts of death, “I
would be better off dead” or “| wish | were
dead.”

P cC 3
P € s
4b. Suicidal |deation O 0O QO 0 - Neinfermation.
O O O 1 - Metat all
OS5 DR# 24: Thoughts of committing suicide
O O 0O 2 - Subthreshdd: Infrequent or vague thoughts of
Parent Rating: Child Reting: suicide (e.g., less than once per month).
Sometimes children who get upset or feel bad think about dying or even () () () 3. Threshold: Recurrent thoughts of suicide.
killing themsehes.
Have you ever had such thoughts ? .
How would you do #? PAST: D |:| |:]
Did you have a plan?
P c 5
P Cc S
4c. Suicidal Acts - Intent Oy O 0 - Moinformation.
DSM-5 DR# 25: Ever fried to kil self O 0 O 1. Noattempt.
Parent Rating: Child Rating: 0 0 O 2 - Subthreshold: Preparations with no actual intent

to die (e.g.. held pills in hand) or planned
attempt but did not follow through or engage in

Have you actually fried to kil yourself? When? self harming behavior.

What did you do?
Any other things ? ; 0 0 0 3 - Threshad: Self injurious behavior with ANY
Did you really want to die? suicidal intent. (If subject endorses even a 1%

How close did you come to doing if?

intent to die, code as threshdd here).

Was anybody i the room? In the apartment?
Did you tell them in advance? PAST:
How were you found? Did you really want to die? -
Did you ask for any help affer you did it?

P C s
NOTE: CODE SELF-HARMING EEHAVIOR WITH NO INTENT TO DIE AS
NOMN-SUICIDAL, SELF-INJURIOUS BEHAVIOR - NOT AS SUICIDAL
BEHAVIOR.

OYes QNo

Ever attempted suicide:

Number of lifetime attempts
meeting threshold of (3):

151N |

. Subject
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4d. Suicidal Acts - Medical Lethali () O O 0 - Noinfermation.
Actual medical threat to life or physical condition following the most serious () 0O 0O 1 - No attempt or engaged in behavior with nointent
suicidal act. Take into account the method, impaired consciousness at time to die (e.g., held pills in hand). Mo medical
of being rescued, seriousness of physical injury, toxicity of ingested material, damage.
reversibility, amount of time needed for complete recovery and how much
medical treatment needed. 0 0 0 2 - Subthreshold: superficial cuts, scratch towrist,
tock & couple of extra pills.
How close were you fo dying after your (most serious suicidal act) 7
What did you do when you tried to kil yourself? 0 0 0 3 - Thresheld: Medical intervention occurred o
What happened to you after you tried to kill yourself? was indicated; or significant cut with bleeding,
or took more than a couple of pills.
NOTE: CODE SELF-HARMING BEHAVIOR WITH NO INTENT TO DIE
AS NON-SUICIDAL, SELF-INJURIOUS BEHAVIOR - NOT AS SUICIDAL PAST:
BEHAVIOR.
P C S
P C s
4e. Mon-suicidal, Self-Injurious Behavior (y (Y O 0 - Moinformation.
Refers to intentional self-inflicted damage to the surface of the body, of () () () 1. Notpresent.
sort likely to induce bleeding or pain for purposes that are not socially
sanctioned AND done without intent of kiling himself, with the expectation () () () 2. subihreshoid: Once. Has engaged in the
that the injury will lead to only minor or moderate physical harm. behavior on 1-4 occasions. Has never
caused serious injury to self.
Did you ever fry fo hurt yourself? () () () N " i g
Have you ever burned yourself with maiches/candies? 8 T?:;;\?i}ﬁ;?m::ﬂﬁ::gﬁg F:Bt: g
iyl it il engaged in the behavior with significant injury
g pu_ PENRIeS. O your:SK11: toself (e.g., burn left scar, cut required
Anything else? stitches)
Why did you do it? 3 .
How often? PAST:
Do you have many accidents?
What kind?
How often? P c 8
Some kids do fhese types of things because they want to kill themselves,
and other kids do them because it makes them feel a little better afterwards.
Why do you do these things?
— IF RECEIVED A SCORE OF 3 ON CURRENT RATING OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE

DEPRESSIVE/DYSTHYMIC DISORDERS (CURRENT) SECTION OF THE DEPRESSIVE AND BIPOLAR RELATED
DISORDERS SUPPLEMENT, AFTER FINISHING THE SCREEN INTERVIEW.

IF RECEIVED A SCORE OF 2 ON PAST RATING OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE
DEPRESSIVE/DYSTHYMIC DISORDERS (PAST) SECTION OF DEPRESSIVE AND BIPOLAR RELATED DISORDERS
SUPPLEMENT, AFTER FINISHING THE SCREEN INTERVIEW.

NO EVIDENCE OF DEPRESSIVE/DYSTHYMIC DISORDER.

NOTE: (RECORD DATES OF POSSIBLE CURRENT AND PAST DEPRESSIVE DISORDERS).

Subject

15N |
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1. Elevated, Elated. or Expansive Mood

Elevated mood and/or excessively optimistic attitude which is cut of

KSADS-PL SCREEN INTERVIEW:
Mania / Hypomania

E
0O 00

(]
Itn

propartion to circumstances and above and beyond what is expected in
children of the same age or same developmental level. Differentiate from () () ()

| mood in y dep
mild elation is reported in situati

like Christr

ts. Do not rate positive if
birthdays,

going to amusement parks, which normally overstimulate and make

children very excited.

NOTE: DO NOT SCORE POSITIVELY IF ELATED MOOD IS
EXCLUSIVELY DUE TQO DRUGS, MEDRICATIONS, OR ANY QTHER O 0O 0

ESYCHIATRIC OR MEDICAL CONDITION,

Has there ever been a time when you felt super happy or on fop-of-the
world? Way mare than your normal happy feeling?

Did the super-happy feeling seem fo come out of the blue?

Have there been times when you were super silly, much more silly than

everyone ejse around you?

Were vou laughing about things that normally you would nof find funny?

Did it feel ke you couldn't stop laughing?

Did it seem like you were drunk or high, even though vou weren't taking

drugs or alcohoi?
Did other peopie nofice?

Hawve your friends ever said anything fo you about being way foo happy, foo

silly or too high?

Did you feel super-positive, ke nothing could go wrong?
Did you have the feeling that everything was terrific and would turn out just

the way you wanfed?

Did yous feel really excited or full of enthusiasm but there really was not a

reason to feel this way?
Can you give me some exampies?
How iong did this feeling usually lasi?

Would it come and go throughout the day?

Did your ever have problems or get in frouble for being too happy or high?

Ask Parent/Caregiver: Was this above and beyond what you would see in
his/her friends or other kids of the same age or developmentai level in the

same circumsiances?

2. Explosive Irritability / Anger

DSh-5 DR# &: Felt angry or lost your temper:

Parent Rating:

Child Rating:

o
[e}
I

0 0O 0
0 0O 0

Was there ever a time you were so iritable and angry that you exploded?
When you are feeling really mad, do you throw things or break things

Tear your room apart

Have you ever punched a hole in the wail when you were angry
When you got really angry, did you ever threaten or actually hurt a parent or () () ]

a feacher? What about other kids or pets

What was going on at the time when fhis happened? What set vou off7
Have there been times when you got super angry without knowing why or
over little things that you normally would not get upset about?

NOTE: Only rate irritiability and explosiveness in this item that cccurs
during distinct episode(s) and represents a change from baseline, Do
not rate chronic iritability of one year duration or longer untess there
was a marked change in intensity during a distinet period of time.

page 6 of 52

0 - Noinformation.
1- Mot present.

2 - Definitely elevated and optimistic outlock that is
somewhat cut of proportion to the
circumstances (above and beyond what is
expected in a child of the subject's age). Occurs
less than 4 hours in a day and/or for fewer than
3 separate days.

3 - Mood and ocutlook are clearly out of proportion to
circumstances. Moticeable to others and
perceived as odd or exaggerated. Occurs for at
least 4 hours out of a day for af least 2
consecutive days or on at least 3 separate days
within one week.

PAST: g g g

0 - Meinformation.

1- Mot present.

2 - Subthreshold: Definite periods of excessively
imitablefangry mood, Anger / Irritability is out of
propartion for the situation and occurs for
much of the day or intensely for a brief period
{= 1 hour),

3 - Threshdd: Episodes of explosive irritability /
anger that are far out of proportion to any
stressor o stimuli - has associated aggressive
behavior (e.g. threats, property destruction or
physical aggression). Occurs on at least 2
consecutive days or on at least 3 separate
days within cne weelk,

PAST: g g g

. Subject
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of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely

Fd W

for the purpose of reviewing or performing this study.



Supernus® Pharmaceuticals, Inc. CONFIDENTIAL

810P302 Version 7.0 Page 112 of 225
KSADS-PL SCREEN INTERVIEW:
i . Mania / Hypomania page 7 of 52 .
P C 8
3. Increased Energy or Activity () () () o0- Noinformation.

) _ () () () 1- Netpresent.
DEM-5 DR #8. Starting lots more projects
: : ) () () () 2. Subthreshdld: Brief period(s) of increased
-ParentRating: _ - Child Rating=__ energy, or mild intensification from baseline
(or) likely caused by environmental stimulus; of

Has there ever been a fime where you had much more energy than usual questionable clinical significance.

so0 much energy that it felt iike too much? What kinds of things were you

doing when that happened? (y 3y O
Was there a change in how much you were doing 7

Did it seem fike you were doing foo many things or were super hyper? energy or activity, well beyond baseline or far in
How long did that feeling last? Did other people notice if? excess of same age peers in the same

Was it different than other peopie around you? situation.

Did anything seem o cause that feeiing?

Was there amything eise different about yvou during the time of high energy -

your speed of talking, thinking, any thing else? PAST: |:| D |:|
P (o s

NOTE: IF THE CHILD HAS ADHD OR IS VERY ACTIVE AND
ENERGETIC AT BASELINE, ONLY RATE POSITIVE IF THIS IS A
RISTINCT PERIOD OF SUBSTANTIAL INCREASE IN ENERGY,

3 - Thresheld: Definite episodes of clear increased

is _associate th an abn mood (e.q. elat]

NOTE: The ni mptom of increased ener: houl ly be rated a itive if

Itn

4. Decreased Need for Sleep P c
() () () 0- Noinformation.

DSM-5 DR 3: FProblems falling asleep, staying asleep, or waking early:
() ()Y () 1- Netpresent.

Farent Rating: ; Child Rating.:
() () ()  2-Atleast11/2 hours less than usual witheut
DSW-5 DR 10U Steeping less than usual, still have energy: feeling tired, for at least 2 consecutive days, or
at least 3 separate days.,
Parent Rating: ___ Child Rating:: ; () () ()  3-Atleest 3 hours less than usual because he/she
felt etic or high and did not feel tired.
Less sleep than usual yet still feels rested (average for several days when gwi::rfgr zli?l:—astlgé Cﬁmnsec;.di\r:e days ?m at

needs less sleep). least 3 separate days within one week.

Have you ever needed less sleep than usual to feel rested?
How much sleep do you ordinarily need? PAST:
How much had you been sleeping?

Did you stay up because you felt especially high or energetic? Were you with P c s
friends or by yourself? Had you taken any drugs? Were you up busy doing

things?

What time did you wake up?

Were you tired the next day, o did you have plenty of energy and did not

seem to need the sleep?

Ll TRIGGERED BY SOCIAL EVENT OR ACADEMIC

COMMITMENTS OR DRUG USE, OR REFLECTIVE OF TYPICAL
IRREGULAR ADOLESCENT SLEEP PATTERN,

. Subject E .
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Mania / Hypomania page 8 of 52
B € S

5. Hypersexuality

[Excessive Involvement in High Risk Pleasurable Activities) () ) () 0- Noinformation.

s () () () 4. Nctpresent.
INAPPRO TE EXPOSURE TO SEXU. EEHAVIOR OR MEDIA IS

0 0 Q0 2 - |solated, brief incidents of mildly inappropriate
sexual behavior, of questionable clinical

T CAN POTENTIALLY FULFILL EITHER BOTH THE INCREASED significance,
GOAL-DIRECTED ACTIVITY AND THE RISKY, PLEASURE-SEEKING
BEHAVIOR B CRITERION, () () () 3- Definite episodes of clearly inappropriate

sexual behavior.
For younger children ask parent/caregiver:

Have there been times when your child was excessively focused on sex, PAST:
nudity, his/her private parts or touching ofhers' private parts 7 z
Did your child show an unusual increase in touching their privates in public |:| D |:[
or dressing in an inappropriate or sexual manner? =] c s
Wouid your chid kiss or touch you in a sexual way or be way oo

affectionate instead of thek uswal way of showing affection?

What was his/her mood lke during these fimes?

Did anything happen fo cause (hese changes?

For adolescents:

Have there been times when you suddenly got much mare interested in sex
than usual or that your sex drive seemed fo go way up?

Did you do anything differently when this happened (dress in a revealing
way, falk about sex a ot or ask other people to be intimate / have sex with
youy?

Were there times when you were driven to have sex much more than usual
or with many different partners?

NOTE: IF ENDORSED POSITIVE, NEED TO RULE OUT SEXUAL ABUSE
OR INAPPROPRIATE EXPOSURE TO SEXUAL MATERIAL OR
BEHAVIOR.

— |F RECEIVED A SCORE OF 3 ON THE CURRENT RATINGS FOR ANY OF THE PREVIOUS ITEMS, COMPLETE THE
CURRENT MANIA/HYPOMANIA SECTION OF THE DEPRESSIVE AND BIPOLAR RELATED DISORDERS
SUPPLEMENT.

IF RECEIVED A SCORE OF 2 ON THE PAST RATINGS FOR ANY OF THE PREVIOUS ITEMS, COMPLETE THE PAST
MANIA/HYPOMANIA SECTION OF THE DEPRESSIVE AND BIPOLAR RELATED DISORDERS SUPPLEMENT.

— NO EVIDENCE OF (HYPO) MANIA

NOTES: (RECORD DATES OF POSSIBLE CURRENT AND PAST HYPOMANIA OR MANIA).

. Subject E .
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i
1. Irritability (3 () () 0- Noinformation.

Do you often feel cranky, iitable, or angry? Have you had fhese O 0O 0 1. Notpresent.

feelings in the past few weeks at all? Have you felt this way most days

in the past year? (If not) How often do you have these feelings? Has O
there been a period of time when you didn't have those feelings for as

long as a couple of monthe at a time?

() () 2. Subthreshold: Iritable mood present less than
halfthe day or less than most days in the past 12
months, or not severe enough to be noticeable to

When vou are feeling cranky or angry, how much of the day do you other people

feel this way?

Do you have these feelings at home, at school, or when you are with () Y0 3 - Threshold: Imitable and/or angry moed present
other children? Do other people notice the way you feel? What do your at least half the day most days for at least 12
parents, teachers, or peers say about how you are feeling? months. Sewverity is sufficient to be noticeable to

other people (parents, teachers, peers).

NOTE; IN THIS SECTION CODE SEVERITY OF CHRONIC
IR | F ON R DURATION OR LONGE]
P c s
B € s
2. Recurrent Temper Quthursts () () () 0- Noinformation.
Is it preity easy or common for you to become irritable, anary, or to ()y (Y O 1- Net present.
explode? When vou are feeling very angry, do you yell or scream? Do
you swear a fof, call people names or put them down? Do you throw or O O O 2 - Subthreshold: Verbal or physical outbursts have
destroy things? Have you ever threatened or actually hurt another not occurred as often as 3 times a week or have not
person? Did you punch, kick, or beat anyone? ersisted for as long as 12 months
What was going on at the time when this happened? What set you off? P g ’
Have you fell so iritable and angry for so fong that you exploded at least () () () 3-Threshold: Subject has verbal rages, and/or
3 limes a week for the past year or even longer? displays aggressive behaviors toward people or

property. Such events occur, on average, at least 3
times & week and have been consistently present
over the past 12months.

PAST: D D D

IF RECEIVED A SCORE OF 3 ON THE CURRENT RATINGS ON EITHER OF THE PREVIOUS ITEMS, COMPLETE THE
DYSRUPTIVE MOOD DYSREGULATION DISORDER {CURRENT) SECTION OF THE DEPRESSIVE AND BIPOLAR
RELATED DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

IF RECEIVED A SCORE OF 3 ON THE PAST RATINGS ON EITHER OF THE PREVIOUS ITEMS, COMPLETE THE
~  DYSRUPTIVE MOOD DYSREGULATION DISORDER (PAST) SECTION OF THE DEPRESSIVE AND BIPOLAR
RELATED DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

NO EVIDENCE OF DYSRUPTIVE MOOD DYSREGULATION DISORDER

Subject

. Date f / 210 Interviewer E .
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P C S8
1. Hallucinations (3 ) () 0- Neinformation.
DSM-5 DRi# 14 Heard Vioices: 00O 1. Notpresent
Parent Rating: Child Rating: () () () 2. Subthreshold: Suspected or likely.

() () ()  2- Threshdd: Definitely present.
DEM-5 DR# 15; Had visions:

PAST:
Parent Rating: Child Rating:
P [ s

Has there ever been a time when your mind played tricks on you?
Sometimes children might hear voices or see things, or smell things that
other people cannot hear, see or smell,

Has this ever happened to you? Tell me about it.

Has there ever been a time when you heard voices that other peaple could
not hear?
What did you hear? What kind of things did you hear?

Did you ever hear music which other people could not?

Has there ever been a time when you saw things like people or figires that
other people could not see? If yes ... can you tell me about it

What did you see? How often did it happen? When did it happen

Did this only happen at night while you were trying fo skeep, or did it happen
in the daytime too

Has there ever been a time when you smelled things that other people can't
smell or felt things that weren't there?

W hat did yvou think it was?
Did yous think it was your imagination or real?
Did you think it was real when you (heard, saw, efc) it7

What didd you do when you (heard, saw, etc) it

These voices you heard (or other hallucinations), did they occu

when you were awake or asleep? Could it have been a dream

Did they happen when you were faling asieep? Waking up? Only when it
was dark? Did they happen at any other time aiso

Were you sick with fever when they occurred

Have you ever been drinking beer, wine, liguor? Or taking any

drugs when it happened

Was it ke a thought or more like a voice (noise) or a vision

NOTE: IF HALLUCINATIONS POSSIBLY PRESENT, PRIORTQO SCORING THIS ITEM. ASSESS THE SUBJECT'S CONVICTION OF THE REALITY IF

DON'T RATE JLLUSIONS POSITIVELY. lllusions are defined as false perceptions based on a real sensory stimuli which is momentarily transformed. They
frequently occur due to poor perceptual resolution (darkness, naisy locale) or inattention and they are immediately corected when attention is focused on the
external sensory stimulus or perceptual resolution improves.

SUBJECT,

HALLUCINATIONS,

. Subject E .
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2. Delusions

Have you ever had any ideas about things that you didn't tell anyone because
you were afraid they might not under stand?

What were they?

Do yvou have any secret thoughts 7 Tell me about them.

Have you ever believed in things that other people didn't believe in? Like
what?

Ask about each of the delusions surveyed below:

Hae there ever been a time you felf that someone was out fo hurt you or that
someone was following you or spying on you? Who? Why?

Does anyone confrol your mind or body (like a robof) 7

Did you ever think you were an important or great person?

Do you have any special powers?

When you are with people you do not know, do you think that they are

talking about you?

Was there ever a time when you felt something was happening to vour body?
Like befieving it was rofting from the inside, or that something was very wrohg
with it?

Did you ever feel convinced that the world was coming fo an end?

How often did you think about ?

NOTE: IF DELUSIONS ARE PRESENT, CAREFULLY ASSESS THE
TIMELINE TO DETERMINE IF IN RELATION TO MOOD SYMPTOMS OR
INDEPENDENT OF MOOD SYMPTOMS. THIS WILL FACILITATE THE
DIAGNOSIS.

o]

@]
()
9]

KSADS-PL SCREEN INTERVIEW:
Psychosis

I

0
(9]
0

page 17 of 52 .

0 - Moinformation.
1 - Mot present.
2 - Subthreshold: Suspected or likely delusional.

Thresheold: Definite delusions.

;srz g g g

IF RECEIVED A SCORE OF 3 ON THE CURRENT RATINGS ON EITHER OF THE PREVIOUS ITEMS, COMPLETE THE
CURRENT SECTION OF THE SCHIZOPHRENIA SPECTRUM AND OTHER PSYCHOTIC DISORDERS SUPPLEMENT

AFTER FINISHING THE SCREEN INTERVIEW.

IF RECEIVED A SCORE OF 3 ON THE PAST RATINGS ON EITHER OF THE PREVIOUS ITEMS, COMPLETE THE PAST
SECTION OF THE SCHIZOPHRENIA SPECTRUM AND OTHER PSYCHOTIC DISORDERS SUPPLEMENT AFTER

FINISHING THE SCREEN INTERVIEW.

NO EVIDENCE OF PSYCHOSIS.

NOTES: (RECORD DATES OF POSSIBLE CURRENT AND PAST HALLUCINATIONS AND DELUSIONS).

. Subject

Fed
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20 . Panic Disorder page 12 of 52 .
i
1. Panic Attacks () ) () o- Noinfomation.
DSNH5 DR# 11: Felt nervous, anxious, or scared: 0O 0O O 1. Notpresent
Parent Rating: Child Rating: 0 0 0 2 - Subthresheold: Occasional unanticipated attacks,

or less than 4 of the asscciated symptoms
Have you ever had a time when, all of a sudden, out of the blue, for no
reason at all you suddenly felt anxious, nervous, or frightened? Tell me
about it. O 0 O
The first time you had an aftack like this, what didd you think brought it on?
Did the feeling come from out of the blue?
Wha t was it like?
How long did it flast?
Affer the first fime this happened, did you worry about it happening again? PAST:
If specific symptoms are not elicited spontaneocusly when describing |:| [l D
P c 5

attacks, ask about each of the fellowing symptoms:

3 - Threshold: Recurrent unexpected attacks with
four or more asscciated symptoms.

Associated Symptoms:

- heart palpitations, Note; DSM-V does not have threshold criteria for
sweating, the minimum number of attacks..

. trembling or shaking,

ZIN)

sensations of shortness of breath, or smothering sensations,
feelings of choking,

chest pains,
nausea or abdominal distress,

NS e

- dizziness or lightheadedness,
9. heat sensations or chills,

10. numbing of hands or feet,
11. deperscnalization or derealization,

12. fear of losing control.
13, fear of dying,

NOTE: DO NOT COUNT IF LASTS ALL DAY OR DIRECTLY CAUSED BY DRUGS OR MEDICATIONS,
IF A SCORE OF 3 ON CUREFNT RATING OF PANIC ATTACK ITEM, COMPLETE THE PANIC DISORDER {CURRENT)

— SECTION OF THE ANXIETY, OBSESSIVE COMPULSIVE, AND TRAUMA-RELATED DISORDERS SUPPLEMENT
AFTER FINISHING THE SCREEN INTERVIEW.

IF A SCORE OF 3 ON PAST RATING OF PANIC ATTACK ITEM, COMPLETE THE PANIC DISORDER (PAST)
— SECTION OF THE ANXIETY, OBSESSIVE COMPULSIVE, AND TRAUMA-RELATED DISORDERS SUPPLEMENT
AFTER FINISHING THE SCREEN INTERVIEW.

— NO EVIDENCE OF PANIC DISORDER.

NOTES: (RECORD DATES OF POSSIBLE CURRENT AND PAST PANIC DISORDER).

. Subject E .
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2013 3
Agoraphobia page 13 of 52
i
1. Agoraphobia ] () () 0 - Noinformation.
Marked fear or anxiety about at least one situation from two or more [ N 0 I 1- Not present,
of the following five groups: 1) being outside home or alone In other o o
situations; 2) standing in line or being in a crowd; 3) being in closed {y {3y () 2- Subthreshold: Fearlimited to one situation or
spaces (e.g., shops, theaters or cinemas); 4) open spaces (e.g., fear only mild or transient, but more severe than a
parking lots, marketplaces, bridges); 5) using public transportation. typical child his/her age.
() () () 3-Threshold: Fears two mor more situations and
Have you ever gone through a period when you did nof want fo leave fears have persisted and are are clearly out of
your home? Have you ever been really afraid of being in a crowded proportion to the circumstances.

place or going outside in public? Were you bothered by standing in
lines? Were you ever afraid fo go to the mall movie theatres, ar any
other places? Did being in open spaces bother you?

Have you ever avoided public transportation including buses or
subways? Did these feelings last for several months or longer?

PAST:
NOTE: RATE POSITIVELY ONLY IF BEHAVIOR IS ABOVE AND |:| D |:|
BEYOND WHAT WOULD BE EXPECTED IN CHILDREN OF SAME AGE
AND DEVELOPMENTAL LEVEL. P C 5]

Do not rate positively if exclusively accounted for by other psychiatrie
disorders {i.e. psychosis, depression) separation anxiety, social

anxiety or medical problems. P c 5
2. Distress / Avoidance (3 () () o0- Noinformation.
How scared did make you? () () ()  1- Notpresent.
Did it make your stomach upset or your heart race? How long did ____ [ast?
Are you mare scared of __ than any of your friends? ) () () () 2. subthreshold: Associated with only mild
Has H?ere ever been a time when your fear of ____ kept you from doing transient symptoms of distress. Minimal of
a:fymmg? ; inconsistent aveidance.
Did you fry to avoid ?
Were there times you could ? () () ()  3-Thresheld: Feared stimuli or situations associated
If someone was with you, could you 7 with moderate to severe symptoms of distress.

Stimuli or situations consistently avoided or
requires presence of companion/support..

PAST: g g g

IF RECEIVED A SCORE OF 3 ON THE CURRENT RATINGS ON EITHER OF THE PREVIOUS ITEMS, COMPLETE THE
AGORAPHOBIA (CURRENT) SECTION OF THE ANXIETY, OBSESSIVE COMPULSIVE, AND TRAUMA-RELATED
DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

IF RECEIVED A SCORE OF 3 ON THE PAST RATINGS ON EITHER OF THE PREVIOUS ITEMS, COMPLETE THE
AGORAPHOBIA (PAST) SECTION OF THE ANXIETY, OBSESSIVE COMPULSIVE, AND TRAUMA-RELATED
DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

NO EVIDENCE OF AGORAFHOBIA.

NOTES: (RECORD DATES OF POSSIBELE CURRENT AND PAST AGORAPHOBIA)

Subject

. Date f / 210 Interviewer E .
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KSADS-PL SCREEN INTERVIEW:
i . Separation Anxiety page 14 of 52 .

NOTE: KEEP IN MIND THE DEVELOPMENTAL LEVEL OF THE CHILD. RATE POSITIVELY ONLY IF SYMPTOM IS ABOVE AND
BEYOND WHAT WOULD BE EXPECTED IN A CHILD OF THE SAME AGE AND DEVELOPMENTAL LEVEL.

P C 3
1. Fears Calamitous Event that will Cause Separation () () () 0- Noinformation.
Did you ever warry that something bad might happen to you where you () () () 1- Notpresent.
woulkd never see your parents again? Like getfing lost, kidnapped, kiled, or
getting into an accident? () () () 2. subthreshad: Occasionally worries, Worries
How much do you worry about this? mere severely and more often than a typical
child his/her age.

() () ()  3-Threshold: Frequently worries in separation
situations. Persistent and excessive worry that
an untoward event will lead to separation from
major attachment figure.

P S
B € S8
2. Fears Harm Befalling Attachment Figure (3 () () 0. Noinformation.

Has there ever been a time when you worried about something bad (3 () ) 1- Netpresent

happening to your parents? Like what?

Were you afraid of them being in an accident or getting kiled? () () () 2. subthreshdd: Occasionally werries. Worries
Were you afraid that they would feave you and not come back? more severely and more often than a typical
How much did you worry about this? child his/er age.

() () ()  3-Threshdd: Frequently worries in separation
situations. Persistent and excessive worry about
lesing, or about pessible harm befalling major
attachment figure.

PAST: EI g g

P C s
3. School Reluctance/Refusal 0 0O 0 0 - Noinformation.
Wias there ever a time when you had to be forced to go to school? (O ) 1- Netpresent.
Did you have worries about going to school? Tell me about those feelings.
What were you afraid of? 0 @] ) 2 - Subthreshold: Frequently somewhat resistant
Had you been going to school? about going to schod but usually can be
How often did you miss school or did you leave school early? persuaded to go, missed no more than 1 day
in 2 weeks.
NOTE: ONLY COUNT IF SCHOOL AVOIDED IN ORDER TO STAY WITH
ATTACHMENT FIGURE () () () 3. Threshold: Protests intensely abeut going to

schodl, or sent home or refuses to go at
least 1 day per week. Persistent reluctance
or refusal to goto schodl.

PAST: D D D
P C s
. Subject E .
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KSADS-PL SCREEN INTERVIEW:
2013 . Separation Anxiety page 15of 52 .
P C s

4._Fears Sleeping Away From Home/Sleeping Alone (0 0O 0 0 - Noinformation.

Has there ever been a time after the age of four, when you were afraid of 0 0O 0 1- Mot present.

sleeping alone?
Did you get scary feelings if you had to sieep away from home without your 0 0 Q0 2 - Subthreshold: Occasionally fearful. Fears of
parents being with you? ) ) ) sleeping away or alone more severe and more
Do you move fo your parent's bed in the middie of the might? frequent than a typical child his/er age.
Or do you need your parent to sleep in your hedroom?
; Wl
Do you avold sieapovers: () 0 0 3 - Threshold: Frequently fearful, some avoidance of
sleeping alone or away from home, Persistent
refusal to go to sleep without being near a major
attachment figure or to sleep away from home.
P C S
P € s
5. Fears Being Alone at Home () () () o- Neinformation.
Was there ever a time, after the age of 4, when you used to follow your () ) O 1- Mot present.
mother wherever she went?
Did you get upset if she was not in the same room with you? () () () 2- subthreshdd: Occasionally fearful. Fears of
Did you cling to your mother ? being alone more severe and more frequent
Did you check up on your mother a lof? than a typical child his/her age.
Did you always want to know where your mother was?
How afraid were you? . )
How often did this happen? () () () 3- Threshoid: Clings to mother; fearful. some
avoidance of being alone, Persistent and

excessively fearful or reluctant to be alone or
without major attachment fugures at home,

= DO

IF RECEIVED A SCORE OF 3 ON THE CURRENT RATINGS OF ANY OF THE PRECEDING ITEMS, COMPLETE THE
SEPARATION ANXIETY DISORDER {CURRENT) SECTION IN THE ANXIETY, OBSESSIVE COMPULSIVE, AND
TRAUMA-RELATED DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

_ |IF RECEIVED A SCORE OF 3 ON THE PAST RATINGS OF ANY OF THE PRECEDING ITEMS, COMPLETE THE
SEPARATION ANXIETY DISORDER (PAST) SECTION IN THE ANXIETY, OBSESSIVE COMPULSIVE, AND TRAUMA-
RELATED DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

NO EVIDENCE OF SEPARATION ANXIETY DISORDER.

NOTE: {(RECORD DATES OF POSSIBLE CURRENT AND PAST SEPARATION ANXIETY DISORDER)

. Subject .
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2015 [} KSADS-PL SCREEN INTERVIEW: L]
Soci iety/Selective Muti Disor page 16 of 52
i
1. Fear of Social Situations )y Oy O 0 - Moinformation.
Are you a very shy person? 0 0O O 1 - Mok present.
Have you ever felt nervous, self-conscious or shy around people that you
didn't know very well? (0 O O 2 - Subthreshdid: Clearly self-conscious and
Is it difficult for you to be with other kids - even kids you know? uncomfortable in social performance
What kind of situations make you feel uncomfortable? situations; avaids only 1 or 2 activities that are

nat critical to the child's well being (e.g.

__ Speaking in front of others (e.g. answering questions in class, giving oral aveiding large parties where child knows no

one).

reports, show & tel) 7

— Eaiting in rant of athers (e.g. school careterke, Tast food 0 0 0 3 - Threshold: Considerable self-consciousness
restaurant)? that makes the child uncomfortable in several

__ Writing in front of others (e.g. af chalkboard, taking tests) 7 social settings; at least 1 activity is avoided
—_ Using public bathrooms when others are around? (e.g.. repeatedly and persistently refusing to
__ Performance situations (e.q., gym class, recess, sports aclivities) ? answer guestions in class, avoiding
__ Changing clothes when olhers are present (e.g., in gym/pool locker gatherings where child does net know

room) ? everyone). A marked and persistent fear of

social performance situations - fears acting in
away (or showing anxiety symptoms) that
will be humiliating or embarrassing. DO NOT

__ Going fo parties or social events?

How old were you when you first started to feel this way?
For how fong have you been feeling this way? CODE AS THRESHOLD IF THE CHILD'S
i ONLY FEAR IS GIVING ORAL
PRESENTATIONS AT SCHOOL.
HOTE: SHYNESS AND FEAR OF SOCIAL SITUATIONS MUST BE
SIGNIFICANTLY AFFECTING THE CHILD, DO NOT RATE POSITIVELY
IF EXCLUSIVELY ACCQUNTED FOR BY ANOTHER PSYCHIATRIC PAST:
DISORDER {i.e. AUTISNM SPECTRUM DISORDER)
P c S

How old were you when you first started fo feel this way?
For how long have you been feeling this way?

2. Failure to Speak in Specific Social Situations () () () 0-Noinformation.

Have you ever felt like you couldn't talk in school or other situations? (G G H ) 3=Ndpresent

Hav;w:;:er feit so shy that you just couldn't say anything? Even fo ) () () 2-Subthreshold: Child unable to speak in novel
anoiher 1

Are there certain situations thaf you just can't talk in? situations, including the start of school year,

but symptom does not persist,
{(y () () 3-Threshold: Consistent failure to speak in
social situations when expected to speak.
PAST:
P c =

IF RECEIVED A SCORE OF 3 ON THE CURRENT RATINGS OF THE PREVIOUS ITEM, COMPLETE THE SOCIAL
— ANXIETY DISORDER/SELECTIVE MUTISM (CURRENT) SECTION IN THE ANXIETY, OBSESSIVE COMPULSIVE,
AND TRAUMA-RELATED DISORDERS SUPPLEMENT AFTER COMPLETING THE SCREEN INTERVIEW.

IF RECEIVED A SCORE OF 3 ON THE PAST RATINGS OF EITHER ITEM, COMPLETE THE SOCIAL ANXIETY
— DISORDER/SELECTIVE MUTISM (PAST) SECTION IN THEANXIETY, OBSESSIVE COMPULSIVE, AND TRAUMA-
RELATED DISORDERS SUPPLEMENT AFTER COMPLETING THE SCREEN INTERVIEW.

— NO EVIDENCE OF SOCIAL ANXIETY DISORDER

. Subject W .
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. KSADS-PL SCREEN INTERVIEW: .
2013 Specific Phobias page 17 of 52

Only rate most intense phobia. P C S

1. Specific Phobias () () ) 0- Noinformation.
Are you very, very afraid of anything? () () () 1- Notpresent.
Like really, reaily scared to death of spiders, other insects, dogs,
horses, heights, elevators, the subway, or the dark? - () () () 2-Subthreshold: Fear of stimuli or situation more
What about crowds, being outside alone, being on a bridge or traveling in severe than a typical child his/her age.
a bus, train or automobile? (ask about all situations listed).
Were you alraid of any other things? () () () 3-Threshdd: Marked and persistent fear that is

excessive and unreasonable, cued by the
presence or anticipation of a specific object
or situation.

= DO

P C 58

2. Distress/Avoidance () () ()  o0-Noinformation.
How scared did___ make you? () () ()  1-Notpresent.
Did it make your stomach upset or your hearf race?
How long did __ last? o () () ()  2.subthreshold: Associated with cnly mild transient
Are you mare scared of _ than any of your friends ) symptoms of distress. Minimal or inconsistent
Has there ever been a time when your fear of ___ kept you from doing aveidance.
anything?
Did you try to avoid __? () () ()  3.Threshdd: Fear of stimuli or situation associated
Were there times you could __? with moderate to severe symptoms of distress.
if someone was with you, could you___ ? Feared stimuli or situation consistently avoided.

= DO

Specify most intense phobia:

Specify other phobias:

IF RECEIVED A SCORE OF 3 ON THE CURRENT RATINGS OF EITHER OF THE PREVIOUS ITEMS, COMPLETE THE
SPECIFIC PHOBIA (CURRENT) SECTION IN THE ANXIETY, OBSESSIVE COMPULSIVE, AND TRAUMA-RELATED
DISORDERS SUPPLEMENT AFTER COMPLETING THE SCREEN INTERVIEW.

IF RECEIVED A SCORE OF 3 ON THE PAST RATINGS OF EITHER OF THE PREVIOUS ITEMS, COMPLETE THE SPECIFIC
PHOBIA (PAST) SECTION IN THE ANXIETY, OBSESSIVE COMPULSIVE, AND TRAUMA-RELATED DISORDERS
SUPPLEMENT AFTER COMPLETING THE SCREEN INTERVIEW.

— NO EVIDENCE OF SPECIFIC PHOBIAS

NOTES: (RECORD DATES OF POSSIBELE CURRENT AND PAST SPECIFIC PHOBIC DISORDERS)

. Subject E .
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KSADS-PL SCREEN INTERVIEW:
2 . Generalized Anxiety Disorder page 18 of 52 .
P C 8
1. Excessive worries 0 0O 0O 0 - Moinformation.

DSM5 DR# 12: Not been able to stop worying: 00 0 1- Natpresent,

Parent Rating: Child Rating: 0 0 0 2 - Subthreshdd: Frequently worries somewhat
excessively (at least 3 times per week) about

7 er? Do o h anticipated events or current behavior.
you a worriers you worry too much:

Do you worry more E’a" other kids your age? Have people said (y (Y O 3 - Threshold: Most days of the week is excessively
you worry foo much? _ _ worried about at least two different life
Has there ever been a time when you worried abouf things circumstances or anticipated events or current
before they happened? behavior.
Can you give me some exampies?
= UL
MNOTE: IF THE ONLY WORRIES THE CHILD BRINGS UP RELATETO
THE ATTACHMENT FIGURE OR A SIMPLE PHOEIA, DO NOT SCORE
HERE. ONLY RATE POSITIVELY IF THE CHILD WORRIES AEQUT P C =

MULTIPLE THINGS.

In order torate positively, child must worry above and beyond cther children
of the same age. Worries must be exaggerated and out of context.

o
[e}
[}

2. Somatic Complaints 0 0 0 0 - Noinformation.

() 0 0 1- Mot present.
DSMS DR# 1: Bathered by stomachaches, efc.:

(0 0 2 - Subthreshold: occasional worries

Parent Rating: Child Rating:
fcomplaints. Symptoms/complaints more
’ o severe and more often than experienced by a
DSM-5 DR# 2. Womied about getting sick: typical child hisher age.
Parent Rating: Child Rating: (y 3y O 3 - Threshold: Frequent worries /complaints.

Worres about health preoccupy child and
Do you worry a lof about your health? cause distress.

Do you get a lot of headaches? Stomachaches? ;.
Have a lot of aches and pains? PAST:
Do you worry that you might have a serious iliness?

F Cc S

NOTE: DO NOT COUNT IF SYMPTOMS ARE KNOWN TO BE CAUSED BY A REAL MEDICAL ILLNESS.

Subject

. Date f / 210 Interviewer E .
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KSADS-PL SCREEN INTERVIEW:
2013 . Generalized Anxiety Disorder page 19 of &2 .

IF RECEIVED A SCORE OF 3 ON THE CURRENT RATINGS OF EITHER OF THE PREVIOUS ITEMS, COMPLETE
_ THE GENERALIZED ANXIETY DISORDER (CURRENT) SECTION IN THE ANXIETY, OBSESSIVE COMPULSIVE,
AND TRAUMA-RELATED DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

IF RECEIVED A SCORE OF 3 ON THE PAST RATINGS OF EITHER OF THE PREVIOUS ITEMS, COMPLETE THE
_ GENERALIZED ANXIETY DISORDER (PAST) SECTION IN THE ANXIETY, OBSESSIVE COMPULSIVE, AND TRA!
RELATED DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

— NO EVIDENCE OF GENERALIZED ANXIETY DISORDER.

. Subject E .
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KSADS-PL SCREEN INTERVIEW:
i . Obsessive-Compulsive Disorder page 20 of 52 .
B ¢ s
1. Gbeessions () () ()  0- Noinformation.

DSM-5 DR# 16: Recurrent thaughts that you would do something bad or
0 0 0 1- Not present.
something bad would happen to you or someone else:
() () () 2. Subthreshcid: Suspected cr likely.
Parent Rating: Child Rating:
() () () 3. Threshold: Definite chsessions, causes some
effect on functioning or distress.

DEM-S DR# 18 Womied a let that things you touch were dirty, etc:
PAST:
Parent Rating: Child Rating:
P c 5

Recurrent and intrusive thoughts, impulses, or images that, are distressing
and debilitating and owver which the person has little control.

Has there ever been a time when thoughts popped into your mind over and
over and you couldn't get rid of them
Has there ever been a time when you were bothered by thoughts, "pictures"
or words which kept coming into your head for no reason and that yo
couldn't stop or get rif of
Did you ever worry a lof about having dirt or germs on your hands, or worry
that you might get il from dirf or germs
Did you ever worry about doing things perfectly or about making things even
or arranging things in a certain way
What about thoughts that something bad might happen, ar that you did
something terrible, even though you knew it wasn't rue

ny ofher types of thoughts that kept running around your mind
What about silly thoughts, words, or numbers which wouldn't go away
How often did you think about them
Were they like a hiccup that won't go away, just kept coming again and
again

re these thoughts annoying to yvou
Did they not seem to make any sense
Do these thoughts get in your way or stop you from doing things

NOTE: DO NOT SCORE OBSESSIONS ITEMS POSITIVELY IF IDEAS [THOUGHTS ARE DELUSIONAL, OR ARE EXCLUSIVELY DUETO
ANOTHER AXIS | DISORDER (e.g. thoughts of food in the presence of an eating disorder; thoughts that parents will get harmed in the
presence of a sep iety disorder; i d worries from GAD). DO NOT RATE POSITIVELY IF SAYS, "l cannot stop thinking

about boy/girlfriend or music.”

. Subject E .
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2013 i KSADS-PL SCREEN INTERVIEW: Bl
Obsessive-Compulsive Disorder page 21 of 52
P £ 3
2. Compulsions (0 0 0 0 - Moinformation.
DSM-5 DR# 17 Felt the need to check thinkgs over and over again, ete; 0 0 0 1+ Nt present.
Parent Rating: Child Rating: () () () 2- Subthreshold: Suspected or likely.
() () () 3 - Threshold: Definite compulsions, causes some
DSM-5 DR# 19; Felt you had to do things in & certain way, like counting, etc effect on functioning or distress.

Parent Rating: Child Rating: PAST: D D D
P C s

Recurrent intrusive. repetitive, purposeful behaviors performed in response
to an cbsession, according to certain rules, o in sterectyped fashion that are
distressing and debilitating and over which the person has little contrd.

Has there ever been a fime when you found yourseff having to do things that
seemed silly over and over, of things which you could not resist repeating
fike touching things, or counting or washing your hands many times, or
checking locks or other things?

Have you ever found vourself having fo repeat certain actions over and
over?

Did you feel you had any controf over them? Did these things bother you?
Were there things you always feif you had to do exactly the same way or in
a special way?

Did you ever have trouble finishing vour school work because you had fo
read parts of an assignment over and over or because you were wrifing and
re-writing your homework over and over again?

Did you ever have trouble making it to schooi on time because it takes too
long fo get ready in the morning?

if you made a misfake on your school work, did you have fo start at the
beginning?

What about when you went fo sleep, did you have to check something
several times before you fell asleep?

Or did you have to arrange things in your room in a particular way?

Have other people ever commented about these habils?

psychoesls, eating disorder),

IF RECEIVED A SCORE OF 3 ON CURRENT RATINGS OF EITHER OBSESSIONS OR COMPULSIONS ITEM, COMPLETE
OBSESSIVE COMPULSIVE DISORDER (CURRENT) SECTION IN THE ANXIETY, OBSESSIVE COMPULSIVE, AND
TRAUMA-RELATED DISORDERS SUPPLEMENT AFTER FINISHING SCREEN INTERVIEW.

IF RECEIVED A SCORE OF 3 ON PAST RATINGS OF EITHER OBSESSIONS QR COMPULSIONS ITEM, COMPLETE
OBSESSIVE COMPULSIVE DISORDER (PAST) SECTION IN THE ANXIETY, OBSESSIVE COMPULSIVE, AND TRAUMA-
RELATED DISORDERS SUPPLEMENT AFTER FINISHING SCREEN INTERVIEW.

NO EVIDENCE OF OBSESSIVE COMPULSIVE DISORDER.

NOTES: (RECORD DATES OF POSSIBELE CURRENT AND PAST OBSESSIVE COMPULSIVE DISORDER).

. Subject 'I_I:I .
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KSADS-PL SCREEN INTERVIEW:
i . Enuresis page 22 of 52 .

1. Repeated Voidin

A lot of kids sometimes have accidents and wet ther beds when they slkeep
at night. Has there ever been a time when this happened to you?
Did you ever have accidents during the day?

What about if you laughed or sneezed real hard? P Cc 5
a. Night time O O O 0 - Noinformation.
How often did this happen at night? (O () () 1- notpresent.
0 0 0 2- Atleast ore to four times a month for three or
more months.
0 0 O 3 - At least two times a week for three consecutive
months.
P S
E € S
b. Daytime 0 0O 0 0- Noinformation.
How often did this happen during the day? () () () 1- Notpresent.
(0 0 0 2- At least one to four times a month for three or
mere menths.
0 0O O 3 - At least two times a week for three consecutive
months.
P C S
P € S8
c. Total (y () ()  0- Noinformation.
Estimate frequency of combined nighttime and () () () 1- Notpresent.
daytime accidents.
0 0 Q0 2- At least one to four times a month for three or
more menths.
NOTE: Do not rate positively if enuresis due to 0 00 3 -Atn:;ats;y 0 limes 2 weekfor threejconseculive

medical condition.

PAST: g g g

IF RECEIVED A SCORE OF 2 OR ABOVE ON THE CURRENT RATINGS OF ANY OF THE PREVIOUS ITEMS, COMPLETE
~  THE QUESTIONS ON THE FOLLOWING PAGE.

IF RECEIVED A SCORE OF 3 OR ABOVE ON THE PAST RATINGS OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE
QUESTIONS ON THE FOLLOWING PAGE.

IF NO EVIDENCE OF ENURESIS, GO TO ENCOPRESIS SECTION ON PAGE 24.

Subject

. Date f / 210 Interviewer | -.d .
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KSADS-PL SCREEN INTERVIEW:
2013 . Enuresis page 23 of 52 .
Distress

What did you usually do when you had an accident? Did you tell your mom? Your teacher? What did they do? Did the kids at
school know you sometimes had accidents? How much did it bother you when you had an accident?

Impairment: (home, school, peers)

Duration; (specify)

2. Evidence of Enuresis
DEM-5 Criteria

A Repeated voiding of urine into bed or clothes, whether involuntary or intentional;
B. The behavior is clinically significant as manifested by either a frequency of twice a week for at least three consecutive manths, or the presence of clinically

significant distress or impairment in social, academic (occupational), or other important areas of functioning:
C. Chronclogical age is at least 5 years (or equivalent developmental level);

D. The behavior is not attributable physiological effect of a substance (e g., a diuretic, an antipsychotic medication) or anather medical condition (e.g.,
diabetes, spina bifida, a seizure disorder).

— MEETS DSM-5 CRITERIA FOR ENURESIS {CURRENT). {Scored 3 plus impairment).

Specify: Nocturnal Only: Diumal Only: ____  Noctumal and Diumal: ___

— MEETS DSM-5 CRITERIA FOR ENURESIS (PAST). (Scored 3 plus impairment).

Specify: Nocturnal Only: Diumal Only: ______  Noctumal and Diurnal: ___

NOTES: (RECORD DATES OF CURRENT AND PAST ENURESIS).

. Subject E .
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2013 i KSADS-PL SCREEN INTERVIEW: ]
Encopresis page 24 of 52

1. Repeated Passage of Feces

Some kids have accidents and soil ther beds when they sieep at night. Did
this ever happen to you?

Has there ever been a time when you had accidents and went fo the
batfroom in your pants during the day?

What about when you were really scared, or for some reason couldn't get fo
a bathroom when you needed to?

What kinds of accidents were you having ?

MNumber one or number fwo?

NOTE: ONLY RATE POSITIVELY IF THERE ARE STOOLS IN THE
PATIENT'S UNDERWEAR.

I
~ Io
1tn

a_Night time O () 0- Noinformation.

How often did this happen at night? O O O 1- Netpresent.

() () () 2-subthreshdd: Less than 1 time a month.

O ) 0 3 - Thresheld: 1 or more times a month for at least
3 menths.
P C ]
E C S
b. Daytime () () ()  0- Noinformation.
How often did this happen during the day? (3 () () 1- Notpresent.

() () () 2- Subthreshdld: Less than 1 time a month.

() () ()  3- Threshold: 1 or more times a month for at least
3 menths.

PAST: Q g g

i
c. Total () () () o0- Noinformation.

Estimate total number of nighttime and daytime accidents. (3 () () 1- Natpresent.

() () () 2. subthreshdld: Less than 1 time a menth.

() () () 3. Threshold: 1 or more times a month for at least
3 menths.

= DO

IF RECEIVED A SCORE OF 3 OR ABOVE ON THE CURRENT RATINGS OF ANY OF THE PREVIOUS ITEMS, COMPLETE
THE QUESTIONS ON THE FOLLOWING PAGE.

IF RECEIVED A SCORE OF 3 OR ABOVE ON THE PAST RATINGS OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE
QUESTIONS ON THE FOLLOWING PAGE.

IF NO EVIDENCE OF ENCOPRESIS, GO TO ANOREXIA NERVOSA SECTION ON PAGE 26.

. Subject E .
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KSADS-PL SCREEN INTERVIEW:
2 . Encopresis page 25 of 52 .
Distress

What did you usually do when you had an accident? Did you tell your mom? Your teacher? What did they do? Did the kids at
school know you sometimes had accidents? How much did it bother you when you had an accident?

Impairment: (home, school, peers)

Duration; (specify)

2. _Evidence of Enoogresis
DSM-5 Criteria

A. Repeated passage of feces into inappropriate places (e.g. clothing or flocr) whether invaluntary or intentional;

B. At least cne such event occurs each maonth for at least 3 months;

C. Chronclegical age is at least 4 years (or equivalent developmental level);

D. The behavior is not attributable to the physiclogical effect of a substance (e.g., laxatives) or another medical condition except through a

mechanism invelving constipation.

— MEETS DSM-5 CRITERIA FOR ENCOPRESIS (CURRENT).
Specify. __ With constipation and overflow incontinenece or ___ Without constipation and overflow incontinenece

MEETS DSM-5 CRITERIA FOR ENCOPRESIS (PAST).
Specify: __ With constipation and overflow incontinenece or ___ Without constipation and overflow incontinenece

NOTES: (RECORD DATES OF CURRENT AND PAST ENCOPRESIS).

. Subject E .
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2013 . KSADS-PL SCRI;EN INTERVIEW:
Eating Disorders

Begin this section with a brief (2-3 minute) semi-structured interview to obtain information about eating habits:

page 26 of 52

Are you happy with your weight?

Do you eaf regular meais? Are you a dieter?

Has there ever been a time when you weighed a lof more or a lof less?
What was your weight? What did you want your weight to be?

()} 0- Noinfomation.

1. Fear of Becoming Obese

Has there ever been a time when you were afraid of getting fat? 0 ) () 1- Notpresent.
Did you believe you were fat?
Have you ever been really overweighi? () () () 2- subthreshold: Intense and persistent fear of
Did you watch what you ate and think about what you ate all the time? becoming fat, which defies prier weight history
Were you afraid of eating certain foods because you were afraid they'd and/or present weight, reassurance, etc. Fears
make you fat? What foods? have only moderate impact on behavior and/or
How much time did you spend thinking about food and worrying about functioning (e.g., weight less methods utilized
gefting fat? at least once a month, but less than oncea
If you saw that you had gained a pound or fwo, did you change your ealing week).
habits?
Fast for a day or do anything else? () () () 3. Threshold: Intense and persistent fear of
beceming fat, that has severe impact on
NOTE: KEEP IN MIND DIFFERENTIAL DIAGNOSES OF ANXIETY behavior andfor functioning (e.qg., constantly
DISORDER, OCD, AND PSYCHOSIS. pre-occupied with weight concems; or use of
weight loss methods 1 time a week or more).
P C S
P C S
2. Ermaciation (3 ) () 0- Noinformation.
\Weight is proportionally lower than ideal weight for height. (3 () () 1- Notpresent.
If, by observation, there Is any suspiclon of emaciation, you must () () () 2- subthreshold: Weight below 90% of ideal.
weigh the child, and look at the table (see attached). If in doubt do not
ask; Justweigh tho.child, () () () 3- Threshold: Weight below 85% of ideal.

NOTE: DO NOT RATE POSITIVELY IF WEIGHT LOSS IS DUETO A
MEDICAL CONDITION, MOOD DISORDER. OR FOOD SCARCITY
BELATED TO POVERTY,

= OO

Subject

I |
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3. Weight Loss Methods

Have you ever used diet pills fo confrol your weight?

How about laxatives, or water pills fo lose weight?

Did you sometimes make yourself throw up?

Did you exercise a lof, more than was usual for you, in arder to lose weight? How much? How many hours a day?

Did you have periods of af least 1 week during which you had nothing but liguids with no calories (teas, dief sodas, coffee, water) 7

Criteria
0 = No Information
1= Nat present Parent Parent Child Child Summary Summary
2 = Less than ocne time a week CE MSP CE MSP CE MSP

3 = One or more times a week

0123 0123/0123/ 0123012230123

a. using diet pills GOOO00000000000000000000
b. taking laxatives OOO0O0O000000000000000000000000
o takingwaterpils | oooolooooloooolooooloooofooad
d. throwing up OOOOO0O000000000000000O00000
e. exercising a lot OOO000000000000 0000000000000

§  taking only non-caloric fluids for

a week or more; restricting
energy (e.g., food) intake QOO0 000000000000

g. combined frequency weight loss
methods Ol 00 O] £ 06 0D ) G 0D G e 0 63 GG

Subject

. Date f / 210 Interviewer m .
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P € S8
A 0O 0

i i () 0 - Noinformation
Binge eating episode associated with three or more of the following: 0O 0O 0 1. Notpresent.

1. Eating much more rapidhy than normal.
2. Eating until feeling uncomfortably full. 0 0 0 2 - Subthreshcld: Eating binges that cccur less
than once a week o have fewer than three

3. Eating large amounts of food when not physically hungry. ;
4, Eating alone because of being embarrassed. associated features..
5. Feelng disgusted, depressed, or very guilty after avereating () () () 3. Threshdd: Eating binges cnce a week or more.

PAST:
Has there ever been a fime when you had "eating attacks" or binges? |:| |:| D
P c s

What's the most you ever ate at one time?

Have there ever been times you ate so much you felf sick? How often did it
happen?

{ascertain all detalls in definition)

What friggered a binge?

What did you usually eat when you binged?

What was the most food you have eaten during a binge?
Did you ever make yourself throw up after a binge?

How did you feel after you binged?

Did you usually binge alone or with other people?

Dicf other peopie know you binged?

NOTE: ONLY RATE EATING BINGES THAT ARE PATHOLOGICAL (e.q.

hidden from family members and peers, followed by depressed mood

EATING ORGIE .q. outings with friends f izza and ice cream

IF RECEIVED A SCORE OF 3 ON CURRENT RATINGS OF ANY OF THE EATING DISORDER ITEMS (CURRENT]),
COMPLETE THE EATING DISORDERS SECTION IN THE EATING DISORDERS AND SUBSTANCE-RELATED
DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

IF RECEIVED A SCORE OF 3 ON PAST RATINGS OF ANY OF THE EATING DISORDER ITEMS (PAST),
— COMPLETE THE EATING DISORDERS SECTION IN THE EATING DISORDERS AND SUBSTANCE-RELATED
DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

NO EVIDENCE OF AN EATING DISORDER.

NOTE: (RECORD DATES OF POSSIELE CURRENT AND PAST EATING DISORDERS).

. Subject E .
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Compared to other children/adolescents this age, how would parent/adult rate this child/adolescent. Also ask if teachers or others have
complained about particular symptoms or behaviors.

If the child is being treated with stimulants, rate for most severe period prior to medication or during drug holidays and note in margin
which symptoms are improved with medication.

Determine the age of onset for first positively endorsed ADHD symptom. If symptom has persisted since early childhood, use the
current rating to describe the symptom's most intense severity over the past year. Score symptom as 'not present' in the past unless
prior episode of symptomateology was followed by a period of six months or more in which the child was free of ADHD problems.

If the symptoms are episodic, consider the presence of a mood disorder or other causes (e.g., alcohol, drugs or medical problems).

Frobe: For how fong has been a problem? Has it been a problem since kindergarten? First grade? Did the problem slart even
eatlier? Note: According to the DSM-5, onset of ADHD symptoms can appear up to age 12

1. Difficulty Sustaining Attention on Tasks or Play Activities () O () o0- Noinfermation.

() () ()  1- Motpresent.

DSM-5 DR# 4. Mot able to pay attention:
() () () 2. Subthreshold: Occasionally has difficulty

ParentRafing: _______ ChildRating: sustaining attention on tasks or play activities.
Problem has only minimal effect on
Hag there ever been a time when you had frouble paying attention in functioning.
school? Did it affect your school work _
Did yous get info rouble because of this () () () 3. Threshoid: Often (4-7 days/week) has difficulty
When you were working on your homework, did your mind wander sustaining attention. Problem has significant
. effect on functioning.

What about when you were piaying games? Did you forget fo go when it

was your turn
Did teachers complain PAST: D D D
NOTE: RATE BASED ON DATA REPORTED BY INFORMANT % c 5
{e.g.. parent or teacher) OR OBSERVATIONAL DATA

NOTE: DO NOT RATE POSITIVELY IF QCCURS ONLY DURING
MOOD EPISODE, PSYCHOSIS, EPISODES OF DRUG USE, OR

SECONDARY TO A MEDICAL CONDITION.,
P ¢ s
2. Easily Distracted () () () 0- Noinformation.
Was there ever a time when little distractions would make it very hard for 0 0O 0 1- Mot present.
you fo keep your mind on what you were doing#
Like if another kid in class asked the teacher a question while the class was () () () 2. Subthreshdd: Oceasionally distractible. Problem

working quietly, was it hard for vou to keep your mind on your work? has only minimal effect on functioning.

When there was an interruption, like when the phone rang, was it hard fo get

back fo what you were doing befare the inferruption? 0 0O 0
Were there fimes when you could keep your mind on what you were doing,

and fittle noises and things didn't bother you?

How often were they a problem?

3 - Threshdld; Attention often (4-7 days/fweek)
disrupted by minor distractions cther kids would
be able toignore. Problem has significant effect
on functioning.

Did teachers compilain?
= LU U
HOTE: RATE BASED ON DATA REPORTED BY INFORMANT QR
OBSERVATIONAL DATA,

P C S

1 PSYCHOSIS, EPISODE DRUG U R

. Subject m .
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i
3. Difficulty Remaining Seated () ) () o0- Noinfomation.

Was there ever a time when you got out of your seat a lot at school? 00 () 1. Ndpresent.

Did vour get info trouble for this? : )

Was it hard to stay in your seat at school? What sbout dinner time? 0 () () 2. subthreshad: Occasionally hes difficuty
remaining seated when required to do so.

Parents: When your child was young, were you able fo take himher to Problem has only minimal effect on functioning.

church? Restaurants? )
Were these difficulties beyond what you would expect for a child his/er () () () 3. Threshold: Often (4-7 days/week) has difficulty
age? remaining seated when required to do so.
Froblem has significant effect on functioning.

NOTE: RATE BASED ON DATA REPORTED BY INFORMANT OR

OBSERVATIONAL DATA. PAST: [I D D

Take into account that these symptoms tend to improve with age.

Carefully check if this symptom was present when the child was P c s

younger.

P € s
4. Impulsivity () () () o0- Noinfomation.

Do you act before you think, or think before you act? () () () 1- Nopresent.

Has there ever been a time when these kinds of behaviors got you info

brouble? Give some examples. () () () 2- Subthreshold: Occasionally impulsive.

Problem has only minimal effect on functioning.

(THIS ITEM IS NOT A DSM-5 CRITERION - DO NOT INCLUDE IN

SYMPTOM COUNT) () () ()  3- Threshold: Often (4-7 daysiweek) impulsive.
Problem has significant effect an functicning.

PAST: g g g

IF RECEIVED A SCORE OF 3 ON THE CURRENT RATINGS OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE
ATTENTION DEFICIT HYPERACTIVITY DISORDER {(CURRENT) SECTION IN THE NEURODEVELOPMENTAL,
DISRUPTIVE, AND CONDUCT DISORDERS SUPPLEMENT AFTER COMPLETING THE SCREEN INTERVIEW.

IF RECEIVED A SCORE OF 3 ON THE PAST RATINGS OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE ATTENTION
DEFICIT HYPERACTIVITY DISORDER (PAST) SECTION IN THE NEURODEVELOPMENTAL, DISRUPTIVE, AND CONDUCT
DISORDERS SUPPLEMENT AFTER COMPLETING THE SCREEN INTERVIEW.

— NO EVIDENCE OF ATTENTION DEFICIT DISORDER.

NOTE: (RECORD DATES OF POSSIBLE CURRENT AND PAST ATTENTION DEFICIT HYPERACTIVITY DISORDER).

. Subject EE .
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The essential feature of this disorder is a recurrent pattern of negativistic, defiant, disobedient, and hostile behavior toward authority
figures that persists for at least & months and oceurs more frequently than is typically observed in individuals of comparable age and
developmental level.

Keep in mind differential diagnoses of depressive disorder, bipolar discrder, anxiety disorders, ADHD, psychosis, substance use
disorders or medical iliness. Also consider environmental issues.

While the DSM-5 is not clear regarding this issue, consider making this diagnosis if symptoms are present in more than cne setting
(i.e., home and school) consider diagnesis of Parent-Child Relaticnal Problem if symptoms occur OMLY at home.

P € S8
0 0

1. Loses Temper () 0- Noinfomation.
() () 0 1 - Mot present,
DSM-5 DR# 8: Felt angry or lost your temper:
0 0 0 2 - Subthreshold: Occasional severe temper cutbursts.

Farent Raling: Child Rating: {less than 1 time weekly).
() () () 3- Threshold: Less severe authursts daily or
Has there ever been a time when you would get upsef easily and lose your
te s severe temper outbursts at least once a week
dhoiod Qutbursts more severe and mare often than a
Did it take much fo get you mad?
gern typical child hisher age; cause impairment.

How often did you get really mad or annoyed and lose your temper?
. P c s
In order to be sure this is a temper cutburst, ask:

Where do you lose your temper?
What do yvou do when you have a femper tantrum

P C s
2 Argues A Lot With Adults/Authority Figures 0 O O 0 - Noinformation.
Was there ever a time when you would argue, talk back, "smart mouth” a lot () () ()  1- Notpresent
with adufts? Your parents or teachers?
What kinds of things did you argue with them about? () () () 2- subthreshdd: Occasionally argues with parents
Did you argue with them a lot? and/or teachers; less than once per week.
How bad did the fights get?
3 - Threshold: Often argues with parents and/or

NOTE: ARGUING INCLUDES AN UNWILLINGNESS TO COMPROMISE, () () () teach t least fi K
GIVE IN, OR NEGOTIATE WITH ADULTS OR PEERS. :;Z;r:n(g btk et et R

than a typical child histher age.

= JOL
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3. Disobeys Rules A Lot/Defies or refuses to comply with adult (0 f () 0- Noinformation.

it
s O 0 O

1- Mot present.

Do you ever deliberately defy or disobey the rules at home? School? How
() () () 2- Subthreshdd: Occasionally actively defies or

often?
Do you think that your parentstteachers ask you to do things that you refuses adult requests or rules; less than one
shouldn't have to do? Like what? time per week.
In-axddition sk the folowing f‘?‘ adqlescer_lts: - ) 0 0O 0 3 - Threshold: Often actively defies or refuses adult
How often fo you get away with things without getting into frouble or without recuests or nules (atlsast once  week)

thing caught? Does this get you into frouble? =
Ul M Discbedient mere often than a typical chid hisher age.

= DO

— IFRECEIVED A SCORE OF 3 ON THE CURRENT RATINGS OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE
OPPOSITIONAL DEFIANT DISORDER (CURRENT) SECTION OF THE NEURODEVELOPMENTAL, DISRUPTIVE, AND
CONDUCT DISORDERS SUPPLEMENT AFTER FINISHING THE SCREENING INTERVIEW.

— IF RECEIVED A SCORE OF 3 ON THE PAST RATINGS OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE
OPPOSITIONAL DEFIANT DISORDER (PAST) SECTION OF THE NEUROCDEVELOPMENTAL, DISRUPTIVE, AND
CONDUCT DISORDERS SUPPLEMENT AFTER FINISHING THE SCREENING INTERVIEW.

— NO EVIDENCE OF OPPOSITIONAL DEFIANT DISORDER.

NOTE: (RECORD DATES OF POSSIBLE CURRENT AND PAST OPPOSITIONAL DEFIANT DISORDER).

. Subject EE .
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The essential feature of Conduct Disorder is a repetitive and persistent pattern of behavior in which the basic rights of others or major
age appropriate societal rules are violated. Three behaviors must have been present during the past 12 months with at least one

present in the past 6 months.

Keep in mind differential diagnoses of mood disorders, ADHD, psychosis, substance abuse.

If symptoms occur only during manic episode, consider NOT giving both diagnoses.

o
e}
I

0 0 0

Everybody lies. Some kids tell lies to exaggerate, some kids telllies to get out 0O 0 0
of trouble, while cthers tell lies to con/cheat others. O 0 0

1. Lies

Do you ever telf lies?

What type of ies do you fell?

Who do you lie to? 0 0 0
Have people ever called you a liar?

What's the worst lie you ever told?

Did you fie to get other peaple to do things for you?

Did yous fie to get ouf of paying peaple back money of some favor you owe
them?

Has anyone ever called you a con?

Complained that you broke promises a lot?

How often didf you lie?

NOTE: ONLY RATE POSITIVE EVIDENCE OF LYING TO CHEAT OR
"CON."

Io
- 1o
It

2. Truant () ( 0

Has there ever been a time when you skipped a whole day of school when 0 0O 0
your parents didn't know about it?

Did you ever go to sehool and leave early when you were not really 0 0O 0
supposed to? How about going in fate?

Did you someltimes miss or skip ciasses in the morning? O 0O O
Did you get info trouble? How often?

For adolescents: How old were you when you first started to play hooky?

NOTE: ONLY RATE POSITIVE INCIDENTS OF TRUANCY BEGINNING
BEFORE THE AGE OF 13. IN ADDITION, TRUANCY IS ACTIVELY
MISSING PART OR ALL OF A SCHOOL DAY REGARDLESS OF
PARENT ABILITY TO ENFORCE ATTENDANCE.

0 - Moinformation.
1- Mot present,

2 - Subthreshald: Occasionally lies. Lies more often
than a typical child his/her age.

3 - Threshold: Lies often, multiple times per week
of more (to con or cheat).

PAST: g g g

0 - Moinformation.
1- Not present.

2 - Subthresheold: Truant on one isclated incident.

3 - Threshold: Truant on numerous occasions
(e.g. 2 or more days or numerous partial
days).

= DO

Subject
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P C S8
3. Initiates Physical Fights () () () o0- Noinformation.
Has there ever been a time when you got into many fist fights? () () 1- Netpresent
Who usually started the fights? O 0 0 ) . )
What's the worst fight you ever got info? What happened? Did anyone getf 2> Subthrr:shdd._ Flght_s w't.h | caly.. Nefight
hurt? has resulted in sericus injury to peer (e.0. no
Wh(la did you usually fight with? medical intervention required, stitches, ete.).
Hawve you ever hit a teacher? One of your parents? Another adult?
How often did you fight? 0 0 0O 3 - Thresheold: Reports at least cne physical fight
Have vou ever fried or wanted to kil someone? invohing an adult (e.g. teacher, parent) OR
reports starting frequent fights, with one or
NOTE: TAKE INTO ACCOUNT CULTURE, BACKGROUND, AND mere fights resulting in serious injury to a peer,
NEIGHBEQRHOQD. of frequent fights not resulting in injury (at least
1-2 times per month).
UIRE ABOUT BOTH O OLL! PAST: |:| D |:|
1- Gang involvement. Are you or any of your fiends in a gang? The P C g
Crips? Bioods? Another gang?
O Check here if evidence of gang involvement.
2 - Homicidal intent. Hawve you ever thought about wanting fo kill someone or a group of
people? Do you have a gun or any other weapons?
O Check here if evidence of homicidal intent,
P C S8
4_Bullies, Threatens_ or Intimidates Others () () ()  0- Noinformation.
Do you ever Iy to bully kids or threaten kids to get them fo do something 0O 0 0 1- Mt present.
you want them fo do?
() () () 2- subthreshold: Occasionally bullies, threstens, o
How often did you do these things: intimidates.
__ callnames or make fun of other kids
__ threaten to hurt other kids () () ()  3- Threshold: Bullies, threatens, or intimidates
zs Pi_-f-‘:‘-ﬁ athers on multiple occasions, daily, almaost
__trip daily, or at least several times per week.

__ come up from behind and sfap or knock kids down
__ knock ifems out of kids hands
__ make other kids do things for you

NOTE: DO NOT COUNT TRIVIAL SIBLING RIVALRY.

. Subject
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P

5. Monaggressive Stealin O

In the past year, have you stolen anything 7
What is the most expensive thing you stoje?
What other things have you stolen? From whom? From which stores? ()
Have yvou stolen a toy from a store? Money from your mom? Anything else?
How often have you sfolen things?

NOTE: ONLY COUNT THEFTS OF NON-TRIVIAL VALUE (e.q. $20.00 or
more) EXCEPTION: MULTIPLE THEFTS OUTSIDE THE HOME OF
TRIVIAL VALUE.

o]

@]
()
9]

()

0 - Moinformation.
1 - Mot present.

2 - Subthreshold: Has stolen without confrontation
of victim on only one occasion.

3 - Threshald: Has stolen without confrontation of
victim on 2 or more occasions.

PAST: Q g g

— IFRECEIVED A SCORE OF 3 ON THE CURRENT RATINGS OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE
CONDUCT DISORDER (CURRENT) SECTION IN THE NEURODEVELOPMENTAL, DISRUPTIVE, AND CONDUCT

DISORDERS SUPPLEMENT AFTER FINISHING THE SCREENING INTERVIEW.

IF RECEIVED A SCORE OF 3 ON THE PAST RATINGS OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE CONDUCT

DISORDERS (PAST) SECTION IN THE NEURODEVELOPMENTAL, DISRUPTIVE, AND CONDUCT DISORDERS

SUPPLEMENT AFTER FINISHING THE SCREENING INTERVIEW.

— NO EVIDENCE OF CONDUCT DISORDER.

NOTES: (RECORD DATES OF POSSIBELE CURRENT AND PAST CONDUCT DISORDER. MAKE NOTES ABOUT GANG

INVOLVEMENT).

. Subject
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1 Mator Tics () () () o0 Noinformation.

Has there ever been a time when you noticed your muscles moved in a way () () () 1- Nopresent.

that you did not want them fo, or that you didn't expect?
Like raising your eyebrows (demanstrate), binking a whole fot () () () 2. subthreshold; Specific tic behaviors present
(demonstrate), scrunching up your nose (demonstrate), shrugaing your Y ;

shoulders (demonstrate), or moving vour head like this (demonstrate) 7 Tics have not persisted for & full year.

Ever blink a whole jot or real hard and not be abie fo sfop?

About how often did this happen? () () ()  3- Threshold: Specific tic behaviors are present.
The frequency may wax and wane, but tics
NOTE: RATE BASED ON REPORT AND OBSERVATION, fhatve G prasentfor atleast & vear-

Do not rate positively if due to compulsions of OCD or steredhypic PAST:
moverments of PDD.
P C S

P € s
2. Phonic Tics () () ) o0- Noinformation.
Has there ever been a time when you made noises that you didn't want to 0 0O 0 1- Mot present.
make, repeated sounds or words that you don't want to say
Like sniffing, coughing, or clearing your throaf when you didn't have a cold? 0 0 O 2 - Subthreshold: Specific tic behaviors present

Making animal sounds or grunting sounds, or even repeating things that vou

or ofher people said? Tics have not persisted for a full year.

NOTE: RATE BASED ON REPORT AND OBSERVATION. () () () 3. Threshold: Specific tic behaviors are present.

The frequency may wax and wane, but tics
have been present for at least a year.

PAST: g g g

— IF RECEIVED SCORE OF 3 ON CURRENT RATINGS OF MOTOR QR PHONIC TIC ITEMS, COMPLETE THE TIC
DISORDERS {CURRENT) SECTION IN THE NEURODEVELOPMENTAL, DISRUPTIVE, AND CONDUCT
DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

— IF RECEIVED SCORE OF 3 ON PAST RATINGS OF MOTOR QR PHONIC TIC ITEMS, COMPLETE THE TIC DISORDERS
(PAST) SECTION IN THE NEURODEVELOPMENTAL, DISRUPTIVE, AND CONDUCT DISORDERS SUPPLEMENT AFTER

FINISHING THE SCREEN INTERVIEW.

— NO EVIDENCE OF TIC DISORDER.

NOTE: (RECORD DATES OF POSSIBLE CURRENT AND PAST TIC DISORDERS).
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Autism Spectrum Disorders are characterized by severe and pervasive impairment in several areas of development: reciprocal social
interaction skills, communication skills, and the presence of stereotyped behavior, interests, and activities. The qualitative
impairments that define these conditions are distinctly deviant relative to the individual's developmental level or mental age.

1) These discrders are usually evident early in life. For each item below, remember to assess the duration of the symptom and whether it has been present
by preschoo or before. Also, for each item, please remember to synthesize your clinical observation of behavior cbsenved during the intendew into the
Summary rating.

2} If the child denies it, but parents report and/or you also cbserve symptom while inteniewing the child, give more weight to parents and/or your cbservation
than the child's report because she may not be aware of his/her problem.

3) For all symptoms below, take into account whether they are better accounted by other psychiatric disorder (mainty OCD, ADHD, psychosis, mental
retardation, severe social anxiety). or medical or neurological conditions. Also. take into account the developmental stage of the child, normal behaviors
and emdtions, history of abuse or neglect, and the cultural background of the family and the child.

4) Remember torate the symptoms as positive if you cbserve them during the inteniew. For example, parents and/or child may deny that the child has odd
movements and the child keeps flapping his/her hands or shows persistent toe walking in your office. Parents or child report that he/she is very
personable, friendly and has good non-verbal communication; however, you do nat observe this during the interview. In this case, you can bring this to
the parents attention in a polite way. For example, you can tell parents, "During the interview, | noticed that your child does nat or avoids locking at me
{or | saw such and such movements), is this something new or have you and cthers cbserved the same?

NOTE: MOST SECTIONS OF THE K-SADS-PL HAVE SAMPLE PROBES TO ELICIT SYMPTOMS FROM CHILDREN. THIS SECTION HAS SAMPLE
PROBES TO USEWITH PARENTS ASIT IS ASSUMED PAREN i = HE BEST INFORMAN o HESE BEHAVIORS AND MAN
CHILDREN WITH AUTISM SPECTRUM DISORDERS WILL NOT HAVE INSIGHT REGARDING THE PRESENCE AND SIGNIFICANCE OF THESE
SYMPTOMS. THESE ITEMS SHOULD BE SURVEYED WITH THE CHILDREN, BUT GREATER WEIGHT GIVEN TO PARENT REPORT AND
INTERVIEWER OBSERVATIONS WHEN SCORING INDIVIDUAL ITEMS.

1. Stereotyped or repetitive speech, motor movements P C s
i i o
oruse of objects ) ) () 0 - MNoinformation.
Does your chid have any unusual motor mannerisms fike hand fiapping, () () () 1 - Mot present. Mo odd hand of finger mannerisms..
head weaving, body rocking, ar body spinning# . o
What about a preoccupation with wiggling histher fingers? 0 0 0 2 - Subthreshold: A few isclated incidents, rarely

chserved.
Does your child repeat what you say? Parrot your speech or the
speech of others? Repeatedly use idiosyncratic phrases?
0 0O O 3 - Threshold, Oceassional or more frequent
Any other repetitive habits? Maybe an unusual or odd use of a toy or CCCUmence.

household object?
P C S

Child: Do you like to watch your hands while you wiggle your fingers?
Does rocking back and forth calm you when you are upset?
Do people ever tell you fo stay stil and stop spinning #

NOTE: RATE BASED ON PARENT AND CHILD REPORT AND
BEHAVIORAL OBSERVATION.

Subject

. Date 7 /1210 Interviewer h_l_d .

This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely
for the purpose of reviewing or performing this study.



Supernus® Pharmaceuticals, Inc. CONFIDENTIAL

810P302 Version 7.0 Page 143 of 225
KSADS-PL SCREEN INTERVIEW:
s . Autism Spectrum Disorders page 38 of 52 .
P € 8
2. Insi nce on eness Inflexible adherenc utines, Ritualize

() () ()  0- Noinformation.

Is vour child rigid and unabie to tolerate small changes in plans or routines 00 0 1~ Net present, Flexdbility within normal range,

that you would not expect fo cause a problem (ke driving to school a O 0) 0
different way, going down the grocery store aisies in a different order, or

having a picnic on the family room floor instead of eating at the table) 7

Do you work real hard to avoid changes in schedule as io not upset your O O O
child?

Has he or she been that way since before kindergarten?

2 - Subthreshdd: Only mildly inflexible, or inflexibility
not evident in early childhood.

3 - Threshold: Significant and persistent rigid
adherence to routines and rituals that elicit
distress when interrupted. Pattern of behavior

For example, when your child cutgrows his/her clothes, does he resist evident since earty childhood.

wearning new clathes?
PAST:
Does your child hate changes in routine, ke if he /she usually takes a bath
P C S

or get dressed af a cerfain time and is unable to do so for some parlicular
reason, does your child get very upset?

Child: Do you gef really upset when there is an unexpected change in your
plans or the way you usually do things, like if there iz a delay in the start of
school, if dinner is a little earlier than usual or if you have fo drive home a
different way than usual?

i tri i interests t e ab li

intensi r foc () () () 0 - Moinformation.

o0 0 0 1- Mot present.
Often these are primarily manifest in the development of encompassing

precccupations about a circumscribed topic or interest, about which the () () () 2-subthreshdd: Unusual precccupations that do
individual can amass a great deal of facts and information. These interests not cause significant impairment or take
and activities are pursued with great intensity often to the exclusion of other excessive amounts of time.

acthities. Rate focus andfor intensity.
() () ()  3.Threshold: Definitely preoccupied with one or

Parent: Does vour child have interests that are not typical for other children more stereotyped and restricted patterns of
histher age, ke an interest in ceiling fans or radistors? interest that is abnormal either in intensity or
Has he or she memorized unusual facts ke bus schedules, history facis, or focus. Causes significant impairment in social
other sorts of facis that precccupy him or her daily? functiening er limits participation in cther
Does your child have one specific activity that he/she is focused on? activities.

Do you think that he/she is "too obsessed" with certain activities or inferests

beyond what you would expect for a child of his/her age? PAST: D D D
P C S

Child: Is there something special you are interesfed in that you really fike o
falk about, read about, or do? Tell me about it

NOTE: RATE THIS AS POSITIVE IF IT IS INAPPROPRIATE FOR THE
AGE AND CULTURE OF THE CHILD, AND IT IS EXAGGERATED. DO
NOT SCORE PREQCCUPATION WITH VIDEQGAMES OR COMPUTER
GAMES HERE.

Do not rate positively if behavior related to cther diagnosis such as OCD ora
psychosis.

m e TR
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KSADS-PL SCREEN INTERVIEW:
2013 . Autism Spectrum Disorders page 39 of 52 .
P € S
4. (3 () () o0- Noinformation.

Eye to Eye Gaze: Do you frequently have to remind your child to ook at yous (3 () () 1- Netpresent. Nopreblems in any of these areas.

ar the person s/he is talking to? _
Facial Expressions: Does your child shaw the typical range of facial (3 () () 2-subthreshdid: Subtle preblems in cne or more
expressions? area, which is evident to family members and

Can you see joy on his/her face when /she is happy? professionals but not toteachers or classmates.

Does s/he pout when sfhe is sad?

Does s/he show less common facial expressions like surprise, interest, () () ()  3-Threshold: Problems with one or more aspects
and guitt? of non-verbal behaviors cause functional
Gestures: As a foddier or preschooler, did your child use commeon gestures impairment.
like pointing to show interest, clapping when happy, and nodding to
indicate yes'? PAST:
For school age children and adolescents: Does he /she use gestures fo
help show how something works or while they are explaining something? P P S

Indicate problematic areas of non-verbal behavior:
O Gaze O Expressions O Gestures

Mote: Do not rate positive if due to shyness or anxiety and more pronounced
with unfamiliar others.

IF REGEIVED A SCORE OF 3 ON CURRENT RATING OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE AUTISM
SPECTRUM DISORDERS (CURRENT) SECTION IN THE NEURODEVELOPMENTAL, DISRUPTIVE, AND CONDUCT
DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

IF RECEIVED A SCORE OF 3 ON PAST RATING OF ANY OF THE PREVIOUS ITEMS, COMPLETE THE AUTISM
SPECTRUM DISORDERS (PAST) SECTION IN THE NEURODEVELOPMENTAL, DISRUPTIVE, AND CONDUCT
DISORDERS SUPPLEMENT AFTER FINISHING THE SCREEN INTERVIEW.

— NO EVIDENCE OF AUTISM SPECTRUM DISORDERS

NOTE: (RECORD DATES OF POSSIBLE CURRENT AND PAST AUTISM SPECTRUM DISORDERS).

m e JTER
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KSADS-PL SCREEN INTERVIEW:
A . Tobacco Use page 40 of 52 . ‘

Codes for the Following Iltems: 0= Mo Information 1= No 2=Yes

i Parent Child Summary

1. Use | o 1 2|0 1 2|0 1 2
A. Ever smoked 0O 0 oj0 0O 00 0O 0

B. Ever chewed tobacco 0O O 00 0 OO0 O 0

C. Ever smoked (or chewed) tobacco daily for 1 month or more GO O OO O Ol OO0

MNotes:

DSM-5 DR# 21. Smoked?

Parent Rating: Child Reting:

— IF EVER USED TOBACCO, COMPLETE QUESTIONS BELOW.

— |IF NO EVIDENCE OF TOBACCO USE, GO TO ALCOHOL USE SECTION ON THE FOLLOWING PAGE.

Parent Child Summary
2. Quantity of Tobacco Use
A. Current Use (cigarettes/day or "dips" of chew/day)
B. Greatest amount of Use (cigarettes/day or "dips" of chew/day)
Age (years):
3. Have you ever smoked or "dipped" chew at least once a day for a 0o 1 2|0 1 2|0
month or more? G O Q1 O OO0 O O
(1 cigarette or 1 "dip" of chew a day or more for at least 30 days)
Age of first regular use (in months):
_ 0 1 1 0o 1
SSrelempnionus B e Do e
_ 0o 1 0 1 2|0 1 2
5. Ever quit OO0 00 0 0o 00
If yes, report longest number of months:

Notes:

Subject

. Date f / 210 Interviewer m .
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KSADS-PL SCREEN INTERVIEW:
ms . Alcohol Use page 41 of 52 .
Codes for Remaining Items: @ = Mo Information 1= No 2=Yes

Begin this section with a brief {2-3 minute) semi-structured interview to obtain information about drinking habits.

Probes: How old were you when you had your first drink? What's your favorite thing fo drinkDo you have a group of friends you usually drink with, or do you
usually drink alone? Where do you usually drink? At home? Parties? A friend’s house? The street? Bars? Are there special limes when you are more likely to
drink than others? School dances or other parties?How old were you when you started to drink regularly, say two drinks or more per week? In the past six months
has there been at least one week in which you had at least two drinks?

DSM-5 DR# 20: Alcoholic Beverage:

Parent Rating: Child Rating:
Parent Child Summary
1. Use
A. Drank two drinks in one week four or more times 0 1 2 0 1 2 0
{one drink is equivalent to a 120z bottle of beer, Soz glass of wine, or 1.50z shot of O O O O O/0 0O 0
spirits/hard liguar)
B. Age above (at first regular use - years)
C. Current frequency of use (days per month)
D. Have you ever had 3 or more drinks in a single day? 0 1 2 0 1 2 0 1 2

2. Problems related to alcohol 0 1 2 0 1 210 1 2

Has drinking ever caused you any problems at home? With your parents? With your
schoolwork? With vour teachers? With your friends? With a job?
Have you ever gotien in frouble while drinking #

3. Received treatment for alcohol problems.

Notes:

— |IFRECEIVED A SCORE OF 2 ON ANY OF THE PREVIOUS ITEMS, CONTINUE WITH QUESTIONS ON THE FOLLOWING
PAGE.

— |IF NO EVIDENCE OF CURRENT OR PAST ALCOHOL USE, GO TO SUBSTANCE USE SECTION ON PAGE 43.

. Subject E .
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2013 KSADS-PL SCREEN INTERVIEW:
. Alcohol Use Disorders page 42 of 52 .
P C s
1. Quantity 0 O 0 0 - Noinformation.
A. How many drinks do you usually have when you sif down fo () O O 1-1-2 drinks.
ik #

() () ()  2- 3o moredrinks.

PAST: g g g

P € S
B. What's the most you ever drank in a single day? When was that? () () () o0- Noinformation.
How about in the last six months?
What's the most you drank in a day? () () () 1. 1-2drinks.
(Y () () 2-3or more drinks.
P Cc s
£ ¢ s
2. Frequency () ) () o0- Noinformation.
What's the most number of days in a given week that you had something to O 0O 0O 1-1-2days.
e il 0O 0O O 2-3cmoeda
Do vou usually drink Friday and Saturday night? Midweek too? s
P C S
P C S
3. Concern from Others about Drinking () () () o0- Noinformation.
Has anyone ever complained about your drinking? Friends? Parents? 03] () () 1- No.
Teachers?
Have you ever been worried about it at all? () () ()

2- Yes.
P Cc S

— IF RECEIVED A SCORE OF 2 ON THE CURRENT RATINGS OF ANY OF THE ABOVE ITEMS, COMPLETE THE ALCOHOL
USE DISORDER (CURRENT) SECTION IN THE EATING DISORDERS AND SUBSTANCE-RELATED DISORDERS
SUPPLEMENT AFTER COMPLETING THE SCREEN INTERVIEW.

— IF RECEIVED A SCORE OF 2 ON THE BAST RATINGS OF ANY OF THE ABOVE ITEMS, COMPLETE THE ALCOHOL
USE DISORDER (PAST) SECTION IN THE EATING DISORDERS AND SUBSTANCE-RELATED DISORDERS
SUPPLEMENT AFTER COMPLETING THE SCREEN INTERVIEW.

— NO EVIDENCE OF ALCOHOL USE DISORDER.

. Subject E .
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KSADS-PL SCREEN INTERVIEW:
i . Substance Use page 43 of 52 .

Codes for Remaining ltems: 0 = Mo Information 1 =No 2=Yes

Prior to beginning this section, give the subject the list of drugs included in the back of this interview packet. Remind child
about the confidential nature of the interview prior to beginning probes (if appropriate).

1. Drug Use  Let me know if you have used any of the drugs on this list before, even if you have only tried them once. Which ones have you used?

DSM-5 DR# 22: Mariuana, cocaine, ete: DEM-5 DR# 23: Use medications without MD prescription:

Parent: Child: Parent: Child Rating: Parent Child Summary
Ever Ever Ever

a. Cannabis (0 O O O O O 0
Marijjuana, pot, hash, THC

b. Stimulants
Speed, uppers, amphetamines, dexedrine, diet pills, crystal meth

c. Sedatives/Hypnotics/Anxiolytics
Barbifurates (sedatives, downers), Benzodiaz epine, quaalide (ludes), valum, fibrium,

scamre 00|00 o0]oo
° OE::\:;. morphine, codeine, methadone, demerol, percodan, oxycontin 9 Oa 0 e a0
f. F’Cﬂzge‘dm O O O[0 G 00 O O
g. Hallucinogens O O O 6 O/0 O 0

Psychedelics, LSD, mescaline, peyote

h. Sclvents/Inhalants
Giue, gasoline, chiorofarm, ether, paint

i. Other

Frescription drugs, nitrous oxide, ecstasy, MDA, efc. 0 00 O 0 00 00
Specify:
JPolyeataice OO0 000 000 o0

{Assess for combined use of all listed substances)

Notes:

— IF USED ANY DRUGS, COMPLETE ITEM ON THE FOLLOWING PAGE.

— IF NO EVIDENCE OF CURRENT OR PAST SUBSTANCE USE, GO TO POST-TRAUMATIC STRESS DISORDER SECTION
ON PAGE 46.

. Subject E .
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KSADS-PL SCREEN INTERVIEW:
s [l Substance Use Disorders page 44 of 52 ]

1. Frequency
In the past six months, what is the most you have used 4
Every day or almost every day for af least one week? Less? More?
Was there a time when you used more?

Criteria:

0 = No information.
1 = Mot present.

2 =Less than cncea menth, Parent Parent Child Child St y  Summary
3 = More than once a month. CE MSP CE MSP CE MSP
_ 0123 2 01 3 0 1 2 0123 0123
9. Langhils OO0V OOOOIDOOO

Marijuana, pot, hash, THC

b. Stimulants
Speed, uppers, amphetamines, OO0 0000 0000 0000010000
dexedrine, diet pils, crystal meth

2]

. Sedatives/Hypnotics/Anxiolytics
Barbiturates (sedatives, downers), QOO0 0000 0000000 00
Benzodiazepine, guaaiude (iudes),
valium, librium, xanax

d. Cocaine

Coke, crack OO0 000000000000 00000[10000

e. Opioids
Heroin, morphine, codeine, oxycontin QOOOO0000000 0000 0000100010
methadone, demerol percodan

f. PCP
Angel dust QD000 IO00000 00000 0000100040

g. Hallucinogens

Psychedelics, LSD, mescaiine, peyote | () (D QYO OO OO0 |00 GO OO0 0O000O00[0O000O0

h. Solvents/Inhalants

Glue, gasoline, chioroform, ether, paint | () 2 OO0 OO OGO GO QOO0 OCO0O00O 0000
i. Other
Frescription drugs, nitrous oxide, OOOO0O0O0000gO0]00000000[0000
ecstasy, MDA, efc.
Specify:

. Polysubstance
(Assess for combined use of all listed OO0 OO0 I0000 000000000000

substances)

Notes:

. Subject E .
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KSADS-PL SCREEN INTERVIEW:
2013 . Substance Use Disorders page 45 of 52 .
Codes for Remaini ms: 0 = Mo Information 1=MNo 2=Yes
Parent Child Summary
0 1 2|0 1 2|10 1 2
2. Problems related to substance usefabuse OO0 ol o oo oo

Hag your use of ____ ever caused you any problems at home? With yvour parents 7 With your
schoolwvork? With teachers? With friends? With the police?

Notes:

— IFRECEIVED A SCORE OF 3 ON THE CURRENT FREQUENCY ITEM FOR ANY DRUG, COMPLETE THE SUBSTANCE
ABUSE (CURRENT) SECTION IN THE EATING DISORDERS AND SUBSTANCE-RELATED DISORDERS
SUPPLEMENT AFTER FINISHING SCREEN INTERVIEW.

— IFRECEIVED A SCORE OF 3 ON THE PAST FREQUENCY ITEM FOR ANY DRUG, COMPLETE THE SUBSTANCE
ABUSE (PAST) SECTION IN THE EATING DISORDERS AND SUBSTANCE-RELATED DISORDERS
SUPPLEMENT AFTER FINISHING SCREEN INTERVIEW.

— NO EVIDENCE OF SUBSTANCE USE DISORDER.

NOTE: {(RECORD DATE OF POSSIELE CURRENT AND PAST SUBSTANCE ABUSE).

. Subject E .

This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely
for the purpose of reviewing or performing this study.



Supernus® Pharmaceuticals, Inc.

CONFIDENTIAL

810P302 Version 7.0 Page 151 of 225
KSADS-PL SCREEN INTERVIEW:
" . Post Traumatic Stress Disorder page 46 of 52 .

Codes for the Following Items: 0 = Mo Information

1=No

2=Yes

1. Traumatic Events

Probe:

fam going to ask you about a number of bad things that sometimes happen fo children your age, and I want you to tell me if any of these things
have ever happened fo you. Be sure fo telf me if any of these things have ever happened, even if they only happened one time.

A. Car Accident

Have you ever been in a bad car accident?
What happened?

Were you hurt?

Was anyone else in the car hurt?

B. Other Accident

Have you ever been in any other type of
bad aceidents?

What about a biking accident?

Other accidents?

What happened?

Were you hurt?

C. Fire

Were you ever in a serious fre?

Did your house or school ever catch on
fire?

Did you ever start a fire that got ouf of
control? What happened?

Did anyone get hurt?

Was there a ot of damage?

D. Witness of a Disaster

Hawve you ever been in a really bad storm,
like a tornado or a hurricane?

Have you ever been caught in fioods with
waters that were deep enough to swim in?

Criteria

Significant car accident in which child or
other individual in car was injured and
required medical intervention.

Significant accident in which child was
injured and required medical intervention.

Child close witness tofire that caused

significant property damage or moderate to

severe physical injuries.

Child witness to natural disaster that
caused significant devastation,

. Subject

Parent Child Summary
Ever Ever J Ever
0 1 2 1 0

This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely
for the purpose of reviewing or performing this study.



Supernus® Pharmaceuticals, Inc. CONFIDENTIAL
810P302 Version 7.0 Page 152 of 225

KSADS-PL SCREEN INTERVIEW:
s . Post Traumatic Stress Disorder page 47 of 52 .

Codes for the Following Items: 0 = Mo Information 1 =No 2=Yes

1. Traumatic Events (cont’

Probe:
fam going to ask you about a number of bad things that sometimes happen fo children your age, and I want you to tell me if any of these things
have ever happened fo you. Be sure fo telf me if any of these things have ever happened, even if they only happened one time.

Parent Child Summary
Criteria Ever Ever | Ever
E. Witness of a Violent Crime 0o 1 2|0 1 2|0
, ] o O O 0l 0 olo o o
Did you ever see someone rob someone or Child close witness tothreatening or vident - - -— - - -l T _________
shoot them? crime.

Steal from a sfore or jump someone?

Take someone hostage? What happened?
Where were you when this happened?
Was anyone hurt?

F. Victim of Violent Crime 0 1 210 1 20 1
; : e . ) G 6 R Tl I ¢ i T It 6 DO ) O
Did anyone ever mug you or attack you in Child victim of sericusly threatening or R e T ST Ol L B SEAP U RIRUR (o) ya o O o R
some other way? What happened? vident crime.

Were you hurt?

G. Confronted with Traumatic News 0o 1 2 0 1 2
O O OO 0 00 OO0
Have you ever gotten some really bad Learned about sudden, unexpected death J
news unexpectediy ? Like found out of aloved one, or that loved one has
someone you loved just died or was sick life-threatening disease.

and would never get betler?

H. Terrorism Related Trauma b 1 2|0 1 20 1
5 s : 0 OO0 O O 0 0 O
Were you affected by the events of Boston Loved one missing for extended period of
Marathon bombing or any other terrorist time or sericusly injured or killed by terrorist
atfack? attack.

. Subject E .
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KSADS-PL SCREEN INTERVIEW:
s . Post Traumatic Stress Disorder page 48 of 52 .
Codes for the Following Items: 0 = Mo Information 1 =No 2=Yes

1. Traumatic Events (cont’

Probe:
1 am going fo ask vou about a number of bad things that sometimes happen to children your age, and | want you fo tell me if any of these things have

ever happened fo you. Be sure fo fell me if any of these things have ever happened, even if they only happened one fime.

Parent Child Summary
Criteria Ever Ever J Ever
I. War Zone Trauma 0o 1 2|0 1 20
e y O O[O 0O OO0 o O
Have you ever lived in a war zone? Lived in war zone. Witnessed deathand - ----- -l _________
Had your home attacked? mass destruction.

Witnessed the kiling or rape of others?
Seen everything around you set on fre?

Protective Services: Has your family ever received services from CYS/IDCF? O cCurrent O Pastt

J. Witness to Domestic Viclence O 0 olo o olo o o
Some kids' parents have a lof of nasty Child witness to explosive arguments
fights. They call each other bad names, invalving threatened or actual harm to
throw things, threaten to do bad things to parent.
each other, or sometimes really hurt each
other.

Did your parents (or does your mother and
her boyfriend) ever get in really bad fights ?

Tell me about the worst fight you remember
your parents having. What happened?

K. Physical Abuse 0o 1 2|10 1 20 1
) ) i (1 Y 0y ) 6y ¢y (2 O
When your parents got mad at you, did Bruises sustained on more than one
they hit you? occasion, of more serous injury sustained.

Have you ever been hit so that you had
bruises or marks on vour body, or were
hurt in some way? What happened?

. Subject E .
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KSADS-PL SCREEN INTERVIEW:
s . Post Traumatic Stress Disorder page 49 of 52 .
Codes for the Following Items: 0 = Mo Information 1=No 2=Yes

1. Traumatic Events (cont’

Probe:
1 am going fo ask vou about a number of bad things that sometimes happen to children your age, and | want you fo tell me if any of these things have
ever happened fo you. Be sure fo fell me if any of these things have ever happened, even if they only happened one fime.

Parent Child Summary
Criteria Ever Ever Ever
L. Sexual Abuse 0 1 20 1 20 1
. ) O O[O0 O OO0 O 0
Did anyane ever touch you in your private Isdlated or repeated incidents of genital
parts when they shouldn't have? What fondiing, oral sex, or vaginal or anal
happened? intercourse.
Has someone ever touched you in a way
that made you feel bad?

Has anyone who shouldn't have ever made
you undress, touch you between the legs,
make you get in bed with himvher, or make
you play with his private parts?

Was CYF ever involved with your famify ?

M. Other 0o 1 2,0 1 2|0 1

Is there anything else that happened fo you Recordincidentbélow;: =00 hdiucdiiaedinlecTioctiaaZibiniiadnioad
that was really bad, or something else you
saw that was really scary, that you want fo
telf me about?

Incident:

If parental substance abuse andfor
neglect known or suspected: Has there
ever been a time when your mom or dad
wenf on a drug binge and feft vou and your
siblings alone for a day or longer? Were
you worried they wouldn't come home or
that something bad happened to them?

— IF EVIDENCE OF PAST TRAUMA (A SCORE OF "2" ON ANY ITEM}, COMPLETE THE POST-TRAUMATIC STRESS DISORDER
QUESTIONS ON THE FOLLOWING PAGE.

— |IF NO EVIDENCE OF PAST TRAUMA, END THE SCREENING INTERVIEW. COMPLETE PRELIMINARY LIFETIME DIAGNOSES
WORKSHEET AND APPROPRIATE SUPPLEMENTS.

NOTE: (RECORD DATES OF PAST TRAUMATIC EVENTS).

. Subject .
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KSADS-PL SCREEN INTERVIEW:
Post Traumatic Stress Disorder

page 50 of 52

Codes for the Following ltems: 0 = No Information

1=No

2=Yes

NOTE: If more than one traumatic event was endorsed, inguire about symptom presence in refation to ANY of the traumas.

NOTE: IN DISCUSSING TRAUMATIC EVENTS WITH CHILDREN, IT IS IMPORTANT TO USE THEIR LANGUAGE IN YOUR DIALOGUE. (e.g. Do
you think about when he stuck his pee-pee up your bum often?)

Has there ever been a time when you kept
seeing again and again?

How often did this happen?

Did what happen keep coming info your
ming’?

Did you think about it a iot?

2, Eeelings of Detachment

1z it hard for you fo trust other people?
Do vou feel like being alone more often
than before?

Like you just don't feel ike being around
people now that you used to like being
around before?

Do you feel aione even when you are with
other peaple?

3. Efforts to Avoid Activities or Situations
that Remind you of the Trauma

Are there places or thigs that remind you of

__ 7 Do you try to avaid them? You

said before that ___ sometimes reminds

you of what happened. Dio you try to aveid
7

4. Mightmares

Hag there ever been a time when you had a
ot of nightmares 7

Did you ever dream about
offen?

Do vou have other scary dreams?

? How

Parent Parent Child Child
CE MSP CE MSP
o 1 2 1 2 0 1 0 1
0 0O OO0 O OO0 O O0 0

Note: In children content of dreams may be frightening without directly relating to trauma.

Subject
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2013 . KSADS-PL SCREEN INTERVIEW: .
Past Traumatic Events page 51 of 52
Codes for the Following Items: 0 = Mo Information 1=No 2=Yes
Parent Parent Child Child Summary Summary
CE MSP CE MSP CE l MSP
5. Hypervigilance o 1 2|0 1 2|0 1 2|0 1 2 o 1 2 0 1 2

Sihce happened, are you more _[_)___(_)___(_)____Q___{_)___(_)_ _(_2__(_1__(__) _Q___(_)___(_)_ __(_)___(_)___[_)____(_)___(_)___(_}_
careful? Do you feel like you always have

fo walch what's going on around you? Do
vou double check the doors or windows fo
make sure fhey are locked?

IF RECEIVED A SCORE OF 2 ON CURRENT RATINGS OF ANY OF THE PRECEDING ITEMS, COMPLETE THE CURRENT

— AND PAST POST-TRAUMATIC STRESS DISORDER ITEMS IN THE ANXIETY, OBSESSIVE COMPULSIVE, AND TRAUMA-
RELATED DISORDERS SUPPLEMENT.

IF RECEIVED A SCORE OF 2 ON PAST RATINGS OF ANY OF THE PRECEDING ITEMS, COMPLETE THE CURRENT AND
— PAST POST-TRAUMATIC STRESS DISORDER ITEMS IN THE ANXIETY, OBSESSIVE COMPULSIVE, AND TRAUMA-
RELATED DISORDERS SUPPLEMENT.

— NO EVIDENCE OF POST-TRAUMATIC STRESS DISORDER .

NOTE: (RECORD DATES OF POSSIBLE CURRENT AND PAST POST-TRAUMATIC STRESS DISORDER).

. Subject E .
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201 . Supplement Completion Checklist page 52 of 52 .

DIRECTIONS: Check the sections to be completed in each supplement. Note dates andior ages of onset for each
current and past possible disorder.

Supplement #1: Depressive and Bipolar Related Disorders Supplement #4: Neurodevelopmental, Disruptive, and
Conduct Disorders

__ Depressive Disorders - Current

___ Depressive Disorders - Past ___ ADHD - Current

____ Mania - Current ___ ADHD-Past

___ Mania - Past ____ Oppositional Disorder -Current
_____ Disruptive Mood Dysregulation Disorder - Current  ___ Oppositional Disorder - Past

___ Disruptive Mood Dysregulation Disorder - Past ___ Conduct Disorder - Current

__ Conduct Disorder — Past
_ Tic Disorders - Current
Supplement #2: Schizophrenia Spectrum and Other ____ Tic Disorders — Past
Psychotic Disorders ___ Autism Spectrum Disorders - Current
__ Autism Spectrum Disorders - Past

__ Psychosis - Current
___ Psychosis - Past

. i . Supplement #5: Eating Disorders and
Supplement #3: Anxiety, Obsessive Compulsive, and Substance-Related Disorders

Traum a-Related Disorders
o ____ Eating Disorders - Current
__ Panic Disorders - Current ____ Eating Disorders - Past
__ Panic Disorders - Past
___ Agoraphobia - Current
__ Agoraphobia - Past
___ _ Separation Disorders - Current
_____ Separation Disorders — Past
__ Social Anxiety/Selective Mutism - Current
_ Social Anxiety/Selective Mutism — Past
_____ Specific Phobias - Current
_____ Specific Phobias - Past
___ Generalized Disorders - Current
_____ Generalized Disorders - Past
___ Obsessive Compulsive Disorder -Current
___ Obsessive Compulsive Disorder — P ast
__ _ Posttraumatic Stress Disorder - Current
__ Posttraumatic Stress Disorder - Past

____ Alcohol Use Disorder - Current
____ Alcohol Use Disorder - Past

__ Substance Use Disorders - Current

__ Substance Use Disorders - Past

This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely
for the purpose of reviewing or performing this study.



Supernus® Pharmaceuticals, Inc. CONFIDENTIAL
810P302 Version 7.0 Page 158 of 225

KSADS-PL 2013:

SUPPLEMENT # 4:
NEURODEVELOPMENTAL, DISRUPTIVE, AND
CONDUCT DISORDERS SUPPLEMENT

TABLE OF CONTENTS

Aftention Deficit Hyperastivily DNSorehe . v i s s i S s siaasmamn e nsisssisiaA
B0/ oLt clat gi=] BT L= (1 0 B [E-Tnd ga =SS SO YRS OO ST AP OO O PR -
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Subject

. Date / /11210 Interviewer m .
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s . Neurodevelopmental, Disruptive, and Conduct Disorders Supplement
Attention Deficit Hyperactivity Disorder page 1 of 27
{If child is on medication for ADHD, rate behavior when not on medication)
BIPO IS0 STHY AN ANXIETY DISORDE UBSTANC U PSYCHOSI ASD.
B C s
1. Makes 3 lot of Careless Mistakes () () () 0- MNoinformation.
Do you make a lot of careless mistakes at school? 0 0O 0 1- Not Present.
gg ;ff; ::ir: é:: ;.\roblems wrang on tests because you didn't read the O 0O 0 2. srﬂit:tr;’ ::Sh Ol; ‘Ij_ogl‘::_laf_l':: leymr:i:?:_;la:ﬂ::tsm

Do you often leave some questions blank by accident?

Forget to do the problems on both sides of a handout? functioning.
How often do these types of things happen? : () () () 3- Threshoid: Often (4-7 dayshveek) makes
Has your teacher ever said you should pay more attention to detail? careless mistakes. Problem has significant

effect on functioning.

= DO

o
1o
1tn

2. Doesn't Listen () () ()  o0- Noinformation.

Is it hard for you fo remember what your parents and teachers say? 0O 0 0 1- Net Present.

Do your parents or teachers complain that you don't listen o them when () ) ) 2- Subthreshoid: Occasionally doesnt listen
> : :

they talk to you! i Problem has only minimal effect on

Do you "tune people out" functioning.

Do you get into trouble for not fistening?
. o () () () 3. Threshold: Often (4-7 days/week) doesn't listen.
Rate based on data reported by in nt or obsen data. Problem has significant effect on funetioning.

PAST: g g g

o
10
17}

3. Difficulty Following Instructions 6 {) 0 - NoInformation.

Do your teachers complain that you don't follow instructions? 0 0O 0 1- Mot Present.

When your parents or your teacher tell you to do something, is it sometimes () () () 2 . Subthreshold: Cccasionall z
: ; v - : 'y has difficulty

mﬂ rd I?.f rer;vemmw;?at;h:g sakd fo do? following instructions. Problem has only

S 1F 028 You. o FpuRkte: : 2 o minimal effect on functioning.

Do you lose points on your assigments for not following directions or not

campieting the warks. . () () ()  3- Threshold: Often (4-7 daysiweek) has difficulty

Lo jou furggr i0.da Yol homawork o rarg_et _m turn i in? ) following instructions. Problem has significant

Do you get in o trouble at home for not finishing your chores or other things effect on functioning.

your parents ask you fo do? How often?

= DO

. Subject EE .
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2013 .

Attention Deficit Hyperactivity Disorder page 2 of 27
P C s
4. Difficulty Organizing Tasks () (Y ()  0- Nolnformation.
Is your desk or locker at school a mess? 0 0 0 1- Not Present.
Does it make it hard for you to find the things you need? ; . .
y - "79‘ Y O 0O 0 2 - Subthreshold: Occasionally disorganized.
Does your teacher compiain that your assignments are messy or Preblem has enly minimal effect on functioning
disorganized? A
When you do your worksheefs, do you usually start af the beginning and do 0 O 0 i " x
- $ L 3 - Thresheld: Often (4-7 days/iweek) discrganized.
all the problems in order, or do you like to skip around? Preblem has i gﬂicant ?ﬁect an furlctigonin
Do you often miss problems ? g 9.
Do you have a hard fime gefting ready for school in the marning? PAST: |:| D |:|
P cC s
P c s
5. Dislikes/Avoids Tasks Requiring Attention () O O 0 - No Information.
Do you hate or dislike doing things that require a ot of concentration/effort? O € () 1 Not Present.
Like certain assignments, homework or reading a book? : A A
Are there some kinds of school work you hate doing more than others? 00 0 2- Srizﬂ}::sshui?ar?g:;gﬁéz aa\'nud?;t:::rsetsh:és
Which ones? Why? G "
Do vou try to getf out of doing your ___ assignments? m::r::":fzg;:e;i::;ﬁn Problem has only
About how many times a week do you not do your ___ homework ? a.
NOTE: IN CHILDREN/TEENS WITH ADHD, ABILITY TO SUSTAIN Q0 0 8 TRaon: CHIRN (-7 ORBRd Gty S
: . that i tained attention, and/
ATTENTION TO VERY REWARDING ACTIVITES LIKE COMPUTER OR e;,;iﬂi‘f;:j;;?e Pk o
VIDEO GAMES MAY NOT BE IMPAIRED. Problem has significant effect on functicning.
P = S
P C S
8. Loses Thinas 0 0 0 0- NolInformation.

0O 0 O
0O 0 O

Do you lose things a lot? Your pencils at school? Homewerk assignmenis ? 1- Mot Present.

Things sround home?
About how often does this happen?

2 - Subthreshdd: Occasicnally loses things.
Problem has only minimal effect on functioning.

3 - Threshold: Often loses things (e.g. cnce a week

or more). Problem has significant effect on
functioning.

PAST: g g g

0 0O O

Subject

TN
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645 . Neurodevelopmental, Disruptive, and Conduct Disorders Supplement .
Attention Deficit Hyperactivity Disorder page 3of 27
P C S
7. Forgetful in Daily Activities () O 0 0 - No Information.

Do vou often Jeave your homework at home, or vour books or coals on the 0 00 1- Not Present.

bus? . .
Do you leave your thinas oulside by accident? 0O 00 2: i”at;ﬂ;e;hn‘:li:in?;{:f:;i‘i::’é:i?g:lﬁgrwlem
How often do these things happen? 7

Flas anyone ever camplained that your are too forgetui? () () () 3- Threshold: Often (4-7 dayshweek) forgetful.

Problem has significant effect on functicning.
P C S

8. Fidgets
a0 0 0- Mo Information.
Consider restlessness, tapping fingers, chewing things, squirming, “ants in
pants", etc. 0 0 0 1- Not Present.

() () () 2. subthreshdd: Occasionally fidgets with hands
o feet or squirms in seat. Problem has only
minimal effect on functioning.

Do people often tell you fo sit still, to stop mowing, or stop squirming in your
seat? Your teachers? Farents?
Do you sometimes get into trouble for squirming in your seat or playing with

lithle things at your desk? :
Do you have a hard time keeping your arms and legs still? How often? 0 00 3= Threshold: Often (4-7 days/week) fidgets with
hands or feet or squirms in seat. Problem has

For parents about children: When you take your child to church or to a significant effect on functioning.

restaurant, do you have to bring a lof of games or foys?
About adolescents: When your child was younger, were you able io take PAST: |:| |:| |:|
himdher to church? Restaurants?

Were these difficulties beyond what you would expect for a chid his/her

age? P cC s

Take into account that these symptoms tend to improve with age. Carefully check if this symptom was present when the child was younger.

NOTE: RATE BASED ON DATA REPORTED BY INFORMANT OR OBSERVATIONAL DATA.

B € 8
9. Runs or Climbs Excessively O O 0 0- Mo Information.
Do you get into frouble for running down the hall in school? [GhEBE 9 1- Nat Present.
Does yvour mom often have to remind you to walk instead of run when you O O O 2- Subthreshold: Occasionally runs about or
gg out tegether ? . N R climbs excessively. Problem has onby minimal
yaw,‘uarem o Yook leecher complai shautyou clmbing fings you effect on functioning. (In addlescents, may be
shaudnty limited to a subjective feeling of restlessness)

What kinds of things? How often does this happen?

0 00 3 - Threshold: Often (4-7 daysfweek) runs about or
climbs excessively. Problem has significant
effect on functioning. (In addescents, may be
limited to a subjective feeling of restlessness)

Adolescents: Do you feelrestiess a loi? Feel like you have fo move
around, or that it is very hard fo stay in one place?

Rate based on data reported by informant (parentiteacher) or

observational data. PAST: |:| D |:|
P c S

. Subject E .
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Attention Deficit Hyperactivity Disorder page 4 of 27
P C S
10. On the GofActs like Driven by Motor () O 0O 0- Mo Information.
Do peopie tell you that your motor is always running? (e ) 1- Mot Present.
Is it hard for you fo slow down? O 0O O 2 - Subthreshdd: Occasionally, minimal effect on
Can you stay in one place for long, or are you always on the go? functioning.
How iong can you sit and watch TV or play a game?
Do pecple tell you fo siow down a bt? () () ()  3- Threshold: Often (4-7 daysiweek) acts as if
“driven by a motor " Significant effect on
functicning.

PAST: Q g g

P C S
11. Difficulty Playing Quietly () ) ()  o0- Nolinformation.
Do your parents or teachers often tell you to quiet down when you are 0 0 0 1- Not Present.
vina?
playing’ () () ()  2- subthreshold: Occasionally has difficulty

; ; o
Do you have a hard time playing quietly? playing quiethy. Problem has only minimal effect

on functioning.

() () () 3. Threshold: Often (4-7 days/week) has difficulty
playing quietly, Problem has significant effect
on functioning.

= DO

P C S8
12, Blurts Out Answers 3y () () 0- Nolnformation.
At school do you sometimes call out the answers before you are called on? (0 0O O 1- Not Present.
Do you talk out of turn at home?
Answer guestions your parents ask your siblings? How often? G by 1) 2 - Subthreshdd: Occasionally talks out of turn.

Problem has only minimal effect on functioning.
() () ()  3- Threshold: Often (4-7 daysfweek) talks out of

turn. Problem has significant effect on
functioning.

PAST: g g g

0 - Mo Information.

~ I

13 Difficulty Waiting Turn ()

Is it hard for you fo wait your turn in games? 0 0 0 1- Mot Present.

What about in fine in the cafeteria or at the waler fountain?
aboutin fine in the caielena or at the waler fountain () () ()  2- Subthreshad: Occasionally has difficulty

waiting his/er turn. Problem has only minimal
effect on functioning.

0 O O 3- Threshold: Often (4-7 days/week) has difficulty

waiting his/her turn. Problem has significant
effect on functioning.

PAST: D D D
P ¢ S
. Subject .
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P C s

14. Interrupts or Intrudes

0O 0O 0 0- Mo Information.

Do you get into trouble for talking out of turn at school? (y Oy 0O 1. Mot Present.
Do your parents, teachers, or any of the kids you know complain that you
cut them off when they are talking? () 20). 2 - Subthreshald: Oceasionally interrupts cthers.

Do kids compiain that vou break in on games? Does this happen a bbt?
0 0O 0 3- Threshold: Often (4-7 daysAveek) interrupts
Rate based on data reported by informant (parentfteacher) or cthers.

cbservational data.
= LD
P C S

15. Talks Excessively 0 0 0 0 - No Information.

Do peopie say you talk too much? O 00 1~ Not Present.

Do you get into trouble at school for talking wher you are not supposed fo? 0 0 O 2 - Subthreshold: Occasionally talks excessively.
Do people in your family compiain that you talk too much?

What about humming or always making noises? 0O O O 3 - Threshold: Often talks excessively.

Do not rate vocal tics positively. PAST: |:| |:| |:[

Rate based on data reported by informant (including parentiteacher) or

observational data. P C S

Codes for Remaining ltems: 0= Mo Information 1= No 2=Yes

Criteria Parent Parent Child Child Summary Summary

CE MSP CE | MSP CE MSP

1B i Gmonths | 012 (012012012 012|012
' oomore | (JOY(O (OGO OO0 0O | OO0O0G)] 000

For how iong have you had froubie (iist
symploms that were positively endorsed) ?

17_Age of onset Some 01 2 ‘U 1 2 01 2 01 2 01 2 01 2
T symptoms | VOO (OO0 [OOO OO0 OO0 [0OOO
these problems? present

Did you have these problems in kindergarten? hefore

First Grade? Middie school? age 12,

Specify:

18 _Impairment (Must be present in twosettings) | 012 o012 012012 [012]012

A, Socially (with peers):  FmmmmmmommTes ootk oo s

B. With family: 012 01 2 012|012 01 2 01 2
QOO 000 [O000 000 [0 000

C. In school: 012 012 01 2 012 01 2 01 2

. Subject Eﬁ .
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Codes for Remaining ltems: 0= Mo Information 1=MNo 2= Yes Summary Summary
CE MSP
19 DSM-5 Criteria: Evidence of ADHD T Ty T 2

A A persistent pattern of inattention andior hyperactivity-impulsivity that interferes with functioning or development, —  L__"____ "I "~ "~ " |
as characterized by (1) andfor (2):

I. Inattention: Six (or more) of the following symptoms have persisted for at least 6 months to a degree that is inconsistent with developmental level
and that negatively impacts directly on social and academic/occupational activities.
. Makes a lot of Careless Mistakes
. Difficulty Sustaining Attention on Tasks or Flay Activities
. Doesn't Listen
- Difficulty Following Instructions
- Difficulty Organizing Tasks
Dislikes/Avoids Tasks Requiring Attention
. Loses Things
. Easily Distracted
Forgetful in Daily Activities

2. Hyperactivity / Impulsivity: Six or more of the following nine symptoms have persisted for at least & months:
NOTE: For clder adolescents and adults (age 17 and clder), only five symptoms are required.

TFO - oo o oo

. Fidgets

. Difficulty Remaining Seated

Runs or Climbs Excessively

. Difficulty Playing Quiethy

. On the GofActs as if Driven by a Motor
Talks Excessively
Blurts Out Answers

. Difficulty Waiting Tumn

i. Often Interrupts or Intrudes

B. Some symptoms that caused impairment present before the age of 12;

C. Several symptoms must be present in two or more situations (e.g. school and home);

D. Clinically significant impairment;

E. Symptoms do not occur exclusively during the course of psychotic disorder and not better accounted for by ancother mental disorder

T O ta oo O

(e.g., meod disorder, anxiety disorder, disseciation, personality disorder).

NOTE: Autism Spectrum Disorder is no longer a rule out for the diagnosis of ADHD.

20. Predominantly Inattentive Presentation 012012
OO0 000

Meets criterion A (1), but not criterion A (1) for past six months.

201 2

21. Predominantly Hyperactive-lmpulsive Type 0 1
OO0 000

Meets criterion A (1), but net criterion A (1) for past six meonths.

Subject
m - L]
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Codes for Remaining lfems: 0= No Information  1=No 2 = Yes Summary Summary
CE MSP
2 Combined T 012|012
e RIS 000|000

Both criteria A (1) and A (Il) are met for past six months.

23, Other Specified Attention Deficit Hyperactivity Disorder l 01 2 ‘ 01
{20976

Prominent symptoms of inattention or hyperactivity-impulsivity that do not meet criteria for Attention Deficit
Hyperactivity Disorder .

Subject
m - L]
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Qepositional Defiant Disorder page 8 of 27

2 A CHIL NNOT MEET DSM-5 CRITERIA FOR
D TO B

ODD |F THEY MEET CRITERIA FOR DDMD. IF CHILD MEETS CRITERIA FOR
Y o = o - 2 R o

ol L B MAY B 1] S ED FUR R ARCH A

When assessing for ODD, keep in mind that the essential feature of this disorder is a recurrent pattern of negativistic, defiant,
dizobedient, and hostile behavior toward authority figures that persists for at least 6 months and occurs more frequently than is typically
observed in individuals of comparable age and developmental level. If ODD symptoms are only evident in the home setting, consider a
parent-child relationshp diagnosis. P c s

0 0O O 0 - NoInformation.
0 0 0O 1- Nt Present,

1. Easily Annoyed

Do you have a short fuse?

Do peopie bug you and get on your nerves a lot? () () () 2. Subthreshold: Easily annoyed or touchy on
What kinds of things bug you or set you off? occasion, but less than once a week)

Do you get really annoyed when your parents tell you that you can't do

something you want to do? Like what? 3- Threshold: Easily annoyed or touchy. Annoyed

What other things really get on your nerves? (y 0 0 ) -
What do you do when you are feeling annoyed or bugged? more often than a typical child hisher age; at
How often would you say this happens? least one time per week.
P C ]
P C s
2. Angry or Resentful € (2 0 0 - Mo Information.

Do you get angry or cranky with your parents a lof? 0 0 0 1. Not Rresent.

How abouf your teachers? brothers? sisters? friends? (y (Y (O 2 - Subthreshold: Occasionally angry or resentful.

Do other people tell you that you get cranky a lot? Who? less than one time per week

How often does it happen?

Parent: Is your child often resentful when you ask him/her fo follow your {y () () 3- Threshold: Angryor resentful atleast once per week.
rules or requests? Angry more often than a typical child his/her age.

PAST: g g g

o
[e}
1%}

3. Spiteful and Vindictive
0 0O 0 0 - No Information.
When someone does samething unfair to you, do you try or plan to try to get
back at them? Do you go through with the plan? Give me some examples? 0O 0 0 1- Mot Present.
What if your brother or a friend did something fo get you info frouble o . & g "
make you mad, Would you do something back fo them? 0 0 0 2- Sub{hrleshczld. S(t:msnrr;estlets thlmg[i sel:def
Has this happened before? How often? ﬁf:::':[f‘egkﬂe kol Bl kot
Are there times when peopie do something to you and you iet it slide?
Does this happen a lot?

(0 () () 3. Threshoid: Spiteful andier vindictive once a
week of more; Spiteful more often than a typical
child hisher age.

PAST: g g g

c Y WHEN USIN H ELICIT SUBSTANCES,

. Subject
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P C 8
4. Annoys People on Purpose () O ) 0- Nolnformation.

0 0O 0
Do you or do peaple say you do things on purpose to annoy or bug them? 1 - Not Present.

Your parents? 0 0O 0 : ; :
; 3 Zo 2 - Subthreshdd: Cceasionally has deliberately
Do yvou enjoy pushing your momvidad's buttons? Teachers? Siblings? :
o7 done things to annoy cther people.
How often do you like to do this? () )y 0O) ; : f
What kinds of things do they complain about? Do you think that it's rue? 3 T;ég;:’f‘éﬁ::; 2:22 tgg:gv:;:k";"""’ clfier

Are you a "pain in the neck"?

Do not score teasing of a sibling. PAST: |:| D |:|
P c S

P C S8
5. Blames Others for Own Mistakes (Y () () o©- MNoinformation.
When you get into trouble, is it ever your fault? O O O 1. NotPresent
If you know that you did something wrong and you gof caught, do you admit () () ()  2- Subthreshod: On occasion blames cthers or

to {7 Pretend that someane else did it? Blame someone else? denies responsibility for own mistakes.

Is it usually your fault or someone efse?

Do you think most of your troubles are caused by other people or are they () () () 3. Threshod: Often blames cthers or denies
your own fault? responsibility for own mistakes .

PAST: g g |;|

Codes for Remaining Items: 0= Mo Information 1= No 2=Yes

Criteria Parent Parent Child Child Summary Summary
) N CE ___|...] msp | __J CE | __. mMsP__ | __! CE ___|_ . mMSP___
6. Duration 6monthe | 0 1 2 012|012 01 2 012 01 2

) omore | (DO QOO OO0 OO0 |00
For how iong have you had trouble (iist L )
symploms that were positively endorsed) 7

7. Impairment 01 2 012 012 01 2 01 2 0

A. Socially (with peers) ~ bose----oe-

B, With family: 012 012012 012 01201
00O 000000 000 [ooo looo

R— 012 Jo12]o12 0 "1"'z'"['6"1"'2""11"1"'2"

Subject
m - L]
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Codes for Remaining ltems: 0= Mo Information 1=No 2=Yes
Parent Parent Child Child Summary Summary
CE | WMSP CE MSP CE MSP

012012012 |012|012|012
OO0 00000000000000

9. Are ODD symptoms present in the following environments:

2 /012|012 012 01201

_ 01 2
Ao NS ooolooolooolooo]ooo OO0

B. With other adult family members (e.g. grandparents, 01 2 0121/012|01 2 01 2 01 2
aunts, uncles, etc.) OO0 000loo0loo0 000

012 012|012 |012|012/|012

C. In school QOO0 000000g0 000
D. In community settings (e.g. coaches, police, 012, 012|012|012 | 012/ 012
heathcare provider, etc) QOO0 IOo00000]000]70010

E. With peers 012 012|012 |012|012/|[012

OGOIO0O00I0O00O000000]000

10. DSM-5 Criteria: Evidence of Oppositional Defiant Disorder
A, A pattemn of angryfirritable mood, argumentative/defiant behavior, or vindictiveness lasting at least 6 months,

012012

as evidenced by four (or more) symptoms from any of the following categories, and exhibited with at least one individual who Is F‘l%& é g;b[i:?g 000
Angryiritable Mood:
1. Often loses temper.
2. Often touchy or easily annoyed.
3. Often angry and resentful.
Argumentative/Defiant Behaior:

4. Often argues with authority figures or, for children and adolescents, with adults,
5. Often actively defies or refuses to comply with adults' requests from authority figures or with rules

6. Often deliberately annoys others
7. Often blames others for his/her mistakes or behavier

Vindictiveness:
8. Often spiteful or vindictive at least twice within the past & months

E. The disturbance in behavior causes distress in the individual or others, causes clinically significant impairment in social, academic, or occupation functioning.
C. The behaviors do not occur exclusively during a Psychotic, Substance Use, or Meed Disorder. Criteria are not met for Disruptive Mood Dysregulation Disorder.

NOTE: Conduct Disorder is no longer a rule out for the diagnesis of ODD.
NOTE: CONSIDER CRITERION {A) MET ONLY IF THE BEHAVIOR OCCURS MORE FREQUENTLY THAN IS TYPICALLY OBSERVED IN
INDIVIDUALS OF COMPARABLE AGE AND DEVELOPMENTAL LEVEL,

Specify (current): Mild (one setting) Specify (past): Mild (one setting)
Moderate (two settings) Moderate (two settings)
Severe (three+ settings) Severe (three+ settings)
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Codes for Remaining ltems: 0= Mo Information 1=No 2=Yes
Summary Summary
CE MSP
11, Evidence of Unsepcified Disruptive Behavior Disorder 01 2 2

01
QOO 000

If criteria is not met for CD or ODD, but symptoms are present. For example, there are multiple symptoms present, in
addition to clinical impairment.

12, Evidence of Parent-Child Relational Problems

Consider this diagnosis if symptoms are present with parent(s) only (and not with friends, teachers, coaches and other

relatives) and symptoms are not severe, However, if parents are consistent with limit setting OR if oppostional/defiant
symptoms are very severe, consider giving ODD diagnosis.
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The essential feature of Conduct Disorder is a repetitive and persistent pattern of behavior in which the basic rights of others or major
age-appropriate social rules are viclated. Three behaviors must have been present during the past 12 months with at least one present in
the past 6 months. Keep in mind differential diagnoses of bipolar disorder, MDE, ADHD, psychosis, substance abuse.

If symptoms occur gnly during mood disorders, consider NOT giving both diagnoses. However, in persistent
depression/dysthymia, it may be impossible to disentangle and you might consider giving both diagnoses.

P C€C S8
1. Vandalism, Destroyed others' Property (Y () ()} 0- Noinformation.

Do you ever break other peaple's things on purpose? Like breaking O 0O O 1. Not Present.
windows? Kicking in doors, smashing windows, destroying school property # 0y O () 2. Subthreshold: Mi ts of deliberat
Have you ever destroyed furniture, walls, floors, doors, efc. at home or n;lestnrjec?im & O:Eg ?)Z;Ie's p:cn:ren:on rare

school? 3
occasions (e.g., breaks ancther's toy on
?
gx aboq ﬁf;:henuy::s\;:renm:nggy rty? purpose) OR one of two cccasions of
o ¥ propeity; significant destruction of property.

0O 0O O 3 - Thresheld: Three or more instances of
mederate to severe vandalism/destruction of
property.

PAST: D g g

P € S8
2. Breaking and Entering () () () 0- Nolinformation.
In the past six months, have you or any of your friends broken into any (00O O 1- Mot Present.
cars? Houses? Any stores? Warehouses? Other buildings ? () 0 ) . y :
About how many times have you broken info a house, car, store, or other 2- S_ubthreshdd. Has been with f_r|e_nds who _broke
building? into a house, car, store, or building, but did not

Have you or any of your friends done any of the following: actively participate.

Broken info houses; cars; other vehicles; abandoned houses or buiidings, a
stare(s); a building(s) ? () () ()  3- Threshold: Has broken into a house, car, store,

or building 1 or more times.

PAST: g g g

P € S
3. Aggressive Stealing (B G A 0 - Mo Information.

Have you or any of your friends robbed anyone? 0 0 O 1- Net Present.

Snatched fhei; purse? () () () 2- subthreshdd: Has been with friends who
Held them up? aggressively stole, but did net actively
How often? participate.

O 0O O

3 - Thresheld: Mugging, purse-snatching, extortion,
armed robbery, etc. on 1 or more occasions.

= DO

Subject
m o =rl
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P C 3
4. Firesetting 0 O O 0 - Molnfarmation.
T 0 0O 0 1- Not Present,
Why did you set the fire? 0O 0O 0 2 - Subthreshold: Matchfighter play. No intent to
Were vou playing with matches and did you sfart the fire by accident, or did cause damage, and fire{s) nat started out of
you start it on purpose? anger.
W ?
e 0o 0O O 3 - Threshold: Set 1 or more fires with the intent to

Were you trying fo cause a lot of damage or to get back af someone?
What's the most damage you ever caused by starling a fre?

About how many fires have you set?
P c S

cause damage, or out of anger.

0O 0O 0 0 - Mo Infoermation.
a0 0 1- Mot Present.

O 0O 0 2 - Subthreshold: Stayed out all night, or several
haurs past curfew, on 1-2 isolated oceasions
(despite parent's prohibitions).

5. Often Stays out at Night

What time are you supposed to come home at night?
Do you often stay out past your curfew?

What is the latest vou ever stayed out?

Have you ever stayed out all night?

H times b done that?
S WS TRYSFOLLERe (A [ O R 3 - Threshold: Stayed cut all night, or several
NOTE: ONLY RATE POSITIVE INCIDENTS OF STAYING OUT IF IT ;ﬁ?tfr::tsf”ﬂw' DS ocrasion 13,

BEGINS BEFORE THE AGE OF 13.

PAST: Q g g

1o
[e]
(]

6. Ran Away Overnight () O 0 - NoInformation.

)y 0 .
Have you ever run away? Why? 1- Mot Present.
Was there something going on at home that yvou were frying fo gef away

0 0 2 - Subthreshold: Ren away overnight only one
time, or ran away for shorter pericds of time on

from?

How iong did you stay away? several occasions.

Hidw many tmes did you-do thist () ) O 3 - Threshald; Ran away overnight 2 or more times
NOTE: DO NOT SCORE POSITIVELY IF CHILD RAN AWAY TO AVOID ol R

PHYSICAL OR SEXUAL AEBUSE.

PAST: g g g
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P C s
7 Use of a Weapon ty O O 0- Nolnformation.

0 0 O .
Have you ever used an object or itern fo hithurt someone? diniiNCE Rtesent.

Have you ever carried a weapon? (3 3y €3 2 - Subthreshold: Has threatened use of a
Have you ever used or threatened o use: weapon, but has never used one.
—kitchen knife or pocket knife
____gun 0 0 O 3 - Threshold: Used aweapon that can cause
____ brick, rocks serious harm on 1 or more occasions (e.9.,
__ broken bottles knife, brick, broken bottle, gun).
bat

_ brick PAST:
What about in seff defense?
P C S

B C S
8. Physical Cruelty to Persons ( O O 0- Nolnformation.
Have you ever beaten someone up for no reason? 0 O O 1- Not Present.
How bad?
Was it just because the other person was different than you or because of 0 0 O 2 - Subthreshold: Has been physical cruelty
the way they looked? on one or kwo accasions. No significant njuries.
Did they get hurt?

0O 0O QO 3- Threshad: Has been physically cruel to an

NOTE: DO NOT COUNT TRIVIAL SIBLING RIVALRY . individual on 3 or more cccasions, of on one
cccasion intentionally causing significant injury.

= DO

B C s
9. Forced Sexual Activity 0 0O O 0- Nolnformation.
Have you ever forced anyone to kiss you or touch you in your private parts ? 0 0 0 1- Nat Present.
Have you every forced another kid to fouch you outside your clothes? SO 2. Subthreshold: Forced or attempted to force

Has anvone ever said you forced another kid/person to go farther than they

wanted? What did they say? someone to participate in mild sexual aclivity (e.q.,

non-genital fondiing) on one or more occasions.
(y 0 £ 3 - Threshdd: Forced someone to participate in

severe sexual activity (e.g. genital fondling,
oral sex, vaginal intercourse andfor anal
intercourse) on one or More occasions.

PAST: g g g
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P C s
10. Cruelty to Animals 0O O 0 0- Mo Infermation.
Some kids like to hurt or torture animals. Have you hurt or tried to hurt an 0 0 O 1- Nat Present.
anbnel on plrpose Wwhatoxd yau caz () () () 2. Subthreshold: H tedly b ildly cruel
About how many times have you hurf an animal on purpose in the last six t:m r::;mal {e_:f ;iecie::g].y ORI TN, STV
months?
NOTE: B NOT. SOORE TRADTIONAL HUNTHG ALTINGS. PAY 0 0 O 3 - Threshold: Has Killed or tortured an animal on one
CAREFUL ATTENTION TO THE COMMUNITY SETTING {RURAL or more occasions, of repeatdly caused
FARM, ETC.). maoderate to severe injuries to an animal.
e 0]
P C s

Codes for Remaining Items: 0= Mo Information 1= No 2=Yes

Parent Parent Child Child Summary Summary
Griteria CE MSP CE MsP CE MSP
11. Impairment
_ _ _ 012/012(/012/012|012 012
ASooially (wih peens) O00lo0OOOOIOOD]VOO]OO0
B. With family: 012/012(012/012]012 012

OOO000000000000000[1000

C. In school:
01 012 2 |01 12
QOO0 10001000
12. Duration
6 months or 01 2 012/012/|012 01 2 01 2
For how long did you (list positively endorsed frens QOO O0O00o0 | 000al0ann
sonductsinngomal? e R e S R g AT A T o)

context.”
: o012, 012012012 012012
13, Childhood Onset T
E— a5y [S)_E!_{_1___Q__‘)_E_’_L_)_(_1_Q__(_’__()__()____Q_E_’_(_E_L_’__(_’_E)_
How old were you when you first started fo (fist conduct
positively endorsed items) 7 problem prior
toage 10
14. Adolescent Onset Type Mo eenduct 012,012 |012 012 012|012
’ : problems OOOO000000/000 10001000
You didn't do any of these things before you were P"'°f1lg R e s e e e s e e e b
j07?
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This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely
for the purpose of reviewing or performing this study.



Supernus® Pharmaceuticals, Inc. CONFIDENTIAL

810P302 Version 7.0 Page 174 of 225
N devel tal, Di tive, and Conduct Disord S | t
2013 . euroaevelopmenta Isruptive, an onauc Isoraers suppiemen .
Conduct Disorder page 16 of 27

Codes for Remaining ltems: © = Mo Information 1= No 2=Yes
Summary Summary

o CE ] MSP___
15, Evidence of Conduct Disorder 01 2 01 2
DSM-5 Criteria OO0 000

A_ A repetitive and persistent pattern of behavior in which the basic rights of others or major age-appropriate societal
noms or rules are viclcated, as manifested by the presence of three (or more) of the folowing criteria in the past
12 months, with at least one criterion present in the past & months:
ion t le and Anim
1) Often bullies, threatens or intimidates others

2
3

Often initiates physical fights
Has used a weapon that can cause serious physical harm to cthers (e.q., a bat, brick, broken baottle, knife gun).
4) Has been physically cruel to people
5) Has been physically cruel to animals
§) Has stolen while confronting a victim (e.g., mugging, purse snatching, extortion, armed robbery)
7) Has forced someone into sexual activity
Destruction of Property
8) Has deliberately engaged in fire sefting with the intention of causing serious damage
9) Has deliberately destroyed others' property (other than by firesetting)
Deceitfulness or Theft
10) Has broken into somecne else's house, building, or car
11) Often lies to cbtain goods or favors or to avoid cbiigations (i.e., "cons” cthers)
12) Has stolen items of nontrivial value without confronting a victim (e.g., shoplifting, but without breaking and entering, forgery).
Sericus Vidation of Rules
13) Often stays out at night despite parental prohibitions, beginning before age 13 years.
14) Has run away overnight at least twice while living in parental or parental surrogate home (or once without returning for a lengthy period).
15) Is often truant from school, beginning before age 13 years
B. The disturbance in behavior causes clinically significant impairment in social, academic, or occupational functioning.

C. If the indvidual is age 18 years or cder, criteria are not met for Antisocial Personality Disorder,

Specify (Current): With Limited Prosocial Emotion Specify (Past): With Limited Presecial Emaotion

Criteria: Displays at least two of the following characteristics persistently over at least 12 months and in multiple relationships and settings: 1) Lack of remorse
or guilt; 2) Callous, lack of empathy; 3) Unconcerned about performance at school, work, or in other important activities, 4) Shallow or deficient affect.

Specify Severity (Current): Mild Moderate Severe _
Specify Severity (Past):  Mild Maoderate Severe

Criteria: Mild: Few problems in excess of those required for the diagnosis; problems cause relatively minor problems to others (e.g, lying, truancy); Moderate:
Intermediate severity (e.q., stealing without confrenting a victim, vandalism); Severe: Many problems in excess of these required for the diagnesis, or problems
cause considerable harm to others (e.g, forced sex, physical cruelty, use of weapon, stealing while confronting victim, breaking and entering).
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Codes for Remaining ltems: 0= Mo Information 1=No 2=Yes

Summary Summary

CE MSP
16. Group Type 012 012
_ o OO OO0
Fredominance of conduct problems occur as group activity with peers.
17. Solitary Aggressive Type 01 2 01 2
) - OO0 000
Most conduct disorder activities intiated by the persen (nct as group activity). L
18. Undifferentiated Type 012 01 2
. . : : 000 €y () 0)
Conduct symptoms cannot be classified as either group or solitary aggressive type. L ________ | ____
19. Callous and Unemotional 01 2 012
At least 2 of the following: 000000
1. Lack of RemorserGoitt ~~~  EETETTEEmmsmmmmmmemees
2. Lack of Empathy
3. Unconcemned about Performance
4. Shallow or Deficient Affect
20 severity (Code): 012|012
OO0 000
0 Mild; Few if any conduct problems in excess of those required to make the diagnosis and conduct problems only cause ----------------------
minor harm to others (e.q., lying, truancy, staying out late),
1 Moderate; Number of conduct problems and effect on others intermediate between mild and severe (e.g., stealing
without confronting victim, vandalism).
2 Severe; Many conduct preblems in excess of these required to make diagnesis or conduct preblems cause considerable
harm to others (e.g., forced sex, use of a weapon, stealing while confronting victim, breaking and entering
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SIMPLE MOTOR Parent Parent Child Child Summary Summary
(Rate based on report and cbservation) CE mMsp CE MSP CE MsP
1. Eye Blinking o 1 2/0 1 2/0 1 2|0 1 2(0 1 2|0 1 2

Do yoirr eyes bink & iof ike this fornoreasony?. Lo b o 0oL
(demonstrate)

2. Other Facial Tics o 1 2/0 1 2/0 1 2|0 1 2/0 1 2|0 1 2

Ld:otfer paris-of yob face soifelimes mome Loisedseen b s e e e e S s e e s
unexpectedly fike this? (demaonstrate facial

grimaces, nose scrunching, and opening mouth as

if to yawn)

3.Head Jerks 0 1 2,0 1 2/0 1 20 1 2
) 0 O OO0 0 OO0 g O/ O 0
Do you sometimes nod your head, shake your
head, or turn your head to the side for no special

reason? (demonstrate)

4. Shoulder Jerks

What about your shoulders, do your shoulders
sometimes move unexpectedly fike this (shrug
shouider or roll shouider) 7

5._Arm Movements o 1 2|0 1 2|10 1 2|0 1 200 1 2|0 1 2
) 0O O OO0 0 O O O/ O OO0 O OO0 O 0
Do you sometimes flap your arms or fhrow your

armes out as if to it something that isn't there?
{demonstrate)

8. Stomach Twitches o 1 20 1 2/0 1 2|0 1 2/0 1 2(0 1

Does your stomach sometimes move farnospecial Lo oo oL Lol
reason?

7. Leg Movements o1 20 1 2|01 2|0 1 2|0

Do you ever sfomp your feet or kick your legs out
and you're not sure why you do it?

Do vou sometimes bang your legs up under your

desk when you weren't planning on moving them?
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Parent Parent Child Child Summary Summary
CE MSP CE MSP CE mMsP
8. Other 0 1 2/0 1 2|0 1 2|0 1 2|0 1 2|0 1 2

Are there any other types of movements that you Q__l:_)___(_)_ Q__Q___[_)_ _{_)__E_)__(_)_ _(_)___(_)___':_)_ __{_)__Q__{_)_ Q..Q.-Q

natice that | haven't asked you about?
Specify:

9. Summation of all above 0
(O 0

0 2.0 2
Simple motor tics occur many times a day or have O 0 00 00
occurred intermittenthy for 1 year or longer.

COMPLEX MOTOR

1. Touching/Tapping Things 0o 1 2/0o 1 2|0 1 2|0 1 2|0 1 2|0 1 2
() ) a0

Do you ever touch your own body, your nose, your
ear, ar feel ike you have fo touch other people, or
other things.. like having to touch the phone every
time you walk by &, touch walls, or all the furniture in
your room?

Do you often tap your pencil or your fingers against
your desk?

2. Hopping/Spinning 0o 1 2/0 1 2|0 1 2|0 1 2|01 2/0 1 2

When you are walking down the hall at school, do
you sometimes find that you have fo hop or spin
rather than keep walking straight?

3. Echokinesis 0o 1 2/0 1 2,0 1 2|0 1 2

Do vou ever find that you have fo imitate other
people's actions like pushing your hair back or
rubbing your nose? Anything else?

4. Hurts Self

Do you ever feel ke you have to hit yourself in the GO G Q0 O OO0 G OO O 00 GO0 00
face, pull your hair or bite your hand?

5. Other 6 1 2/0 1 2,0 1 2|0 1 2|0 1 2(0 1 2

Are there any other types of movements that you
naotice that haven't asked you about? Specify.

6. Summation of all above 0 1 210 1 2 0 1 2 0 1 2 0 1 20 1 2
Complex moter tics occur many times a day, o have
cccurred intermittenthy for 1 year or longer.

m e <
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Parent Parent Child Child Summary Summary
SIMPLE VOCAL PHONIC CE MSP CE MSP CE MSP
1. Sniffina/Coughina/Throat Clearin o 1 2|0 1 20 1 2 0o 1 2 0 1 2,0 1 2

: C 0y B0y G 18 6 0] 8 0 a0k 0 €Y € ) ) L)
Do you ever eniff, cough, or clear your throat when

you don't have a coid?
Does this happen over and over again?

2. Snorting/Grunting o1 2|0 1 20 1 2|01 2|0 1 2|0 1

Do you ever make noises through your nose or in

your throat ke this 7 (demonstrate)

1 2
OO0 0000000000 0 0O 0

3. Other 0 1 2
(0

Are there any other types of sounds that you make
that | haven't asked you about?

What about tongue clicking, fip smacking, or making
popping sounds @

4. _Summation of all above ‘ 0 1 2

Simple vocal tics occur many times a day or
intermittently for a vear or longer.

COMPLEX VOCAL PHONIC

1. Repeat Own Words/Sentences 0 1 2 0o 1 210 1 2 0o 1 210 1 210 2
Do you ever notice that you have fo repeat 0
yourself, not because someone didn't hear you, but

because it didn't sound right, or maybe for no
special reason at all?

2:Repest Others Sesch 01 2/0 1 201 201 20 1 2(0 1 2
Do you find yourself sometimes repeating things
other people have said for no special reason at ail?

3. CDQI’OIEI“& ;ODSCEI"IE ‘Words 0 1 2 0 1 2 0 1 2 0 1 2 0 1 2

Do bad words ever pop out of vour mouth in the
middie of a sentence for no reason, or do you find
yourself saying bad things under your breath and
find you can't stop yourseif?

4. Insults/Racial Slurs o 1 2|0 1 2|0 1 2 0 1 20 1 2|0 1

Do yvou sometimes find yourself saying bad things
to people about how they look or something else
about them when you didn'f really mean it?

m e How W
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Parent Parent Child Child Summary Summary
CE MSP CE MSP CE MSP
3. Other 01 2/0 1 2/01 2|01 2|0 1 2/0 1 2

Are there any ofher things you somefimes find
yourself saying?
Are you afraid you might have one of these attacks?

6. Summation of all above 0o 1 2 0o 1 210 1 2 01 210 1 2|0 1 2

Vocal tics occur many times a day or intermittently
for a year or longer.

L Impairment lo1 2{012{012\012J01 2[01 2
A Socially (with peers): Qa0 el 0] e e[ S B U
B. With family: 01 2|0 1 2/0 1 2|01 2|0 1 2|0 1 2
o T T o [ FR 0 1 8 I SO o6 L (N G 0 I A T T L I 0 O
C. In school: 0 1 2|0 1 2/0 1 2|0 1 2(0 1 2|0 1 2
OO OO0 0 00 000000 O 0000

8. Criteria for Tourette's Disorder o 1 2‘ 0 1
O O OO0 00

DSM-5 Criteria
A, Both multiple motor and one or more vocal tics have been present at some time during the iliness, although not
necessarily concurrently. (Atic is a sudden, rapid, recurrent, nonrhythmic, sterectyped motor movement or vocalization).

B. The tics may wax and wane in frequency, by have persisted for more than 1 year since first tic onset.

C. Onset before age 18 years.
D. The disturbance is not exclusively due to the direct physidlogical effects of a substance (e.g., stimulants) or a
general medical condition {e.g., Huntington's disease or poshvral encephalitis).

m e S W
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Summary  Summary

CE MSP
g. Evidence of Persistent (Chronic) Motor or Vocal Tic Disorders o 1 2(0 1 2
DSM-5 Criteria O 0 0000
A, Single or multiple motor or vocal tics have been present during the illness, but not both motor and vocal. I
B. The tics may wax and wane in frequency, by have persisted for more than 1 year since first tic onset.
C. The onset is before age 18.
D. The disturbance is not exclusively due to the direct physiclogical effects of a substance (e.g., stimulants) or a
general medical condition (e.g., Huntington's disease or posiviral encephalitis).
E. Criteria have never been met for Tourette's Disorder,
Specify (Current): With motor tics only: ___ With vocal tics only: ___
Specify (Past): With motor tics only: With vocal tics only:
10. Evidence of Provisional Tic Disorder 0 1 210 14
DSM-5 Criteria G0 By Ey G £
A. Single or multiple moter andfor vocal tics.
B. The tics have been present for less than 1 year since first tic onset.
C. Onset before age 18
D. The disturbance is not exclusively due to the direct physiclogical effects of a substance (e.g., stimulants) or a
general medical condition (e.g., Huntington's disease or postviral encephalitis).
E. Criteria have never been met for Tourette's Disorder or Chronic Meotor or Wocal Tic Disorder.
Specify (Current): With motor tics only: - With vocal tics only:
Specify (Past): With motor tics only: With vocal ties only: ___
11. Tic Disorder Not Otherwise Specified o 1 2|0 1 2

DSM-5 Criteri@ e

This category is for disorders characterized by tics that do not meet criteria for a Specific Tic Disorder. Examples

include tics lasting less than 4 weeks or tics with an onset after age 18 years.

m e el W
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Note: Assess symptems with an enset in early childheod.

1o
9]
I

() () () 0-Noinformation.
1. Deficits in social-emotional reciproci

() () () 1. Notpresent.
Parent: s & young child, did your child show you toys and other things that
interested him or her, or did he or she play on his/her own with little or no 2 - Subthreshold: Sometimes seeks to share, but

referencing fo you 0O 0 0 not frequently or spontanecusly.

If something good happens fo your child now, ke a good grade at school o
having some other success, will yvour child spontaneously share it with yvou? Gty 3 - Threshold: Does nat spontanecusly seek to
Will s/he share the good news with friends?

Child: i something good happens to you, like you get a good grade at
school or have some other success, do you keep it to yourself, or do you telf
mom, dad, of someone ejse?

NOTE: DO NOT RATE POSITIVE IF IT IS ACCOUNTED FOR BY OTHER PAST: [I [I D
CONDITIONS SUCH AS ANXIETY, PSYCHOSIS, DEPRESSION
P o s

BEHAVIOR DISORDERS, OR NORMAL TEEN BEHAVIORS.

share enjoyment, interests or achievements
with cther pecple, or only shares when related
to precccupation.

2. Deficits in developing and maintaining relationships, appropriate to 0O 0 on

0 - Moinformation.
developmental level

0 0 0 1« Met present.
This may take different forms at different ages. Very young children may have

little or nointerest in establishing friendships. Older children may have an 0 0 0 2 - Subthreshold: Some personal relationships,
interest in friendship but lack understanding of the conventions of social maostly in group situations or primarily in
interaction. restricted interest areas.

Parent: Does your child have any good friends his/her age? 0O 0O 0 3 - Thresheld: Failure to develop peer relationships
Does your child get together with other children after school and on appropriate to developmental level. Unable to
weekends? interpret peer reactions in sccial situations.
Does your child do betler with younger kids or with adults than with kids

his/her own age? PAST: |:| [l |:]

Does s/he prefer to be by him or herself?

Does your child wish fo be social but fails to make relationships with peers?

Does your child want to make friends, but says s/he does not know why P c s

other children do not want o be his/her friend?

Is your child able to understand how other kids react in social situations?
Or does s/he misinterpret or not "tune in'" to peers' reactions in social
situations 7

Is heishe taken advantage of 7

Can your child only be with other kids on his/her terms?

Child: Do vou ke to be with other kids your age or would you rather be by
yourself most of the time?

Do you have a best fiend?

Do you get together after school or on the weekends?

NOTE: BE CAREFUL TO WEIGH CHILD'S REPORT WITH
COLLATERAL INFORMATION. DO NOT RATE THIS AS POSITIVE IF IT
IS EXCLUSIVELY DUE TO OTHER CONDITIONS SUCH AS ADHD,
SOCIAL ANXIETY, SCHIZOPHRENIA, OR SCHIZOID PERSONALITY.

. Subject hr .
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B € &

] Hyger—or hypo-reactivity to sensory input or unusual interest in
~ sensory aspects of environment

a0 O 0 - Noinformation.

(0 0 0 .
15 you child especially sensitive to sensory inputs? Is sMe sensitive fo e Nat present.

tags in clothes or the feel of different fabrics? Is you child very reactive 0) 0 0
to a change in lighting or sounds in the home?

Alternatively, does vou child seem oblivious fo aspecis of the

environment around himMer? Does your child sometimes seem 0O 0 O
oblivious to pain or extreme chagnes in temperature?

Are there any things your child likes to touch or smell?

2 - Subthreshold: Mild hyper- or hypo-reactivity
to sensory inputs

3 - Threshold: Motable and impairing hyper- or
hypo-reactivity to sensory inputs

Child: Do you hate wearing certain clothing because the tags or fabric
really bother you? =1 C 5
P € s
Mator deficits in performance of skilled movement not limited to o0 O 0 - Noinformation

" social communication
(y (Y () 1- Mot present.

Parent: iz your childd coordinated? Does s/he have frouble playing with O 0O 0
a ball or doing other sport-like aclivities? How is his/her manual

dexterity? Does s/he have trouble holding a pen or pencii? Using

scissors? How is her/his balance? £y, 3 () 3 - Thresheold: Moderate to severe motor deficits.

2 - Subthresheld: Mild metor deficits.

panlals

NOTE: FOR ALL THE ABOVE QUESTIONS, NOTE WHETHER THEY STARTED WHEN THE CHILD WAS YOUNG
(e.q., BEFORE PRESCHOOL}, OR CURRENTLY. FOR AUTISM SPECTRUM DISORDERS, ALL THESE BEHAVIORS
SHOULD HAVE STARTED WHEN THE CHILD WAS YOUNG. TAKE INTO ACCOUNT WHETHER THE CHILD HAS
OCD, SEVERE SOCIAL PHOBIA, MENTAL RETARDATION, A SEVERE HISTORY OF ABUSE OR NEGLECT, OR IF
THERE ARE CULTURAL ISSUES THAT CAN BETTER ACCOUNT FOR THE SYMPTOMS.

. Subject 1:: .
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Codes for Remaining Items: 0= No Information 1=No 2=Yes
Parent Parent Child Child Summary Summary
CE MSP CE MSP CE MSP

5. Communication and Social Deficits Common

a. One Sided Verbosity

Does your child often go on and on talking
about one thing, almost like s/he is giving a
speech rather than having & conversation?
Have people ever said he seems ke a "iittie
professor'?

b. Speech Pragmatic Deficits o1 2|01 201 201 2|01 2|0 1 2
OO0 00 000 0000000007000

Does your child have trouble understanding the  ~———~—-—===~
mare subtle aspects of language, like how to take

turns when having a conversation, or knowing

what someone means when they use sarcasmor

make analogies (e.q."She's as heavy as a

house")?

- : , 0 0 2
¢. Abnormalities in Voice Modulation/Prosody { w 0 { {
Is there anything unusual about your child’s
intonation? iz his/her voice monotone? Overly

sing-songy 7 Does s/he have poor volume conirol
or unusual patterns of emphasis in speech?

Does vour child relentles sly pursue contact with
others, even when they don't seem interested in
talking or being with himvher? Does s/he have a
hard time reading others' social cues?

NOTE: RATE BASED ON REPORT AND OBSERVATION.

6. Features of Patients with High Functioning Autism

o1 2|0 1 2|0 1 20 1 2|0 1 2|0 1 2
a. Social Isolation

From the fime your child was young, did vour child
prefer to be alone? What about now, does s/he
seem uninterested in friends and other social
contacts?

b. Echolalic Speech () O O

Does your child repeat phrases s/he has heard
other's say, or nonsensical phrases over and
over?

NOTE: RATE BASED ON REPORT AND OBSERVATION.
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Codes for Remaining Items: 0= Mo Information 1=No 2=Yes
Parent Parent Child Child Summary  Summary
CE MSP CE MSP CE MSP
7. Developmental History

: ) 01 2|0 1 2|0 1 2|0 1 20 1 2|0 1 2
a. Symptoms present in early childhood. OO0O00000000 00000000
b. Speech Pragmatic Deficits o1 2/01 2|01 2|01 2|01 2|0 1 2
OO0 OO0 O OO0 0 00 0 00000 00

Does your child have trouble understanding the
more subtie aspects of language, ke how fo take
turns when having a conversation, or knowing
whal someone means when they use sarcasmor
make analogies (e.g."She's as heavy as a

house')?

o e 001 201201201 2012|012
A Socially (with peers): OO00000000lo00lo00looo
B Withfamity, ] 01 2]0 1 201 20 1 2[00 1 20 1 2

OO0 O0loo o000
B 01 2/0 1201 2/0 1 2/0 1 2|0 1 2
OO0l olooolooolooo
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Codes for Remaining Items: 0= No Information 1=No 2=Yes
9. Evidence of Autism Spectrum Disorders Summary  Summary
CE MSP
- I = e S L e e B S g S st

01 2 0 1 2
0000 00

A. Persistent deficits in social communication and social interaction across multiple contexts, as manifest by the following, currently or by history:

1. Deficits in social-emaotional reciprocity, ranging for example, from abnormal social approach or failure of back and forth conversation, to
reduced sharing of interests, emotions. affect; to failure to initiate or respond to social interactions.

2. Deficits in nonverbal communicative behaviors used for social interaction, ranging from poorly integrated verbal and nonverbal
communication, to abnormalities in eye contact and body-language, or deficits in understanding and use of gestures; to a total lack of facial
expression and non-veral communication.

3. Deficits in developing, maintaining, and understanding relationships, ranging from difficulties adjusting behavior to suit different social
contexts.to difficulties in sharing imaginative play and in making friend; to absence of interest in peers.

B. Restricted, repetitive patterns of behavior, interests, or activities as manifested by at least two of the following:
1. Stereotyped or repetitive speech, motor movements, or use of cbjects; (such as simple motor sterectypies, echolalia, repetitive use of
objects, lining up of toys or flipping objects. or idiosyncratic phrases).

2. Insistence on sameness, inflexible adherence to routines, or ritualized patterns of verbal or nonverbal behavior (e.g. extreme distress at small
changes, difficulties with transitions, need to take the same route or eat the same food every day).

3. Highly restricted. fixated interests that are abnormal in intensity or focus; (such as strong attachment to or precccupation with unusual
objects, excessively circumscribed or perseverative interests).
4. Hyper-or hypo-reactivity to sensory input or unusual interest in sensory aspects of environment; (such as apparent indifference to pain/eat/cold,
adverse response to specific sounds or textures, excessive smelling or touching of objects, visual fascination with lights or movement.
C. Syptoms must be present in early childhood (but may not become fully manifest until social demands exceed limited capacities. or may become
masked by learned behavior or ather mitigating measures).
0. Symptoms cause clinically significant impaiment in social, occupational, or other important areas of functioning.
E. These disturbances are not better explained by intellectual disability or global developmental delay. Intellectual disability and autism spectrum
disorder frequently co-occur; to make comorbid diagnoses of autism spectrum disorder and intellectual disability, social communication should be
below that expected for general developmental level,

Specify:
_ With accompanying intellectual impairment _ Without accompanying intellectual impairment
_ With accompanying language impairment ___ Without accompanying language impairment
_ Associated with a known medical or geneic condition or environental factor

_ Associated with another neurodevelopmental, mental, or behavioral disorder

Specify Severity:

___Lewvel One - Requiring Support (e.g. decreased social interactions, to-and-fro conversations with others fail).

____ Level Two - Requiring Substantial Support (e.g., speaks simple sentences, limited, narrow, special interests, odd non-veral communication).
_____ Level Three - Requiring Very Substantial Support (e.g., child with few intelligible words, rarely initiates interaction, makes unusual approaches).
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. SUMMARY LIFETIME DIAGNOSES CHECKLIST- .
L Date of Assessment: / / |
——
0 =NO INFORMATION 3 =DEFINITE H
1 =NOT PRESENT 4= IN PARTIAL REMISSION* 1. Meets criteria for core symptoms of the disorder.
2 = PROBABLE 2. Meets all but one, or a minimum of 75% of the remaining

*{where applicable, according to the DSM-5) || criteria required for the diagnosis
3. Evidence of functional impairment

Adges: DIAGNOSIS AGE OF

i AGE OF
Scare in years MOST SEVERE  ONSET ONSET
MSP DIAGNOSIS OF
PAST (MSF) CURRENT CURRENT
EPISODE EPISODE EPISODE EPISODE
1. Major Depressive Eplsode 0123 01234
2. Dysthymia 0123 01234
3. Unspecified Depressive Disorder 0123 01234
4. Adjustment Disorder w 0123
Depressed Mood 01234
5. Mania
0123 01234
6. Hypmania 0123 01234
7. Cyclothymia 0123 01234
8. Bipolar Mixed Episode 0123 01234
(MDE & Mania)
9. HypomaniaMixed Episode 0123 01234
10. Unspecified Bipolar Disorder 0123 01234
11. Unspecified Mood Disorder
p 3 7 p 01234
12. Primary Mood Disorder w 0123
Psychotic Features 01234
13. Disruptive Mood 0123
Dysregulation Disorder 01234
14. Schizoaffective Disorder 0123 01234
1. Schizophrenia 0123 01234
1. Schizophreniform Disorder 0123 0123 4
17. Brief Reactive Psychosis 023 01234
1." Unspecified Psychotic DO 203 01234
8962154 YEAR D DATE
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DIAGNOSIS
Ades: MOST AGE OF Act)sFE
Score in years. SEVERE PAST  ONSET DIAGNOSIS ONSET
(MSP) MSP CURRENT CURRENT
EPISODE  EPISODE EPISODE EPISODE
19. Panic Disorder 0123 012 3 4
20. Agorophobia 0123 01234
Disorder
21. Separation Aniety DO 0123 01234
22. Social Anxiety DO 0123 01234
23. Selective Mutism 0123 01234
24. specific Phobia 0123 01234
25. Generalized Anxiety DO 0123 01234
26. Obsessive Compulsive DO 0123 0123 4
271. Posttaumatic Stress DO 0123 012 34
28. Acute Stress Disorder 0123 01234
29. Unspecified Anxiety DO 0123 0123 4
Adjustment Disorder
30\ Anxious Mood 0123 01234
31. Enuresis 0123 012 3 4
32. Encopresis 0123 012 3 4
33. Anorexia Nervosa 0123 01234
34. Bulimia 0123 012 3 4
35. Binge Eating DO 0123 01234
36. Eating DO NOS 0123 012 34
8962154
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DIAGNOSIS
AGE OF
fges; mosT ONSET ‘oF
Score in years SEVEREPAST L ep DIAGNOSIS ONSET
(MSP) CURRENT CURRENT
EPISODE EPISODE EPISODE EPISODE
37. ADHD 0123 012 3 4
Q@ Combined (1 Q Combined (1
Q Inattentive (2 Q Inattentive (2
QO Impulsive/Hyperactive (3) O Impulsive/Hyperactive (3)
38. Unspecified ADHD 0123 0123 4
39. Conduct Disorder 0123 01234
40. Oppositional Defiant DO 0123 0193 4
41. Unspecified Disruptive Behav 0123 0123 4
42..Adj. Disorder w/Dist.
of Conduct 0123 01234
43. Adj. Disorder wiMixed
Mood & Conduct 0123 01234
44. Tourettes 0123 0123 4
45. Chronic Motor or 0123
Vocal Tic Disorder 01234
46. Transient Tic DO 0123 0123 4
47. Autism Spectrum DO 0123 01234
48. Alcohol Use Disorder 0123 01234
49, Substance Use Disorder 0123 01234
50, Other Diagnoses (specify) 0123 012 3 4
51. Other Diagnoses (specify) 0123 01234
SUBSTANCE INDUCED MOOD AND ANXIETY
Substance Induced
Mood DO 01234 01234
Specify MOOD () Mania ) Hypomania ) Mixed () Depression ) Other/ Unknown
Substance Induced
Anxiety DO 01234 01234
8962154
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IREATMENT HISTORY: _ Score: 0=No Information, 1=No, 2=Yes

Outpatient Treatment 0 1 2 Psychiatric Hospitalization 0 1 2
Age of First Outpatient Age of First Psychiatric R
Treatment (years) Hospitalization (years) SUICIDAL BEHAVIOR;
Ideation:. 0 1 2
Total Duration of Outpatient Number of Psychiatric 2
Treatment (weeks) Hospitalizations Gesture: 0 1 2
Attempt. 0 1 2
Total Duration of Inpatient
Treatment (weeks)
RELIABILITY OF INFORMATION: OGood (2) [OFair (1) [OPoor (0)

[ - o
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FOLLOW-UP SUMMARY DIAGNOSES CHECKLIST .

Date of Last Assessment: / /

0=NO INFORMATION 3 =DEFINITE

1=NOT PRESENT 4 =N PARTIAL REMISSION* 1. Meets criteria for core symptoms of the disorder.

2 = PROBABLE 2. Meets alf but one, or a minimum of 75% of the remaining
*(where applicable, according to the DSM-3)| | criteria required for the diagnosis

3. Evidence of functional impairment

Ades: DIAGNOSIS AGE OF
Score in years MOST SEVERE ONSET AGE OF
PAST (MSP) MsP ONSET
EPISODE SINCE EPISODE DIAGNOSIS OF
LAST SINCE LAST CURRENT CURRENT
INTERVIEW  INTERVIEW EPISODE EPISODE
1. Major Depressive Eplsode 0123 01234
2. Dysthymia 0123 01234
3. Unspecified Depressive Disorder 0123 01234
4. Adjustment Disorder
w Depressed Mood 612 3 01234
5. Mania D123 01234
6. Hypmania 0123 01234
7. Cyclothymia 0:1.2:3 01234
8. Bipolar Mixed Episode 0123 012 34
(MDE & Mania)
9. Hypomania/ 0123
Mixed Episode 01234
10. Unspecified Bipolar Disorder 0123 01234
11. Unspecified Mood Disorder 0123 01234
12. Primary Mood Disorder
w Psychotic Features 0123 01234
13. Disruptive Mood 0123
Dysregulation Disorder 01234
14. Schizoaffective Disorder 0123 01234
15. Schizophrenia 0123 0123 4
16. Schi ifi
Dlsorde;wphrem 'orm 01253 01234
17 Brief Reactive Psychosis 0123 01234
01223
18. Unspecified Psychotic DO 01234
8962154 YEAR ID DATE
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. FOLLOW-UP SUMMARY DIAGNOSES CHECKLIST 52 .
DIAGNOSIS AGE OF
MOST ONSET
. SEVERE PAST MSP AGE
2_(1& . (MSP) EPISODE OF
core in years EPISODE SINCE DIAGNOSIS ONSET
SINCE LAST LAST CURRENT CURRENT
INTERVIEW INTERVIEW EPISODE EPISODE
19. Panic Disorder 0123 012 3 4
20. Agorophobia 0123 012 3 4
Disorder
21. Separation Aniety DO 0123 01234
22. Social Anxiety DO 0123 01234
23. Selective Mutism 0123 01234
24, Specific Phobia 0123 01234
25. Generalized Anxiety DO 0123 012234
26. Obsessive Compulsive DO 0123 0123 4
27. Posttaumatic Stress DO 0123 01234
28. Acute Stress Disorder 0123 012 3 4
29. Unspecified Anxiety DO 0123 0123 4
Adjustment Disorder
30. w Anxious Mood 0123 01234
31. Enuresis 01223 012 3 4
32. Encopresis 0123 01234
33, Anorexia Nervosa 01223 01234
34, Bulimia 0123 01234
35. Binge Eating DO 0123 01234
36. Eating DO NOS 0123 012 34
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. FOLLOW-UP SUMMARY DIAGNOSES CHECKLIST 53 .
DIAGNOSIS AGE OF
MOST ONSET
. SEVERE PAST MSP AGE
24% . (MSP) EPISODE OF
core In years EPISODE SINCE DIAGNOSIS ONSET
SINCE LAST LAST CURRENT CURRENT
INTERVIEW INTERVIEW EPISODE EPISODE
37. ADHD 0123 01234
et Qoomoned
nattentive nattentive
QO Impulsive/Hyperactive (3) O Impulsive/Hyperactive (3)
38. Unspecified ADHD 0123 01234
39. Conduct Disorder 0123 01234
40, Oppositional Defiant DO 0123 0193 4
41. Unspecified Disruptive Behav 0123 01234
42..Adj. Disorder wiDist. 0123
of Conduct 01234
43. Adj. Disorder wiMixed
Mood & Conduct 0123 01234
44. Tourettes 0123 0123 4
45, Chronic Motor or 0123
Vocal Tic Disorder 01234
46. Transient Tic DO 0123 01234
47. Autism Spectrum DO 0123 012314
48. Alcohol Use Disorder 0123 01234
49, Substance Use Disorder 0123 01234
50. Other Diagnoses (specify) 0123 012 3 4
51. Other Diagnoses (specify) 0123 01234
SUBSTANCE INDUCED MOOD AND ANXIETY
Substance Induced 01223
Mood DO 01234
Specify MOOD () Mania ) Hypomania ) Mixed () Depression ) Other/ Unknown
Substance Induced 0123
Anxiety DO 012534
8962154

m 0~ ° ]

This document is confidential. It contains proprietary information of Supernus® Pharmaceuticals, Inc. Any viewing or disclosure
of such information that is not authorized in writing by the Sponsor is strictly prohibited. Such information may be used solely
for the purpose of reviewing or performing this study.



Supernus® Pharmaceuticals, Inc.

810P302

CONFIDENTIAL
Version 7.0

Page 194 of 225

IREATMENT HISTORY (since last assessment).

Score: 0=No Information, 1=No, 2=Yes

Outpatient Treatment 0 1 2 Psychiatric Hospitalization 0 1 2
Age of First Outpatient Age of First Psychiatric R
Treatment (years) Hospitallzation, (ears) - SUICIDAL BEHAVIOR:
! i : . Ideation:. 0 1 2
Total Duration of Outpatient Number of Psychiatric :
Treatment (weeks) H:spllallmtluns Gesture: 0 1 2
Attempt. 0 1 2
Total Duration of Inpatient
Treatment (weeks)
‘ RELIABILITY OF INFORMATION: OGood (2) [OFair (1) [OPoor (0)

[ - o
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AMERICAN PSYCHIATRIC ASSOCIATION

DSM-5 CROSS-CUTTING SYMPTOM MEASURES

http:/fwww. psychiatry. org/practice/dsm/dsmS/online-assessment-measures#levell
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DSM-5 Parent/Guardian-Rated Level 1 Cross-Cutting Symptom Measure—Child Age 6-17

Child’s Name: Age: Sex: O Male O Female Date:

Relationship with the child:

Instructions (to the parent or guardian of child): The questions below ask about things that might have bothered your child. For each
question, circle the number that best describes how much {or how often) your child has been bothered by each problem during the
past TWO (2) WEEKS.

None | Slight | Mild |Moderate|Severe| Highest
Net at | Rare, less |Several| More than | Nearly | Domain
all  [thanaday| days | halfthe | every | Score
During the past TWO {2) WEEKS, how much {or how often} has your child... or two days day | |clinician)
1. |Complained of stomachaches, headaches, or cther aches and pains? o] 2] 2 3 4
2. |Said he/she was worried about his/her health or about getting sick? o] 1 2 3 4
II. 3 Had problems sleeping—that is, trouble falling asleep, staying asleep, or 0 1 2 3 4
" |waking up too early?
1. 4 Had problems paying attention when he/she was in class or doing his/her 0 1 5 3 4
" |homework or reading a book or playing a game?
IV. | 5. |Had less fun doing things than he/she used to? 0 1 2 3 4
6. |Seemed sad or depressed for several hours? 0 1 2 3 4
V.&| 7. |Seemed more irritated or easily annoyed than usual? 0 1 2 3 4
VI. |8, [Seemed angry or lost his/her temper? 0 1 2 3 4
VIl. | 9. |Started lots more projects than usual or did more risky things than usual? 0 1 2 3 4
10. |Slept less than usual for him/her, but still had lots of energy? o] 1 2 3 4
VI, | 11. [Said he/she felt nervous, anxious, or scared? 0 5, 2 3 4
12. |Not been able to stop worrying? 0 1 2 3 4
Said he/she couldn’t do things he/she wanted to or should have done,
12 E Q 1 2 3 4
because they made him/her feel nervous?
1X. 14 Said that he/she heard voices—when there was no one there —speaking 0 1 5 3 4
" |about him/her or telling him/her what to do or saying bad things to him/her?
15 Said that he/she had a vision when he/she was completely awake—that is, 0 i 2 3 4
" |saw something or someone that no one else could see?
e Said that he/she had thoughts that kept coming into his/her mind that he/she
16. |would do something bad or that something bad would happen to him/her or 0 i1 2 3 4
to someone else?
Said he/she felt the need to check on certain things over and over again, like
17 0 1] 2 =) 4
whether a door was locked or whether the stove was turned off?
Seemed to worry a lot about things he/she touched being dirty or having
18. i 7 0 1 2 £ 4
germs or being poisoned?
19 Said that he/she had to do things in a certain way, like counting or saying 0 1 2 3 4
" |special things out loud, in order to keep something bad from happening?
In the past TWO (2) WEEKS, has your child ...
Xl. | 20. | Had an alcoholic beverage (beer, wine, liquor, etc.)? O ¥Yes | O Ne [O Don'tKnow
21. | Smoked a cigarette, a cigar, or pipe, or used snuff or chewing tobacco? O Yes | O Ne |O Don'tKnow
Used drugs like marijuana, cocaine or crack, club drugs (like ecstasy),
22. | hallucincgens {like LSD), heroin, inhalants or solvents {like glue), or O ves | O Neo [0 Don'tKnow
methamphetamine (like speed)?
Used any medicine without a doctor's prescription (e.g., painkillers [like
23. | Vicodin], stimulants [like Ritalin or Adderall], sedatives or tranquilizers [like O Yes | O No [0 Don'tKnow
sleeping pills or Valium], or steroids)?
Xl 24, Ir? the past TWO (2) WEEKS, hlas he/she tal.ked .al.wut wanting to kill Al ve B e Dartew
himself/herself or about wanting to commit suicide?
25. | Has he/she EVER tried to kill himself/herself? O Yes | O Ne [O Don'tKnow
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DSM-5 Self-Rated Level 1 Cross-Cutting Symptom Measure—Child Age 11-17

Name: Age: Sex: [ Male U Female Date:

Instructions: The questions below ask about things that might have bothered you. For each question, circle the number that best
describes how much {or how often) you have been bothered by each problem during the past TWO {2) WEEKS.

None | Slight | Mild |Moderate| Severe | Highest
Mot at all| Rare, less |Several| Mare than | Nearly | Domain
thanaday| days | halfthe | every | Score
During the past TWO (2) WEEKS, how much (or how often) have you... or twa days day | (clinician)
1. |Been bothered by stomachaches, headaches, or other aches and pains? 1] 1 2 3 4
2. |Worried about your health or about getting sick? 1] 1 2 3 4
1. Been bothered by not being able to fall asleep or stay asleep, or by waking
3. o] 1 2 3 4
up too early?
1. Been bothered by not being able to pay attention when you were in class or
4, 7 ; 5 0 1 2 3 4
doing homework or reading a book or playing a game?
IV. |5. |[Had less fun doing things than you used to? 0 1 2 3 4
6. [Felt sad or depressed for several hours? 0 1 2 3 4
V. &|7. |Felt more irritated or easily annoyed than usual? 0 ik 2 3 4
VI. |8, |[Feltangry or lost your temper? 0 1 2 3 4
VIl. |9. |Started lots more projects than usual or done more risky things than usual? ] 1 2 3 4
10. |Slept less than usual but still had a lot of energy? ] 1 2 3 4
VIIl. | 11. |Felt nervous, anxious, or scared? 0 il 2 3 4
12. |Not been able to stop worrying? 1] 1 2 3 4
i3 Mot been able to do things you wanted to or should have done, because 0 1 5 3 4
" |they made you feel nervous?
IX. Heard voices—when there was no one there—speaking about you or telling
14, ; ; 0 1 2 3 4
you what to do or saying bad things to you?
Had visions when you were completely awake—that is, seen something or
15, o] 1 2 3 4
someone that no one else could see?
X Had thoughts that kept coming into your mind that you would do
16. |something bad or that something bad would happen to you or to someone 0] al 2 3 4
else?
17 Felt the need to check on certain things over and over again, like whether a 0 1 3 3 4
" |door was locked or whether the stove was turned off?
1s. W(?med a lot about things you touched being dirty or having germs or being 0 1 2 3 4
poisoned?
19 Felt you had to do things in a certain way, like counting or saying special 0 1 2 3 4
" |things, to keep something bad from happening?
In the past TWO (2) WEEKS, have you...
Xl. | 20. | Had an alcoholic beverage (beer, wine, liquor, etc.}? O Yes O HNo
21. | Smoked a cigarette, a cigar, or pipe, or used snuff or chewing tobacco? O Yes O HNo
Used drugs like marijuana, cocaine or crack, club drugs {like Ecstasy),
22. | hallucinogens (like LSD), heroin, inhalants or solvents {like glue), or O Yes O HNo
methamphetamine (like speed)?
Used any medicine without a doctor’s prescription to get high or change
the way you feel [e.g., painkillers [like Vicodin], stimulants [like Ritalin or
23. ; i ; i : O Yes O nNo
Adderall], sedatives or tranguilizers [like sleeping pills or Valium], or
stercids)?
Xl 24, In_ti'_le last 2 weeks, have you thought about killing yourself or committing O vYes O No
suicide?
25. |Have you EVER tried to kill yourself? O Yes O Neo
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10.5 Columbia-Suicide Severity Rating Scales (C-SSRS)
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10.6 Swanson, Nolan and Pelham Rating Scale-Revised (SNAP V)

THE MTA SNAP-IV TEACHER AND PARENT RATING SCALE
James M. Swonson, PhD._ Unersily of Califomia_inine,

CA 92715
" ; g te Not At [ JustA | Pretty | Very
For each item, check the column which best describes this child Al Litte | M Much

Fails to give close altention to details or makes careless mistakes in schoolwork of tasks
Has difficulty sustaining attention in tasks or play activities

Does not seem fo listen when spoken to directly

Does not follow through on instructions and fails to finish schoolwork, chores, or duties
Has difficulty organizing tasks and activilies

]ﬁ, Avoids, dislikes, or reluctantly engages in tasks requiring sustained mental effort

I?‘ Loses things necessary for activilies (e.g., toys, school assignments, pencils, or books)
]B. Is distracled by extraneous stimuli

9. Is forgetful in daily activities

10. Fidgets with hands or feet or squirms in seat

11. Leaves seat in classroom or in other situations in which remaining seated is expected
12. Runs about or climbs excessively in situations in which it is inappropriate

[l B Kl Endi i

13. Has difficuliy playing or engaging in leisure aclivities quietly
14. Is "on the go” or ofien acts as if “driven by a motor”

15. Talks excessively

16. Blurts out answers before questions have been completed
17. Has difficulty awaiting turn

8. Interrupts or intrudes on others (e.g., bults into conversations / games)
19. Loses temper

20. Argues with adults

21. Actively defies or refuses adult requests or rules

22. Deliberately does things that annoy other people

23. Blames others for hia o her mistakes or misbehavior

24. [s touchy or easily annoyed by others

25. |a angry and resentiul

26. g spiteful or vindictive

Rater Initials: ___
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10.7 Simpson-Angus Rating Scale
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3 = Marked rigidity with difficulty in passive movement

4 = Extreme stiffness and rigidity with almost a frozen shoulder

4. ELBOW RIGIDITY:

The elbow joints are separately bent at right angles and passively extended and flexed, with the
subject's biceps observed and simultaneously palpated. The resistance to this procedure is rated.
(The presence of cogwheel rigidity is noted separately.)

0 = Normal

1 = Slight stiffness and resistance
2 = Moderate stiffness and resistance
3 = Marked rigidity with difficulty in passive movement

4 = Extreme stiffness and rigidity with almost a frozen shoulder

5. WRIST RIGIDITY or Fixation of position:
The wrist is held in one hand and the fingers held by the examiner's other hand, with the wrist
nloved to extension, flexion and ulner and radial deviation:

0 = Normal

1 = Slight stiffness and resistance
2 = Moderate stiffness and resistance
3 = Marked rigidity with difficulty in passive movement

4 = Extreme stiffness and rigidity with almost a frozen shoulder

6. LEG PENDULOUSNESS:

The patient sits on a table with his legs hanging down and swinging free. The ankle is grasped by
the examiner and raised until the knee is partially extended. It is then allowed to fall. The
resistance to falling and the Jack of swinging form the basis for the score on this item:

0 = The legs swing freely

1 = Slight diminution in the swing of the legs
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10.8 Barnes Akathisia Rating Scale (BARS)
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10.9 Abnormal Involuntary Movement Scale (AIMS)
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10.10 Child Health Questionnaire Parent Form 28-item (CHQ-PF28)

CHILD HEAL TH QUES TIONNAIRE (CHQ-PF28)

PARENT FORM - 28 ENGLISH (U.S.)
TODAY'S DATE

o | (S
MONTH DAY YEAR

ID NUMBER

INSTRUCTIONS: This form asks about your child's health and well-being. Your responses will be treated confidentially. There
are no right or wrong responses. If you are unsure how to respond to a question, give the best response you can. It is important
that you fill in each question. Please use blue or black ink.

Correct Marks: [} EI H e

SECTION1: YOURC

1.1. In general, would

SECTION 2: YOUR CHILD’S PHYSICAL ACTIVITIES
The following questions ask about physical activities your child might do during a day.

2.1. During thg pastt_i ‘m.feeks, has your child been limited in any of Vs Yes Vi
the following activities due to health problems? limited fimited fimited  No, not
alot some a little limited
a. Doing things that take a lot of energy, such as playing soccer, O O O O
or running?
b. Doing things that take some energy such as riding a bike or skating? O O O |

¢. Bending, lifting or stooping? O O O O
SECTION 3: YOUR CHILD’S EVERYDAY ACTIVITIES

3.1, During the past 4 weeks, has your child been limited in the AMOUNT of time he/she could spend on schoolwork or
activities with friends due to EMOTIONAL difficulties or problems with histher BEHAVIOR?

Yes, limited a lot Yes, limited some Yes, limited a little No, not limited

O O O O

3.2.  During the past 4 weeks, has your child been limited in the KIND of schoolwork or activities he/she could do with friends
due to problems with his/her PHYSICAL health?

Yes, limited a lot Yes, limited some Yes, limited a little No, not limited
O O O O
—~
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SECTION 4: PAIN

4.1. During the past 4 weeks, how often has your child had bodily pain or discomfort?

Every/almost
None of thetime  Once or twice A few times Fairly often Very often every day
O O O O i} O

SECTION 5: BEHAVIOR
Below is a list of items that describe children's behavior or problems they sometimes have.

5.1. How often during the past 4 weeks did each of the following
statements describe your child?

Never
a. Argued a lot? ]
b. Had difficulty conge g or fayi O
¢. Lied or cheated? =)
5.2. Compared to other children your child's age, in general would you say his/her behavior is:
Excellent Very good Good Fair Poor
O O O O O
SECTION 6: WELL-BEING
The following phrases are about children’s moods.
6.1.  During the past 4 weeks, how much of the time do
you think your child: Alittle
All of the Most of Some of of the None of
time the time the time time the time
a. Felt lonely? [ O o O (]
b. Acted nervous? O | O O O
¢. Acted bothered or upset? O O O a (]
_— N peatth
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SECTION 7: SELF-ESTEEM
The following ask about your child's satisfaction with self, school, and others. It may be helpful if
you keep in mind how other children your child's age might feel about these areas.
Neither
7.1, During the past 4 weeks, how satisfied do you think satisfied
your child has felt about: Very Somewhat ner Somewhat Very
satisfied satisfied dissatisfied  dissatisfied  dissatisfied
a. His/her school ability? O O O O O
b. His/her friendships? O | O = O
0 | 0 O O

c. His/her life overall?

lostly Definitely

8.1. How true or false i
know false false
a. My child seel £ss healthy than other children | know. O O O O O
b. My child has never been seriously ill. O O a O O
O O O O O

c. 1 worry more about my child’s health than other people
worry about their children’s health.

8.2. Compared to one year ago, how would you rate your child’s health now:

Somewhat worse

Somewnhat
Much better now  better now than About the same now than Much worse now
than 1 year ago 1 year ago now as 1 year ago 1 year ago than 1 year ago
O O O O |

o
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SECTION 9: YOU AND YOUR FAMILY

9.1.  During the past 4 weeks, how MUCH emotional worry or

concern did each of the following cause YOU? None Alittle Quite

at all bit Some a bit Alot
a. Your child’s physical health O O O ) 0
b. Your child’s emotional well-being or behavior | O Ll O O

9.2. During the past 4 weeks, were you LIMITED in the amount

R Yes, Yes, Yes,

of time YOU had for your own needs because of: limited limited limited  No, not
alot some a little limited

a. Your child's physical health O || O O

b. Your child’s emctional well-being or behavior? O
9.3. During the pasti d
health or behav
Never
a. limited the types 3s a fRmily? O
b. interrupted day family activities O O

(eating meals, watching tv)?

9.4. Sometimes families may have difficulty getting along with one another. They do not always agree and they may get
angry. In general, how would you rate your family's ability to get along with one another?

Excellent Very good Good Fair Poor
[} O O O O
=~
= "
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10.11 Parenting Stress Index-Short Form (PSI-4-SF)

» i

1
SHORT FORM

Record/Profile Form
Richard R. Abidin, EdD

Instructions:
On the inside of this form, write your name, gender, date of birth, ethnic group, and marital status;
today’s date; and your child’s name, gender, and date of birth. This questionnaire contains 36 statements.

Read each statement carefully. For each statement, please focus on the child you are most concerned about
and circle the response that best represents your opinion. Answer all questions about the same child.
Circle SA if you strongly agree with the statement.
Circle A if you agree with the statement.
Circle NS if youare not sure.
Circle D if you ¢ sagieq With tifé
Circle SD if you strongly ‘Elisag"'rgg“
For example, if you sometimes enjoy going to the movies, you would circle A in response to the following
statement:

it ()
with the statemertt. |~ -

[ enjoy going to the movies. SA @ NS D SD

While you may not find a response that exactly states your feelings, please circle the response that comes
closest to describing how you feel. Your first reaction to each question should be your answer.

Circle only one response for each statement, and respond to all statements. Do not erase! If you need to
change an answer, mark an “X” through the incorrect answer and circle the correct response. For example:

I enjoy going to the movies. SA A NS @ @

PAR - 16204 N. Florida Ave. * Lutz, FL 33549 + 1.800.331.8378 * www.parinc.com

Copyright © 1990, 1995, 2012 by PAR. All rights reserved. May not be reproduced in whole or in part in any form or by any means without written permission of PAR. This form
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= Answer Sheet

' i
SHORT FORM
Name Gender Date of birth / /
Ethnic group Marital status Today’s date / i
Child’s name Child's gender. .~ Child'sdateofbith__ / /[

SA = Strongly Agree A =Agree NS = Not Sure D = Disagree  SD = Strongly Disagree '

1. Ioften have the feeling that I cannot handle things very well. ...............c.o... SA A NS D SD
2. 1find myself giving up more of my life to meet my children’s needs than I ever
EXPECTE. L ¢ 2t ir e v L e Tl o v oo SR g+ Ngih e teem wa e 02 SA A NS D 8D
3. 1feel trapped by my responsibilities as a parent. ...........cciviiiaiiiiiiiiiin SA A NS D 8D
4. Since having this child, [ have been unable to do new and different things. ......... SA A NS D 8D
5. Since having a child, I feel that T am almost never able to do things that [liketodo. .. SA A NS D 8D
6. lam unhappy with the last purchase of clothing I made for myself. ............... SA A NS D SD
7. There are quite a few things that bother me about my life. ....................... SA° A NS D sD
8. Having a child has caused more problems than I expected in my relationship with
my spouse/parenting PATNEr. .. Jiiuu s odviais s v e e e o SA A NS D SD
9. Ifeel alone and W OU GBS T iRy s e  atls B oers Thunis oL o oom S A e o SA A NS D SD
10. WhenIgotoal Ja?‘t%f ﬁ}ﬁ«z,ﬂgual.w@"p -%qlchﬁ-m en;@ 3 ml;ﬁlsil -\ K J:LM. r % A NS D 8D
11. Tamnotas mtg;gﬁd*«y} @eoﬁ}legﬁs L d%, be&éﬁ LA J;L J-1 l w oLl '\%&; A NS D SD
12. ldontenjoy thingsasIusedto. ..............c...00.e e A e e L E) SA A Ns D SD
13. My child rarely does things for me that make me feel good. ...............oveee. SA A NS D SD -
14, When I do things for my child, I get the feeling that my efforts are not appreciated
very.much,© .. 2085 Lol TR Ty ok i B T e T Ly T K e SA A NS D 8D
15. My child smiles at me much less than Texpected. ... SA A NS D SD
16. Sometimes [ feel my child doesn’t like me and doesn’t want to be close tome. ..... SA A NS D SD
17. My child is very emotional and gets upseteasily. ... SA A NS D sSD
18. My child doesn’t seem to learn as quickly as most children. ..............oooiees SA A NS D SD
19. My child doesn’t seem to smile as much as most children. ............oiviiiinn SA A NS D 3D
20. My child is not able todoas much as Texpected. ................coooiiiian, SA A NS D SD
21, It takes a long time and it is very hard for my child to get used to new things. ...... SA A NS D 8D
22. Ifeel that I am: (Choose a response from the choices below.)............c.iiiiuns psl2 & 6y 4y ot5
1. avery good parent.
2. a better-than-average parent.
3. anaverage parent.
4. aperson who has some trouble being a parent.
5. not very good at being a parent.
23. Texpected to have closer and warmer feelings for my child than I do, and this
BotREPIaNe L5\, o BT T iy s e o ., SR S R Rl SA A NS D SD
24. Sometimes my child does things that bother me justtobe mean. ................. SA A NS D sD
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SA = Strongly Agree A =Agree NS = Not Sure D = Disagree ~ SD = Strongly Disagree

25,
26.
27.
28.

29.
30.
3.
32,

33.

34.
35.
36.

My child seems to cry or fuss more often than most children. .................... SA A NS
My child generally wakes upinabadmood. .............cciiiiiiiiiiiii, SA A NS
I feel that my child is very moody and easily upset. .............coooiiii, SA A NS
Compared to the average child, my child has a great deal of difficulty in getting
used to changes in schedules or changes around the house. ...................... SA A NS
My child reacts very strongly when something happens that my child doesn’tlike. .. SA A NS
When playing, my child doesn’t often giggle orlaugh. .......................00, SA A NS
My child’s sleeping or eating schedule was much harder to establish than I expected. SA A NS
I have found that getting my child to do something or stop doing something is:
(Choose a response from the choices below.)....... ..., s 273

1. much harder than [ expected.

2. somewhat harder than I expected.

3. about as hard as [ expected.

4. somewhat easier than I expected.

5. much easier than I expected.
Think carefully and count the number of things which your child does that bothers you.
For example, dawdles, refuses to listen, overactive, cries, interrupts, fights, whines, etc.
(Choose a response from the choices below.). ............cooo i T tRer N g

13 1-3

2. 45

367

4. 8- ::

Do not duplicate
There are some things my child does that really bother mealot. = ............... SA A NS
My child’s behavior is more of a problem than I'expected. ....................... SA A NS
My child makes more demands on me than most children, ...................00. SA A NS

Please do not

write in this area.

D SsD
D SD
D SD

SD
SD
sD
sSD

o o.9.0

=N
w

D SD
9= 1)
D s8D
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