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PAERS—
Clinician 

Instru
ctio

ns fo
r U

sing
 the PA

ER
S a

s a
n Interview

A
ll C

A
PTN

 studies use the PA
ERS to guide assessm

ent of possible adverse events (A
E). W

hile the PA
ERS item

s represent clinically

im
portant drug-related A

Es, a PA
ERS item

 that is endorsed by your patient m
ay or m

ay not represent a drug-related A
E. For

exam
ple, in a patient taking sertraline, nausea m

ay be a drug-induced A
E or it m

ay be due to a viral illness. H
ostility and irritability

m
ay be related to stress or m

ay be a drug effect. The PA
ERS therefore captures any adverse event for later determ

ination of its

relationship to study m
edication.

There are four PA
ERS form

s: (1) a child PA
ERS, (2) a parent PA

ERS, (3) a clinician PA
ERS, and (4) a PA

ERS clinician interview
 form

.

O
rdinarily, it is best to review

 the child and the parent PA
ERS, and then to interview

 the patient and parent before com
pleting the

clinician PA
ERS. H

ow
ever, this m

ay not alw
ays be possible because of tim

e constraints or poor com
pliance. To allow

 for variability

that com
es w

ith taking care of real patients, w
e provide tw

o options for com
pleting the PA

ERS, one that em
ploys and one that

does not rely on the child and parent form
s. In both options, from

 the baseline visit forw
ard, review

 of the PA
ERS w

ith the child

and parent is intended to be a teaching opportunity as w
ell as a m

echanism
 for A

E ascertainm
ent.

•
In option 1, (C

linician PA
ERS), the physician first review

s the com
pleted child and parent PA

ERS form
s and then, guided by

prior know
ledge, conducts a verbal review

 of all PA
ERS item

s w
ith the child and parent. In this option, m

ore attention is

spent on item
s that the child or parent endorse as present, but every item

 is touched on, even if only briefly. The physician

then com
pletes the PA

ERS clinician form
 for later data entry.

•
O

ption 2 (PA
ERS C

linician Interview
 form

) uses the PA
ERS as a sem

i-structured interview
 w

hen the com
pleted child and/or

parent form
s are not available for prior review

. In this option then, the physician does a careful verbal review
 of all PA

ERS

item
s w

ith the child and the parent before com
pleting the PA

ERS interview
 form

 for later data entry. To m
ake the interview

version of the PA
ERS easy to adm

inister and to code, w
e provide a PA

ERS C
linician Interview

 form
 that includes the child

probe questions as w
ell as the clinician item

 w
ording. Rem

em
ber that even though you use child friendly language to ask

questions, the construct being m
easured is captured in the clinician term

inology.

To sum
m

arize, the PA
ERS provides a convenient and sim

ple w
ay to ascertain possible drug-related adverse events. There are tw

o

options for com
pleting the PA

ERS, one w
ith and one w

ithout the child and parent PA
ERS form

s. Both options require a system
atic

review
 of each PA

ERS item
 w

ith the child and parent, but you are free to use the option that best suits your particular circum
stances

at each study visit. 

A
uthorized users m

ay use these m
aterials at their institution, but m

ay not further dissem
inate these m

aterials w
ithout obtaining w

ritten perm
ission from

 C
A

PTN
 Site

M
anagem

ent at fax: 919 -668-7003. It is strictly prohibited for the institution to copy m
aterials for other use.  Institutions w

ill m
ake reasonable efforts to ensure that access to

and use of m
aterials is lim

ited to authorized users.
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Study Enrollment/Baseline
PAERS—Clinician Interview 

Pediatric Adverse Event Rating Scale Clinician PAERS

Evaluation date:  ___ ___ /___ ___ ___ /___ ___ ___ ___
day month year

# Signs/Symptoms Recently
Present?

Currently
Resolved?

Drug Related?
0 = No
1 = Study drug
2 = Other drug
3 = Drug:drug interaction

Severity?
1 = Mild
2 = Moderate
3 = Severe
4 = Extreme

Function
Impaired?

1 Irritable or bad mood:
Irritability: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

2 Angry or hostile:
Angry or hostile mood: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

3 Sad or low mood:
Sad or depressed mood: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

4 Lack of interest:
Apathy: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

5 Feeling shut down or numb:
Restricted range of emotion: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

6 Mood swings:
Emotional lability: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

7 Anxious, tense, uptight:
Anxious mood: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

8 Lack of self control/impulsive:
Impulsive: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

9 Trouble paying attention or concentrating:
Trouble paying attention/concentrating: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

10 Racing thoughts:
Racing thoughts: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

11 Can’t sit or stand still:
Motor restlessness: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

12 Tired/fatigued:
Fatigue: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

13 Sleep too much:
Hypersomnia: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

14 Trouble falling or staying asleep:
Insomnia: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

Subject identification:  ___ ___ ___ ___ ___ – ___ ___ ___ 
site ID subject ID



C
linician PA

ERS II_V.1.0_25 M
A

R 2008
2

0
0

8
 D

CR
I —

 Co
n

fid
e

n
tia

l
PA

ERS C
linician Interview

, page 3

Study Enrollment/Baseline
PAERS—Clinician Interview 

Pediatric Adverse Event Rating Scale Clinician PAERS (continued)

# Signs/Symptoms Recently
Present?

Currently
Resolved?

Drug Related?
0 = No
1 = Study drug
2 = Other drug
3 = Drug:drug interaction

Severity?
1 = Mild
2 = Moderate
3 = Severe
4 = Extreme

Function
Impaired?

15 Thinking about or wanting to hurt yourself:
Suicidal ideation: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

16 Tried to hurt yourself:
Suicidal behavior: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

17 Hurt someone or something:
Assaultive/aggressive: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

18 Less hungry:
Decreased appetite: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

19 Lost weight:
Weight loss: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

20 Dry mouth:
Dry mouth: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

21 More thirsty:
Excessive thirst: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

22 Feeling hungry:
Increased appetite: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

23 Gained weight:
Weight gain: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

24 Muscles weak:
Muscle weakness: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

25 Muscles shake, stiff or cramp:
Dyskinesia, dystonia: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

26 Tics:
Tics: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

27 Fits or seizures:
Seizures: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

28 Unusually good mood or super happy:
Elevated mood: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

Subject identification:  ___ ___ ___ ___ ___ – ___ ___ ___ 
site ID subject ID
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Study Enrollment/Baseline
PAERS—Clinician Interview 

Pediatric Adverse Event Rating Scale Clinician PAERS (continued)

# Signs/Symptoms Recently
Present?

Currently
Resolved?

Drug Related?
0 = No
1 = Study drug
2 = Other drug
3 = Drug:drug interaction

Severity?
1 = Mild
2 = Moderate
3 = Severe
4 = Extreme

Function
Impaired?

29 Seeing or hearing things that aren’t there:
Hallucinations: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

30 Bruising or bleeding:
Bruising/bleeding: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

31 Pimples or acne:
Acne: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

32 Skin rash or irritation:
Rash: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

33 Breast pain, swelling, or leaking:
Breast disorder: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

34 Sexual problems:
Sexual dysfunction: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

35 Chest pain:
Chest pain: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

36 Heart racing or skipping beats:
Tachycardia/arrhythmia: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

37 Dizzy or light-headed:
Dizzy: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

38 Feeling faint or passing out:
Syncope: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

39 Stomach ache or cramps:
Abdominal pain: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

40 Nausea/sick to stomach:
Nausea: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

41 Throwing up/vomiting:
Vomiting: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

42 Diarrhea:
Diarrhea: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

43 Headache:
Headache: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

44 Other (specify):  ______________________________ ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

45 Other (specify):  ______________________________ ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

Subject identification:  ___ ___ ___ ___ ___ – ___ ___ ___ 
site ID subject ID
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Post-Baseline Assessment
PAERS—Clinician Interview 

Subject identification:  ___ ___ ___ ___ ___ – ___ ___ ___ 
site ID subject ID

Pediatric Adverse Event Rating Scale Clinician PAERS

Evaluation date:  ___ ___ /___ ___ ___ /___ ___ ___ ___
day month year

# Signs/Symptoms Recently
Present?

Currently
Resolved?

Drug Related?
0 = No
1 = Study drug
2 = Other drug
3 = Drug:drug interaction

Severity?
1 = Mild
2 = Moderate
3 = Severe
4 = Extreme

Function
Impaired?

1 Irritable or bad mood:
Irritability: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

2 Angry or hostile:
Angry or hostile mood: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

3 Sad or low mood:
Sad or depressed mood: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

4 Lack of interest:
Apathy: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

5 Feeling shut down or numb:
Restricted range of emotion: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

6 Mood swings:
Emotional lability: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

7 Anxious, tense, uptight:
Anxious mood: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

8 Lack of self control/impulsive:
Impulsive: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

9 Trouble paying attention or concentrating:
Trouble paying attention/concentrating: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

10 Racing thoughts:
Racing thoughts: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

11 Can’t sit or stand still:
Motor restlessness: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

12 Tired/fatigued:
Fatigue: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

13 Sleep too much:
Hypersomnia: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

14 Trouble falling or staying asleep:
Insomnia: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes
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Post-Baseline Assessment
PAERS—Clinician Interview 

Subject identification:  ___ ___ ___ ___ ___ – ___ ___ ___ 
site ID subject ID

Pediatric Adverse Event Rating Scale Clinician PAERS (continued)

# Signs/Symptoms Recently
Present?

Currently
Resolved?

Drug Related?
0 = No
1 = Study drug
2 = Other drug
3 = Drug:drug interaction

Severity?
1 = Mild
2 = Moderate
3 = Severe
4 = Extreme

Function
Impaired?

15 Thinking about or wanting to hurt yourself:
Suicidal ideation: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

16 Tried to hurt yourself:
Suicidal behavior: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

17 Hurt someone or something:
Assaultive/aggressive: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

18 Less hungry:
Decreased appetite: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

19 Lost weight:
Weight loss: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

20 Dry mouth:
Dry mouth: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

21 More thirsty:
Excessive thirst: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

22 Feeling hungry:
Increased appetite: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

23 Gained weight:
Weight gain: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

24 Muscles weak:
Muscle weakness: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

25 Muscles shake, stiff or cramp:
Dyskinesia, dystonia: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

26 Tics:
Tics: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

27 Fits or seizures:
Seizures: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

28 Unusually good mood or super happy:
Elevated mood: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes
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Post-Baseline Assessment
PAERS—Clinician Interview 

Subject identification:  ___ ___ ___ ___ ___ – ___ ___ ___ 
site ID subject ID

Pediatric Adverse Event Rating Scale Clinician PAERS (continued)

# Signs/Symptoms Recently
Present?

Currently
Resolved?

Drug Related?
0 = No
1 = Study drug
2 = Other drug
3 = Drug:drug interaction

Severity?
1 = Mild
2 = Moderate
3 = Severe
4 = Extreme

Function
Impaired?

29 Seeing or hearing things that aren’t there:
Hallucinations: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

30 Bruising or bleeding:
Bruising/bleeding: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

31 Pimples or acne:
Acne: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

32 Skin rash or irritation:
Rash: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

33 Breast pain, swelling, or leaking:
Breast disorder: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

34 Sexual problems:
Sexual dysfunction: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

35 Chest pain:
Chest pain: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

36 Heart racing or skipping beats:
Tachycardia/arrhythmia: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

37 Dizzy or light-headed:
Dizzy: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

38 Feeling faint or passing out:
Syncope: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

39 Stomach ache or cramps:
Abdominal pain: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

40 Nausea/sick to stomach:
Nausea: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

41 Throwing up/vomiting:
Vomiting: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

42 Diarrhea:
Diarrhea: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

43 Headache:
Headache: ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

44 Other (specify):  ______________________________ ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes

45 Other (specify):  ______________________________ ■■1 Yes ➞ ■■0 No     ■■1 Yes ■■ 0  ■■ 1  ■■ 2  ■■ 3 ■■ 1  ■■ 2  ■■ 3  ■■ 4 ■■0 No     ■■1 Yes


