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Child and Adolescent Psychiatry Trials Network

Instructions for Using the PAERS as an Interview

All CAPTN studies use the PAERS to guide assessment of possible adverse events (AE). While the PAERS items represent clinically
important drug-related AEs, a PAERS item that is endorsed by your patient may or may not represent a drug-related AE. For
example, in a patient taking sertraline, nausea may be a drug-induced AE or it may be due to a viral illness. Hostility and irritability
may be related to stress or may be a drug effect. The PAERS therefore captures any adverse event for later determination of its

relationship to study medication.

There are four PAERS forms: (1) a child PAERS, (2) a parent PAERS, (3) a clinician PAERS, and (4) a PAERS clinician interview form.
Ordinarily, it is best to review the child and the parent PAERS, and then to interview the patient and parent before completing the
clinician PAERS. However, this may not always be possible because of time constraints or poor compliance. To allow for variability
that comes with taking care of real patients, we provide two options for completing the PAERS, one that employs and one that
does not rely on the child and parent forms. In both options, from the baseline visit forward, review of the PAERS with the child

and parent is intended to be a teaching opportunity as well as a mechanism for AE ascertainment.

* In option 1, (Clinician PAERS), the physician first reviews the completed child and parent PAERS forms and then, guided by
prior knowledge, conducts a verbal review of all PAERS items with the child and parent. In this option, more attention is
spent on items that the child or parent endorse as present, but every item is touched on, even if only briefly. The physician

then completes the PAERS clinician form for later data entry.

e Option 2 (PAERS Clinician Interview form) uses the PAERS as a semi-structured interview when the completed child and/or
parent forms are not available for prior review. In this option then, the physician does a careful verbal review of all PAERS
items with the child and the parent before completing the PAERS interview form for later data entry. To make the interview
version of the PAERS easy to administer and to code, we provide a PAERS Clinician Interview form that includes the child
probe questions as well as the clinician item wording. Remember that even though you use child friendly language to ask

questions, the construct being measured is captured in the clinician terminology.

To summarize, the PAERS provides a convenient and simple way to ascertain possible drug-related adverse events. There are two
options for completing the PAERS, one with and one without the child and parent PAERS forms. Both options require a systematic
review of each PAERS item with the child and parent, but you are free to use the option that best suits your particular circumstances

at each study visit.

Authorized users may use these materials at their institution, but may not further disseminate these materials without obtaining written permission from CAPTN Site
Management at fax: 919 -668-7003. It is strictly prohibited for the institution to copy materials for other use. Institutions will make reasonable efforts to ensure that access to
and use of materials is limited to authorized users.

Clinician PAERS 11_V.1.0_25 MAR 2008 2008 DCRI — Confidential PAERS Clinician Interview, page 1



Study Enrollment/Baseline
PAERS—Clinician Interview

Subject identification: -

site ID subject ID

CoprIN

Child and Adolescent Psychiatry Trials Network

Pediatric Adverse Event Rating Scale clinician PAERS

800C IVW ST O'L'A 1l SY3Vd uphdiulS

[pljusaplue) — [¥dA 800T

T @Bpd mairssju) ubniulD SYIVd

Evaluationdate: ____/__ _ / —
day month year
Drug Related? Severity?
. Recently Currently 0=No 1= Mild Function
# Signs/Symptoms Present? Resolved? ; - g;‘hdy drug 2= Moderate Impaired?
= Other drug 3 = Severe
3 = Drug:drug interaction 4 = Extreme

Irritabl bad d:

Vo bl [Ty Yes= | [JoNo [JyYes | [Jo [ 1 [J2[ 13 | (1 J2[ 03[ Ja| [yNo [, Yes
Angry or hostile:

2 | Angry or hostile mood: [ hYes= | [loNo [ Yes | [Jo[LJ1 ]2 []3 L D2 L3 L4 | LlgNo [, Yes
Sad or low mood:

3 Sad or depressed mood: [ JiYes—= | [lNo [ Yes | [Jo [ J1[J2[]3 L 2 L3 L4 | LlgNo [, Yes
Lack of interest:

4 A(;locmht;:meres D]Yes—' DONO D,Yes CJo 1 [J21[13 v 2 ]3[4 DONO D,Yes
Feeling shut down or numb:

5 Restricted range of emotion: Dl Yes = Do No Dl Yes (Jo[Jr[]2[]3 v 2314 Do No D, Yes
Mood swings:

6 | ooional ,af)’,.my: Ll Yes= | [JgNo [ | Yes | [Jo[ 1 [J2[]3 I L2 L3 )4 | [,No [ ], Yes
Anxious, tense, uptight:

7 Anxious mood: P [hiYes—= | [lNo [ Yes | [Jo [ J1[J2[]3 CIv L2314 L gNo [, Yes
Lack of self control/impulsive:

8 Ir:;u/:ves:e contrelfimpulive [hiYes— | [oNo [yYes | [To [ 1 [J2[]3 CIv 2 L3 14 | [lgNo [ Yes
Trouble paying attention or concentrating:

9 Trouble paying attention/concentrating: [y Yes = D0 No  [], Yes oLl [LI2[]3 Ll D2 ]3[4 Do No L[] Yes
Racing thoughts:

10 Rccinggfhougfts: [ hiYes—= | [lNo [ Yes | [Jo [ J1[J2[]3 L 2 I3 [4 L gNo [ Yes
Can'’t sit or stand still:

n Motor restlessness: [hiYes—= | LloNo [ Jives | [Jo[J1[]2[]3 Ll D2 03 4 | [lgNo [ Yes
Tired/fatigued:

12 Fgﬁgu/:'gue [ Yes= | [J,No [J,Yes | [Jo [ J1 12073 | [Jr[J2J3[Ja| [,No [, Yes
Sleep too much:

13 HypeF:"somnia: [JiYes—= | LlNo [ Yes | [Jo [ J1[J2[1]3 L 2 s L4 L JgNo [ ], Yes
Trouble falli tayi leep:

14 Ir::ol:nn::::a e orsieying eseee [y Yes—= | [JgNo [ JYes | [Jo [ J1[J2[]3 Cr 203 []4 L JgNo [ ], Yes
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Study Enroliment/Baseline
PAERS—Clinician Interview

Subject identification: -

site ID subject ID
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Child and Adolescent Psychiatry Trials Network

Pediatric Adverse Event Rating Scale clinician PAERS (continued)
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Drug Related? Severity?
# s sympens
= Other drug 3 = Severe
3 = Drug:drug interaction 4 = Extreme
15 | [hinking abeut or wanting o hurt yourselk CiYes= | [oNo [hves | (Do 01 (I2 [0s | (01 D)2 (03 (14| ClNe [y ves
16 | G ool ThYes— | [loNe [hYes | [JoTI1 (2 s | T11 208 14| [TlyNo [y ves
17| e o someiing: CYes= | [lNo [lives | [Jo 1 [2[0s | [J1 02003004 [lhNo [, Yes
18 | [ S e ThYes— | [oNo [hves | [Jo (11 [J2003 | [J1 (0200314 | [yNo [ Yes
19 5327973‘7!,95'2' [iYes= | [lgNo [hives | [LJo[J1[J200s | Llv[J20l03[]4| [lgNo L[] VYes
20 g:;;:;:;f“ [Ty Yes= | [JoNo [JyYes | [JolJ1[J20 13 | [Ir[J20 03[ Ja| [lyNo [, Yes
21 ?ore?hirsw (] Yes= | [,No [, Yes | [Jo[J1 [ 123 CIr 203 [Ja | [JyNo [, Yes
xcessive thirst: 1 0 1 o 1
22 | | ThYes— | [loNe [hYes | [JoI1 (2 Ja | T11 0208 (14| [TlyNo [y ves
23 @Z?fogﬁfgh" [ fiYes—= | [lgNo [lyYes | [Llod1 [d2 003 | [Jv[J2[131a4 | LlNo L[] Yes
24 | e e [l Yes= | [oNo [Yes | (Do [ [J2[J3 | [ [J2 3[4 | [lyNo [, Yes
25 | uees sheke o o cramP: TYes= | [No [ives | [Jo 1 [2[Js | [J1 200304 | TN [, Yes
26 ;:;s [ yYes= | [JgNo [ ]iYes | [Jo[ 1 [J2[03 | [J1[120J3[]4 | [JNo [ VYes
27 ZZistrre:fizuresz [ iYes—= | [JgNo [ liYes | [Jo [ J1[J2[03 | [J1[l20]3[]4 | [JNo [ VYes
28 | rusually gosdmood or super happy: [Yes—= | [loNo [hYes | [Jo[J1[J2 03 | I [J2 3[04 | [JNo [, Yes
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Study Enrollment/Baseline
PAERS—Clinician Interview

Subject identification: -

site ID subject ID

CoprTN

Child and Adolescent Psychiatry Trials Network

Pediatric Adverse Event Rating Scale clinician PAERS (continued)
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Drug Related? Severity?
: — poety | forty |
3 = Drug:drug interaction 4 = Extreme

29 | Secing or hearing things that aren't there: ThYes— | TloNo [hyYes | [Jo[J1 (203 | (1 0203 (04| TlyNo [y Yes
30 | prusing o beecing: ThYes= | [ToNo [yYes | [Jo [J1 [J2 (3 | [J1 203 [J4 | [hNo [, Yes
3 Zic':g'e“”“"e‘ [ Yes= | [JyNo [, Yes | [JolJ1 12073 | [Jr[J20J3[Ja| [,No [, Yes
32 3';1',]:"‘5" or irrtation: [l Yes— | [J,No [ Yes | [Jo[J1[12[]3 LI L2003 [Ja | [lyNo [, Yes
33 g:::ss,td'?:;?(}e?’elli"g’ or leakdng: [liYes= | [lgNo [liYes | Lo 1 [J2 003 | Llv[J2003 )4 | [lgNo L[] Yes
34 EZ:U‘;‘j"d';:{‘:]?Lfi':: [ Yes= | [JgNo [Yes | [Jo 11 02003 | [J1[J20030 4| [yNo [, Yes
35 g:::::;;" [JYes= | [oNo [ liYes | [Jo 1 [J20 03 | [J1[J2[ 03[ Ja| [JgNo [, Yes
36 ;i:;'cgf(j’:z::;;mg'"g beats: [ Yes= | [yNo [J,Yes | [Jo [ J1 12073 | [J1r[J2J3[Ja| [,No [, Yes
37 B":Zzyy or light-headed: [, Yes= | [JyNo [ LYes | [Jo[J1 [ J2[ 3 | [LIr[J2[J3[Ja]| [JyNo [, Yes
3g | {ocling fointor passing out: ChYes= | [oNo [yYes | [Jo[J1[J2[Js | [J1[J2J3[Ja| [hNo [, Yes
39 | Sioach sche of cramps: (Yes= | [JoNo [yYes | [Jo[J1[J2 03 | [ [ 203 J4a| [hNo [, Yes
a0 | Nevseo/sickfo stomach: CYes— | [loNo [yYes | [Jo[J1 [J2[J3 | (1 (02 [Ja (14| [lNo [, ves
a1 | [rowing vp/vomiing: (hYes= | [loNo [hYes | [Jo 11 02003 | [J1[J2[03 04| [lNo [, Yes
az | Dierrhec: [ Yes= | [loNo [hYes | [Jo[J1[J2 03 | [Jr[J2 3[4 | [JNo [, Yes
a3 | feadoche: (hYes= | [loNo [hYes | [Jo 11 (02003 | [J1[J2[03 04| [lNo [, Yes
44 | Other (specify): [ Yes= | [lgNo [, Yes | [Jo [ J1[]2[]3 (v d2 D03 04| [lgNo [, Yes
45 | Other (specify): [ L Yes= | [gNo [JYes | [Jo[J1[]2[]3 CIv D2 (03 L4 | [gNo [, Yes
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Post-Baseline Assessment
PAERS—Clinician Interview

Subject identification: -

site ID subject ID

CoprTN

Child and Adolescent Psychiatry Trials Network

Pediatric Adverse Event Rating Scale clinician PAERS
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Evalvationdate: ____ /_ _ / —
day month year
Drug Related? Severity?
. Recently Currently 0=No 1= Mild Function
# Signs/Symptoms Present? Resolved? ; f g:'hdy e 27 Moderate Impaired?
= Other drug 3 = Severe
3 = Drug:drug interaction 4 = Extreme

Irritabl bad d:

V| by [J,Yes= | [JoNo [, Yes | [Jo[J1[J2[Js | [J1[J2[13[J4| [JyNo [, Yes
Angry or hostile:

2 | fngry or hostile mood: [ lYes= | [lgNo [Yes | [Jo L1 [J2[]3 L D2 03 L4 | LlgNo [, Yes
Sad or low mood:

3 Sad or depressed mood: [ hYes—= | [lgNo [ iYes | [1o[]J1[J2[]3 L D2 L3 L4 | LlgNo [ Yes
Lack of interest:

4 Atlxocmh(;:meres D,Yes—' DONO D1Yes CJo [l [J21[13 v 23 [ ]4 DONO D]Yes
Feeling shut down or numb:

5 Restricted range of emotion: D‘ Yes = DO No D‘ Yes D 0 D 1 D B D 3 D 1 D 2 D 3 D 4 DO No D‘ Yes
Mood swings:

6 Emotional Iogilify: [ LYes—= | [lgNo [ iYes | [1o[]J1[J2[]3 Clr L2 03 )4 | [lgNo [, Yes
Anxious, tense, uptight:

7 Anxious mood: P [ LYes—= | [lgNo [ Yes | [Jo[]J1[J2[]3 LIv L2314 L JgNo [ Yes
Lack of self control/impulsive:

8 Irg;u/:veie contrel/impulive [JiYes= | [lgNo []Yes | [Jo[J1[]2[]3 CIv 2 D)3 14 | [lgNo [ Yes
Trouble paying attention or concentrating:

9 Trouble paying attention/concentrating: [y Yes = D0 No [], Yes oL [I2[]s3 Ll D2 L3[4 Do No []; Yes
Racing thoughts:

10 Rocinggfhoug?fs: [ LYes—= | [lgNo [ iYes | [Jo[]J1[J2[]3 L 2 s 4 L JgNo [ Yes
Can't sit or stand still:

n Motor restlessness: [hiYes—= | LloNo []ives | [lo[J1 [J2[]3 Clv D2 03 4 | [lgNo  [L]] Yes
Tired/fatigued:

12 | [re/latove Thves— | [oNo [hves | [Jo T [J2 (3 | [ 203 4 | [hNe [, Yes
Sleep too much:

13 Hypeprsomnia: [ LYes—= | [lgNo [ iYes | [Jo[]J1[J2[]3 L 2 L3[4 L JgNo [ ] Yes
Trouble falli tayi leep:

14 Ir:::rlnnixq e orsiaymng aEeep [l Yes—= | [JgNo [ ]iYes | [1o[J1[J2[]3 v )23 []4 L JgNo [ ] Yes
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Post-Baseline Assessment
PAERS—Clinician Interview

Subject identification: -

site ID subject ID

CoprIN

Child and Adolescent Psychiatry Trials Network

Pediatric Adverse Event Rating Scale clinician PAERS (continued)
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Drug Related? Severity?
# s sympens
= Other drug 3 = Severe
3 = Drug:drug interaction 4 = Extreme
15 | (kg abeot or wanting o hurt yourselk CiYes= | [oNo [hves | (Do 01 (02 [Ja | (11 D)2 (03 (14| ClNe [y ves
16 | G ool ThYes— | [loNe [hYes | [JoTI1 (2 Js | T11 0208 (14| TloNo [, ves
17| e o someiing: CYes= | [lNo [lives | [Jo 1203 | [J1J2003004| [lhNo [, Yes
18 | [ S e ThYes— | [oNo [hves | [Jo (11 [J2003 | [J1 (02003 14| [yNo [, Yes
19 I\-A(/);fgmelgtﬂ [iYes= | [lgNo [hives | [LJo[J1[J200s | Llv[J20l03[]4| [lgNo L[] VYes
20 g:;;:;:;f“ [JyYes= | [JoNo [JyYes | [JolJ1[J20 13 | [Ir[J20 13 Ja| [lyNo [, Yes
21 ?ore?hirsw () Yes= | [,No [, Yes | [Jo[J1[J2[]3 CIr 203 [Ja | [JyNo [, Yes
xcessive thirst: 1 0 1 o 1
22 | | ThYes— | [loNo [hYes | [Jo 11 (2 s | T11 0208 14| [ThoNo [y ves
23 @Z?fogﬁfgh" [ fiYes—= | [lgNo [lyYes | LloLd1 [d2 003 | [Jv[J20L031a4 | LlNo L[] Yes
24 | e e, [ Yes= | [oNo [Yes | (Do [ [J2[J3 | [ 23 [Ja | [lyNo [, Yes
25 | uees sheke o o cramP: TYes= | [hNo [ives | [o 1 [2[s | [J1 20304 | ThNo [, ves
26 ;:;s [y Yes—= | [JgNo [ ]iYes | [Jo[ 1 [J2[03 | [J1[120J3[]4 | [JNo [ VYes
27 ZZistrre:fizuresz [ yYes—= | [JgNo [ liYes | [Jo [ J1[J2[03 | [J1[l20J3[]a4a | [JNo [ VYes
28 | sl gopdmood or super happy: [Yes—= | [loNo [hYes | [Jo[J1[J2 03 | v [J2 3[04 | [JNo [, Yes
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Post-Baseline Assessment
PAERS—Clinician Interview

Subject identification: -

site ID subject ID

CoprIN

Child and Adolescent Psychiatry Trials Network

Pediatric Adverse Event Rating Scale clinician PAERS (continued)
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Drug Related? Severity?
: — poety | forty |
3 = Drug:drug interaction 4 = Extreme

29 | Secing or hearing things that aren't there: ThYes— | TloNo [hyYes | [Jo[J1 (203 | (1 0203 (04| TlyNo [y Yes
30 | prusing o beecing: ThYes= | [ToNo [yYes | [Jo [J1 [J2 (3 | [J1 203 [J4 | [hNo [, Yes
3 Zic':g'e“”“"e‘ [ Yes= | [JyNo [, Yes | [JolJ1 12073 | [Jr[J20J3[Ja| [,No [, Yes
32 3';1',]:"‘5" or irrtation: [l Yes— | [J,No [ Yes | [Jo[J1[12[]3 LI L2003 [Ja | [lyNo [, Yes
33 g:::ss,td'?:;?(}e?’elli"g’ or leakdng: [liYes= | [lgNo [liYes | Lo 1 [J2 003 | Llv[J2003 )4 | [lgNo L[] Yes
34 EZ:U‘;‘j"d';:{‘:]?Lfi':: [ Yes= | [JgNo [Yes | [Jo 11 02003 | [J1[J20030 4| [yNo [, Yes
35 g:::::;;" [JYes= | [oNo [ liYes | [Jo 1 [J20 03 | [J1[J2[ 03[ Ja| [JgNo [, Yes
36 ;i:;'cgf(j’:z::;;mg'"g beats: [ Yes= | [yNo [J,Yes | [Jo [ J1 12073 | [J1r[J2J3[Ja| [,No [, Yes
37 B":Zzyy or light-headed: [, Yes= | [JyNo [ LYes | [Jo[J1 [ J2[ 3 | [LIr[J2[J3[Ja]| [JyNo [, Yes
3g | {ocling fointor passing out: ChYes= | [oNo [yYes | [Jo[J1[J2[Js | [J1[J2J3[Ja| [hNo [, Yes
39 | Sioach sche of cramps: (Yes= | [JoNo [yYes | [Jo[J1[J2 03 | [ [ 203 J4a| [hNo [, Yes
a0 | Nevseo/sickfo stomach: CYes— | [loNo [yYes | [Jo[J1 [J2[J3 | (1 (02 [Ja (14| [lNo [, ves
a1 | [rowing vp/vomiing: (hYes= | [loNo [hYes | [Jo 11 02003 | [J1[J2[03 04| [lNo [, Yes
az | Dierrhec: [ Yes= | [loNo [hYes | [Jo[J1[J2 03 | [Jr[J2 3[4 | [JNo [, Yes
a3 | feadoche: (hYes= | [loNo [hYes | [Jo 11 (02003 | [J1[J2[03 04| [lNo [, Yes
44 | Other (specify): [ Yes= | [lgNo [, Yes | [Jo [ J1[]2[]3 (v d2 D03 04| [lgNo [, Yes
45 | Other (specify): [ L Yes= | [gNo [JYes | [Jo[J1[]2[]3 CIv D2 (03 L4 | [gNo [, Yes




