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chuse - Disclaimer

Views expressed in the presentation by the presenter are the views,
thoughts, and opinions belonging solely to the presenter, and not to the
presenter's employer, organization, committee or other group or

individuals. This presentation is intended to share knowledge. No data or
confidential information belonging to Novo Nordisk has been used in this
presentation. Hence results shown are randomly generated.
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chuse  Introduction

In haemophilia, an inherited bleeding disorder, coagulation factors
are used for the management and prevention of bleeds

For approval of a new recombinant pegylated coagulation factor

product, health authorities requested assessment of
neurodevelopment in paediatric participants

To study this, Several assessments were implemented and
evaluated by an external expert panel
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chuse - Neurocognitive assessment

Parent/caregiver and self-report ratings Computerized Performance Test (Cogstate) - research tool
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chuse - Normalization of scores

T —
® A separate study was performed to find a baseline in a
corresponding population

® To make scores comparable to the base group z-scores were
calculated considering above mentioned study as base group

Age reference
norms

Average
range or age

Below average
range for age

Frequency of scores

Z score: -50 -40 -30 -20 -1.0 0 +1.0 +2.0 +3.0 +4.0 +5.0



chuse: Neurological Examinations
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chuse ASS€ssments overview by age-groups

Neurodevelopment

. N L Attention . s : :
Subject Age Examination General Cognitive : Executive Function Behavioral Adaptive
Intelligence Processing Speed
12 to 24 months R
Neurologic Exam Bayley
24 to 42 months e 2:0-5:1 .1y Parent PR:: Parent 2-5 0-5y Pa'_’ent
BRIEF-P BASC3 ABAS-3
. H T—
4 to 5:11 years Neurologic Exam -wwpps|_|v Custom Battery -
6 to 6:11 years Neurologic Exam Peds (4-9) PRS-C Parent 6-11
7 to 7:11 years Neurologic Exam 0 &BASC3
cocsTaTte
8t0 9:11 years Neurologic Exam 5-18y Parent PRS-C Parent 6-11
. BRIEF®2 SRP-C 8-11
10to 10:11 years |Neurologic Exam SBASC3S 5-21y Parent
11to 11:11 years |Neurologic Exam : PRS-A Parent 12-21 ABAS-3
R Custom Battery - 2ty R SRP-A 12-21
12-15 years Neurologic Exam ry 11-17 SR
Adult (10-21) SABASCS
16-17 years Neurologic Exam BRIEF*®2
0 coGsTaTe
PRS-A Parent 12-21 16'29y Parent
18-21 years Neurologic Exam 18-90 Adult SR il 16 16-89 Adult
L) & -
BASC3 -
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rhuse External Expert Review Panel

TN R

Google; only for representation purpose

xS

\

Panel consists of
* Chair
* Neuropsychologists

* Neurologist

\- Haematologist

/Evaluation of subjects
Each individual profile is reviewed
Categorisation of evaluation

Contributing factors (yes/no)

Clinical concern(yes/no)
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shuse  Visualization tool

— Constructing the app

4 ) ﬁuilding the app \
Packages

» 3 basic components:

Shiny N e ui:userinterface
shinydashboard  server: feed in data for ui
Haven

shinyApp: execution

\\»Plotly W,

« Example:
. . ui <- fluidprage(
Reactive app: output automatically )
reacts to new user input server <- function(input, output, session) {

5
\ shinyapp(ui, server) /




p@e Visualization tool

EERP: Study 1 and Study 2

Trial:
Study 1

Subject ID:
10969

Assessment

All

Type of score:

Z-score

Instrument

All

New data:
All

Reset

Subject: 10969

Country: United States of America

Age at latest neurocognitive assessment: 7.2 years
Clinical concern at latest evaluation: no
Contributing factors at latest evaluation: no

NCA Subject Information Medical History Concomitant Medication Adverse Events Neurological Examinations

NCA overview All NCAs (figures) All NCAs (listing)

Primary Outcome Measures
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Visit 28 Visit 29 Visit 30 Visit 31 Visit 32 Visit 33 Visit 34 Visit 35 End of Trial
2015-02-18 2015-08-08 2020-02-03 2020-08-16 2021-01-20 2021-06-22 2021-12-15 2022-05-11 2022-10-21

Data shown in the app are simulated for demonstration purpose.

plot_param
@ ABAS-3 0-5, Conceptual Reasoning Domain

- ABAS-3 0-5, General Adaptive Composite
@ ABAS-3 0-5, Practical Functioning Domain
—e— ABAS-3 0-5, Social Interaction Domain
—e— ABAS-3 5-21, Conceptual Reasoning Domain
—s— ABAS-3 5-21, General Adaptive Composite
—e— ABAS-3 5-21, Practical Functioning Domain
—e— ABAS-3 5-21, Social Interaction Domain
#— BASC-3 PRS-C, Behavioral Symptoms Index Composite
#— BASC-3 PRS-C, Extemalizing Problems Composite
#— BASC-3 PRS-C, Internalizing Problems Composite
~—e— BASC-3 PRS-P, Behavioral Symptoms Index Composite
—e— BASC-3 PRS-P, Externalizing Problems Composite
—e— BASC-3 PRS-P, Internalizing Problems Composite
—e— BAVLEY, Cognition Composite

—=e— BAVYLEY, Communication Composite



p@e Visualization tool

= EERP: Study 1 and Study 2

YT aUIGIESL HIEUIULUYIIUVE aoSESSHIEIIL 1.2 yEdi>
Clinical concern at latest evaluation: no
Contributing factors at latest evaluation: no

Study 1

Subject ID:
10969

Assessment

All

Type of score:

Z-score

Instrument

All

New data:
All

Reset

NCA

NCA overview

Z-score

Subject Information

Medical History Concomitant Medication Adverse Events Neurological Examinations

AllNCAs (figures) Al NCASs (listing)

Primary Outcome Measures
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Visit 30 Visit 31 Visit 32 Visit 33 Visit 34 Visit 35 End of Trial

2020-02-03 2020-08-16 2021-01-20 2021-06-22 2021-12-15 2022-05-11 2022-10-21

plot_param

.

ABAS-3 0-5, Conceptual Reasoning Domain

ABAS-3 0-5, General Adaptive Composite

ABAS-3 0-5, Practical Functioning Domain

ABAS-3 0-5, Social Interaction Domain

ABAS-3 5-21, Conceptual Reasoning Domain

ABAS-3 5-21, General Adaptive Composite

ABAS-3 5-21, Practical Functioning Domain

ABAS-3 5-21, Social Interaction Domain

BASC-3 PRS-C, Behavioral Symptoms Index Composite
BASC-3 PRS-C, Extemalizing Problems Composite

BASC-3 PRS-C, Internalizing Problems Composite

BASC-3 PRS-P, Beh | Symptoms Index C

BASC-3 PRS-P, Externalizing Problems Composite

—e— BASC-3 PRS-P, Internalizing Problems Composite

—e— BAYLEY, Cognition Composite

—e— BAVYLEY, Communication Composite
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EERP: Study 1 and Study 2

Subject: 10969
Country: United States of America
Trial: Age at latest neurocognitive assessment: 7.2 years

Clinical concern at latest evaluation: no

Study 1 - Contributing factors at latest evaluation: no

NCA Subject Information Medical History Concomitant Medication
Subject ID:
NCA overview All NCAs (figures) All NCAs (listing)

Adverse Events

Neurological Examinations

10969 -
Primary Outcome Measures
Assessment
All - ) :
Type of score: h a
24
Z-score h i
5
X .
- 1 .
Instrument 1 “ /.: i
All -~ y { :
e .
New data: 0 » . 3
s . —
All ~ ® 5 N v . |
<]
o
7
N1
Reset
-2
Visit 28 Visit 29 Visit 30 Visit 31 Visit 32 Visi Visit 34 End of Trial

3
2019-02-18 2019-08-08 2020-02-03 2020-08-16 2021-01-20 2021-06-22 2021-12-15 2022-05-11

2022-10-21

plot_param
# ABAS-3 0-5, Conceptual Reasoning Domain

#— ABAS-3 0-5, General Adaptive Composite

*— ABAS-3 0-5, Practical Functioning Domain

*— ABAS-3 0-5, Social Interaction Domain

#— ABAS-3 5-21, Conceptual Reasoning Domain

+— ABAS-3 5-21, General Adaptive Composite

+— ABAS-3 5-21, Practical Functioning Domain

*— ABAS-3 5-21, Social Interaction Domain

- BASC-3 PRS-C, Behavioral Symptoms Index Composite
*— BASC-3 PRS-C, Extemalizing Problems Composite

*— BASC-3 PRS-C, Internalizing Problems Composite

*— BASC-3 PRS-P, Behavioral Symptoms Index Composite
*— BASC-3 PRS-P, Externalizing Problems Composite

*— BASC-3 PRS-P, Internalizing Problems Composite

+— BAVLEY, Cognition Composite

-+— BAYLEY, Communication Composite
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_ EERP- CHidvr 1 AnAd CHiidvr D

Trial: Trial: America
" re assessment: 7.2 years
Study 1 valuation: no
Study 1 - st evaluation: no
Subject ID rmation dication nts Neurological Examinations
10969 Subject ID:
NCAs (figures All NCAs (listing)
Assessme 10969 -
I >me Measures
All
plot_param
Type of s¢c Assessment ¢ ®- ABAS-3 0-5, Conceptual Reasoning Domain
Z-score ( All - A #— ABAS-3 0-S, General Adaptive Composite
f - - ABAS-3 0-S, Practical Functioning Domain
e . - .
Instrumen Type of score: c . | ' *— ABAS-3 0-5, Social Interaction Domain
All \‘\\ - N ) *— ABAS-3 5-21, Conceptual Reasoning Domain
Z-Score A . \ . {'; < [ *— ABAS-3 5-21, General Adaptive Composite
. S ‘ a X
New data: - 7 2 I - S o ABAS-3 5-21, Practical Functioning Domain
S ,, > 7 > . L
All N ; b Y -7 b i\ i *— ABAS-3 5-21, Social Interaction Domain
v - '
Instrument 8 ; i S ; o BASC-3 PRS-C, Behavioral Symptoms Index Composite
Reset . Y 't *— BASC-3 PRS-C, Extemalizing Problems Composite

All - 1

*— BASC-3 PRS-C, Intes Problems Composite

' *— BASC-3 PRS-P, Behavioral Symptoms Index Composite
New data: *— BASC-3 PRS-P, Externalizing Problems Composite
#— BASC-3 PRS-P, Internalizing Problems Composite
All - ;

*— BAVLEY, Cognitien Composite

. *— BAVLEY, Communication Composite

Reset




p@e Visualization tool

EERP: Study 1 and Study 2

Subject: 10969

Country: United States of America

Age at latest neurocognitive assessment: 7.2 years
Trial: Clinical concern at latest evaluation: no

Contributing factors at latest evaluation: no

Study 1 -
NCA Subject Information Medical History Concomitant Medication Neurological Examinations
Subject ID:
NCA overview All NCAs (figures) All NCASs (listing)
10969 -
Primary Outcome Measures
Assessment
34 ‘ plot_param
All - . -~ ABAS-3 0-5, Conceptual Reasoning Domain
L A - ABAS-3 0-5, General Adaptive Composite
Type of score: 24 *— ABAS-3 0-S, Practical Functioning Domain
N . .
' *— ABAS-3 0-5, Social Interaction Domain
Z-score ks .
> 4 *— ABAS-3 5-21, Conceptual Reasoning Domain
14 /_,; » < i *— ABAS-3 5-21, General Adaptive Composite
o~ Z | &
Instrument ~a H *— ABAS-3 5-21, Practical Functioning Domain
v ® \ =
e ‘ - ’ *— ABAS-3 5-21, Social Interaction s
All - = S % /! cial Interaction Domain
o ; - +— BASC-3 PRS-C, Behavioral Symptoms Index Composize
New data: @ s +— BASC-3 PRS-C, Extemalizing Problems Composice
S
o A .3 zin em: -
Al - 2 *— BASC-3 PRS-C, Internalizing Problems Composite
n \ *— BASC-3 PRS-, Behavioral Symptoms Index Composite
Reset | @ BASC-3 PRS-P, Externalizing Problems Composite
N *— BASC-3 PRS-P, Internalizing Problems Composite
*— BAYLEY, Cognition Composite
. *— BAVLEY, Communication Composite
Visit 28 Visit 29 Visit 30 Visit 31 Visit 32 Visit 33 Visit 34 Visit 35 End of Trial
2019-02-18 2019-08-08 2020-02-03 2020-08-16 2021-01-20 2021-06-22 2021-12-15 2022-05-11 2022-10-21
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EERP: Study 1 and Study 2

Trial:

Stuagy 1

Subject ID:
10969

Assessment

All

Type of score:

Z-score

Instrument

All

New data:

All

Reset

Subject: 10969
Country: United States of America

Subject: 10969

Country: United States of America

Age at latest neurocognitive assessment: 7.2 years
Clinical concern at latest evaluation: no
Contributing factors at latest evaluation: no
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EERP: Study 1 and Study 2

Subject: 10969

Trial: Country: United States of America
Age at latest neurocognitive assessment: 7.2 years
Stuady 1 v Clinical concern at latest evaluation: no
Contributing factors at latest evaluation: no
Subject ID:
NCA Subject Information Medical History Concomitant Medication Adverse Events Neurological Examinations
10969 -
NCAoverview  AllNCAs (figures)  All NCAs (listing)
Assessment =
Primary Outcome Measures
All - )
34 P plot_param
. - ABAS-3 0-3, Conceptual Reasoning Domain
Type of score:
z ¢ A - ABAS-3 0-5, General Adaptive Composte
-score v
i) A ol *— ABAS-3 0-3, Practical Functicning Domain
Instrument e <8 f ) i *— ABAS-3 0-3, Social Interaction Domain
N -- . *— ABAS-3 521, Conceptual Reasoning Domain
Al . ~ v 4 A 21, Conceptual Reasoning Doma:
A ~ N . > < a 21 P
14 X 3 \ Nl i *— ABAS-3 5-21, General Adaptive Composite
AN o # X
New data: : S d & - - H o ABAS-3 521, Practical Functioning Domain
- o A Wa Ve wh »- . 2
All - T N S— b N o ! ¥ . o— ABAS-3 5-21, Secial Interaction Domain
o4 . bd - L8 ¥ —— - 3 2
— 3 . *— BASC-3 PRS-C. Behavioral Symptoms Index Composite
- s /
Reset @ 8 h b . -
5 -
"4 *— BASC-3 PRS-C, Internalizing Problems Composite
d
-14
2 " *— BASC-3 PRS-P, Behavioral Symptoms Index Composite
*— BASC-3 PRS-P, Exte g Problems Composite
A *— BASC-3 PRS-P, Internalzing Problems Composite
*— BAYLEY. Cognition Composite
. *— BAVLEY. Communication Compesite
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EERP: Study 1 and Study 2

Trial:

Study 1

Subject ID:
10969

Assessment

All

Type of score:

Z-score

Instrument

All

New data:

All

Reset

Subject: 10969

Country: United States of America

Age at latest neurocognitive assessment: 7.2 years
- Clinical concem at latest evaluation: no

NCA Subject Information Medical History Concomitant Medication

NCA overview All NCAs (figures) All NCAs (listing)
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plot_param

ABAS-3 0-5, Conceptual Reasoning Domain

ABAS-3 0-5. General Adaptive Composice
ABAS-3 0-S, Practical Functioning Domain
ABAS-30-S
ABAS-3 5-21, Co
ABAS-3 5-21

*— ABAS-3 5-21

*— ABAS-3 5-21, Sec

*— BASC-3 PRS-C, Behavicral Symptoms Index Composite
*— BASC-3 PRS-C, Externalzing Problems Composte
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EERP: Study 1 and Study 2

Subject 10969

Country: United States of America

Age at latest neurocognitive assessment: 7.2 years

Clinical concern at latest evaluation: no

Contributing factors at latest evaluation: no

Trial:

Study 1 -
Subject ID:

10969 -
Assessment

Al .2
Type of score:

Z-score -
Instrument

Al -
New data:

Al -

Reset

Z-score

NCA

NCA overview

Subject Information Medical History ~ Concomitant Medication ~ Adverse Events

AlINCAS (figures) Al NCAs (listing)

Primary Outcome Measures

Neurological Examinations

Visit 28 Visit 29 Visit 30 Visit 31 Visit 32 Visit 33 Visit 34

2015-02-18 2015-08-08 2020-02-03 2020-08-16 2021-01-20 2021-06-22 2021-12-15 2022-05-11

Visit 35

End of Trial
2022-10-21

plot_param
- ABAS-3 0-5, Conceptuzl Reasoning Domain

- ABAS-3 0-5, General Adaptive Composite

o ABAS-3 0-5, Practical Functioning Domain
—e— ABAS-3 0-5, Social Interaction Domain
—e— ABAS-3 5-21, Conceptual Reasoning Domain
—e— ABAS-3 5-21, General Adaptive Composite
—e— ABAS-3 5-21, Practical Functioning Domain
—e— ABAS-3 5-21, Social Interaction Domain
~—e— BASC-3 PRS-C, Behavioral Symptoms Index Composite
—e— BASC-3 PRS-C, Extemalizing Problems Composite

#— BASC-3 PRS-C, Internalizing Problems Composite
~—e— BASC-3 PRS-P, Behavioral Symptoms Index Composite
—e— BASC-3 PRS-, Externalizing Problems Composite
—e— BASC-3 PRS-P, Internalizing Problems Composite
—e— BAVLEY, Cognition Composite

—e— BAVLEY, Communication Composite
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mmmmmm EERP: Study 1 and Study 2

Trial:
Study 1

Subject ID:
10969

Assessment

All

Type of score:

Z-score

Instrument

All

New data:
All

Reset

Z-score

Subject: 10969

Country: United States of America

Age at latest neurocognitive assessment: 7.2 years
Clinical concern at latest evaluation: no
Contributing factors at latest evaluation: no

Primary Outcome Measures
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Visit 28 Visit 29 Visit 30 Visit 31 Visit 32 Visit 33 Visit 34 Visit 35 End of Trial

2015-02-18 2015-08-08 2020-02-03 2020-08-16 2021-01-20 2021-06-22 2021-12-15 2022-05-11 2022-10-21

plot_param
@ ABAS-3 0-5, Conceptuzl Rezsoning Domain

@ ABAS-3 0-5, General Adaptive Composite
#— ABAS-3 0-5, Practical Functioning Domain
~—#— ABAS-3 0-5, Socizl Interaction Domain
~—#— ABAS-3 5-21, Conceptual Reasoning Domain
—=&— ABAS-3 5-21, Generzl Adaptive Composite
—e— ABAS-3 5-21, Practical Functioning Domain
—e— ABAS-3 5-21, Sccial Interaction Domain
+— BASC-3 PRS-C, Behavioral Symptoms Index Composite
®— BASC-3 PRS-C, Extemnalizing Problems Composite
#- BASC-3 PRS-C, Internzlizing Problems Composite
~~®- BASC-3 PRS-P, Behavioral Symptoms Index Composite
~—e— BASC-3 PRS-P, Externalizing Problems Composite
~—®— BASC-3 PRS-P, Internzlizing Problems Composite
—=e— BAYLEY, Cognition Composite

—e— BAYLEY, Communication Composite
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EERP: Study 1 and Study 2

Subject: 10969

Trial: Country: United States of America
Age at latest neurocognitive assessment: 7.2 years
Study 1 v Clinical concern at latest evaluation: no

Contributing factors at latest evaluation: no

Subject ID: NCA  Subjectinformation  Medical History ~ Concomitant Medication ~ Adverse Events  Neurological Examinations
10969 -
NCAoverview  AlINCAs (figures) Al NCAs (listing)
Assessment
Primary Outcome Measures
Al -
34 ) plot_param
Type of score: . - ABAS-3 0-5, Conceptual Reasoning Domain
508! . ®— ABAS-3 0-5, General Adaptive Composite
24 - ABAS-3 0-5, Practical Functioning Domain
Instrument i e ABAS-3 0-5, Social Interaction Domain
All - . —e— ABAS-3 5-21, Conceptual Reasoning Domain
14 ] —s— ABAS-3 5-21, General Adaptive Composite
New data: AN . H —es— ABAS-3 5-21, Practical Functioning Domain
All - ~ —e— ABAS-3 5-21, Social Interaction Domain
01 —e— BASC-3 PRS-C, Behavioral Symptoms Index Composite
Reset 3 -+~ BASC-3 PRS-C, Extemalizing Problems Composite
g ~—— BASC-3 PRS-C, Internalizing Problems Composite
Nt —e— BASC-3 PRS-P, Behavioral Symptoms Index Composite
~—e— BASC-3 PRS-P, Externalizing Problems Composite
2] —e— BASC-2 PRS-P, Internzlizing Problems Composite
—e— BAVLEY, Cognition Composite
. —e— BAVLEY, Communication Composite
visit 28 Visit 29 Visit 30 Visit 31 visit 32 Visit 33 visit 34 Visit 35 End of Trial

2015-02-18 2015-08-08 2020-02-03 2020-08-16 2021-01-20 2021-06-22 2021-12-15 2022-05-11 2022-10-21
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_ EERP Study 1 and Stud) NCA  SubjectInformation  Medical History ~ Concomitant Medication

Trial:
Study 1

Subject ID:
10969

Assessment

All

Type of score:

Z-score

Instrument

All

New data:
All

Reset

Z-score

NCAoverview Al NCAs (figures) All NCAs (listing)

Primary Outcome Measures

Adverse Events Neurological Examinations

ABAS-3

BASC-3

BAYLEY

BRIEF

COGSTATE BATTERY
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plot_param

—

ABAS-3 0-5, Conceptuzl Reasoning Domain
ABAS-3 0-5, General Adaptive Compesite
ABAS-3 0-5, Practical Functioning Domain
ABAS-3 0-5, Social Interaction Domain

ABAS-3 5-21, Conceptual Reasoning Domain
ABAS-3 5-21, General Adaptive Composite
ABAS-3 5-21, Practical Functioning Domain
ABAS-3 5-21, Social Interaction Domain

BASC-3 PRS-C, Behavioral Symptoms Index Composite
BASC-3 PRS-C, Externalizing Problems Composite
BASC-2 PRS-C, Internzlizing Problems Composite
BASC-3 PRS-P, Behavioral Symptoms Index Composite
BASC-3 PRS-P, Externalizing Problems Composite
BASC-3 PRS-P, Internalizing Problems Composite
BAYLEY, Cognition Composite

BAVLEY, Communication Compesite

BAYLEY, Motor Composite

BAVLEY, Social-Emotional Composite

BRIEF-P, Emergent Metacognition Index

BRIEF-P, Flexibility Index

BRIEF-P, Global Executive Composite

BRIEF-P, Inhibitory Self-Control Index

BRIEF2-P, Behavior Regulation Index

BRIEF2-P, Cognitive Regulation Index

BRIEF2-P, Emotion Regulation Index

BRIEF2-P, Global Executive Composite

Cogstate Battery, Attention Domain Composite
Cogstate Battery, Detection

Cogstate Battery, Identification

Cogstate Battery, One-Back Memory Accuracy of Performance

k Composite
posite
posite
Composite
posite
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EERP: Study 1 and Study 2

Trial:
Study 1

Subject ID:
10969

Assessment

Al

Type of score:

Z-score

Instrument

All

New data:
Al

Reset

Subject: 10969

Country: United States of America

Age at latest neurocognitive assessment: 7.2 years
Clinical concern at latest evaluation: no
Contributing factors at latest evaluation: no

NCA Subject Information Medical History

Concomitant Medication

NCAoverview Al NCAs (figures) All NCAs (listing)

Primary Outcome Measures

Adverse Events

Neurological Examinations

ABAS-3
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BAYLEY

BRIEF

Z-score
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plot_param
ABAS-3 0-5, Conceptusl Reasoning Domain

—e— ABAS-3 0-5, General Adaptive Composite
«— ABAS-3 0-5, Practical Functioning Domain
—=— ABAS-3 0-5, Social Interaction Domain
—e— ABAS-3 5-21, Conceptual Reasoning Domain
«— ABAS-3 5-21, General Adaptive Composite
—e— ABAS-3 5-21, Practical Functioning Domain
+— ABAS-3 5-21, Secial Interaction Domain
+— BASC-3 PRS-C, Behavioral Symptoms Index Composite
o BASC-3 PRS-C, Extarnalizing Problams Compesite
—e— BASC-3 PRS-C, Internalizing Problams Compasite
—e— BASC-3 PRS-P, Behavioral Symptoms Index Composite
—e— BASC-3 PRS-P, Externalizing Problams Composite
—=— BASC-3 PRS-P, Internalizing Problems Composite
e BAVLEV, Cognition Composits
—e— BAVLEY, Communication Composita

—e— BAVLEY, Motor Composite

COGSTATE BATTERY

BAVLEY, Secial-Emotional Composite
BRIEF-P, Emergent Metacognition Index

BRIEF-2, Flexibility Index

WPPSI-TV.

—e— BRIEF-5, Global Exscutive Compesite
e BRIEF-5, Inhibitory Seff-Control Index
= BRIEF2-P, Behavior Regulation Index
—=— BRIEF2-P, Cognitive Regulation Index
«— BRIEF2-p, Ematicn Regulation Index
= BRIEF2-P, Global Executive Composite
+ Cogstats Battary, Amention Domain Composite
+— Cogstate Battary, Detection
+— Cogstate Battery, Identification

o Cogstats Battary, One-Back Memory Accuracy of Parformance




p@e Visualization tool

EERP: £

Trial:
Study 1

Subject ID:
10969

Assessment

All

Type of scor

Z-score

Instrument

All

New data:
All

Reset

Trial:
Study 1

Subject ID:
10575

Assessment

All

Domain

General

Examination resulits

All

New data:
All

Reset

Subject: 10575

Country: United Kingdom

Age atinitial neurocognitive assessment: 2.4 years
Clinical concern at initial evaluation: yes
Contributing factors at initial evaluation: yes

NCA Subject Information Medical History Concomitant Medication Adverse Events Neurological Examinations

Neurological examinations (listing) Neurological examinations (figures)

Fi I For his age are his social interactions
Abnormal, new finding
Normal — =
Unknown T .
Visit 1 Visit 20 Visit 23 Visit 26 Visit 1 sit 26
For his age do his language skills appear For his age does the child appear
Abnormal, new finding
Normal L el
Unknown
T T T T T T osite
Visit 1 Visit 20 Visit 23 Visit 26 Visit 1 sit 26
Level of i Were his devel | mil
site
Abnormal, new finding
Normal . - - . . - - .
Unknown

T T
Visit 1 Visit 20 visit 23 Visit 26 visit 1 Visit 26
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chuse Pattern in relation to exposure

Z-scores
EEEEEEEEEEEEEEEN EEEEEE meos Eos
[ ] FENNNNNENNNNENENNENEEENEENEENE Age(years) 2 '5315“100
101-200
ER B B B B Cogstate Battery, Attention Domain Composite 2 Bl 201-300
201-200
\ >400
| | | 1 | | | | | | | Cogstate Battery. Detection Age (years)
o 0-3
4-6
B EE B B | B | Cogstate Battery. Identification -1 _:;“:3
_ 14-18
* * 17-21
Cogstate Battery. One-Back Memory Accuracy of Performance 22-26
-3
|
B B Cogstate Battery, One-Back Memory Speed of Performance
BRIEF, Behavior Regulation Index (parent report)
BRIEF, Cognitive Regulation Index (parent report)
11 e No obvious pattern in the z-scores in
- Emergent Metacognition Index (parent report)
| | BRIEF, Emotion Regulation Index (parent report)
* *
BRIEF, Flexibility Index (parent report)
ER 1 BRIEF, Global Executve Composite (parent report)
BRIEF, Inhibitory Self-Control Index (parent report)
| BRIEF, Behavior Regulation Index (sef report)
B BRIEF, Cognitve Regulation Index (self report)
BRIEF, Emotion Regulation Index (seff report)
* *
BRIEF, Global Executive Composite (self report)
BRIEF, Metacognitive Index (seif report)
$3383323323:32528828833 7223589327083 3338s2ggeseznenzygegeny
BE82228 0380588230883 K38 RB 20 SB8NBIZ2RERIFEL2JS82e6380288

Subject IDs * Represents mean change in z-scores below -1.5
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phuse - Summary

®  Importance of understanding the therapeutic area and clinical outcomes
®  Use of a visualization tool — an innovative way to make data comprehensible
°

Useful to observe if any pattern exists

Based on the simulated data shown previously -

®  No overall pattern found in compiled analyses of the cognitive functioning of

participants in relation to the treatment
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