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Who are we?

EvidentlQis a next generation technology-amplified data science
group championing new standards in value creationand
innovation driven relevance for customers.

The EvidentlQ offering bringsa pioneeringend toend eClinical
solution that meets increasing customer demand across clinical
operationsand clinical datamanagement with a suite of
applications withina single cloud platform,including EDC, CTMs,
eTMF, ePRO, coding, remote monitoring, RBM, RTMS,
Payments and eFeasibility.

By combining its platformwitha broad data science service
portfolio such as patient recruitment, patient engagement media
and a hostof RWE late phase solutions EvidentlQ significantly
helps customers optimize HT A submissions, pricingand
reimbursement needs.

Over the past decade, patient centricity has
become a pillar in product development and life
cycle management in the healthcare industry.

Our mission is to engage our patients’ online
communities to uncover real-world evidence and
advance medical research.

EvidentlQ patient platforms have a fast-growing
cohort of 500k+ patients and caregivers across
+1,200 therapeutic areas representing chronic and
rare diseases.
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EVIDENTIQ | PRODUCTS & SERVICES

Professional Services

Ly, RWE SERVICES

Project Setup

Protocol Development

Standard Analysis Plan

vV v v v Vv

Regulatory Management (ECand IRB)

v

PV Management

» Data Collection (invitations sent to patients,

reminders, screening, etc.)
Data Analysis
Report Preparation

Advisory Board Management

vV v v Vv

Questionnaire development (translations, etc.)

Publications (manuscripts, abstract, posters)

G CLINICAL SERVICES

eCRF Design
eTMF Setup Services
Data Management and Data Analysis

Patient Recruitment
Data Management Strategy Services

Target Product Profiling
Trial Feasibility Assessment

Protocol Development
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A fast-growing cohort of
500k+ patients and caregivers across
1,200 conditions
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The rising importance of RWD/RWE
for regulatory purpose

Even RCT still stays the gold standard for evaluating ratio benefit/risk and getting regulatory approvals, the main
agencies are all suggesting to pharma to include RWD collection in their clinical development program.

Following the 21st century Cure Acts of 2016, the FDA has recently published guidelines to illustrate the interest of implementing RWD
during clinical development phase.
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Submitting Documents
Using Real-World Data Use of Real-World Evidence to
and Real-World Evidence Support Regulatory Decision-Making
to FDA for Drugs and for Medical Devices REA ORLD
Biologics Guidance for Industry and = .'
Guidance for Industry Food and Drug Administration Stafl
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the near future :
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ICMRA statement on international collaboration
to enable real-world evidence (RWE) for
regulatory decision-making
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Recent survey suggest a slow but increasing
uptake from pharma regarding RWD
collection for regulatory purpose

ONCOLOGY isthetop TA for RWD
COLLECTION

Oncology leads in rcal-world evidence studies

Phase IV trials driving growth in RWE studies Drug studies using RWO, sorted by therapy area and start year
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Promising adoption and generalization of RWD collection in clinical
development phase should not hide the challenges

Multiple data sources

Meaningful data

Standardisation

Volume
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Engaging Patient in early stage of your project will enable you to
benefit from their expertise

. . . . Contatms Noabinding
Patient-Focused Drug B.  When can input be gathered from patient advisors and
Development: Methods to . . .« o 9 Patient Engagement in the Design and
Identify What Is incorporated into the clinical study’ Conduct of Medical Device Clinical
Important to Patients Sponsors should consider involving patient advisors during the early planning phases of the Studies
Guidance for Industry, Food and D o . ; ; e
g vrarsiioeny < e ettt clinical study so that their input can be incorporated while the study plan is being developed. Guidance for Industry,
Stakeholders Especially in innovative areas or new target patient populations, we encourage sponsors to confer Food and Drug Administration Staff,
with patient advisors when designing or planning the clinical study. Sponsors may also want to and Other Stakeholders
consider involving patient advisors post-study to inform improvements for future studies. Decwament ivwed on January 26, 2023
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EUPATI, the roadmap of patient implication

Patient involvement in medicines R&D

Information to
trial participants
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Setting
Research
Priorities

* gap analysis
« early horizon
scanning

* matching
unmet needs
with research
- defining
patient-relevant
added value
and outcomes

Research
Priorities

[
Fundraising
for research

Protocol
Synopsis

- design

- target population

Protocol
Design

* relevant endpoints

* benefit/risk balance
* in-/exclusion criteria
* diagnosis procedures

« quality of life and patient
reported outcomes

+ ethicalissues

« data protection

- mobility issues/logistics
+ adherence measuros

Research Design

and Planning

8
I}
6
g - content
" visual design
* readability
8. language
# - contractualissues § - dissemination
' travel expenses o
« support for

® family members  Patient ;

8 - mobility Information
i

. -

Practical

Considerations

Trial
steering

committee

- protocol follow up §
« improving access §
+ adherence g

Ethical
Review

- content

* visual design
- readability

- language
Informed
Consent

+ protocol amendments
+ new safety information

Data & Safety

Monitoring

z Regulator
5 Committee Aﬁg-,s 4
Investigators g . penefit/risk '
_ : 5 8 - MAA ovaluation
Meet|ng 8 ‘drop-outissues - EPAR summaries

# - trial design
# - recruitment
Y challenges
« opportunities
® can trigger amend-
§ ments
]
]

Research Conduct
and Operations

# - summary of interim

§ results

p ° dissemination in patient
° community

Study
reporting

s amendments

- lay summary of
results

- package leaflets
- updated safety
communication

Dissemination,
Communication,
Post-approval

« contribution to
publications

- dissemination of
research resulls to
patient community /
professionals

Post-study
communication

« assessment of value
- patient-relevant

# cutcomes

§ - patient priorities
Health
Technology

Assessment
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EviendtlQ Patient Digital Platform

_ . +500K
08 amevrcomun
(Patients + Caregivers)
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The fastest and easiest way to generate
patient inSightS (ePRO, NIS, Preference study)
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Make patient centricity a reality: Optimize your projects
with patient insights!

01 UNDERSTAND

MEASURE

DIGITAL

PATIENT

PLATFORM
06 OPTIMIZE
o7 TEST

Patient experience: disease/treatment burden,
quality of life.

Unmet needs in terms of product, services and
information.

Patient’s perception of your products, devices
and services.

Concepts of services, patient tools and campaign
messages ( messages, visuals, videos...).

Patient-centric material for clinical trials.

The design of your real-world patient studies and
clinical trials.

Concepts of services and tools to increase
patient retention in your clinical trial.
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&

R&D
Respiratory - Asthma
Real-world Patient Insights

01
BURDEN OF CORE ASTHMA SYMPTOMS
Sczerfgurden
8 m 830 Legend
6 6.20 6.50 @ Mean
4 6.2 ¢ 4.50 b 450 A Median
¢ 4.2 3.20 1st quartile
2 L B 3rd quartile
0
Chest pain Coughing Difficulty
No burden at all breathing
02

IMPACT OF ASTHMA ON PATIENTS’ QUALITY OF LIFE

Impact on Impact on
Physical professional daily mood
Impact 20 n=15
= 20 occurrences,
p 19 occurrences lmpact.on
n=60 Impact on athletic
75 occurrences 1 slsiliies
T2 n=23
40 28 occurrences

occurrenc
ES

03

OVERALL SATISFACTION WITH CURRENT BIOLOGIC
TREATMENT

4% 4% 10%

Not
satisfied

Extremely
— satisfied

Objective: Understand the unmet needs that can be addressed by a future treatment,

in order to optimize the inclusion of PROs in a phase 3 clinical trial.
Sample size: n=100 patients affected by asthma and on a biologic
Country: US

04
EXPECTATIONS REGARDING BIOLOGICAL
TREATMENT - VERBATIM

Improve
asthma control

Reduce all asthma symptoms (25)

Better breathing control (10)

Fewer attacks (9)

Easier
access to injections

(Ease of administration (7)

Self-administration (4)

|

Improve
quality of life
Improve ability to engage in activities (14)
More stability (13)
Increase energy (9)

Reduce need
for medical care

Reduce frequency of administration (8)
Reduce need for rescue medication

(inhaler) (7)

Preferred route of administration for control medication
Administered
by injection at

home by
oneself

(]

Oral

Administered by administration

injection at the
hospital or clinic

\

/

Q KEY INSIGHTS

Negative impact of asthma on QoL due to
burdensome symptoms

Patients’ primary concern is to improve

treatment efficacy on symptoms, in
particular shortness of breath
Patients would prefer to receive an

injection, however most would accept oral
treatment

@E% USE OF DATA

Adaptation of future clinical trial design
thanks to patient insights

Comparison of asthma patients’
expectations with the product in
development

Optimization of key indicators for the
clinical trial

EVIDENTIQ
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Objective: Test protocol of a future Ph. lll clinical trial for children with Autism to optimize

Protocol feasibility patient recruitment
‘ ' assessment Sample size: n=50 families of children and adolescents with Autism Spectrum Disorder —
Clinical Operations aged from 2 to less than 18 years
Autism Country: France
01 02
Clinical trials are conducted to demonstrate the efficacy of a future treatment. ‘a@mp\es As part of a clinical trial you must go with your child every 15
Would you be willing to accept your child's participation in this type of clinical trial? days for 4 months to the investigator site for various medical
] examination for about 2 hours. Is that possible for you?
Yes, surely 13
Yes, probably 19 Yes, surely 10
No, surely 24% 12 Yes, probably 17
No, probably 16% 8 No, surely 16% 8
| don’'t know 16% 8 No, probably 26% 13
03 | don’t know 24% 12
If blood tests were to be carried out frequently on your child.
What would be the ideal location?
LN
Q KEY LEARNINGS %% USE OF DATA
At home with a nurse 19 =
64% of parents would be willing to o : .
Itis not possible for my child 349 17 let their child participate in a clinical = Anticipate potential blocking
to take blood tests trial points for patient recruitment
In the city laboratory * - The design of the clinical trial is . iréld al[e;glodbal,team% the fut
nearest you 15 suitable for 54% of parents. : 6}0 e esign o e fu 'ure
clinical trial thanks to patient
- The ideal place for blood tests is at insi
In the centre that follows 9 home with a nurse. insights. "N T1Q

your child

Base: n =50 respondents
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X

AP

18 - 25y/o

26 -45y/o 48%

46 -65y/o [V 34%

>65y/o 44%

Legend:

25%

Target Product Profile
Neurofibromatosis
R&D

15% iy
1%

|8% 106

55% [T o

Objective: Define the burden of neurofibromatosis and patient expectations in terms of new
treatment
Sample size: n=170 respondents - Patients with neurofibromatosis type 1
Country: EU5 - with Advisory Board

N

| Max

Mean F/Iediani Min

20161 0o 150
[

49 | 52 0 2000
1 1

53 V417 0 1000
|

34 1331 0o 120
—m

Women 68% 90

- V Grade 1 (Less than 10 cNF)
V Grade 2 (From 11 to 50 cNF)

V Grade 3 (From 51 to 100 cNF)
I v Grade 4 (From 101 to 500 cNF)

V Grade 5 (More than 500 cNF)

Legend:
A moderately effective but well-tolerated treatment
|

A highly effective treatment with some side effects

° Number of visible cutaneous neurofibromas

neurofibromas

The location 21% [13% E¥E

Pain 26% Y 13%

The size 10%

The number 20% 13%
Legend:

(- 1st [l 2nd I 3rd 4th

Base: n =170 respondents

Inconveniences caused by cutaneous

Mean rank

12

19

23

26

Risk Benefit Balance
Depending on the gender

Efficacy criteria of a future treatment
Depending on the country

Prevent the Reduce the

Block growth of Reduce the size

Mean rank appeir'\e:gce of oNF itchi?rgleocr'\;l)gin of of cNF
O ENEN - (2
N A
2 28 29 39
=
. 29 32 36
o BEEN - -
o EEE -

Ranking question: 1= this criterion is the most important. 6= this criterion is the least important

KEY LEARNINGS

Patients with neurofibromatosis suffer
from the visibility of their disease. The
location of cNF is the main disadvantage
caused by the disease followed by pain,
size and number.

Patients expect the future treatment to
prevent the appearance of cNF and reduce
itching and pain.

A moderately effective but better
tolerated treatment is also preferred.

% USE OF DATA

Compare the expectations of patients
with neurofibromatosis type 1 with the
product under development.

Publication of results: preparation of an

article to be published in a scientific
journal.

EVIDENTIQ



EVIDENTIQ | RWE SOLUTIONS

Take away messages i |

» Patient are true expert of their pathology and the burden they experienced

» Getting their insights can improve:

* protocol study design
* accuracy of symptom evaluation,

* quality of data
* increase study acceptance therefore patient recruitment and retention

» Accessing quickly to a digital patient community facilitate to get those patient
insights and therefore performing RCT and RWD Clinical studies
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