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Pharma situation

ABC Biopharma: Launching a biosimilar of biologic treatment for
rheumatoid arthritis and other autoimmune diseases once
innovator patents expire in 2025 (PRODUCT NAME: Bioxeatin)
Innovator product: Re-usable autoinjector with wireless
connection (reminders, injection history: data can be shared)
Treatment: Self-administration at home. Weekly dosing

Objective

To develop a Patient Support Programme (PSP), incorporating specific
behavior change techniques, combined with real-time usage data from the
connected device to increase patient adherence to Bioxeatin.

Non-adherence rates are high in RA. Incorporating the connected device in
the PSP will distinguish ABC Biopharma from their competitors.
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Challenges for people living with rheumatoid arthritis

Autoimmune and inflammatory disease that attacks healthy cells causing
painful swelling in affected parts of the body’

Managing impact of Identity and psychological well-being
unpredictable symptoms . Acceptance
. llen joint -
swollen joints » Loss of status and potentially earnings ' : \\)
jomnt pain « Appearance >
* loss of strength - : B\
« Fertility (younger patients) D B\

fatigue - Relationships and sex

trouble sleeping « Difficulty asking for and accepting help

« Depression and frustration
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Social and psychological impact of rheumatoid arthritis

« Depression and anxiety are more common if you have RA
« 17% of people living with RA also have clinical depression’

« 60-75% of people living with RA also have another co-morbidity
(e.g., cardiovascular disease, diabetes)?

« After diagnosis, 45% of people with RA had to stop working?3
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Patient persona - meet Rita

Rita was diagnosed with rheumatoid arthritis (RA) 5 years ago. She
works as a teaching assistant at a local primary school and tries to
control her RA through a combination of exercise and medication.

Occasionally, Rita gets very frustrated and angry by her painful joints
and restrictions on her mobility which limit the time she can spend
playing with her grandchildren, and also means she struggles
sometimes at work.

Although Rita tries to maintain a good treatment routine, she’ s worried
about remembering to take her Bioxeatin (weekly injection). She also
doesn't feel that she completely understands her RA and its symptoms
which are so unpredictable; or the role that Bioxeatin might play in
managing those symptoms

Rita has previously had a difficult relationship with both her GP and
hospital consultant who she feels do not understand the impact that

the RA has on her life. She has never sought out any support for her RA.

Personal
Information
Age: 58

Gender: Female

Employment:
Full-time teaching assistant

Family: Married. 2 children and 4 grandchildren
Years since diagnosis: 5
Comorbidities: Hypertension

Treatment history: Methotrexate and occasional
courses of corticosteroids; has just been
prescribed Bioxeatin.

Bioxeatin: A biosimilar of a biologic treatment
used to improve moderate disease activity in
RA. Delivered weekly through a re-usable auto-
injector with wireless connection (reminders,
dosing history; data can be shared)
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Understanding patient behavior and experience
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Workshop 1: Understanding patient behavior and experience

1. Use a behavior framework to understand adherence challenges
to Bioxeatin for Rita

2. What broad intervention approaches (e.g., channels, content,
data) would be effective for the adherence challenges you have
identified?

3. If time, suggest behavior change techniques (BCTs) you might
use to address the adherence challenges you have identified?
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Workshop (Part A): Understanding patient behavior and experience

1. Use a behavior framework to understand adherence challenges
to Bioxeatin for Rita. Work with your group to describe these
adherence challenges on the COM-B model.
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Workshop 1 (Part A): Applying the COM-B framework

The COM-B model:

« The COM-B model sets out the groups of factors (Capability, Opportunity, Motivation) that influence the performance of
a given behavior.

» Describe the challenges that might impact adherence to Bioxeatin for Rita

CAPABILITY MOTIVATION

. ) 4 ™\
Physical e E.g., beliefs aboutillness and
* E.g., symptoms/Side effects of treatment
previous treatment(s) e E.g., habits
Psychological

* E.g., patients’ knowledge of the
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GROUP WORK - The COM-B model:

« The COM-B model sets out the groups of factors (Capability, Opportunity, Motivation) that influence the performance of a
given behavior. Describe the challenges that might impact adherence to Bioxeatin for Rita

OPPORTUNITY

)

CAPABILITY

: ©)
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Workshop 1 (Part B): Understanding patient behavior and experience

2. What broad intervention approaches (e.g., channels,
content, data) would be effective for the adherence challenges
you have identified?

3. If time, suggest behavior change techniques (BCTs) you might
use to address the adherence challenges you have identified?
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Workshop 1 - STIMULUS: behavior change techniques (BCTs)

 BCTs are theory-based methods for changingone |~ .
or several aspects of behavior

« The ‘active ingredient’ of a behavior
change intervention

e There are 93 BCTs

« Arrived at through international
and interdisciplinary consensus

« Reported in a comprehensive taxonomy, organized
into hierarchical clusters, that is ever evolving

« CAN BE DELIVERED VIA MANY DIFFERENT
MEANS/MODES
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Workshop 1 (Part B): STIMULUS: BCT CLUSTERS: the 93 BCTs

cluster into 16 groups GOALS & PLANNING

FEEDBACK & MONITORING
SOCIAL SUPPORT

SHAPING KNOWLEDGE
NATURAL CONSEQUENCES
COMPARISON OF behavior
ASSOCIATIONS
REPETITION/SUBSTITUTION
COMPARISON OF OUTCOMES
REWARD & THREAT

. REGULATION

ANTECEDENTS

. IDENTITY

SCHEDULED CONSEQUENCES
. SELF BELIEF

COVERT LEARNING

©® No bk wN =

_\_\_l_\_l_\_\o
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Workshop 1 (Part B) — Group Work

Adherence challenges

Broad intervention
approach (e.g.,
channel, content,
data)

Behavior change
techniques (BCTs)
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Workshop 2

Value Creation with Smart Devices and Digital
Solutions
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Workshop 2: Please identify relevant value drivers for stakeholders

Patients

Healthcare professionals

Caregivers

Healthcare systems
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Workshop 2:

Do we need a capture template for the 2"d bullet point:

How to link patient engagement and success metrics?
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Regulatory and compliance challenges
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ppa Practical regulatory considerations across Europe

Parcstoral Drug Assoetstion

Germany

Brand level of PSP

PSP branding must not match
product branding, brand name
can be used sparingly

PSP branding must not match
product branding, brand name
can be used sparingly

PSP branding must not match
product branding, brand name
can be used sparingly

PSP branding must not match
product branding, brand name
can be used sparingly

PSP branding must not match
product branding, brand name
can be used sparingly

Typical channels
implemented

Web

Apps

Calls
SMS , emails
Nurse Support

Web
Apps
Calls
SMS emails
Nurse Support

Web
Apps
Calls
SMS emails
Nurse Support

Web
Apps
Calls
SMS emails
Nurse Support

strictly educational
services, available for all
patients and

Health authority
approval needed

% Unless product is
in risk category

Recommended

Vv -12t0 18
months

Anonymized

PSP data can be
analyzed locally
and globally with
patient consent

Patient data can be

stored outside the

local country in line

with regulations?

Data held in market

Enrolment process/consent

V'=prescribed patient is allowed to self-
enrol without HCP signature

Consent collection methods indicated
below

v = Any form of consent
collection permitted

v = Any form of consent
collection permitted

Paper consent is most frequently
implemented, to collect HCP signature

v = Any form of consent
collection permitted

Pharma Co not to have direct patient
contact, for standard PSPs, even
through third party

pda.org

PSP precedent

https://www.dupixentmy
way.co.uk/atopicdermati
tis/dupixent-support-
and-resources

https://www.abbvie-
care.de/

https://www.abbviecare.

it/

https://abbviecare.es/

www.hemavie.fr
(unbranded —funded by
BMS but
developed/implemented
by patient association
with a PSP vendor)
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Global implementation consideration
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Workshop 4: Go To Market Strategy

Internal stakeholders

Key Roles

Actions
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Go to market strategy

eppa ToOpic 3: The Challenges e

Workshop on the Case Study: Global Implementation Consideration

Moderators: Paul Upham, Roche/Genentech & Arnaud Guillet, Biocorp

a.:
- expect from them?

,M:apping int.ernal stakeholders - a partiCipant activity,

Create a list of stakeholders with key roles and what actions do you

- Localization and Customization
- Training and Cust'omer'Support |
: Legalfand Cbmpliahce Approvals

: Customer Engagement Strategy
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