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Why
Act4dBiosimilars?

Biologic medicines have transformed the lives of
many patients. However, with increasing pressures
on healthcare systems, not everyone is able to
access the treatments they need.

Biosimilars help more patients gain access to biologic medicines, and earlier in
the patient treatment cycle. Improved access to biosimilars leads to:
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Increased innovation by introducing competition Better patient outcomes Improved healthcare services

Act4Biosimilars is led by a multidisciplinary Steering Committee of patient advocacy leaders, healthcare
professionals, biosimilar experts and industry leaders, representing views from around the world.

Driving Biosimilar Adoption The Journey to

Act4Biosimilars is a global initiative that aims SO _30 —30

to increase patient access to biologic medicines by
helping to accelerate the 4As of biosimilars: Act4Biosimilars’

mission is to increase

. _ global biosimilar
Approvability Accessibility adoption by at least 30
percentage points in
Acceptability Affordability 30+ countries by 2030.

The Action Plan

The Action Plan is the global roadmap for Act4Biosimilars, and identifies the most relevant challenges and
opportunities for increasing biosimilar adoption under each of the 4As. It provides stakeholders around the
world with the strategies, tools and activities needed to accelerate adoption.

Within the Action Plan there are 3 steps to help achieve the Act4Biosimilars goals
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Step 1 - Prepare: Step 2 - Act: Step 3 - Maintain:
Laying the foundations for Using knowledge and connections Building on progress

steps 2 and 3. Essential for created in step 1 to recruit made in step 2 to
building knowledge and relevant supporters, educate stakeholders maintain momentum.
connections with key stakeholders. and advocate for change.



Taking Action In
The Americas

The report developed by
Act4Biosimilars outlines key
challenges facing biosimilar

adoption across the Americas. The v

countries included in the report are
those in scope of tracking in the
Act4Biosimilars Impact Index, for
the Americas this includes Brazil,
Canada, Chile, Colombia, Ecuador,
Mexico, and the United States.

This report can be used to
complement the information

found on the Impact Index, which
measures the favorability of local
policies, regulatory systems, and key
stakeholders in relation to the 4As

in each of the 30 countries in scope
of tracking. It acts as guidance for
where to focus efforts and resources
to have the largest impact on
biosimilar adoption.

In the report, challenges are linked
to key initiatives in the Action Plan,
which provides the strategies, tools,
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and activities needed to improve
adoption of biosimilars and achieve
the Mission to increase biosimilar
adoption by at least 30 percentage
points in 30+ countries by 2030.
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Overview of key challenges

+ Varying levels of adoption are seen across the region',
with Canada and Brazil leading, as public health systems
have been actively addressing barriers to adoption.

+  The United States (US) continues to face significant
challenges, largely due to reimbursement policies and a
healthcare delivery model with misaligned incentives.

* Across Latin America, a growing number of biosimilars
continue to be introduced. However, policy-level and
health infrastructure hurdles continue to limit the potential
of biosimilars.
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Snapshot across the 4As

In the following section, challenges that are either unique to
the region or representative of a wider global issue have been
outlined, and specific examples from the region demonstrate
the impact.


https://www.act4biosimilars.com/act4biosimilars-impact-index
https://www.act4biosimilars.com/action-plan-0

Across the seven target countries in scope of tracking, legal and regulatory pathways are
in place to allow biosimilars to enter the market. However, the degree of rigor and suitability
varies throughout the region, allowing the introduction of low-quality biocopies and

creating confusion among stakeholders on what constitutes as a high-quality biosimilar.
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Regulators must differentiate between US interchangeability guidelines urgently
biosimilars and biocopies. need to be revised.
In Colombia and Ecuador, gaps in their respective In the US, the interchangeability guidelines were
regulatory pathways allow biocopies to enter the created to address a hypothetical safety concern
market, thereby potentially creating patient safety related to switching that over time has been shown
risks.2® Biocopies are non-comparable biologics not to exist. However, these guidelines have instead
that do not meet strict regulatory requirements created confusion among stakeholders and helped
for biosimilar approval, such as those established propagate misperceptions about biosimilars.®

by the World Health Organization (WHO).*

Ready to take action?
Have a look at the Action Plan Key Initiative, Optimize

Regulatory Review Procedures

Ready to take action?

Have a look at the Action Plan Key Initiative, Adoption of
Rigorous Regulatory Pathways
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https://www.act4biosimilars.com/action-plan-0
https://www.act4biosimilars.com/action-plan-0
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https://www.act4biosimilars.com/action-plan-0

Acceptability

Throughout the Americas, there is a critical need to improve biosimilar education. A lack of
education has led to confusion and concerns among stakeholders, particularly for patients
transitioning to biosimilars. Comprehensive biosimilar educational programs developed
through a multi-stakeholder approach is needed to increase stakeholder trust in biosimilars
and to counter disinformation. Examples of comprehensive education opportunities include:
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Biosimilar education needs to happen
from a multi-stakeholder perspective.

In countries with readily available educational materials,

such as Canada, the US, and Brazil, biosimilar education
tends to be conducted by organizations representing a single
stakeholder group, including trade associations as well as
medical societies and patient organizations addressing

a specific disease area.®” A multi-stakeholder approach
would increase the relevance and trust of the information
provided, however this information needs to be aligned
across stakeholder groups to avoid conflicting messaging.
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Biosimilar adoption must be
accompanied by education.

While biosimilars continue to be introduced in Colombia,
Ecuador, and Chile, biosimilar education for local
healthcare stakeholders, including patients, by regulatory
authorities or government bodies remains highly limited
or simply not available. The production of educational
materials has been led by the pharmaceutical industry,
which may cause distrust among some stakeholders.

Ready to take action?

Have a look at the Action Plan Key Initiative, Drive
Publication of Authoritative L ocal Educational Content



https://www.act4biosimilars.com/action-plan-0
https://www.act4biosimilars.com/action-plan-0

For patients, clarity is needed on how to access more affordable treatment options like
biosimilars, as well as the processes involved in starting or transitioning to a biosimilar.
However, such visibility remains limited across a number of countries, often hidden
behind the complexities of a given health system or simply due to lack of communication

from health officials. Examples include:

Health systems need to issue
transition guidelines.

Brazil’s federal government maintains the world’s largest

centralized health system, the Unified Health System (SUS).

When the SUS began procuring and distributing biosimilars
in 2019, local stakeholders, such as HCP and patient
groups, were not informed or consulted about the transition
process. This created a certain level of confusion among
HCPs and patients, and even led to an influential HCP
group publishing a whitepaper unfavorable to biosimilars.®
Creating an informed and positive transition process is key.

Ready to take action?

Have a look at the Action Plan Key Initiative, Moving
from Forced Transitions to Informed Transitions
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United States

Streamline access to biosimilars.

In the US, structural complications of the healthcare
system often disincentivize the use of biosimilars. In both
the public and private markets, Medicare and pharmacy
benefit managers often employ policies that favor higher-
cost medicines as they are incentivized by rebates,
making it difficult for biosimilars to match the economic
incentives. Even for federally run Medicare Part D, there

is little movement towards biosimilars replacing reference
medicines once launched, preventing more patients from
having access to these potentially life-changing medicines.

A decision by a US court against the use of “skinny labels”
and a May 2023 US Supreme Court decision to let the
decision stand without further appeal has put in danger
the use of “skinny labels” for biosimilars.® “Skinny labels”
help to accelerate access to biosimilars by allowing
biosimilar manufacturers to omit any indications still
under patent by the reference medicine manufacturer
on the label, bringing the biosimilar medicine to market
quicker. In 2020 alone, “Skinny labels” on biosimilars
generated savings of $857 million and this act therefore
puts in jeopardy access for patients to advanced
medicines and the millions of dollars’ savings that

could be generated from early biosimilar access.™


https://www.act4biosimilars.com/action-plan-0
https://www.act4biosimilars.com/action-plan-0

Affordability

In some countries, unsustainable procurement practices continue to take place. These include
tenders that determine winners solely by price and tenders with a single winner. Doing so
limits health systems’ ability to benefit from greater competition while creating an array of
risks, including those related to supply continuity. In contrast, multi-criteria and multi-winner
tenders foster a competitive environment, in which manufacturers are expected to exert
greater effort in contributing to the overall sustainability of health systems. Examples include:

Generate more competition via
multi-winner tenders.

Despite the availability of some biosimilars, Mexico has
continued to award tenders for each molecule to a single
winner, a practice which dates back to the days before
biosimilar availability. In so doing, the risks for supply
disruption increase, while manufacturers are discouraged
from launching or keeping their products available in the
country as they need to balance the high risk of not winning
the tender with the amount of investment needed.

Ready to take action?

Have a look at the Action Plan Key Initiative, Increase
Local Market Competition

Enhance health system sustainability via
multi-criteria tenders.

In Brazil, national tenders are awarded strictly based

on price. As evidenced across a growing number of
European countries, tenders can take into consideration
a diversity of criteria beyond price, including clinical
data, product characteristics with benefit to patients,
and supply capability, as well as environmental, social,
and governance." In so doing, health systems are

able to procure high-quality products with a value
proposition for a multitude of stakeholders.

Ready to take action?
Have a look at the Action Plan Key Initiative, Introduce

and Widen Adoption of Sustainable Biosimilar Pricing
Policies
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Chile

Raising awareness of how society can
benefit from biosimilars.

In Chile, there are currently no regulations to support HCPs
transitioning patients to biosimilars when available. The
HCP is responsible for the decision to transition and as
patient co-payments are not impacted, there is no motivation
to transition or start patients on biosimilars. A 2022 study

by Pro Salud Chile calculated estimated yearly savings of
$48 million by opting for biosimilars rather than reference
medicines.'? There is a need to educate HCPs and patients
on the benefits biosimilars can provide to society, particularly
in regards to protecting healthcare system sustainability

and expanding patient access to much-needed medicines.

Ready to take action?
Have a look at the Action Plan Key Initiative, Biosimilars
for the Greater Good
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