The growing biosimilars opportunity.
How to navigate EU regulatory complexity
and maximise the market potential.
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The rise of biosimilars and the associated market opportunity.
Biosimilars are important, cost-effective alternatives to biological medicines, improving patient access
to modern therapy – especially for the treatment of serious pathological conditions including cancer,
neurodegenerative and autoimmune diseases.
As these therapeutic alternatives become trusted and more widely
used by clinicians, and as more patents and market exclusivity linked
to innovator products expire, the range and volumes of biosimilars will
only grow.

Similar, but not identical.
Although not biologically identical,
biosimilars are ‘highly similar’ to the
original/reference product/innovator (think
identical twins, but each with their own
unique fingerprints).
This means that when companies are
going through regulatory assessments
they can re-use a lot of information
developed by the original innovator
company.
This can help expedite development and
approvals cycles by a matter of years:
for instance, an enhanced comparative
quality study is typically acceptable in
place of extensive clinical and non-clinical
studies to support product registration.
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By 2019, more than 14 innovative biological products had lost their orphan
designation market exclusivity; by 2029 a further 34 innovative biological
products will join them. Patent-wise, by 2023 these will expire for most
formulations, creating the perfect conditions for developing biosimilars.

Customer demand.
For customers and patients, especially in
the treatment of rare diseases, biosimilars
offer speedy access to affordable
medicines, the price advantage boosted by
competitive negotiations for market entry.
Acceptance of biosimilars.
Understanding and trust in biosimilars is
growing too. Multiple studies, supported
by regulating authorities, have been
performed now to demonstrate the low
risks of interchangeability (swapping one
drug for an almost-identical equivalent).

Diversity in approach among
the authorities.
Agreement among the various authorities
about how to handle biosimilars is evolving,
but there is some way to go. Today, more
than 70 biosimilars are registered in
the EU and others are under evaluation,
thanks to efforts by the European
Medicines Agency (EMA) to continuously
improve guidelines and provide appropriate
support to bring these products to market.
Similar efforts have been seen across each
national drug authority around Europe and
the Heads of Medicines Agencies (CMDh),
to provide access to biosimilars.
Yet, until there is a harmonised approach
in Europe towards interchangeability, each
member state’s national medicine authority
is able to decide this on a case-by-case
basis, and for now each country has its
own way of managing and rolling out
biosimilars.
The picture that’s building is a potentially
complex one, but with such extensive
market potential this is an opportunity well
worth pursuing.
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Challenges to navigate.
With so many factors differing from one market to the next, pharma
companies are likely to need help determining the respective
conditions to ensure economic viability and trouble-free country entry.

Pricing & incentives.
The balance achieved by positive policies
on biosimilars can be easily destabilised by
measures ranging from exclusive tenders
(which can lead to supply shortages),
to fixed reimbursements pricing (which
can destabilise competitive markets and
discourage manufacturers’ participation).
And many countries don’t yet have
a policy for incentives, or have not
yet fully implemented the policies
under development.
In some markets, policies ensure that
volumes are guaranteed; in others there
is no such guarantee so, after price
readjustment, market volumes are lost.
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Education & awareness.
Other challenges are linked to education.
Education around biosimilars is
badly needed, not only for healthcare
professionals but also for patients, decisionmakers, and perhaps also the media – not
just about the differences and relative
benefits between biologics and biosimilars,
but also how such products come into
use, and how they are administered or
self-administrated, as medicine develops
together with technology.
Building trust – and demand.
Proactive education is essential to build
trust, and to support interchangeability
in treatment, where applicable. Without
this confidence in substituting original
treatments with new biosimilars,
healthcare professionals will continue to
recommend the reference product, which
will stifle competition and lead to price
increases over time, a phenomenon seen
also in generics over time.

Education around biosimilars is badly needed, not
only for healthcare professionals but also for patients,
decision-makers, and perhaps also the media.
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The global opportunity.
For life sciences companies, biosimilars present an exciting
opportunity to bring important treatments to market more affordably
and in higher volumes, putting the needs of patients first.
As more biological products lose their
exclusivity, there is likely to be a race to bring
biosimilars to market and companies which
hold back could lose significant ground.
Competition will be also stimulated by
emerging biopharma companies engaging in
dynamic partnerships, a phenomenon that is
already in evidence.
In January 2020, Mundipharma announced
a partnership with Samsung Bioepis to
commercialise Samsung Bioepis’ first-wave

biosimilar candidates in Taiwan and Hong
Kong. The partnership applies to Samsung
Bioepis’ biosimilar candidates in the field
of immunology and oncology, and includes
SB5 (adalimumab), SB4 (etanercept), SB3
(trastuzumab) and SB8 (bevacizumab), and
this is only one of numerous examples.
For medicine manufacturers, the ability to
develop and roll out the right products at the
right price and in sufficient volumes to keep
pace with market demand and fulfil patients’
needs is paramount.

The EU as a gateway to global expansion.
Europe is a great place to hone approaches
to biosimilars opportunities, as the
authorities here have the most advanced
understanding and emerging policies.
The US FDA is catching up quickly too,
presenting a substantial expansion
opportunity. The US market also has a lot
of interest in creating cohesive guidelines
and legislation around biosimilars
interchangeability, something that is still
lacking at EMA.
Japan is also taking a proactive interest
in the field. The hope is that respective
national and regional regulators will
increasingly share best practice rather than
reinvent the wheel for their own market.
All national governments will need to invest
in a proper infrastructure to support the
biosimilars opportunity, with attractive
policies and incentives for biosimilars
manufacturers to invest in development
and commercialisation of these products,
to ensure competitive and sustainable
supply and affordable pricing.
All of this must be supported by a
purposeful education drive, so that all
of the parties involved understand the
important role played by biosimilars and the
broader potential for transforming global
patient access to the latest treatments.
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Biosimilar drugs offer patients quick and easy access to
breakthrough medicine, as long as manufacturers and
distributors are up to speed with the latest regulatory
requirements in their target markets.
Find out more about our
Regulatory Affairs services:
Go to website >>
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From development to market.
Faster. Better. Smarter.
About us.
Arriello is a leading consultancy and solutions provider of risk management
and compliance services to the pharmaceutical industry. We’ve been making
the development-to-market process faster, better, and smarter since 2008.

With our extensive global network, decades of combined experience and ISO:9001
certification, we are a trusted partner primarily to pharmaceutical and biotech
companies.

Our global services span the product life cycle from Clinical to post-submission
Regulatory Affairs and Pharmacovigilance, Quality Assurance and Auditing,
and innovative automation solutions.

Our valued clients rely on our ability to deliver, however complex their requirements,
through our proven expertise, global coverage, and technology.

Headquartered in Ireland, with operations across Europe, we consult and create
solutions across the EU, North America, LATAM, CIS, MENA, Asia, and South Africa.

Service inquiries: sales@arriello.com
linkedin.com/company/arriello_group

ISO 9001 certified
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