Biotech in China: Maximising the Global Opportunity

Pharmaceutical companies from
China are showing an increasing
interest in international market
opportunities, especially with regard
to new drug developments in the
biological field. A raft of changes in
domestic market policy’ and evolving
manufacturing practices,? along with
China joining the ICH (International
Council for Harmonisation of Technical
Requirements for Pharmaceuticals
for Human Use), and considerable
government support for businesses
investing in external markets, have
prompted Chinese pharmaceutical
companies to review opportunities
across Europe and the US.

This is not to understate the value of
the local market. China is now the second-
largest global market for pharma behind
the US. Its value is expected to reach $300.9
billion by 2025, growing at a compound
annual rate (CAGR) of just over 12%,
according to GlobalData estimates! As the
domestic market shifts in emphasis from
traditional generic drugs to more novel,
innovative therapies, capitalising on global
opportunities for these more-targeted
offerings will be an important part of the
commercial plan.

For organisations sizing the potential,
there are a number of practical conside-
rations. For instance, should they establish
proprietary operations in target markets,
acquire local companies, or partner with
on-the-ground sales representatives? How
can they accelerate local compliance in new
markets, in particular with the stringent and
diverse provisions across the EU - which
continue to evolve in line with advances
in medicine? And if they do set up a base
in Europe, where should that be now that
the UK, which used to be the favoured
destination, is no longer part of the EU?

Channelling pent-up demand

The pent-up interest is tangible, and growing.
In 2020, 48 new drugs were approved
by China's pharma regulator, the NMPA
(National Medical Products Association),
20 of which were domestic, which suggests
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there is both huge demand for new drugs
for the Chinese market and a surge in new
drug development.

In parallel, global pharma companies are
eyeing the sizeable Chinese market with great
interest. China’s membership of the ICH and
other regulatory moves, such as its adoption
of a marketing authorisation system similar
to that commonly used across Europe, and
enhanced pharmacovigilance (PV) activity,
are reducing time to market for drugs from
abroad. Chinese populations can now gain
access to drugs in sync with a product’s
global launch, rather than considerably later
and for pharma companies external to China,
the prospect of expedited ROI makes the
market newly attractive.

Navigating diverse market requirements
Amid these considerable opportunities to
break new ground, on both sides, there are
also practical challenges to be overcome.
Pharma companies must assess the best
models with which to maximise their new
market potential, while minimising their
exposure to risk.

One common approach is to engage the
services of a global or local CRO/outsourced
service provider to bridge gaps in relevant
regulatory knowledge, understanding of
local market dynamics, or on-the-ground
resources. Between China and the US, CRO
relationships are relatively seamless to set up
and manage because historically, scientists
have moved back and forth between the
two jurisdictions. The dominance of the
English language in the US, and having a
single authority in the shape of the FDA,
not to mention a favourable environment
for biotech innovation, continues to cement
that bond.

Post-Brexit EU strategies

However, since Brexit, Europe has presented
more of a challenge for ambitious Chinese
pharma companies. The UK, once a natural
base for European expansion for reasons
of language and its pro-collaboration
culture, no longer offers the same bridge to
the Continent, so strategies for European
expansion have had to adapt. Germany is now
emerging as a popular EU base for Chinese
companies, with relatively transparent and

comprehensible regulatory demands. Spain,
with its advantageous tax environment, is
another favoured alternative.

Despite harmonised requirements set
out by the EMA, each market in Europe
has its own interpretation of the rules and
its own priorities, presenting a diverse
set of parameters for foreign companies
to navigate. That's aside from the myriad
languages and the diverse cultural make-up
of both the 27 member states and the other
European countries - including the UK - that
sit outside the EU.

Companies entering European markets
for the first time will be looking for optimum
ways to manage trials and registrations
across different territories. Appropriate on-
the-ground support from a CRO can prove
crucial here. The EU maintains the most
advanced quality and safety standards in the
world, so this is an important market to get
right from a pharmacovigilance and general
regulatory/quality compliance perspective.
Developing systems and processes to meet
European standards should set a company
in good stead for accelerated compliance in
other markets.

Beyond biotech: quantifying new market
potential for established offerings
Understanding the relative market
opportunities for products and performing
independent local due diligence is also
crucial. For manufacturers from China,
external markets such as Europe are
not just a chance to blaze a trail with
innovative drugs or vaccines: they also offer
additional market potential for oncology,
immunology and other leading therapies,
as well as affordable generics and active
pharmaceutical ingredients (APIs). (China
accounts for around 40 per cent of APIs
globally.) The goal, then, may be to apply or
adapt an existing product for EU use, perhaps
relocating manufacturing operations in the
process to demonstrate a commitment to the
market and its quality and safety standards,
or forming a local sales partnership with a
known EU brand.

Similarly, European pharma companies
may now look to China and its now more
familiar authorisation process as an
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additional market for established products -
especially for those that could be considered
high-value drugs in the local market. Again,
it will be important to understand the true
market potential, the evolving regulatory
environment in the new market, and the
differing organisational structures/criteria
on which local decision-making is based,
before developing the opportunity.

Cross-border collaboration: a growth
model with increasing appeal

As biotech and innovative drug development
ambitions grow globally, collaborative
models are proving increasingly popular to
build brand profile, gain local population
trust and accelerate market access - and
this works both ways.

Multinational corporations such as Pfizer?
have already established joint ventures
with Chinese companies to co-develop
new products and smooth local market
acceptance. Chinese pharma companies
are also taking the acquisition route to
gain a foothold in the European market,
and expedite local licence approval -
whether by acquiring entire small or mid-
sized companies, or purchasing European
manufacturing facilities.® In other cases,
we're seeing Chinese pharma companies
invest in European hiotechs to stay ahead
of the competition at home.*

Identifying enabling partners

As intercontinental activity intensifies,
identifying appropriate independent
help is not straightforward. Global CROs
can sometimes charge substantial fees -
particularly to help facilitate collaboration
opportunities - without necessarily having
precise local insight and experience.

Few large service organisations have truly
specialist capabilities that are as deep in
China as in other territories. This includes
not just language support, or even cultural
understanding, but also having a true
appreciation of the subtleties that make a
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relationship work symbiotically, such as the
fact that organisations in China favour the
use of the WeChat platform as a convenient
communication channel for discussion and
clarification in project initiation/delivery and
information sharing.

Paying steeply for unsuitably generic
help is something that pharma companies
need to guard against. Having access
to reliable, up-to-date intelligence and
insights, and appropriate regional and in-
country experience is paramount in order
to optimise opportunities and contain risk.

Strategy over speed: investing in the right
relationships

As interest in cross-border collaboration
continues to grow, having both a global
perspective and deep, specific knowledge
of both Chinese pharma and external
markets - most notably Europe - will be
essential to extracting maximum value from
emerging opportunities on both sides. This
is something the EU supports: the EMA
agreed more than a decade ago to help China
implement good manufacturing practice
(GMP) and good clinical practice (GCP)
standards similar to those applied in the EU,
with a view to facilitating the use of products
and data coming from China, and achieve
a global approach to the manufacture
and supervision of medicines in the long
term.J

Finally, as an important aside, speed
isn't always the goal here: patience can
also pay off. Careful relationship-building
and due consideration of every opportunity,
from every angle, will ensure that pharma
companies extract maximum value from
their new ventures and provide for every
eventuality in the most efficient way
possible.
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