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Overview
For an emerging US-based biopharma company, there are many “pathways”
to maximizing value in ex-US markets. These can involve various forms of
licensing or partnering. Alternatively, a firm can choose to “go-it-alone” and
build its own commercial organization in one or more markets. The best
choice for a given situation isn’t always obvious.
Companies grapple with a range of questions, including
• Why should we expand beyond the US market?
• How do we know when it’s the right time to start planning an expansion?
• What are the potential pathways open to us?
• How do we decide between them?

Presentation
The webinar began with a brief presentation delivered by Blue Matter. This
helped to introduce the topic, establish context for the audience, and provide
some helpful facts.
The presentation is available here.

Panel Discussion
The second part of the webinar was a discussion in which the panelists
answered questions from the moderator and the audience. Below, we have
paraphrased the answers using a simple outline format.
In most cases, both panelists contributed to answering each question, For
simplicity, the answers below are summarized without identifying specifically
which panelist was speaking.
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Panel Questions
& Answers
Question 1 - Realizing that every situation is somewhat unique, at
what stage should an emerging company begin thinking about exUS expansion? What might be the catalyst(s) for kicking off the
evaluation and decision-making process?
1.

First, it’s important to remember that collectively, Europe is quite
an attractive market:
a.

Its population is large, around 500 million people.

b.

It generates approximately US $140 billion in annual branded
prescription pharmaceutical sales. (Reference: IVQIA, MIDAS, May 2019)

c.

Healthcare represents the 2nd largest government expenditure
after general welfare.

d.

Europe’s top 5 markets account for around 20% of the world’s
branded market. (Reference: European Pharma Market Outlook to 2022,
Evaluate Pharma, 2017)

e.

Per capita spend on healthcare is quite high and growing.

2.

So, European market entry is well worth considering.

3.

The ideal timing to begin assessing Europe is two to three years before
the anticipated European approval. It takes 6 months or more to truly
assess the viability of Europe, so starting even earlier—three to four
years ahead of the anticipated approval—would also be appropriate.

4.

The typical catalysts are:
a.

Corporate strategy (assuming that strategy calls for globalizing
the company)

b.

Development of international insights during the clinical program

c.

Request from the company’s Board of Directors

The pathways to value, very broadly speaking, can be lumped into
partnering and “going it alone.” At a high level, can you give us a
sense of the pros and cons of each?
1.

It starts with the corporate strategy. That will be critical in establishing
context for a company’s decision-making process and could open
up—or close down—various pathways.

2.

Going it alone can bring significant rewards and boost company
value significantly. However, it is costly and carries additional risk.
A company might be more apt to go alone if it:
a.

Has a rich pipeline with multiple assets

b.

Will be first-in-market with a novel product (not a “me too” product)
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3.

c.

Wants to access global talent

d.

Doesn’t have suitable opportunities to out-license or partner

A company might be more interested in partnering if it:
a.

Needs to improve its cash position

b.

Thinks that partnering with a large company can provide positive
external validation of its valuation

c.

Needs to de-risk

d.

Wants to keep its overall headcount and costs lower

Based on your experience with different partners, what factors
should a company consider when evaluating a potential partner?
1.

The companies’ incentives must be aligned.

2.

The partners’ corporate cultures must be compatible. It’s critical that
the partners can work together well and with mutual trust.

There are some general rules of thumb that make claims about
value, risks, and costs such as
• The decision to “go-it-alone” ex-US may increase
the company valuation by up to 20%
• Partnering will impact a company’s exit valuation
• The company build-up and first commercial launch may cost
between $70 million and $200 million

How well do these fit your experience? What should one keep in
mind when listening to these rules of thumb?
1.

Let’s start with the cost of $70 million to $200 million to build a
European organization. It really depends. A company that’s in
primary care or large specialty markets with a desire to operate in a
lot of geographies will need to spend quite a bit more than an orphan
drug company with a focus on just a few markets.

2.

Another important cost factor is the corporate strategy. Is the
strategy to launch a single product or to build an infrastructure that
is scalable? If the initial build is also supposed to cover a second
product or a pipeline, then the cost could be much bigger than the
first product alone would need.

3.

A big influence on the cost is the launch sequence strategy and the
number of countries a company is planning to enter.

4.

Access is also important and will definitely impact valuation
considerations. In the “old days,” the question was, “Can I get
regulatory approval?” Now, it’s, “Can I get regulatory approval and
access?” The clinical development program will need to get data to
support access as early as phase 2, then supplement later with real
world evidence (RWE).
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5.

Pricing is another complex and important factor to consider. A
product’s price—and subsequent valuation—depends in large part
on the launch sequence and reference pricing. A company must
have a robust view of this and plan carefully.

6.

Regarding the notion that going it alone boosts value by 20% - This
number gets thrown around a lot, but it really does depend on a range
of factors. Nevertheless, Board members and senior executives will
tell you there’s a positive reaction when companies globalize and it
really does drive up the value when it’s done right.

Is there a “golden sequence” for launching into Europe?
1.

We did a project to look into this and we found 7 different variables
that would play in to determining the launch sequence in Europe,
so it’s complex.

2.

The top 5 European markets are not ideal from a reference pricing
standpoint. A company really needs to look at reference pricing and
how it will impact its value.

3.

No, there is no one single “golden sequence” but it’s advisable to avoid
the notion that “bigger is always better” when prioritizing markets.

Do you see more focus on other regions besides Europe? Asia
perhaps?
1.

Pre-COVID, many companies with pipelines were looking at Europe
and other major international markets (e.g. Japan, China and Brazil).
These assessments are still ongoing, however the current COVID
situation may slow down geographic expansions.

2.

One key thing to understand, a company can’t just repurpose FDA
submission data for these countries. They’ll need a plan and dedicated
data, often requiring clinical data relevant to the region.

When grappling with the decision of which pathway to take, what
are the key steps and factors a company should follow and weigh
during the process?
1.

The simplified process can be viewed as having these key steps
a.

Start with the overall company strategy, which is influenced by
the pipeline.

b.

A fundamental question that any early-stage company must
answer is: Does it want to commercialize or stay a development
company?

c.

If a company does decide to commercialize on its own, then it
must determine if it will do so just in the US or globally.

d.

If global success is the goal, then what does the company
want to accomplish? It needs to articulate that very clearly and
understand its purpose and expectations.
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e.

If it goes international, then it needs to identify the territories
and the launch sequencing approach.

f.

Then it must determine how much it can spend up front.

g.

Finally, it must decide on the core ex-US team. Who will they
be? Where will they be?

In your experience, what important factors do companies most
often neglect in their analyses or what mistakes do they most
often make when trying to determine the optimum value path in
ex-US markets?
1.

Companies often underestimate the commercial investment required
to launch….Not just to launch, but to build a new company in new
countries.

2.

They sometimes look for lightweight ex-US teams, failing to understand
that they really need very experienced heavyweights. Europe is
complex with many diverse countries, different legal and regulatory
systems, different pricing schemes, different treatment processes, etc.
A company needs experienced people to get through the complexity.
For an inexperienced team, the complexity can be daunting. It’s much
more manageable with an experienced team.

3.

Companies sometimes fail to grasp how important it is to have a
really positive cultural fit between the ex-US people with the US team.

What functions should a company hire first if it intends to build a
presence in Europe?
1.

Start 2-3 years before approval.
a.

Hire the General Manager / head of Europe first. Then, they’ll
build a team in 2-3 waves.

b.

Med Affairs, Market Access, Regulatory, and maybe commercial
will come next.

c.

Country managers are next.

d.

Additional supporting functions come a bit later.

What are some overarching key takeaways?
1.

A company needs to have a clear expectation of where it wants to
go and its actions must align with its corporate strategy.

2.

It’s better to over-invest in talent.

3.

Start early.

Note: Readers who wish to access a recording of this webinar may access
it via this link until the end of 2020.
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