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Pathways in Europe for
U.S. Life Science Companies
On Wednesday, Oct. 21, 2020, Blue Matter Consulting and Greater Zurich
Area co-hosted a virtual panel discussion for a select group of leaders from
biopharmaceutical companies interested in establishing or expanding their
operations in Europe. The one-hour panel addressed—at a high level—the key
decisions that biopharmaceutical companies must make when considering
a move into Europe. These include:
• Whether to enter European markets
• If entering, which “pathways” to take (e.g., Licensing, Partnering, or
“Going-It-Alone”)
• How to design and staff European operations
The event consisted of two key parts:
1.

2.

Informal Presentations: Two European biopharma leaders related their
own experiences entering European markets and building operations
there. They addressed key decisions, pitfalls, best practices, and
other relevant topics. These biopharma leaders were:
a.

Orlando Oliveira, SVP and General Manager of International at
Agios Pharmaceuticals

b.

Daan Kranenburg, VP and General Manager of Expansion Markets,
EMEA, bluebird bio

Questions and Answers: The panel addressed questions posed by
the audience as well as the Blue Matter moderator, George Schmidt,
Managing Partner.

The summary below is presented in a simple outline format. It is intended to
capture the key points made by the speakers and has been edited for brevity.
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Informal
Presentations
Orlando Oliveira
1.

2.

Initial European Experience at Cubist Pharmaceuticals
a.

Orlando’s first experience building an operation in Europe was
with Cubist Pharmaceuticals. He was not the first employee,
coming in only one year before the planned launch to help set
up the operations.

b.

Cubist was a well-funded company with two assets to launch.
The products were anti-infectives, which is a challenging business
from a pricing and reimbursement standpoint.

c.

The company decided to operate out of Zurich.

d.

Cubist determined that it could do a better job of commercializing
its assets on its own, rather than working with a partner. The
company already had a network of partners in ex-US markets
driving significant sales with their first product, Cubicin, but
Cubist leaders felt that they were leaving value on the table and
needed to go it alone in this case.

e.

Cubist was acquired by Merck two months before launch and
never had a chance to prove it could do it better on its own.

f.

Overall, it was a good experience to see the potential opportunities
and pitfalls in Europe.

Experience at Tesaro
a.

Orlando intended to stay in midsize biotech and moved over to
Tesaro, an oncology-focused pharmaceutical company.

b.

Tesaro had one drug with phase 3 data (Varubi) and another
without phase 3 data (Zejula).

c.

The company had no presence in Europe: no legal entity and
no employees. It was waiting on phase 3 data for Zejula before
moving forward.

d.

Orlando was General Manager (GM) from the start.

e.

The first 8-9 months were a slow build. Things sped up to a sprint
when positive phase 3 data came out for Zejula.

f.

Tesaro was not optimally ready for the first launch due to a short
time frame for the build-up but managed to pull it through. It
was a supportive care product, third in class (treatment of
chemotherapy-induced nausea and vomiting [CINV]). Fortunately,
not much value was lost. However, the preparations for that first
product paved the way for the launch of Zejula (an orally active
small molecule PARP inhibitor to treat ovarian cancer), which
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was supposed to be the bigger asset anyway. The Launch of
Zejula was a huge success across Europe.

3.

4.

g.

In the end, Europe accounted for 42% of Zejula sales globally.
Given the lower pricing in Europe, that means more than half of
the patients were being treated in Europe. This clearly showed
that if approached correctly, ex-US markets can provide very
sizable opportunities.

h.

The organization there was sizable. It grew from one person
to about 200. As an example, there were 20 sales reps and
customer-facing staff in Germany alone.

i.

GSK acquired Tesaro in 2018, one year after both product
launches. Orlando left 6 months after the acquisition to support
a smooth and organized integration. About 80% of the people
stayed, though most of the leadership departed to join other
biotech companies.

j.

Looking back at the Tesaro experience, despite the sizable
organization and “oncology cost of entry”, profitability of the
international organization was reached.

Experience at Agios Pharmaceuticals
a.

Orlando joined Agios, an emerging company focused on cancer
and rare genetic diseases.

b.

He was impressed by the company’s leadership, science, and
pipeline. The rare genetic disease aspects were also new to him.

c.

The organization is now about 20 people in Europe.

d.

Agios has been another very different learning experience.

e.

Its AML product was approved by the FDA on the basis of a
single arm phase 1 study.

f.

Agios was prepared that a single arm phase 1 study would likely
be a challenging basis for a first EMA approval. However, the
company’s pipeline supports the business case to successively
build up the European business due to remaining pipeline
opportunity in both Hem/Onc and RGD.

g.

Agios later had to withdraw its European (EMA) filing for the first
indication, but there are other “shots on goal.”

h.

The key learning was: Before hiring a lot, a company must have
the right—and sufficient—clinical evidence to get approval and
reimbursement, making gating fundamental.

Common Learnings Across Company Experiences
a.

The European group must build good relations and trust with
the US office.

b.

Empower the regions: let them be accountable and nimble.

c.

It’s tougher to go alone with just one launch. It’s better to have
multiple assets. In the long-term it’s hard to justify a build-up in
Europe if a company doesn’t have a 3-5 year vision and multiple
drugs and indications for Europe.
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d.

A company should be gated in how it builds the operation. This
approach limits risk.

e.

It can be better to be a little late in hiring rather than too early.

f.

Understand that there can be great variability by therapy area
in the way a company approaches a build (e.g., oncology vs.
rare diseases).
Germany can offer a faster launch and favorable pricing.
Having an early access program in place is important. There
are ways to accelerate drug access to patients and profitability
in Europe.

g.
h.

Daan Kranenburg
1.

Experience at bluebird bio
a.

Daan joined Celgene early, before any European approvals, to
help set up the European operations.

b.

He later went to bluebird bio, now 65 people in Switzerland.

c.

bluebird bio is based in Cambridge, MA and has been
doing research since 1992 initially under the name Genetix
Pharmaceuticals. Founded in 2010 as bluebird bio, the company
decided to enter Europe 5 years ago.

d.

bluebird bio is focused on cell and gene therapies. The diseases
they address are prevalent in Europe and the Middle East, so
going to Europe was sensible.

e.

Also, the EMA was receptive to granting a conditional approval.
A conditional approval would give a 3-year commercialization
head start in Europe.

f.

bluebird bio decided to focus on the “Big 4” markets in Europe
in which most of the patients live. It would also enable the
company to get a proof-of-concept before expanding elsewhere.

g.

The company believed it could do better on its own in cell and
gene therapy than with a partner because:
i. It had multiple assets with which to work
ii. Protecting its culture was very important (the “bluebird way”)
iii. No other company that could readily be partnered with had
set up a large-scale gene therapy operation, so bluebird
would have to “pave the way”

h.

bluebird bio set up its operation in Switzerland for two reasons:
i.
ii.

i.

Talent (Switzerland offered the most diverse talent pool in
bluebird’s opinion)
Financial considerations

Early key hires included:
i. Access personnel
ii. Medical personnel
iii. Key regional leaders

j.

Achieving commercial readiness requires a company to focus on
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i.

Preparing the product (pricing, value narrative, product
positioning and commercial infrastructure)
ii. Preparing the company (structure, supply, people and culture)
and
iii. Execution in the markets (build local teams, secure funding,
educate and learn)
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Questions
& Answers
How and when do you have to make the decision to go to Europe?
1.

There are a number of factors that contribute to the decision to enter
Europe.

2.

Corporate strategy will obviously be a driving force. For example, if a
company has a drug (such as in cancer or a rare disease) and it has a
mission to take it global, then going to Europe makes a lot of sense.

3.

Europe is also a very attractive market.

4.

By entering Europe and other ex-US markets, a company can spread
its revenue risk across a range of markets.

5.

At the end of the day, the company must determine if such a move
would be a net positive in building value for the global organization.

How does a company decide between going it alone and partnering?
1.

It’s important to remember that this is not just one choice (going
alone vs. partnering). The answer could be a combination of going
alone and partnering, with different approaches in different markets.
A company may decide to go alone in one market or group of markets,
then partner in others.

2.

For example, bluebird bio entered just 4 main markets in Europe.
Those markets are 50% - 75% of the sales in Europe by themselves. If
successful, bluebird bio can expand from there. The company looks
at an individual market’s economic and political stability, as well as
other factors, to determine how attractive it is. Then, it’s a build vs.
buy decision on a market by market basis.

3.

For another example, consider central and eastern Europe. Those are
often laborious markets to manage. So, for those markets, a partner
may be needed to help get through working with all the local authorities.

4.

Israel is another example. It’s a small, isolated market. You would need
a ¼ of a regulatory person, ¼ of a QA person, etc. It doesn’t usually
make sense to build a full capability there when a partner can help you
get in more efficiently.

5.

One thing to consider is putting GMs over market clusters. A company
can leverage infrastructure across clusters. A drawback is that it will
have to build a little bigger.

What are the priorities for early investment at risk vs. those that
should wait until a program is de-risked?
1.

If a company has a good sense that phase 3 data will be good, then
it can get “boots on the ground” (Medical Science Liaisons, etc.). It
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really is helpful when people are in-market carrying the company’s
business card and building relationships.
2.

A little further on, it’s good to invest in market access. It’s wise
to invest somewhat at risk in access. If a company can gain two
months, that’s a lot of money.

3.

Key areas to invest early:

4.

a.

Early Access Programs

b.

Market Access

c.

Regulatory

A company should get regulator input on endpoints and comparators
early on. That can prevent delays later and reduce risk.

What about the UK as a market?
1.

Many have deprioritized the UK due to Brexit but no one should give
up on the UK.

2.

Brexit has raised the uncertainty, but one can be profitable there and
it’s an attractive and large market.

3.

While working for a good list price, a company should be prepared
to be more flexible on the discounts and establish itself as a good
partner with authorities.

What are the optimum reporting lines for a European operation?
1.

Organizational structure and reporting lines are important, but it’s
more important that the team members be aligned.

2.

Some companies use dual reporting lines, with European team
members reporting to a global functional head and the head of
Europe. This requires a lot of communication.

3.

Regardless of the structure, it’s important that the heads of Europe
and other international markets feel empowered and accountable.

4.

The head of Europe must absorb the organizational culture and
propagate it throughout the regional team.

5.

There must be openness to change as the team grows.

6.

A successful team must have people who can do the job and grow
with the job.

7.

Post-COVID, team sizes may be leaner, as engagement models are
changing now.

What are some overall key takeaways?
1.

Planning is important, but the right people are extremely important.

2.

The team is fundamental, so focus on hiring right.

3.

Build the right culture.

4.

Europe is worth it.

5.

Post-COVID, consider going with a smaller team.
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Next Steps
Following the virtual panel, the participants will be providing feedback and
identifying the topics that they would like to explore more deeply in follow-up
sessions. As Blue Matter and Greater Zurich Area conduct those sessions,
summaries will be provided.
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