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Is Biotech Globalization Worth the Investment?
By Stephen A. Doneson
The metaphorical pendulum has swung back and forth in
recent years on whether companies should globalize. One
need look no further than the U.K.’s 2016 Brexit vote, the U.S.’s
recent positions on NAFTA and the TPP, and the increasing
number of populist candidates in other countries to see that
referendums on protectionist trade measures and tax policy,
along with tightening immigration requirements, are gaining
significant traction.
For U.S.-based biotech companies, the question is does
globalization still make sense? The life science industry
is already facing numerous challenges, including varying
regulatory and pricing pressures throughout the world.
However, where there is disruption, there is often opportunity.
In addition, globalization can take many forms in order to help
mitigate risk. Let’s take a closer look at a few globalization
options for biotech firms.

“

Figure 1: World Bank Organization global health
expenditure, public % of GDP, 1995 to 2014.

Furthermore, it is expected that various regions throughout
the world will significantly increase pharmaceutical spending
(Figure 2). Based on these and other industry projections, there
appears to be significant growth opportunities via emerging
markets for innovative solutions in biotechnology, medical
devices and pharmaceuticals.

One significant reason
to look overseas is the
opportunity to take
advantage of lessonerous regulations.

DIRECT SALES

”

A life science company can simply sell products or services
in a foreign country, as witnessed by the emerging markets
mega trend. According to a Grand View Research report, the
Asia-Pacific region is expected to grow at a compound annual
rate of 11% over the next 10 years. This is due to the increase
in outsourced U.S. FDA manufacturing sites, the growing
worldwide health care burden, and expiring patents of several
drugs that can boost the outsourcing market. Furthermore, a
growing middle class in these emerging markets is creating
new demands for medical devices and generic drugs.

Figure 2: Global spending on medicines by regional share forecast 2020;
forecast of global medicine spending distribution in 2020 by region.
Source: 2015 IMS Health Survey.

When you examine the past 20 years, countries are spending
more on health care as a percentage of GDP, and emerging
markets – such as China and India – are steadily increasing
spending (Figure 1).
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ESTABLISHING A FOREIGN PRESENCE

GLOBALIZATION CHECKLIST

Establishing a foreign entity, either self-created or via an
M&A, offers arbitrage opportunities to leverage lower cost
of materials, labor and production. It’s clear that the search
for talent and the drive for R&D globally are significant. R&D
Magazine reported more than $165 billion in worldwide R&D
spending in life sciences, $100 billion of which was outside of
the U.S. (Figure 3).

Any life science company that is considering globalization
needs to perform the necessary cost/benefit analysis. Here are
a few due diligence items to examine:
1. Understand the Environment – Learn about the cultural
and geographic environment (i.e., what particular medical
challenges do they face?).
2. Pricing – Determine price points for local health care
systems based on factors such as cost of living.
3. Legal and Regulatory Risks – Understand the regulatory
approval process in each country. What is the country’s
position on protecting intellectual property?
4. Resources and Supply Chain – Examine the distribution
structure as well as the infrastructure (transportation,
power supply, etc.) of the host countries. Does the
audience understand the importance of your innovative, or
even generic, drug or device; or is there a learning curve for
consumers to negotiate?
5. Management Team – Make sure you have the right team in
place. This means ensuring that your management team is
capable and knowledgeable to interact with key people in
foreign countries.

Figure 3: R&D Magazine, winter 2016 – life science R&D
spending.

One significant reason to look overseas is the opportunity to
take advantage of less-onerous regulations. For example, Israel
and the United Kingdom have enjoyed large advancements
in regenerative medicine due to their long-standing laws that
promote therapeutic cloning and stem cell research; whereas
in the United States, similar research has been somewhat
inhibited due to legal and political opposition.

6. Taxation – Locate a knowledgeable tax team to understand
your international taxation exposures. Should you account
for transfer pricing between subsidiaries? Are there any
requirements to disclose offshore assets?
While fraught with potential risks and challenges, life science
globalization can be an effective strategy to increase market
share. The key is to first perform the necessary research on
each country and execute accordingly.

COLLABORATIVE VENTURES
Biotechs often establish joint ventures and collaborate with
local companies to advance capabilities. In 2017, Microsoft
and India-based Indegene announced a joint venture to
combine their platforms, Dynamics 365 and Omnipresence,
respectively, to address life science manufacturing challenges
and enable a cloud-based technology solution to lessen
content-creation barriers to provide life-science-specific tools.
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Stephen A. Doneson, CPA, is an EisnerAmper audit manager who
focuses on the life science and technology sectors. Contact him at
stephen.doneson@eisneramper.com or 215-881-8838.
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The Financial Impact of Biotech Product Launch
Delays, and the Consequences of Not Having a
Bridging Strategy
By Jeffrey Matthews
Developing and launching a new product is not only exciting
for a company, but it is also crucial to its continued success
in today’s ultra-competitive environment. Many firms have
an overabundance of projects competing for a limited R&D
budget. Therefore, companies must carefully choose the
projects in which they want to invest, with many factors
impacting each decision. Projects are approved on a certain set
of assumptions, but often these assumptions change over a
project’s life.

not yet have the in-house capability to produce product
G-Widgets. Therefore, I-Knead contracts with We-Make-It to
manufacture and distribute G-Widgets. The long-term plan for
I-Knead is to develop an in-house solution to manufacture and
distribute G-Widgets. I-Knead develops a business case based
on a certain R&D investment, revenue projections and time
to market. The NPV is strong, and the project gets approved.
The manufacturing and distribution contract with We-MakeIt expires in 2 years, so it becomes critical to have the new
product launched before the contract expires.

INPUT CRITERIA
In the medical devices field, product launch decisions require a
careful evaluation of investment in both financial and resource
terms. A project is approved based on a number of key criteria
including:
• Market share growth		
• Revenue potential
• Time to market
• Profit targets
• R&D costs
• Development risk
• Gross margin potential

One year into the project, I-Knead realizes that the original
launch date was overly ambitious and it must extend the
launch date. The revised date is after the contract with WeMake-It expires. To complicate matters further, the product
proves much more challenging to develop than originally
anticipated, and more R&D investment is required. I-Knead
now scrambles for a bridging strategy. It approaches WeMake-It to extend the original contract, hoping to buy valuable
time until the in-house solution is available. However, WeMake-It has entered into additional agreements with other
firms and can no longer supply the required quantity that WeMake-It needs.

• Manufacturing costs
The business case to gain approval is often overly ambitious:
Revenue projections are too high, time to market is too short,
and R&D investment is too low. This combination might make
for a great NPV on paper, but unrealistic input criteria will cost
companies in the long term.
Let’s take a closer look at the financial impact of a biotech
product launch delay and the result of not having an adequate
bridging strategy. A bridging strategy is the development and
implementation of a pre-determined interim solution should
a particular “what-if” scenario come to fruition. Common
bridging strategies are customer incentives and price breaks in
order to retain market share.

The contract is extended, but at a lower supply volume. Since
We-Make-It is the sole supplier of G-Widgets, I-Knead is
forced to lower its sales volume. This means lower revenue,
lower gross margin and increased R&D expenses, resulting
in lower operating profit. Moreover, because its inventory is
reduced, I-Knead will likely lose customers to competitors.

CASE STUDY
I-Knead is a medical device company that develops,
manufactures and sells medical devices. However, it does
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I-Knead finally launches product G-Widget 2 years late, but
with a lower revenue potential due to customer loss, as well as
lower profit and lower market share. The company’s reputation
in the marketplace has also been damaged, and it may not
be able to win back lost customers. Long-term ramifications
include the inability to meet corporate revenue and profit
targets for the project’s duration. This may also translate to
spending cuts for other projects, cutting variable spending, and
even reducing headcount.

Other factors, such as marketing and distribution, general and
administrative costs, and royalties can be computed using a
percentage of sales ratio.

“

The business case to gain
approval is often overly
ambitious: revenue projections
are too high, time to market is
too short, and r&d investment is
too low. this combination might
make for a great npv on paper,
but unrealistic input criteria
will cost companies in the long
term.

I-Knead appears to have implemented its bridging strategy
as events developed. Had it examined the potential pitfalls
from the project’s onset and created a more robust bridging
strategy, it could have either avoided or, at worst, mitigated
most, if not all, of these adverse outcomes.

CONCLUSION

”

Product launch delays impact a firm’s ability to deliver
maximum financial value. Sales loss to the existing customer
base as well as incremental sales loss leads to stunted growth
overall. Profit is reduced by lower sales and the inability to
apply reduced cost of goods as early as anticipated.

Successfully developing and implementing bridging strategies
lead to increased coordination efforts. Proper management of
product launches is essential to minimize negative financial
impacts. By challenging business case assumptions, finance
professionals can play a crucial role in the company’s business
decisions.

FINANCE’S ROLE

Jeffrey Matthews, M.B.A., is a finance professional in the biotech
sector. He has more than 20 years of experience in private industry,
with a focus on operations finance, financial planning and analysis,
business planning, divisional finance, and supporting life-cycle teams.
He spent more than 3 years as an expat at a European biotech firm and
now works in the Bay Area of California. Contact him at
jmatthews10@hotmail.com.

As a finance professional you might ask yourself, “What can
I do to avoid I-Knead-type results?” Become involved at the
project’s inception by meeting with team members from
marketing, research, sales and other interested parties. Review
what-if scenarios, and develop robust bridging strategies to
successfully transition resources where and when needed.
A good place to start is by challenging the business case
assumptions. Look at the revenue projections. Are they too
aggressive; too conservative? Examine the R&D spending
projection. Review similar projects that have gone to market,
and perform a “sanity check” to determine if the proposed
R&D project budget looks reasonable. A solid, multi-year
projection on product costs that takes into account the annual
production volume, product design, material costs, labor hours,
and overhead greatly impacts post-launch profits. If you focus
on the key inputs of sales volume, revenue, cost of goods
and R&D investment, you will have a sound business case.
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Bob Esposito is a managing director
in EisnerAmper’s Corporate
Finance Group. Bob has 38 years
of experience (34 years of which
serving as a national partner in a Big
4 firm) assisting clients with buyside and sell-side M&A transactions
(due diligence, quality of earnings,
transaction-related strategy,
structuring and execution, and
project management), accounting and auditing, IPOs and SEC
public offerings. Bob has spent the past 28 years specializing
in the life sciences (pharmaceutical, biotechnology, medical
device and pharmaceutical services) and technology
industries.

ZappyLab’s PubChase is a
biomedical literature search and
recommendation tool. You can
search publications in a more
effective manner, organize and store
papers in your personal library,
and discover new content. Key
features include the ability to search
all PubMed citations, save articles and PDFs to your library,
receive personalized recommendations of new publications
based on your current library, and synchronize library and PDF
access between your computer and a mobile device. PubChase
is available for iPhone and Android devices.

Bob Esposito

PubChase

EisnerAmper LLP does not endorse this app or warrant that this app is
appropriate for any particular business.

Learn more about Bob at www.eisneramper.com/about-us/
professional-directory/robert-esposito.

Events Calendar
Event

Date

BIO NJ NewX2 Biocruise

July 19

Renshaw Rodman Global
Investment Conference

Sept. 12 & 13

Aegis 2016 Investor Conference

Sept. 20-23

BioNJ CEO Summit

Sept. 23

Pepper Hamilton, Life Science
Financing (NYC) w/NY Bio

Sept. 29

Biotech Conference w/Integrium (SF)

Oct. TBD

Pennsylvania Bio Life Sciences Future

Oct. TBD
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