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To get closer to academic basic sciences, Sanofi has been
establishing an external innovation network of research part-
nerships with major academic institutions. “Our goal is to cre-
ate synergies and intellectual collaboration that are of mutual
benefit,” he said.

Sanofi’s external innovation network “is fundamentally dif-
ferent from what pharma companies have done in the past,”
Zerhouni pointed out. Rather than paying the university for
access to a particular lab’s research data and then walking
away, the company is establishing “non-mercenary” collabora-
tions between the “best and brightest scientists at Sanofi and
the best and brightest in academia,” he said.

The company’s dia-
betes partnership with
University of California at
San Francisco (UCSF) is
one example of Sanofi’s
approach to exter-
nal innovation. “This
is a true partnership
between scientists with
very different strengths,”
said Matthias Hebrok,
Ph.D., director of the
UCSF Diabetes Center.
“UCSF is known for its
deep understanding of
the underlying biology
of diabetes, while Sanofi
has great expertise in
screening compounds,
identifying which mol-
ecules have potential,
and moving them along
to develop a new drug.
Such an endeavor is
almost impossible to
accomplish in a single academic laboratory. Thus, both part-
ners profit from the expertise of the other group.”

Partnerships with academic labs are not unique to Sanofi or
the industry. In fact, they once were much more commonplace
but vanished when the industry turned inward, adopting a cul-
ture of secrecy, Zerhouni said. “The secrecy came from an era
when R&D was taken over by considerations such as intellec-
tual property and the sense that biology would be understood
in isolation,” he explained.

“R&D in pharma has been isolating itself for 20 years, thinking
that animal models would be highly predictive,” he explained.
In addition, the entire ecosystem, not just industry researchers,
became arrogant as a result of the “phenomenal breakthroughs

ence leading fo a terrific product.”

class therapeutic agent.
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TARGET DISCOVERY TO PHASE 3: 10 YEARS

Soon after joining Sanofi as its president of global R&D in 2011, Elias Zerhouni, M.D.,
suid he evaluated and then trimmed the company’s list of compounds under develop-
ment to ensure that the company’s resources were being applied to the most promising
projects with the highest likelihood of success. He also accelerated the pace of the
company’s development of one of the most promising projects: the PCSK9 antibody, a
cholesterol-lowering agent that he described as the prototype example of “terrific sci-

Because the project was accelerated, PCSK9's development from target discovery to
Phase 3 has required only 10 years. If proved safe and effective and approved by the
FDA, the PCSK9 antibody, a fully human monoclonal antibody drug, will be a first-in-

The antibody is based on the 2003 discovery of a physician-geneticist in France
who studied the genetics of family members who died from cardiovascular disease
at an early age. The physician linked the family’s high blood-cholesterol levels to a
“gain-of-function” variant of the PCSK9 gene, which encodes a protein whose actions
influence blood levels of low-density lipoprotein (LDL), the so-called “bad cholesterol.”
Subsequently, a U.S. researcher identified a “loss-of-function” variant of the same gene
in a subset of 300 African-Americans with very low levels of blood cholesterol.

that occurred in the early 1990s,” he said. These breakthroughs
“gave us the impression that we could cure human disease in
animal models.”

SECRECY NOW SIGN OF WEAKNESS

Zerhouni stressed what many people in the industry have been
saying recently — there needs to be more collaboration, part-
nerships, and open innovation throughout the industry. That
secrecy he referenced earlier is now considered a sign of weak-
ness because it impedes progress. “Times have changed, and
it is no longer about who owns the data, but how to solve the
problem faster,” he explained.

To eliminate the bar-
rier of secrecy and stim-
ulate open innovation,
Zerhouni has hired sev-
eral academic “stars”
who bring their culture
of open inquiry and their
networks. Zerhouni and
the other scientists whose
reputations were made in
academia tap their own
professional networks to
establish Sanofi’s inno-
vation partnerships with
government and univer-
sity labs.

While the Sanofi scien-
tists who have devoted
their careers to pharma-
ceutical R&D are expected
to replace secrecy with
open inquiry, the academ-
ic researchers who have
joined Sanofi must adapt
to a corporate culture and
learn the rigor of the translational process with their new col-
leagues. “It is an enormous challenge with a steep learning curve,
but it can provide the joy of seeing the research ‘translated’ to a
potential and even possibly an actual treatment,” he said.

Those researchers are not abandoning academia, he pointed out.
“Sanofi scientists who left academia to join the company still have
the opportunity to work with academic researchers as part of
the company’s external partnerships,” he said.

Zerhouni said he does not regard Sanofi’s new approach to
R&D as a model for the biopharmaceutical industry. “I don’t
have the ambition to develop an R&D model to guide the
whole industry. If what I do works at Sanofi, it will be adopted.
If it doesn’t, it will be forgotten.” @
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Pushing India’s
Biotechnology Industry
To New Heights

By Cliff Mintz, Ph.D., contributing editor

iotechnology is one of the
newest entrants to India’s
life sciences sector and is
expected to drive future
growth of its burgeoning

pharmaceutical industry. The company |
largely responsible for jumpstarting |
India’s biotechnology is Biocon Limited,
a 35-year-old company founded and
operated by Kiran Mazumdar-Shaw.

Mazumdar-Shaw is one of India’s most
influential women. Biocon currently
employs 7,000 people and is one of the
world’s top 20 biotechnology companies.

Under Mazumdar-Shaw’s stewardship,
Biocon evolved from its humble
beginnings in 1978 as an industrial
enzyme manufacturing company into
one of the most recognized biotechnology
companies in Asia. During her tenure
at Biocon, she created two subsidiaries:
Syngene (1994), that supplies contract
development support services for
discovery research, and Clinigene (2000),
that caters to companies interested in
clinical drug development. To date, she
is one of the only women in the world
to control and lead a publicly traded
biotechnology company.

Named among Time magazine’s 100
most influential people in the world,
Mazumdar-Shaw is frequently credited
with launching India’s emerging
biotechnology industry.

Despite her hectic schedule, she sat
down with me during a recent visit to
New York City to discuss Biocon, the
challenges of doing business in India, and
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the emergence of India as a contender on
the world’s life sciences stage.

Q: How did you manage to build Biocon
into one of Asia’s leading biotechnology
companies?

Mazumdar-Shaw: As you may imagine,
India was a very different country in 1978
as compared with today. At that time,
India was underdeveloped, financially
challenged, and overly bureaucratic.
And starting a business (especially a
joint venture with a foreign company)
was extremely difficult because India
was going through a nationalistic phase.
At age 25, I started Biocon India
with roughly $1,000 (10,000 rupees)
I had earned and saved. I retained
70 percent ownership of the company
because foreigners, according to Indian
regulations at the time, could only own
up to 30 percent of a joint venture. Not
surprisingly, in the late 1970s, there was
no venture funding in India, and new
businesses depended upon high interest
debt funding to start up operations.
After talking with countless numbers
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Kiran Mazumdar-Shaw, chairman & managing director, Biocon

of Indian bankers — most did not want
to give money to a young woman with
no business experience in an industry
they had never heard of — I was able to
convince one to give me a small line of
credit to start up operations. I rented
space in an industrial part of Bangalore
and used my garage as an office to
conduct business.

Biocon India’s plan was to produce
industrial-scale enzymes for beer, wine,
paper, animal feeds, and detergents, and
by the late 1980s we were profitable.
In 1989, Unilever bought out the 30
percent stake in Biocon India that
was owned by my Irish partners. This
was a very transformative period
for Biocon because Unilever’s
multinational business model
forced me to conform to
global best practices,
which, to this day, continue
to differentiate Biocon from
most other Indian life sciences
companies. It is our commitment to
global best practices that enables us
to maintain our status as a world-class
biotechnology company.
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By the late 1990s, I decided Biocon’s enzyme business was a
self-limiting one. Biocon was profitable, and things were going
great, butIrealized that remaining in the enzyme business would
not provide me with the exponential growth I was looking for.
Consequently, I turned my attention to biopharmaceuticals,
which I believed was a good business opportunity for Biocon
given our expertise in recombinant DNA technology and
bacterial and fungal fermentations. Interestingly, Unilever had
no interest in pursuing biopharmaceutical drug discovery,
and in 1998, my husband, John Shaw, and I bought Unilever’s
share of Biocon India and became fully independent.

After the buyout, we were able to transform our enzyme
business into biopharmaceuticals by leveraging
our proprietary fermentation platforms and
recombinant DNA technologies into statin
and insulin production. However, I
realized there was one technology
platform that was missing —
monoclonal antibody (mAb)
production. Biocon acquired that
capability in 2001 by in-licensing
Cuban mAb production technology
and bringing it to India. This
gave Biocon its foundation in
biopharmaceuticals.

In 2004, we took Biocon public
(India’s first publicly traded biotech
company) and decided in 2007 to sell the
company’s enzyme business to Novozymes
A/S of Denmark. Prior to going public, all of
Biocon’s manufacturing and R&D activities were self-
financed. Getting listed on the Indian markets helped Biocon
to become a fully integrated biopharmaceutical company,
which today is one of Asia’s largest mAb and biologics
manufacturing facilities.

What are some of the important lessons you learned during
your 35-year tenure as a biotechnology executive?

I think taking risks and managing them
successfully is my main strength and one of the main
ingredients responsible for my success in the biotech industry.
Also, I am passionate about innovation, which helps to
differentiate a successful company from an unsuccessful one.
Innovation is something that cannot be taught; it must be in
one’s DNA. And a strong innovative spirit is critical for positive
leadership. Also, throughout my career, I have surrounded
myself with others who share this innovative spirit and are
willing to take risks with me. Of course, as an organization

“I often say that I
can afford to
innovate and possibly
fail because the cost
of failure in India
is very affordable.”

Kiran Mazumdar-Shaw, Biocon

grows larger, the ability to take risks decreases because much
more is at stake. However, I continue to promote risk-taking
at Biocon, and we are very aggressive both scientifically and in
execution of our IP and patent strategy.

Finally, I believe investment in R&D is going to yield huge
value for Biocon, and we are going to continue to pursue
that path. For example, Biocon is currently developing two
innovative products we are very excited about: oral insulin
(partnered with Bristol-Myers Squibb for clinical development),
and an anti-CD6 monoclonal antibody (itolizumab) recently
approved in India to treat autoimmune diseases like psoriasis,

rheumatoid arthritis, multiple sclerosis, and inflammatory
bowel disease. The next step for itolizumab is to
develop and get it approved (by partnering
with a larger company) in the U.S. as a
treatment for certain autoimmune disease
indications.

Do you think Indian drug
manufacturers are ready to compete
in the innovative drug discovery and
development space?

India has emerged
as a significant global player in the
low-cost manufacture of generic
prescription drugs. I think Indian
companies continue to focus on generic
drug development business, as compared with
innovative drug development, because Indian
investors are extremely risk averse. This attitude is what
drives the whole business ethos of the Indian pharmaceutical
sector. But there are early signs that innovative drug development
is beginning to take hold in India.

India offers the world an affordable platform for cost-effective
drug innovation. I often say that I can afford to innovate and
possibly fail because the cost of failure in India is very affordable.
When other biopharma entrepreneurs realize this, I believe there
will be an innovation explosion in India.

While many Big Pharma and biotech companies are getting
out of R&D because “innovation is too expensive,” India offers a
unique opportunity to show the rest of the world that affordable
innovation is possible and can help to deliver much-needed new
drugs to address unmet medical needs.

What are your views on the future of the global
biosimilar market?

I believe biosimilars are the future, but
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they will go through a painful period of slow acceptance
over the next 10 years or so. But it is only a matter of time
before biosimilar products will penetrate global markets as
aggressively as small-molecule generics have in recent years.
This is because national healthcare systems must seriously
begin to address the escalating costs of prescription drugs.
However, unlike generic small-molecule drugs, biosimilars
face many tough challenges.

First, some of the regulatory requirements for approval

of biosimilars in the U.S. don’t make rational sense. For
example, the stipulation of using a U.S. reference product
only to establish biosimilarity begs to be questioned.
This regulatory requirement will undoubtedly
raise the costs of developing biosimilar
molecules for the U.S. market, which in
turn may likely lead to higher prices
for biosimilar drugs in the U.S.

Another big challenge is physician
education. Until physicians are
clearly convinced of the safety
and efficacy of biosimilars, they
are unlikely to prescribe them
to patients. Physicians need to
be convinced of the quality of a
biosimilar as compared with its
branded counterpart.

Perhaps one of the greatest challenges
for biosimilars will be whether or
not these molecules are substitutable or
interchangeable with innovator products.
While this is still a very contentious and a hotly
debated topic, I believe biosimilars will ultimately be
interchangeable or substituted for branded products and become
part of standard medical practice in the future.

Another challenge is one of development cost. Current
guidelines mandate extensive comparative clinical studies,
often larger in size than the innovator drug. It is imperative
regulators evolve an abbreviated path that shrinks both the
size and timeline to commercialize biosimilar drugs, or else the
objective of affordability will not be met.

Finally, biosimilar products are already quite prevalent in many
emerging markets. However, unlike the past, the countries that
represent these markets are aggressively establishing regulatory
guidelines for development and approval of biosimilar products. To
that end, we recently submitted draft biosimilar guidance to the Indian
regulatory authority that includes mandatory comparator clinical trials
for approval of biosimilars in India. Our goal is to ensure biosimilars
manufactured in India are safe, efficacious, and of high quality.

“I am concerned
about India’s
willingness to

implement compulsory
licensing for
certain drugs.”

Kiran Mazumdar-Shaw, Biocon

What are some of the major challenges foreign drug makers
must overcome to successfully compete in the Indian life
sciences market?

One of the most challenging aspects of
the Indian pharmaceutical market is drug pricing. Most of the
drugs being developed by Western companies will simply be
too expensive to sell on the Indian market. This is forcing many
multinational companies to consider dual pricing and branding
strategies; that is, they offer a lower price for India and other
emerging markets as compared with the rest of the world. While

the sheer size of the Indian market suggests this may be a
viable strategy going forward, many multinational
pharmaceutical companies are still weighing
their pricing-strategy options.
Fragmentation of Indian supply and
drug distribution chains is another
huge challenge for foreign drug
makers. For example, every state

in India has a different set of
regulations for drug distribution.
Also, the current system literally
supports hundreds of thousands
of pharmacies and physicians with
different local and regional needs.
The Indian market is extremely
complex and the one-size-fits-all drug
distribution model favored by Western
drug companies would be impossible to
implement in India.
Finally, penetration of the different markets
that exist in India is also extremely challenging. For
example, the needs, infrastructure, and dynamics of Indian
urban markets are very different from those of the semi-urban
markets, which are again markedly different from those of rural
Indian markets. To be successful, foreign drug companies must
understand and embrace the differences of these markets and
determine the best way forward for each of them.

What are your thoughts on the recent patent rulings
that many multinational pharma and biotech companies
claim are making it increasingly difficult for foreign
companies to compete in India?

The Indian government has been very clear
from the beginning that it will not accept “evergreening” of
patents. The recent Indian court decision not to honor Novartis’
Gleevec patent extension, in my opinion, was a clear example of
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“If the Indian government continues to refuse to respect IP,
then it is very likely that multinational drug companies
will not choose to launch new products in India.”

Kiran Mazumdar-Shaw, Biocon

evergreening. So the decision not to honor the Gleevec patent was innovation, and negotiate drug pricing from a position of strength,
consistent with previous court opinions and its stated intentions. not weakness. @

I am concerned about India’s willingness to
implement compulsory licensing for certain
drugs. IP is vital for innovation, and the Indian
government must respect it (and protect it) if
it wants India to play on the world life sciences
stage.

I frequently tell Indian compulsory licensing
advocates that there is a big difference
between the costs of innovation and imitation.
Consequently, India should not frivolously
grant compulsory licensing of multinational
drugs to Indian generic companies that
have invested nothing in drug development.
Innovative companies must be compensated
to continue to be able to innovate. Further,
there are lots of avenues open to the Indian
government to subsidize purchasing-price
parity for multinational drugs in India short of
compulsory licensing.

In addition, the Indian government has
completely abdicated its responsibility for
providing access to potentially life-saving drugs
for patients; in India everyone pays out-of-
pocket for their drugs. The government should
be buying these drugs at negotiated discounted
prices and providing them to patients. Instead,
Indian companies are looking for loopholes in
trade agreements to induce the government
to declare compulsory licensing for certain
drugs. I think this approach is wrong-headed
because the quantities of “cheap” drugs that
will actually be sold in India will be quite small,
and India’s reputation as a place where IP is
protected and innovation can take place will
be seriously damaged globally.

Unfortunately, the Indian government
continues to attempt to protect its generic drug
industry and, in my opinion, needs to be much
more respectful of IP. If the Indian government
continues to refuse to respect IP, then it is very
likely that multinational drug companies will
not choose to launch new products in India,
which could have very devastating healthcare
consequences for its people. As far as I am
concerned, India should respect IP, encourage
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Per capita, Israel has the most biotech start-
ups in the world. Entrepreneurs make up
6.4 percent of the population. Israel has
one of the highest concentrations (1.45
percent of its population) of scientists
in the world — a percentage that was
enhanced by the 1990s’ influx of Soviet-
trained scientists and engineers. To put
this in context, the percentage for the U.S.
is 0.81, according to CORDIS, the EU’s
Community Research and Development
Information Service.

BIOPHARMA PRESENCE GROWS
Benny Zeevi, co-chairman of the Israel
Advanced Technology Industries (IATI),
characterizes the Israeli life sciences
industry as “relatively young, rapidly
growing, and exuberant.” Currently,
more than 800 life sciences companies
operate in Israel, and nearly two-thirds
are less than 10 years old. More than
a third already generate revenue. The
Israeli life sciences industry is dominated
by the medical technology industry, but
the pharmaceutical field is growing. In
March, ClinicalTrials.gov reported 4,013
clinical trials were currently underway,
up from 3,000 a few years ago. (This
figure includes trials conducted in Israel
by international companies.) That’s 70
percent of all the clinical trials conducted
in the Middle East.

-
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Global Business Update

"W Israel Drives
) #3 Middle East Biotech

By Gail Dutton, contributing editor

srael has been called, accurately, a nation
of start-ups. With its scientifically oriented
population and entrepreneurial drive, the nation
is driving Middle East biotech. Approximately
60 percent of Israel’s life sciences companies
focus on medical devices, while about 35 percent focus
§ on biopharmaceuticals. Typically, 40 to 60 biotech

companies are founded each year.

TEVA  Pharmaceutical  Industries
dominates Israel’s list of biotech success
stories. Founded in 1901, TEVA has
become one of the world’s leading
pharmaceutical companies, developing
innovative specialty medicines as well
as generic and OTC products, active
pharmaceutical ingredients, and new
therapeutic entities. It actively partners
with the growing number of biotech start-
ups.

Many of Israel’s biopharma companies
have grown beyond the one-man-and-
a-lab stage. About 30 of the companies
are midsized and are beginning to
make their marks. For example, Protalix
Biotherapeutics is using its proprietary
plant-based expression system to develop
enzymes used in treating Gaucher disease.
Its product, Elelyso, recently received
regulatory approval in the U.S. and Israel.
Five other compounds are in the pipeline.
The most advanced is entering Phase 2
trials. Another firm, Gamida Cell, expects
to launch its stem-cell-based leukemia
therapy, StemEx, in 2013. Five products
are in its pipeline. Cell Cure Neurosciences
is working to develop OpRegen for age-
related retinal degeneration. Human trials
are ongoing.

Medical device patents comprise the
largest segment of Israel’s life sciences
portfolio. Overall, drugs discovered

in Israel — though often developed
elsewhere — account for approximately
$25 billion in annual sales, notes Ruti
Alon, general partner at the venture capital
firm Pitango and IATI conference co-chair.

LATE-STAGE FINANCING NEEDED
Funding is, perhaps, the biggest challenge
for biopharmaceutical companies in Israel
and throughout the world. Israel boasts
25 to 30 active VC firms but only about 10
actively invest in biopharma. One, Pitango,
has $1.4 billion under management
and includes 16 life sciences companies
in its broad portfolio. Additionally, in
2011, Merck Serono launched the Merck
Serono Israel Bio-incubator Fund. The
purpose, according to Merck, is to
“accelerate the successful development
of entrepreneurial start-up companies.” It
offers seed financing and the opportunity
for researchers to use a dedicated part
of Merck Serono’s Israeli research and
development center, Interlab, for their
own projects. Over a seven-year time
span, Merck Serono plans to invest a total
of 10 million EUR into this fund.

To help bridge the funding gap, the
Israeli government established the
Heznek venture capital fund in 2002,
with a focus on life sciences, software,
and communications. The organization
matches the capital funding secured from
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Global Business Update

outside investors or investment entities, providing matching funds
peak at 50 percent of the total capital requirements, and do not
exceed 5 million NIS (New Israeli Shekel, the currency in Israel)
— about $1.3 million. The fund invests in companies that are less
than six months old with less than 1 million NIS in expenses. The
government’s investment is exchanged for shares in the company,
which the matching investor may purchase at the original price
(plus interest) during the first five years of the investment.

Nonetheless, like most young biotech companies, Israeli firms
need additional financing. As Zeevi says, “To become a global
company takes time and a lot of money. We have almost no late-
stage funding.” Companies need this influx of cash to take them
all the way to commercialization or, at least, to the point at which
licensing or mergers or acquisitions become feasible.

Among firms funded by venture capital, “For pharma/biotech
companies, licensing is the most probable funding and exit
strategy,” Alon says. “For medical device companies, the most
common exit is via mergers and acquisitions.”

The exit strategy for medical devices, however, is shifting to
licensing as the costs of trials leading to commercialization
increase. “The structure of licensing deals gives the acquirer
better control in validating the value of the assets it is interested
in buying,” Zeevi explains. Acquisitions may evolve from those
licensing agreements.

For relatively young companies, the stock markets are virtually
closed, Alon says. Currently, NASDAQ lists nine Israeli biotech or
pharmaceutical companies. The Tel Aviv Stock Exchange (TASE)
lists approximately 60 biotech companies.

GOVERNMENTS OFFER INCENTIVES

The Office of the Chief Scientist (OCS) is a good starting point for
companies interested in investing in Israeli biotech. That office
is a function of Ministry of Industry, Trade, and Labor, which is
charged with executing government policy to support industrial
R&D. To attract biotech specifically, the government is establishing
a new biotech incubator to help attract large, international
pharmaceutical companies to Israel. This bio-incubator will join
the more than 20 incubators or accelerators in Israel. “But not all
include biopharma,” Alon points out.

Israeli biotech can count on “significant government support”
from that office, Zeevi says. Multiple programs and incentives
are available. “But,” Alon cautions, “that is mainly initial funding.
Companies must develop additional funding sources.”

Much of the support comes in the form of tax incentives for local
and foreign investment that significantly reduce the corporate tax
rate. “These incentives for approved enterprises are included in
the Encouragement of Capital Investments Law, which took effect
January 1, 2011,” Alon says.

As in the United States, Israel levies taxes on the global income

of companies incorporated there, and on the income of
foreign companies operating there. However, it has tax
treaties with many nations, including the U.S., to avoid
double taxation. The corporate tax rate for 2013 is
25 percent. Income tax rates on individuals increased
January 1, 2013, and the tax burden for individuals and
corporations appears to be in flux.

STRONG INDUSTRY/ACADEMIC

PARTNERSHIPS ARE NORMAL

Israel’s young biotech industry is supported by strong research
institutions. The seven universities there excel in neurology,
oncology, vaccine, and stem-cell work. Israeli scientists pioneered
the in-vitro differentiation of human embryonic stem cells (hESCs)
and their genetic modification, which led to a cell line representing
Lesch-Nyhan disease. “We don’t have legal issues that halt stem-
cell research in Israel,” Zeevi points out.

Most of the universities have ties to the industrial parks that
are home to R&D centers and laboratories for some of the
world’s leading life science companies. Additionally, an OCS
magnet program forms consortia composed of university research
departments and high tech companies in multiple fields, including
biotech. Consequently, investigators are cognizant of requirements
for scale-up and commercialization and are likely to consider them
during the early stages of project design.

Each university handles its own technology transfer program.
The Hebrew University of Jerusalem, Tel Aviv University,
Technion Institute of Technology, and the Weizmann Institute
of Science are most active in research. “The Weizmann Institute
of Science and Hebrew University are very successful,” Alon
says. Hebrew University, for example, has discovered several
blockbuster drugs. They include Exelon, developed by Novartis
to target Alzheimer’s disease, and Doxil, commercialized
by Johnson & Johnson to target cancer. At the Weizmann
Institute, scientists have developed drugs to treat multiple
sclerosis, Alon says. The Weizmann Institute has registered
approximately 1,400 families of patents since 1959 and spun
out 42 companies — half of them since 2000.

According to the Worldwide Intellectual Property
Organization’s (WIPO) list of educational institutions filing
patents, Hebrew University ranks 23rd in the world in the
number of total patent filings in 2011, with 52. Tel Aviv
University holds 33rd place, with 43 patent filings. In terms
of academic ranking, Hebrew University, Tel Aviv University,
Technion, and Bar-Ilan University are among the world’s top
400 universities, according to the British weekly magazine,
Times Higher Education. Consequently, corporations working
in Israel have ready access to innovative employees trained at
world-class institutions.
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Global Pricing Data, Analytics
Enable Better Decisions And
Competitive Edge

ncreasing price transparen-
cy and global competition
are key challenges faced by
companies across all indus-
tries, and pharma manu-
facturers are no exception.
Today’s pricing decisions
cannot be based on instinct or informal
methods, due to the high level of risk
incurred through inaccurate practices.

Analytical pricing strategies are used
worldwide. For example, in the finan-
cial industry, decisions based on pricing
data and advanced analytics have been
long-established and are an integral part
of price setting. For the travel industry,
benchmarking competitor prices hourly
and ensuring pricing decisions are opti-
mized are recommended practices. The
question is: Why not apply the same
principles to pharma pricing? Basing deci-
sions on data and analytics empowers the
decision maker and allows full confidence
in the choices made.

Data and analytics have become power-
ful tools for pharmaceutical organizations
in their endeavor to stay ahead of com-
petitors. Best practice shows that better
data and analytical models improve deci-
sion making and provide better business
outcomes. Within the pharma industry,
data forms the basis of many decisions:
Clinical data defines whether or not a
drug is effective, sales data defines mar-
ket share, and advanced data models
drive cost-effectiveness decisions made by
health-technology authorities.

Opportunities exist for pricing data to
play a part in strategic pricing and market
access. With so many innovative pricing
schemes and tactics, pharmaceutical com-
petitor price intelligence is crucial in opti-
mizing prices and gaining a competitive
edge. The use of data analytics can help
to move pricing behavior from reactive
to proactive decisions based on predicted
market conditions.

Test For Competitor Response:
Competitors do not evolve in isolation
— they are responding to the relevant
companies in the industry, if they have the
freedom, knowledge, and capability to do
so. Knowing how the launch of a direct
competitor affects the price of a product
across markets is essential in knowing
how to react.

Business Transformation: Data allows
you to visualize what is happening in the
outside world and to shape competitor
actions. Modeling allows manufacturers
to make the best use of the data to help
predict competitor actions and opti-
mize business strategies. Transforming
business decisions based on data and
models also enables organizations to
keep ahead of competitors and make
business processes more efficient. This
is particularly essential in emerging
markets where policy and pricing are
not clear.

Internal Transparency: Internal
transparency of the entire price water-
fall, from list price to reimbursement
price, including all discounts and
rebates, is essential in understanding
distribution chains across markets and
analyzing the impact of pricing decisions.
For example, some organizations have
attempted to increase the list price only to
find that, because of additional discounts
and rebates, the pocket/net price did not
actually go up, translating into consider-
able internal and external hassle for little
financial reward. Successful companies
focus on the full price waterfall when
implementing price increases, ensuring
that the uptick in profit is a worthwhile
result. In some markets where regional
purchasing power is important, such as
Spain or Italy, it may be necessary to
consider price waterfalls at local and
regional levels.

Preeti Patel

Patel is VP of strategic consulting at Alliance
Life Sciences. She is a PRINCE2 practitioner and
clinical pharmacist with more than 10 years of
experience in pricing and reimbursement.

Analytics and Simulation Capabilities:
Best practices include established price
trending simulation capabilities, often
combined with product differentiation

and the capability to model multiple sce-
narios. Simulating the impacts of prices
and trending improves the predictability

of pain points.

Legislative Changes: Tracking the
impact of country legislative changes for
medicines at a time when cost-contain-
ment pressures are being faced by health-
care systems everywhere is important. If
prices go up in one country, but the price
for the same or similar product remains
unchanged in a neighboring country, par-

allel imports and international referenc-

ing are often the result. Studying the
impact of price changes on referenced
markets is critical for making informed
decisions, such as price cuts or removing
products from the market. Understanding

the impact legislative reforms have on
product pricing is important in making
the most appropriate decisions.

A number of tactics can be used to
ensure price and portfolio optimization
other than changing the price — rang-
ing from introducing unique pack defi-
nitions in some markets to ensuring a
strategic launch sequence to maximize
achievable prices. Having the ability to
map out the implications of each sce-
nario is important in establishing which
direction to take.
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How To Achieve More
When Resources Are Tight

pportunities
exist in every
business
that are not
being real-
ized; in fact,
you can prob-
ably name 10 valuable initiatives not
being persued in your business before
you've had your morning coffee. The
problem is that even short lists of goals
often generate long lists of oppor-
tunities, all competing for the same
limited resources. As many have found
through experience, sometimes less
is indeed more. When resources are
constrained, as they almost always
are, you're forced to make tradeoffs to
decide what priorities to focus on, and
these tradeoffs can leave good oppor-
tunities on the table.

But what if you could increase the
effectiveness of your existing resourc-
es? What if your resources could real-
ize an opportunity in a matter of weeks
instead of months, with increased cer-
tainty that they would meet or exceed
their targets for each opportunity?

Here are four potential opportunities
to help limited resources achieve more
than previously believed possible.

Many methods exist for solving

problems, from guess-and-check
solutions to brainstorming to
thorough, fact-based analysis.

Approaching every problem with a
rigorous problem-solving approach,
though seemingly time-intensive, will
dramatically increase the likelihood
of solving a problem the first time.
This will ultimately free up precious
resources to tackle the next big
challenge.

With more and more training programs
available to businesses and with the
perceived scalability of these programs,
many organizations have taken the
approach of wide-scale training, believ-
ing that 10,000 black belts are bet-
ter than 1,000. However, training that
is not directly applied is most often
wasted — people only retain a fraction
of what they learn if they don’t use
it immediately. Establishing a training
program that is targeted and just-in-
time frees up resources to execute top-
priority opportunities.

Resource allocation can be tricky, and
by closely examining roles and respon-
sibilities and looking for ways to create
leverage, you may be surprised at how
much opportunity you find in improv-
ing your organization’s effectiveness.
For example, ask yourself the following
questions:

Have you engaged the broader orga-
nization in improvement activities?
Everyone from the shop floor to com-
pany leadership can have a role in
improvement. Finding ways to lever-
age specific skills in your organization
can help increase bandwidth of other
resources and increase engagement
across the organization. Finding ways
to simplify or segment tasks might
allow you to better utilize shop-floor
operators in data collection, problem
identification, and testing.

Is your accountability structure set
up to minimize non-value-added
work?

Ensure that the person accountable
for delivering an improvement is posi-
tioned to make the necessary change.

Gaurav Gupta (right), principal and Corey Pappel,
consultant; Stroud Consulting

Too often the improvement resources
are tasked with driving a change but
lack clear stakeholder support. Excess
time and energy is then spent either
resetting expectations or gaining align-
ment. This non-value-added work could
be prevented with the right expectation
and accountability of all involved busi-
ness functions.

Do individuals
prioirities?

Just as organizations lose effectiveness
when addressing too many oppor-
tunities at once, so do individuals.
Advancing multiple opportunities at
once can provide an illusion of urgency
and progress; however, it is often a false
sense of urgency with more activity
than progress. Working on fewer paral-
lel tasks allows your team to focus on
delivering specific results quickly, creat-
ing a continuous sense of accomplish-
ment and freeing them up to tackle the
next big challenge. The path to greater
individual effectiveness is to accelerate
the rate of completion, not expand the
number of priorities.

have too many

This sounds obvious, and most people
believe they are already doing so. But,
while most organizations have a sys-
tem for prioritizing opportunities, there
is hidden opportunity in challenging
the perception of the value of specific
opportunities and the complexity of
realizing them. Taking a data-driven,
rigorous approach to understanding
the value and complexity may pres-
ent priorities that you did not initially
expect — you may find that the oppor-
tunities that have been deemed to be
hard are not so.
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Building A Talent Pipeline

Teresa Shaffer

As a senior executive, you have myriad professional responsibilities. Although most are tangible and
driven by your place within your organization, there are silent others that are just as important to your
organization, such as sponsoring the professional development of a junior executive.

Sponsors vs. Mentors

Sponsorship is more strategic and less developmental than mentoring. Sponsors leverage relationships,
power, resources, and business savvy. They demonstrate leadership competence and are genuinely
willing to help others in order to grow future leaders. A good sponsor also builds awareness with other
influential executives on the importance of being a sponsor.

| was coaching Ted, who was a highly talented director of a large financial institution. He enjoyed
leading his team, and was very committed to the organization. His goal was to move to a VP position,
but he was never recognized when the opportunity arose.

After meeting with Ted and learning what he had accomplished, it became apparent he needed stron-
ger sponsorship to help him get to the next level. | worked with Ted to help him identify an executive
in his company, whom he respected and admired, that he could ask to be his sponsor. Even though
Ted knew the executive and they had a collegial relationship, he needed a sponsor to champion him in
executive meetings and talent reviews, so he could gather more support from other influential executives
for the VP position. Ted was honored when the executive agreed to sponsor him.

Ted's sponsor helped him gain visibility and credibility with the executive team by having him lead a
critical companywide project. Together, we implemented the five tips below. Now, Ted is well on his
way to his goal of a vice presidency.

| have sponsored many individuals over the years, and | always thought it was important to use my
most precious resource, my time, as wisely and as effectively as possible. Here are some practical tips
I've successfully applied as a sponsor that were an efficient use of time but also had the greatest benefit
for the person and company | was sponsoring:

*  Champion the protégée in talent reviews and executive meetings.

*  Help the protégée identify lead projects that offer visibility with the executive team.

*  Set up regular meetings with them to identify and help overcome obstacles, offer advice through
the process and before their next infterview.

* Infroduce them to key decision makers.

*  Recognize and reward their achievements at a regional and national level.

Take a look around your organization. Like so many, yours may be losing its top talent fo retirement
in the next few years. Who is in the pipeline to take their place — to take your place? Having a hand
in choosing the next generation of top talent can be one of your most rewarding responsibilities yet.

Teresa Shaffer is a certified executive coach and professional coach. Prior to
founding Shaffer Executive Coaching, she built a highly successful, award-
winning corporate career that included progressive responsibility in sales, senior
management positions, and leadership training. Prior to her corporate positions,
Teresa worked within one of the nation’s top 10 U.S. healthcare systems.

To comment on this article, send an email to rob.wright@lifescienceconnect.com.
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Advancing Clinical Innovation

inVentiv Health Clinical combines state-of-the-art clinics and
bioanalytical labs, leading therapeutic expertise in Phase II-IV,
and customizable strategic resourcing approaches to provide
a full range of clinical development services to accelerate
drug development.

)) Global Footprint: A top 5 CRO operating in more than
70 countries

)) Therapeutic Excellence: Leading therapeutic expertise aligned
to all stages of development

)) Patient Recruitment and Retention: Data-driven and
research-informed communication strategies to maximize
effective patient recruitment and retention

)) Late Stage Expertise: Effectively generating and persuasively
communicating evidence of real-world safety and value

)) Strategic Resourcing: Adaptive, cost effective solutions from
contingent staffing to functional models and staff lift-outs

inVentivHealthclinical.com
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Expertise, Resources and Technology
Brought Together for YOUr SUCCESS

Parenteral Development and Manufacturing
We Deliver Quality and Results — Again and Again

Whether you're an emerging company in need of clinical Large molecule or small, Patheon brings together the
development expertise, or an established leader seeking technologies, services and experience you need for a
reliable commmercial supply, Patheon understands your needs successful parenteral product.

and delivers results. .
We have it all, so you get exactly what you need.

e 1,100 SKUs manufactured for more than 60 countries Each available in a wide array of formats and sizes.
e 98%* Right First Time and On-Time performance o NEW Prefilled Syringes
o Multiple European Outsourcing Awards for tech transfer o NEW Cartridges

¢ Liquid Small Volume Parenteral (SVP)
e Liquid Large Volume Parenteral (LVP)
e Lyophilized Vials

cPatheon.

Performance the World Over

Patheon is in constant pursuit of innovative ways to achieve
your scientific and business goals, like our new state-of-the-art
manufacturing suite for prefilled syringes and cartridges.

Move Your Sterile Project Along the Right Path

+1 866.PATHEON o www.patheon.com e doingbusiness@ patheon.com

*12 month average through May - Data on File
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