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have to be ready to be the first to react
and enter this particular market. We can
now challenge the originator more effec-
tively as we have developed the expertise
of supporting our own non-infringing
processes. This gives Richmond an edge.”

Almost all of the pharmaceutical labora-
tories in Argentina are privately owned,
which makes UNC Hemoderivados stand
out, as it is state funded: part of the Univer-
sity of Cordoba, it functions as a distinct
business unit. One of the few Argentinean
production facilities to be found outside of
the Buenos Aires region, UNC Hemoderiva-
dos is focused on the production and de-
velopment of blood derivative products.
Catalina Massa, the Executive Director of
the business, stresses the unique role that
the company plays in both Argentina and
Latin America. Through toll fractioning
agreements with other Latin American
countries, UNC Hemoderivados produces
blood derivative products both for Argen-

tina and other countries in the region.

As well as looking at this production
from a business perspective, Massa is keen
to stress the social role that the laboratory
plays: upon its creation, it was the first
blood derivative plant in the region, and
today works hard to create self-sufficiency
across the continent. This is frequently en-
couraged through technology transfers.
“An example of proposed exchange of
technology or biotechnology is the sign-
ing of a framework agreement with Cuba.
UNC Hemoderivados will transfer some
technologies currently in use in our pro-
duction process, but cannot fund the proj-
ect with money. To find a solution that
benefits both countries, it was proposed
that this be done through a technology
exchange agreement, as Cuba has exten-
sive experience in biotechnology and
UNC Hemoderivados has a need for im-
plementation of future projects.” Through
cooperation across the region, the labora-
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tory is working both to improve access to
vital blood derivative products, and in-
crease its own capacity to develop new
processes and medicines. The state-run
model has been applied in Chile, Uruguay
and Ecuador to date, showing that the
project is both scalable and valuable.

From Beef To
Biotech

amous for its juicy beef steaks, paid
Fat premium prices over the world’s
steak houses, Argentina is now cap-
tivatingly working to replicate its success
in agribusiness innovation and put made-
in-Argentina biomedicine on the menu.
Part of the Sidus group, Bio Sidus is re-
garded by many as the pioneer of Argen-
tinean biotechnology. Formed as an inde-
pendent company in 1983, Bio Sidus has
established its national and international
reputation through its work with cell
cultures and bacterial fermentation.
Marcelo Argtielles, President of the Sidus
group and Bio Sidus, believes that the fu-
ture for the company lies in the produc-
tion and development of transgenic ani-
mals. “The company currently produces
three target therapeutic molecules in the
milk of Holstein and Jersey cows: one
line which produces human growth hor-
mone, one for bovine growth hormone,
and one which produces human insulin.
This has taken a very high level of invest-
ment over the last ten years, and we hope
to receive approval for the use of the hu-
man growth hormone in both Argentina
in Brazil in the very near future. Bio Si-
dus have twenty cows at the moment
that produce human growth hormone,
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and these are enough to produce all the
human growth hormone currently being
used in the world.” Developments such
as this and the White Genome Project,
which aims to isolate, identify and char-
acterize Antarctic bacteria for medical
use, are flagship projects that show the
potential for Argentinean biotech com-
panies on the world stage. The company
sells its products in over thirty non-regu-
lated markets across the globe, but has the
long-term vision of reaching the US and
Europe with its products, once conditions
in those markets for biogenerics change: a
goal shared by most of the biogeneric pro-
ducers in Argentina.

Many companies see the development
of biological drugs as the next step for-
ward in their development. 49% of the
biotechnology companies operating in
Argentina are specialised in the area of
human health, accounting for 78%, or
$98 million USD of the sector’s total
sales. There are a number of existing bio-
technology companies in Argentina that
offer different models of how this busi-
ness can be developed. Amega Biotech
was created in 2005 as an umbrella or-
ganisation, combining various estab-
lished biotechnology companies from
across the value chain: Gema Biotech,
well established in biological research
and production, and two smaller Argen-
tinean companies, who were focusing on
APIs. As Francisco Molinari, CEO of
Amega, notes, “These companies did not
have the volume or resources to grow to
the next level in terms of investment, in-

frastructure  and
regulatory status.
By joining all these
companies together
under one umbrella,
Amega Biotech be-
came a stronghold
in the biotechnolo-
gy sector for the re-
gion in a very short
period of time.” The
company today
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Left: Francisco Molinari, CEO, Amega Biotech,

Center: Marcelo Argiielles, President, the Sidus Group and Bio Sidus,
Right: Edwin Harvey, General Manager, Biogen Idec Argentina
Facing page: Bio Sidus’ Transgenic Cattle

produces 8 APIs in

various iterations, and has claim to an
industry first: they have been producing
generic EPO since 1998. Molinari be-
lieves that the Argentinean biotechnology

BIOGENERICS: Friend Or Foe?

market has a lot of potential, especially
for its future expansion into more devel-
oped markets. “Argentina needs to stop
being afraid of expanding and exposing

The debate over the introduction of biogenerics into regulated markets in the US
and Europe is one that is close to the heart of the Argentinean biotechnology sec-
tor. Originator companies argue that in cases where biotechnological processes are
involved, the process used should be identical to the patented original in order for
a treatment to claim true biogeneric status. However, innovative Argentinean com-
panies such as Cassara, Bio Sidus and Amega Biotech, who are all working on pro-
ducing biogeneric products, are eager to demonstrate that identical proteins and
antibodies can be created using different processes. They believe that the sooner
this conclusion is reached by international regulatory authorities, the sooner these
life-saving drugs can be introduced to global markets at more affordable prices.
Argentinean companies are showing that new processes to create treatments
such as erythropoietin, human insulin and monoclonal antibodies are stable,
successful and affordable. First world markets offer a lot of potential business
for these companies, as well as the chance to demonstrate to the world that the
Argentinean pharmaceutical sector is capable of revolutionary innovation. Regu-
latory and legislative reform is on the horizon, but the influence of the major US
and European pharma companies who want to see their patents protected for as
long as possible in order to fund future innovation means that this debate is set

to continue, for the short-term at least.
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itself. Up until now there have not been many cases of Argentine
products or innovations recognized on a global framework. This
is due to our informal market, which needs to be formalized
through regulations and time: a whole learning curve for Argen-
tina.” Currently, only 23% of Argentina’s biotech exports are des-
tined for the US and Europe.

Rather than adopting the vertical integration model, Cassara
Biotech has chosen another path. “Our business model is to
make alliances rather than acquire companies, and grow along-
side partners that have strengths in new and different areas,”
explains Jorge Cassara, business developer and part of the sec-
ond generation of Cassaras in the company. By following this
method, the business is able to expand into many different
therapeutic areas: today, the company has the broadest portfo-
lio of any biogenerics company in the world. “The company
has technology platforms in bacteria, mammalian cells, in yeast
and now in plants. From this starting point, it is very easy to
cover many products. There are not many companies that all
these technologies together in one place, and that is the reason
that Cassara can cover so many products.”

Ten years after initially launching products in Latin America,
Biogen Idec has recently established offices in Argentina. Edwin
Harvey, Managing Director of this new operation, explained
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why the country has so much potential for multinational bio-
tech companies, pointing out the excellent human resources,
and high regulatory standards for biotech. On top of this, he
points to excellent potential for conducting clinical trials in the
country, something he believes is crucial for biotech companies
looking to produce at the highest level of quality. Mr Harvey
believes that the time is right for Argentinean biotech companies
to showcase their achievements on the international stage, say-
ing “the local companies will have an excellent opportunity to
show that we have good scientists in Argentina, and good prod-
ucts. We have a high quality of scientific research and develop-
ment in Argentina, and the fact that the government is support-
ing the biotechnology sector will prove to be a big help.”

National Giants Position
Themselves For The Future

he Argentine market is dominated by the names of the

big local players: Roemmers, Bagd, Gador, Phoenix, Elea,

Bernab6. One might be tempted to assume that their
strategies for hegemony are all very similar; this is far from the
case. Different histories and origins have influenced the aims and
visions of these companies over the last century. Alberto Alvarez
Saavedra, President of Gador, notes “Gador is perceived in Ar-
gentina in a different way to some other national companies.
Our founders had experience in pharmaceuticals for many years.
They brought with them the traditions of a European pharma-
ceutical company. The vision has always been to have a company
based on quality products, with the objective of solving human
health issues.” This commitment to solving serious medical con-
ditions permeates all levels of Gador, from the development of
molecules in its R&D department to its recent collaboration
with a British company to find a cure for Chagas disease.

Top 20 Ranking of Argentine Pharmaceutical Companies

Local Currency Units

TOT TOTAL 100.0% TOTAL X

1 Roemmers - (88)... ...8. 1 Bayer- (134) g
2 Bago - (176)...... b 2 Roemmers - (88) 7.5%
3 Bayer- (134)...... . 3 Bago-(176)... 5.9%
4 |vax Argentina - (187) . 4 Elea- (161). 4.1%
5 Elea - (161)....... 3.8% 5 Gador - (83).... 4.0%
6 Gador - (83). 3.5% 6 Montpellier - (71) 3.2%
7 Sanofi Aventis - (102) 3.2% 7 Pfizer - (99) ....c... 3.1%
8 Pfizer - (99) ....... 3.1% 8 Ivax Argentina - (187) ... 2.9%
9 Phoenix - (136) . 3.1% 9 Boehringer Ing - (54) 2.8%

...3.0% 10 Andromaco - (46)
. 2.7% 11 Casasco - (92)
.. 2.6% 12 Raffo - (103)...
.. 2.5% 13 Baliarda - (97).
. 2.4% 14 Phoenix - (136) ...
15 Bernabo - (84) ....
16 Sanofi Aventis - (102)...
17 Roche - (46) ............
18 Novartis Pharma - (88)
19 Glaxosmithkline Ph - (77).
1.9% 20 Beta- (101)....
Others (335)....

Source: IMS Argentina (May/2009)
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Left: Eduardo Macchiavello, CEO, Roemmers
Right: Alberto Alvarez Saavedra, President,
Gador.

Roemmers is truly one of Argentina’s
pharmaceutical giants: established in
1921, the company has topped the coun-
try rankings for the last 25 years. Eduardo
Macchiavello attributes this success to the
fact that “the company has a consistent
and consolidated way of working; with a
very strong focus in the promotion of our
products and relationships we have with

Survival Of The Fittest

physicians.” He believes that “being strong
on sales is the key to success in the Argen-
tinean market.” According to IMS, the
Roemmers group has a 13% share of the
total Argentinean pharmaceutical market.
However, this dominance has not come
easily. During the economic crisis, the
company was hit hard, and the owners of
the group decided that serious changes
needed to be made. The Roemmers family
took a step back, and Mr Macchiavello
took over the daily running of the com-
pany. Explaining why the restructure was
necessary, Macchiavello notes that “One
of the biggest challenges that face family
owned companies is that if mistakes are
made, it can be very difficult to take re-
sponsibility for them. This was one of the
biggest changes that needed to be made
at Roemmers: as CEO, I was put in place

Pharma.FocusReports.net

Argentina Report

to take big decisions and also shoulder
the responsibility. The Roemmers family
is still present on the executive board of
the company, and they are consulted on
every major strategic decision. Previous-
ly, these decisions had been taken with-
out due attention and study, and this was
one of the aspects of the company I
wanted to change when taking charge.”
Macchiavello’s vision for the future of
Roemmers takes into account the drying
up of drug pipelines globally. He sees that
if the company wants to bring something
new to the international markets that are
part of the company’s plans for expansion,
it will have to try to innovate in new areas.
“Roemmers is focusing on R&D, working
on drug associations, and the combination
of different drugs into multipills, which we
believe will be the next big advancement

In Argentina, there is a new generation of family pharma-
ceutical businesses developing, with their eyes firmly set on
efficiency and quality. When Juan Craveri, businessman and
hugely successful triathlon runner, took over the family busi-
ness, he saw that if he wanted to turn the 120-year old Craveri
into a successful modern pharmaceutical company, a lot of
changes would need to be made. “Craveri was a very small
company in a very big industry. We had to make changes in
order to compete” says Craveri. “It was very important for us
to correctly define ourselves. This redefinition started with the
retraining of his staff, and included the building of new facili-
ties and a complete corporate rebranding. Soon however, Mr
Craveri realised that in order to fuel his desired rate of growth,
more would have to be done. After adding contract manufac-
turing to their generics business, Craveri’s next step was to look
to bioengineering. In 2007, the company received approval for
the first bioengineering clinical trials in Latin America.

However, the biggest
change has been the way
in which Mr Craveri has
developed the company
from a small family busi-
ness into a successful
corporate enterprise.
Putting an end to nepo-
tism in the company, he
is clearly proud of the
fact that today, there is

Juan Craveri: Finishing the ULTRAMAN
World Championship, Hawaii 2008

potential for anyone in the company to rise to the top. The
success of this strategy speaks for itself: during Q1 2009, IMS
tracked Craveri’s growth rate at 37%. The ‘Iron Man’ still wants
more: “Every day, | receive offers to buy the company. | turn
them down, one by one, telling them that | am looking to buy
companies, not sell”
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for the pharmaceutical sector. Once we have the necessary regu-
latory approval for these new drugs, it will be a lot easier to enter
new markets, as we will have something new to offer.”

Elea has developed very rapidly since 2002, when the company
integrated products from Parke Davis into its portfolio. Origi-
nally known as a women’s health company, Elea is now known
for its expertise in cardiology and neuroscience, releasing 50 new
brands into the market in the space of four years. The company
hopes to grow in the future by continuing to work with multina-
tional partners, and developing their product lines. “Finally,” adds
Mr Di Gilio, Business Director of Elea, “we’re very carefully but
solidly starting the introduction of new biological products in
some niches related to diseases like cancer or neuropsychiatric
diseases. Those segments are characterized by having a very low
number of patients, and very high costs of treatment.” Still, Mr Di
Gilio believes that “Elea’s biggest asset is a very professional, busi-
ness-oriented team, with an optimistic vision for future growth.”

What’s Next, Boss?

new generation of Argentinean managers are willing
to break from tradition and change perceptions of the
industry, and more and more companies like Craveri
(see box) have realised the importance of changing management
style in order to bring success. It is clear that in Argentina’s rap-
idly evolving pharmaceutical market, companies cannot simply
rely on their past successes and well-established family names.

' Roemmers is an excellent

Roemmers Plant Mataderos

example of how even mar-
ket leaders need to ring the
changes in order to ensure
continued growth.

Even today, the vast major-
ity of Argentinean labs are
still family owned. At Labo-
ratorios  Richmond, Mr
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Roemmers Offices in Olivos

Figueiras is hoping that the company will become one of the few
Argentinean pharma companies to become listed, approaching
the London Stock Exchange in order to initiate an IPO, which
he hopes will fuel the future growth of the company at an inter-
national level. With a dedicated management team selected for
their strengths in each particular role, Figueiras believes his re-
sponsibility is “to plan the future of the company, and where we
are moving to, but how we get there on a daily basis is up to
them, and so I depend on my team. In order to succeed in Argen-
tina, the fundamental attributes of any management style are
dedication, hard work and empowerment of the people.”

Amega Biotech’s umbrella organisation is an unusual ar-
rangement for an Argentinean company. Mr Molinari says that
the project could never have succeeded with the approach com-
monly seen in Argentina: “our approach to this project was to
strategically multitask, which meant a lot of risk, but also the
only way to do it in such a small period of time.” As a result,
he has created a company that has achieved a lot in a very
small period. “Amega Biotech is exposing to the world a dif-
ferent activity and a level of technology in Argentina, surpris-
ing many regulated countries.”

One of the clearest sensations when investigating the Argen-
tinean pharmaceutical market is a feeling that incredible

Cx

DRONMEX

INTERNATIO

API

The shortest way between

the best products worldwide and yourself

www.dromex.com.ar

S19 FOCUS REPORTS NOVEMBER 2009

DRONME3X

Your solution
in injectables

www.ibclab.com.ar



SPONSORED SUPPLEMENT

Manufacturing Your Own Success

Julio Scardigli, the President of IBC, and General Manager

of Dromex turned his vision into reality despite adverse eco-
nomic conditions. As he notes, “If we had waited to have a
favorable economic situation to advance our projects, maybe
we would not have ever started.” Today, both IBC and Dromex
stand as entrepreneurial success stories, with a global vision
for the future that is a testament to abandoning the tradi-
tional model.

Both companies occupy very important niche segments.
Dromex was a pioneer in Argentina’s APl market, today also
representing European APl manufacturers in Mexico and
Brazil, with plans to expand this service globally, capitalizing

Julio Scardigli,
President of IBC and
General Manager

of Dromex

on the high demand for top quality APIs within the region. Scardigli saw that there was a
need for integration in the Argentinean market, and turned the lack of APIs in the coun-

try into a successful business idea.

The same entrepreneurial skill led to the creation of IBC, which provides a much-
needed contract manufacturing service for multinationals and national labs that can
compete with international production standards, and manage complex processes
such as lyophilization. By taking a close look at the Argentinean market, Dr Scardigli
has taken a large step to completing the value chain within the industry, and has
simultaneously consolidated the creation of two highly successful service providers.
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change is just around the corner. High
levels of predicted growth, coupled
with a new dynamic of innovative and
professional management, only serve
to complement the excellent levels of
scientific activity, and enthusiasm for
changing people’s preconceptions of
the country. Argentinean managers
are well trained in surviving the tough
economic periods; they are eager to
show that given the opportunity, Ar-
gentina is capable of producing much
more than just skilled soccer players.
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