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Why Poland?
The country’s strong position on the map of business-friendly places is reflected in
actual business transactions and investments. In 2019, Poland was ranked highest
in the CEE region and third in Europe in terms of greenfield investment value - 21.8
bln USD. It is no coincidence that at the end of 2020 Poland is the third preferred
location in Europe for foreign investments, and despite the pandemic, we have nearly 200 foreign investments in this year’s portfolio with a total record value of 10
bln EUR !
Some other reasons to invest in and cooperate with Polish biotechnology companies you will find in this brochure. Polish biotechnology and pharmaceutical industries are experiencing one of the most significant economic growths among the
European Countries. For the purpose of this report, we have focused on several Polish biopharmaceutical companies to show their capabilities and prospects. You can
find out more by starting a dialogue with their representatives.
Why Polish biotech?
The key reason why Poland attracts investors is the availability of highly qualified professionals and competitive labour costs. The Polish biotech sector is still an
emerging sector, but experiences a dynamic growth. Without considering recombinant insulin produced by the Bioton company, any modern Polish biotechnological
drug hasn’t yet gone through the full research process and been implemented into
the market. But pharmaceutical companies and new biotech start-up’s started to
use biotechnology very eagerly in recent years and delivered first success stories
- mainly in cooperation with Western European companies.

Biotech sector in Poland:
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Businesses in Polish biotech sector are
developing three major strategies:
1.

Contract research, laboratory services and medical devices.

2.

Developing innovative biotechnology products using recombinant
DNA technology, modern technologies of molecular biology, cell
biology and tissue engineering.

3.

Biosimilars development for an increasing number of
biotechnological drugs whose patent protection is expiring.

Biotech sector in Poland benefits from a long lasting tradition of academic R&D in
the field of life sciences, in particular pharmacy, zoology, botany, veterinary sciences, and chemistry. Another factor is the strong position of Polish pharmaceutical
sector in Eastern Block. Poland was appointed as responsible for covering needs
for drugs of all communist ruled nations during the Cold War. Know how and infrastructure developed for chemical drugs production strengthens contemporary
swift towards biotechnology.

For both Polish biotech companies and generic drug producers in the center of their
perspective lies cooperation with foreign partners. Polish companies actively participate in international events (CPhI, BioConvention) and co-created BioForum
(www.cebioforum.com) – a Central European cooperation platform for biotech and
pharma companies.
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On www.polishbiotech.pl you can find profiles and services of numerous Polish
biotech businesses. There are plenty of positive scientific and economic vibres
you can join. Feel free to INVEST IN POLAND.

www.polishbiotech.pl/frontend/start
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The biotechnology
sector overview
Global perspective
The biotechnology sector is among the most globalised ones. It is often heard that
there are no national biotech sectors but one, global one. It is undoubtedly true in
terms of science and technology development. But business, especially when based
on huge capital investments tends to develop unevenly among national economies.
Below chart shows an optimistic worldwide perspective, with most global research
expenditures growing rapidly.
The global biotechnology market size was valued at USD 449.06 billion in 2019
and is projected to register a CAGR of 6.84% during the forecast period. Increasing
pervasiveness of conditions, for instance, hepatitis B disease, and other issues is anticipated to fuel the growth in this area. Rising interest for sustenance and horticultural items such as wheat, rice, sugarcane and beans due to increasing population
in U.S., China, and India is expected to push the significance of these products. Additionally, factors, for example, deficiency of water, low yields, insect assaults, and
constrained accessibility of agrarian land are prompting scientists to participate in
broad R&D.
The organizations are concentrating on the enhancement of ingenious systems and
their usage by partnering with members in the industry. Significant associations, together with government subsidized foundations and different self-ruling communities talking towards the biotechnology funding elevate financing to assist R&D
and brand-new product enhancement attempts.
Rising incidence of persistent conditions such as diabetes and cancer globally is
expected to increase the need for biotechnology products over the forecast period.
It is estimated that diabetes affected more than 420 million people globally and is
expected to rise to more than 600 million by 2045, as per the International Diabetes
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Federation, in 2019. In addition, the proportion of type 2 diabetes in individuals is growing
in lots of countries thus, such high percentages are expected to push the market growth.
Extensive applications paired with growing need for efficient medications and treatments
would favor the growth of companies actively involved in this market. Improved healthcare
facilities in developing regions and rising R&D costs for biotechnology developments will
increase the revenue size. Furthermore, increasing demand for agro-based products and
growing need for biotech practices in technical research will withstand to foster biotechnology market growth. However, risks associated to hereditary information can prevent
the market to grow in the coming years.

Regional Outlook
United States and Canada together dominated the total market in 2019 at more than 40%.
High R&D investments for new drug development is one of the major factors for its big
share. U.S. invests more per capita on health care and has a high development rate as compared to any other country. According to the report published by OECD in June 2018, it is
estimated that U.S. invested nearly 17.2% of its GDP towards health care expenditure.
The market in the U.S. was valued at around USD 88 billion in 2017 and is estimated to
grow at a considerable rate due to growing chronic diseases. According to a report by CDC
(Center for Chronic Disease Prevention) in October 2018, 6 out of 10 people in the U.S.
have a chronic ailment. Due to federal government policies and continuous technological
developments, the market in this region is expected to gain significant growth during the
forecast period.
The market for biotechnology in Asia Pacific region, is anticipated to attain significant market share during the forecast period due to patient awareness, swiftly enhancing health
care infrastructure, and growing health care expense levels in the fast-developing economies of China and India.
The market in China is predicted to witness considerable growth rate of more than 10% in
the upcoming years. This growth is due to growing occurrence of chronic diseases along
with increasing R&D in the biotechnology market. Rising population coupled with increasing demand for bio-agri products is also one of the other major factors pushing the market growth in this region.
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Biotechnology Market Report Scope
By Technology

By Application

By Region

Fermentation

BioPharmacy

North America (U.S., Canada)

Tissue Engineering
and Regeneration

BioServices

Europe (Germany, UK, France,
Spain, Italy, Netherlands)

PCR Technology

BioAgriculture

Asia PaciÞc (China, India,
Japan, Korea Thailand,
Singapore, Malaysia)

Nanobiotechnology

BioIndustrial

Latin America (Mexico, Brazil)

Bioinformatics

Middle East & Africa
(Saudi Arabia, UAE, Nigeria,
South Africa)

Chromatography

DNA Sequencing
Cell Based Assays
Others

Source: POLARIS Market Research

Tables shows how modern technologies are used in proper applications accordingly
and in which regions.
Technology Outlook
According to the latest reports based on data from 2018, the tissue engineering will grow
considerably in the next 10 years as its actual value amounts now to USD 118 billion in
2017 and the biotechnology industry is deeply interested in using this modern technology
in the other research.
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As chronic diseases, such as cancer, are still a major threat, the attention is put to nanotechnology and this segment had the highest market share in 2019. Nanotechnology can
help fight the most danger diseases as it involves the advancement of nanoparticle based
chemotherapeutic medications, gold nanoparticles, and quantum dots for molecular medical diagnosis. Modern R&D is determined to use nanotechnology in their processes, microfabricated systems and devices to use it in the most advanced treatments for the acute
disorders treatments. This factor drives the growth of this technology.
PCR innovation segment is expected to grow significantly within the next 10 years (its market share so far was already considerable in 2019). Increasing applications of PCR technology in the field of forensic and life sciences and scientific diagnostics is anticipated to add
the much-needed traction to this growing market.
Application Outlook
Biopharma holds very high position already (60% market share in 2019) but it has a chance
to grow even more due to more and more popular use of bio-recombinant proteins in many
of the medications to treat different ailments. Biopharma companies are determined to
work on improvement of customized medicines that must even more enhance segmental
development of biopharma.
Application of biotechnology in healthcare segment has the biggest potential and the largest share in the overall market. Chronic diseases are still very common nand companies
must work on the new drugs treatments. This combination of growing level of chronić diseases with the need for new drugs push this segment to grow significantly. When we add
also growing demenad for very personalized medicine and drugs, it is expected extremely
high potential for this application.
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But the data compared between national economies shows great discrepancies.
Since 2012, almost every third European biotech company has submitted its prospectus directly to the stock exchanges in the US, not in Europe. 98% of follow-on
offerings by the European biotech companies regard American exchanges rather
than the European ones. American capital market offers bigger growth capital, a
safe investment environment and financial liquidity with a wide range of financing
possibilities, and a greater number of investors ready to enter into investment deals
in biotechnology. Consequently, it might be predicted that the European biotech
market is likely to look to the US to obtain necessary financing while member states’ stock exchanges present very individual approach and can either cooperate
but also sometimes compete.
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European biotech companies registered 3x fewer patents than the US and 9x less
than Chinese. Only in academic activities Europe ties with the US. 16 of the best
European universities publish a comparable number of research papers to the US
in the top ten journals. Without full cooperation between companies from various
member states, the EU will not stand a chance in competition with the US and China.
The biotech sector may be built nationally by each of 27 EU countries however it is
observed that it may achieve the better result working as a European one together.

Biotechnology sector in Europe

12

Rushing for funding to the US could be beneficial, but it all depends on adequate
timing and properly constructed portfolio and strong business relations. In order to
increase their chances and smartly prepare for the whole investment process in the
US, European companies focus on attracting new engineers and specialists, build
their credibility and present their portfolio in a way allowing them to forge strong
business relations with American stakeholders. Polish researchers could be a value
adding asset thus acquisitions and setting branches in Poland may be a promising
step for the future.

American pharmaceutical industry is the largest and the most sophisticated one
worldwide. According to Statista.comw, in 2019, total spending on medical products in the US totaled 511.4 bln USD. The biggest American pharmaceutical company is Johnson & Johnson with the highest number of employees worldwide and
total sales reaching 82,1 billion USD in 2019. Following two are Pfizer with total revenue reaching 51,8 bln USD and Merck & Co. with 46,8 bln USD in 2019. In 2019,
American pharmaceutical preparation manufacturing gross output reached 217,5
bln USD.
When discussing a global perspective of both biotech and pharmaceutical industries,
one cannot overlook several factors showing its enormous economic potential. For
instance, total revenue of the worldwide pharmaceutical market in 2019 reached
1,25 trillion USD, while projected spending on medicines worldwide is predicted to
reach 1,6 trillion USD by 20241 . Biotechnology plays a key role in the global pharmaceutical market. In 2020 the amount of financial resources spent on research in
Biotechnology reached 600 billion USD and it is predicted that it will grow up to
727,1 billion USD in 2025.

1

https://www.statista.com/statistics/280572/medicine-spending-worldwide/
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In competition with the US and China lies the need to strengthen cooperation and
seek for synergy between national biotech sectors. The European market has different challenge. Compared to the US market or China, it may seem that the better
chances can arise with cooperation of all European countries as one common market. It is of course up to Polish government if to develop biotechnology independently or in very close cooperation with EU.
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European perspective
Total revenues of European biotech companies are estimated around 27.2 bln USD
with 7.3 bln USD spent on R&D. Biotech private sector generates apx. 95.000 jobs
and attracts a lot of foreigners. The largest number of biotechnology companies
operate in France, Switzerland, Denmark, Sweden, Germany, the Netherlands and
the United Kingdom.

European specializations

Immunotherapy: 125 biotech companies (13%)
Medical products used in advanced stages of
therapy: 116 biotech companies (12%)
Metabolic diseases: 107 biotech companies (11%)

Brain therapies and neural therapies:
119 biotech companies (12%)
Vaccines: 101 biotech companies (10%)
Drug production: 63 biotech companies (6%)
Antibodies: 98 biotech companies (10%)
Services: 245 biotech companies (25%)
Other: 14 biotech companies (1%)

Source: McKinsey & Company “Biotech in Europe: A strong foundation for growth and innovation”, Franck Le Deu and Jorge
Santos da Silva, 2019. Study conducted on a representative group of 988 enterprises (data from August 2019).

2

Services needed to develop new drugs, as well as diagnostic and personalized care solutions.
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In 2019, Private Equity Funds made 124 financial transactions in Europe, setting
a new record in this regard. By 2018, the average size of M&A deals regarding European biotechs had grown significantly to 165 mln USD which constitutes 20%
growth per year since 2012. 60% of the new investment deals went to Belgium,
Switzerland, and the UK (in 2018 was still a Member of the European Union). Germany was given only 8% of the total investments, although it should be mentioned
that 6 years earlier (in 2012) it was 31% of investments. But M&A deals in Europe
were smaller than in the US and constituted only 58% of the 284 mln USD average
deal worth in the United States in the same period (2018).
From 2012 to 2018, venture capital investments in Europe have tripled to 2,3 bln
USD. Private Equity and biopharma companies’ investment deals in late-stage
drug development are becoming particularly popular among investors in Europe.
However, private funding is still essentially smaller than in the United States. In the
US, biotech companies are receiving around five times as much money in a form of
private funding as their European counterparts. In addition, European companies
are experiencing a significant imbalance between late-stage and early-stage investments.

Source: PubMed,April 2019; BioCentury, 2019; Pitchbook, 2019; Pharmaprojects, 2019;
Startup and Investment Landscape Analytics

European biotech companies obtain 20% of funding in relation to the total funding
of biotech companies in the US. Almost 30% of the entire Private Venture investment capital involved in the European biotech market comes from the US, and
only 45% is from European funds. It is just another, strong example showing strong
ties of connectivity between Europe and America.
The American investments are not the only ones when discussing European biotech
industry, although the US plays the most important role in this aspect. The largest
acquisition of 2019 was the purchase of Therachon by the American company Pfizer
for 810 mln USD. Some of the European biotech companies have also managed to
gain investing capital from China. By the end of 2018, a share of investments from
China have grown up to 3% of total investments in the European biotech industry.
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Polish perspective
Polish biotech sector spent 976.8 mln PLN on R&D in 2019 with near 8000
people involved. Research facilities constitute a network of more than 110 scientific institutions. The pace of growth is outstanding with first global successes on
the horizon. Poland is one of the fastest-growing EU Member States and welcomes
potential investors with a friendly legal environment and good infrastructure.
In Poland there are more than 12 thousand employees in the whole biotech sector
and almost 1,5 bln PLN spent on R&D per year. Biotech industry in Poland consists
mainly of small and medium enterprises (up to 49 employees) standing for 61% of
all biotech companies in Poland. 23,1% of the companies are qualified as medium
enterprises (from 50 up to 249 employees), while 15,9% of the total number of companies belongs to big enterprises (250 employees and more).

61%

Small enterprises: up to by employees (61%)
Big enterprises: 250 employees and more (15,9%)

15,9%

Medium employees: from 50 up to 249 employees (23,1%)

23,1%

The greatest number of biotech companies is located in the capital
of Poland: Warsaw. It is there where Bioton, Celther Polska, Celon Pharma, Adamed, and other famous Polish pharmaceutical companies have placed their headquarters. Biotech companies and research institutes generally locate their activities
in one of 6 mature biotech clusters (Warsaw, Lodz, Tri-City, Krakow, Wroclaw,
Poznan).
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Biotech in Poland
Acteryon
Oceanic
Blirt S.A

Nano Group S.A
OncoArendi Therapeutics
Celon Pharma
Bacteromic
WPD Pharmaceuticals
PCR ONE
FEMTIKA

Dystrogen
Therapeutics

Biotts S.A
Captor Therapeutics
Stem Cells Spin

BioMaxima S.A
Mabion

Selvita
Ardigen

Around 30% of the companies combine R&D activities with biotechnological
manufacturing, while 70% of the companies in Poland are focusing only on R&D.
Around 43% of the total expenditure spent on R&D comes from the big companies.
The most important reason why Poland is one of the most attractive locations for
international biotechnology projects is a broad access to highly qualified researchers. 38 Polish universities offer educational programs in biotechnology, medical
biotechnology, molecular biotechnology, environmental biotechnology, and other
biology-related studies (among them 30 at PhD level).
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In the academic year 2018/2019, in Poland there were around 26 thousand
students dedicated to the above mentioned areas of studies, with 8 thousand
graduates entering the labor market every year.

38 Polish universities offer educational
programs in biotechnology

European Union

Poland

Universities with
biotechnology studies

apx. 400

38

Number of graduates
in 2018

88,826

apx. 8,000
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The pharmaceuticals market in Central Eastern Europe (CEE) has grown significantly for the last two decades. The Polish market is the sixth largest market in the
European Union. According to McKinsey, the value-added breakdown in pharmaceuticals ranges from 70 to 90% in pharmaceutical manufacturing, with up to 15%
in retail and wholesale, and 3% up to 5% in logistics. Poland’s main assets include,
among others, generic prescription drugs, and OTC drugs. The largest foreign investors in the Polish pharmaceutical industry include several big-scale companies,
such as: Geodeon Richter, Servier, Roche, AstraZeneca, KRKA, Baxter, Sanofi, Valeant, TEVA/PLIVA, GlaxoSmithKline, Novarits and Takeda. As it can be seen, the
Polish pharmaceutical industry offers a huge spectrum of possibilities for Private
and Public investors, either from Europe, America or Asia.
Poland is becoming a new European manufacturing hub for complex generics and
biosimilars and is strengthening its role as one of the main manufacturing contractors for generics products. Poland has also shown the necessary facilities to
become a new logistic center for European pharmaceutical companies willing to
expand their business to Eastern Europe, Middle-East, and Asia. In this regard, Central Poland and cities like Łódź and Stryków seem to be of particular importance, not
only from the geographical point of view. Infrastructural facilities are constructing
a convenient base for pharmaceutical depots and magazines. For instance, a newly
built A2 highway together with A1 highway, both crossing in Stryków, a geographical center of Poland, are constructing a business friendly environment for potential
investors.
A new transportation hub called “Solidarity Transport Hub” that is planned to be
built by 2034 between the cities of Łódź and Warsaw ought to be considered as
just another captivating future business factor. As the significant part of the global
manufacturing has moved to countries with significantly lower costs of production
such as China, India or Vietnam, many big pharmaceutical enterprises are still looking for new production hubs, with skilled engineers and specialists and lower
costs of workforce. Poland possesses both: skilled workforce and a lower price
tag than in Germany or Switzerland, additionally upholding necessary know-how
for the manufacturing of the most sophisticated products. In this context, it should be mentioned that after the Covid-19 pandemic outbreak in December 2019,
voices calling for stronger European pharmaceutical independence may be heard
from many influential EU political institutions: the European Commission, the European Parliament, the European Council, and the Council of the EU. While many of
these postulates differ from one another in terms of technicalities, they all possess
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one thing in common, namely, all these institutions recognize the importance of an
autonomous, European pharmaceutical manufacturing base, with its own resource supply chain, preferably being fully placed within the borders of the Schengen
Area.
The EU funds have already added impetus to the development of Poland, which
has become undoubtedly more attractive to investors. Research&Development-reliefs, tax-deductibility of 50 percent of remuneration costs or the preferential
tax treatment of Innovation Box are just some of the preferences introduced by
the Polish legislator. Because of purchasing power in Poland, foreign companies are
able to reduce the costs of doing research. The aforesaid investment incentives and
a well-educated pool of young research talents make Poland one of the most attractive business destinations for foreign investors, making it easier for Polish companies to find desired partnerships and cooperation deals.
In the near future Poland will become a new European pharmaceutical hub, especially when discussing biosimilar drugs. However, in order to achieve a fully operative European pharmaceutical autonomy, a huge financial effort is needed, especially in Polish R&D which is essential for the creation of biological equivalents of
different, already tested and registered biological drugs.
With proper financing Poland might, to some extent, replace Asian countries with
manufacturing capabilities. Poland already has at its disposal competitive labor
costs, skilled human resources, affordable logistic costs, and solid infrastructure,
a central geographical location and strong manufacturing expertise.
And even though the majority of the production processes are highly automated limiting the number of new jobs that the pharmaceutical sector can bring into Poland,
the significance of this business branch for the national growth and GDP in total is
indisputable. Poland also possesses necessary capabilities needed in order to obtain the highest quality of pharmaceutical distribution, including low-cost delivery,
warehousing and secondary packing. In this regard, one may point out that a labor
gap caused by the automation in the pharmaceutical industry could be countered
and eventually overcome by creating a large amount of low-cost jobs in logistics and
packing.
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Should the Polish government and pharmaceuticals producers and distributors, together with technology parks, universities, special economic zones, and the private
sector succeed in increasing market quality, export, and financial resources dedicated to R&D, Polish pharmaceutical manufacturing capabilities, together with sales
may increase even by 100% in the following years. To sum up, Polish pharmaceutical and biotech industries create a strong investment base and business-friendly
environment, with good infrastructure and several other assets, making it altogether a good direction for big investments in biotechnology and pharmaceuticals.
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Foreign partnerships with the
Polish biotech companies
International companies make a profit from having Polish companies as business
partners and mediators between Eastern and Western Europe, especially in cases
where broad clinical trial processes are needed. There are many drugs during preclinical trials in Poland, however, this is the point where international cooperation
allows to go through from the first to the third phase of clinical trials that requires
big financial resources, experienced research organizations and hundreds of suitable patients. The biggest Polish biotechnology companies specialize in producing
biosimilars and generics, but also inventing new drugs. They need partners to put
new drugs into the market.
Global pharmaceutical companies including Roche and AstraZeneca have recently
increased their research and development operations in Poland, particularly in IT
and earlier stages of clinical trials. Roche together with the Maria Skłodowska-Curie Institute of Oncology in Warsaw opened a unit devoted to early-stage (first-in-man) clinical trials but also in March 2017, AstraZeneca expanded its global
R&D hub located in Warsaw and announced 1.2 bln euro investment in Warsaw
Health Innovation Hub. Both companies are engaged in close and ongoing partnership with Polish government.
Even though foreign capital from European countries does not have a noteworthy
presence in the Polish biotech industry yet, there are companies such as German
Wessling and TIB MOLBIOL being good examples of FDI – Foreign Direct Investments. The first one specializes in environmental and medical analytics and is a part
of the German Wessling Corporation, with branches in Polish cities of Krakow and
Poznan, employing over 280 biotech workers. The Polish branch of TIB MOLBIOL
was established in 1994 as the first private company that synthesizes oligonucleotides in Poland. It’s the only company with biotechnology R&D operating with significant German capital in Poland. Undoubtedly there is a space for next investments.
Bioton is a Polish company focused on recombinant human insulin production. In
2019, Chinese pharmaceutical company Yifan Pharmaceutical Co. Ltd specializing
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in macromolecule biological drugs acquired around 32% of Bioton shares, becoming
the largest shareholder in Bioton. In addition to Yifan, several Chinese and other foreign companies, such as Novotek and SciGen Pte. Ltd. have also acquired shares in
Bioton which eventually gave Bioton the necessary financial resources for further
development. Recently, Bioton has also taken a loan from the Bank of China amounting to 12 mln EUR. Apparently, for Bioton, Asian business partners are of particular
importance. The transaction value of shares that have been purchased from Bioton
in 2019 by Asian-owned companies such as Perfect Trend and Dongren Singapore
totals 716 mln RMB (99,7 mln USD).
Yifan is just another example of Asian investors aiming at establishing market and
manufacturing facilities in the EU, mainly in Poland. Bioton is one of a few examples
of pharmaceutical companies in Poland that have managed to introduce its products to China with success. Currently, insulin produced by Bioton is being sold in
more than 20 countries worldwide, with 12 countries with an ongoing registration process.
Companies that are producing more than generics prove that it is innovation and releasing new products that attracts foreign investors. The investors are much more
willing to support clinical trials, while the drug is already in preclinical trials and has
promising results. Such an innovative solution was presented by Captor Therapeutics - a high-tech pharmaceutical company focused on targeting the undruggable
proteome. Thanks to that research approach, Sosei Group Corporation has entered
a strategic collaboration focused on the discovery and development of novel small
molecules. There is also a drive for internationalisation by acquisitions of foreign
companies by mature Polish businesses. On January 4, 2020, Selvita announced
that it has completed the acquisition of Fidelta from Galapagos NV. Selvita obtained 100% of shares in Fidelta for 31,2 mln EUR. This expansion allows Selvita to strengthen its integrated drug discovery facilities. Consequently, to improve
Selvita’s position as one of the biggest preclinical contract research institutions in
Europe. Another example of a leading pharmaceutical company is Celon Pharma.
Medical products produced by this company were registered in about 30 countries
worldwide. Celon Pharma is currently working on the creation of new products currently being developed in China, Vietnam, and the United States. Celon Pharma’s
main export directions include Austria, Dominicana, Sweden, Denmark, Norway,
Finland, Czech Republic, Slovakia, France, and Italy. Among many partnerships, deals and Mergers&Acquisitions three following stand out in size and importance.
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OncoArendi
Therapeutics - Galapagos

OncoArendi Therapeutics develops new drugs and carries them through preclinical trials. The company focuses on seeking new molecules and proteins that may
have a therapeutic application. OncoArendi joined the stock market in April 2018
and its market value reached 730 mln PLN at the end of 2020. Company employees
over 90 well-qualified scientists. OncoArendi has 15 already granted patents out
of 60 submissions.
OATD-01 molecule is a first-in-class dual inhibitor of chitinases (AMCase/Chitotriosidase), the enzymes that hydrolyse chitin – a polysaccharide and primary component of cell walls in fungi. Chitinases have an increased function in many inflammatory and fibrotic diseases in humans. OATD-01 has already completed phase
1 clinical trials, which confirmed its safety and good tolerability after oral administration. The compound has also shown beneficial pharmacokinetics and biomarker
profiles. OATD-01 inhibitor is applicable in many cases of fibrotic and inflammatory
diseases, but also rare disorders such as sarcoidosis, idiopathic pulmonary fibrosis
(IPF), which prevalence ranges from 10-50 cases out of 100 000 population. Estimating that in 2023 the company will own less than 15% of IPF’s drug market share, it
would give about 3.6 bln USD in revenues. The expected market share in sarcoidosis
drugs in 2026 is less than 30% and could give 2.5 bln USD.
Notably, OATD-01 also has a potential clinical application in the treatment of
non-alcoholic steatohepatitis (NASH). NASH, the most severe form of non-alcoholic fatty liver disease (NAFLD) is a disease of civilization, in which mild form touches
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up to 30% of the population living in developed countries. It leads to the conclusion
that even if the company’s market share would be around 3-5% the revenues will
reach 35 bln USD..
The other pipeline compound, OATD-02, is currently at the end phase of preclinical
development and is considered to be the best-in-class inhibitor of arginase that could be used in immuno-oncology.
On November 5, 2020 Galapagos signed an exclusive cooperation agreement on the
application of the drug in fibrotic diseases based on OATD-01. Galapagos NV is an
European research company headquartered in Mechelen, Belgium. It developed drugs against rheumatoid arthritis, Crohn’s disease, systemic lupus erythematosus ulcerative colitis, psoriasis, and cystic fibrosis. The company was founded in 1999 as a joint
venture between Crucell and Tibotec and has about 800 employees. The agreement
between OncoArendi and Galapagos is worth over 320 mln euro and the Chief Medical
Officer of Galapagos Mr. Walid Abi-Saab announced that “Galapagos is very excited
to gain access to OATD-01 and OncoArendi’s innovative pipeline of novel chitinase
inhibitors, further strengthening and complementing our existing fibrosis portfolio.
Bringing OATD-01 to our pipeline supports our ambition to lead the advancement
of treatments in fibrosis and continues to show our commitment to push boundaries
in the fight against IPF, a debilitating and fatal disease”. In exchange for global research, development, and commercialization rights, OncoArendi accepted an upfront
payment of 25 mln Euro and will be eligible to receive development, regulatory and
commercial milestones on licensed products, for a total potential deal value of 320
mln Euro. OncoArendi is also suitable to gain tiered royalties ranging up to low double-digits, based on future net sales. Furthermore, Galapagos will pay OncoArendi
2 mln Euro for the right of first negotiation on all other earlier-stage programs on
its chitinase platform. OncoArendi remains responsible for all research activity until preclinical candidate selection, after which Galapagos can exercise the option to
initiate negotiations in order to obtain development or commercialization rights for
the selected molecules.
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Mabion - Mylan

Another Polish company with international partnership is Mabion. The company is
engaged in research and development of biotechnological and biopharmaceutical
medical products and hires 230 employees. Mabion was founded in 2009 by Polish pharmaceutical companies: Celon Pharma, Polfarmex, Genexo, IBSS Biomed,
BioCentrum and Biotech Consulting. Mabion develops the humanized monoclonal
antibodies (mAbs) technology, a new generation of biotechnological drugs produced with the methods of genetic engineering. It is a laboratory made antibody as a
clone of lymphocyte B cell, and its main property is monospecificity, which gives a
high spectrum of application in broad therapies.
Mabion’s recently developed drug MABION CD20 is a biosimilar of Mabthera/Rituximab which is used to treat certain autoimmune diseases and types of cancer.
The medication is a chimeric monoclonal antibody against the protein CD20, which
is primarily found on the surface of immune system B cells. When the antibody binds
to this protein it triggers cell death. It binds to healthy and cancer blood cells, which
makes it effective against leukemia and lymphomas, where the number of blood cells is abnormally high. Among them, it has other applications in autoimmune diseases
such as rheumatoid arthritis.
Mabion signed a long-term development and commercialization agreement with
Mylan Ireland, a wholly-owned subsidiary of Mylan N.V. generic and specialty pharmaceuticals company domiciled in the Netherlands, with origins in the 70s of the
last century. The company has just merged with Pfizer’s off-patent medicines unit
Upjohn. The new firm will be based in the US, with anticipated revenues of 19–20
bln USD in 2020. According to the official Mabion statement, the agreement gives
Mylan exclusive rights to sell MABION CD20 in all EU countries and non-EU Balkan states. Meanwhile, Mylan will support Mabion in Mabion’s effort to secure
approval of Mabion CD20 by the European Medicine Agency. Mylan paid Mabion
an upfront payment of 10 million USD and agreed additional milestone payments
in the aggregate of up to 35 million USD subject to filing and approval of marketing
authorizations and commercial launch in key countries, as well as royalties based

27

on annual net sales. All that gives both companies strong perspectives for beneficial
collaboration.
In addition, Mabion S.A. signed in 2020 the Memorandum of Understanding (MoU)
with Taxon Therapeutics Ltd. Located in Israel. Memorandum concerns, inter alia,
a willingness of long-term cooperation in the area of R&D and global commercialization regarding medical products built on monoclonal antibody acknowledging
CD20. According to the contents of the Memorandum, Taxon is particularly interested in the global commercialization of medical products based on rituximab which
is not yet registered. Based on the terms on which the parties of the memorandum
have agreed upon by signing the MoU, all R&D related activities shall be funded by
Taxon Ltd. In addition, Taxon is obliged to share with Mabion CD20 antibody production technology, medical products for the purpose of clinical trials, and necessary documentation. According to MOU’s conditions, Taxon “will be the sole manufacturer” in regard to commercialization.
Moreover, Mabion signed on September 14, 2020 the Memorandum of Understanding with Vaxine Pty Ltd. - Australian biotech company focusing on “development
of vaccines against influenza, Covid-19, hepatitis B, and Japanese encephalitis”.
According to this document, Mabion S.A. acting as Vaxine’s partner will, inter alia,
help the latter develop, manufacture and commercialize Vaxine’s vaccine candidate against Covid-19 (Covax-19) in the European Union, currently being in Phase I
of clinical studies. Both companies are rapidly extending their clinical evaluations
into Europe thanks to EMA’s efforts to accelerate legal procedures governing
the decision process on the authorization of newly created, but most importantly, safe and allowed by the EU authorities, Covid-19 vaccine candidates. Mabion
has also signed a Letter of Intent with German company IcanoMAB GmbH regarding partnership in the area of Chemistry, Manufacturing, and Controls (CMC)
development and manufacturing of IL-1R7 mAb – “human antibody” developed
by IcanoMAB as a potential medicine dedicated to patients with Covid-19. Mabion is also cooperating with Paul Ehrlich Institute (PEI), German research and
regulatory institution, with which Mabion held a meeting in September 2020.
Just before releasing this publication, on March 3, 2020, Mabion signed an
agreement with Novavax about licensed manufacturing of Covid-19 vaccine in
Poland. If succeeded, this deal may be a breakthrough for Polish biotech industry.
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Selvita - Menarini Group

Selvita headquartered in Krakow was established in 2007 and provides multidisciplinary support in resolving unique challenges of research within the area of drug
discovery and development. Recently Selvita created foreign offices located in Cambridge, Massachusetts, and San Francisco Bay Area, in the US, as well as in Cambridge, UK. Those are intended to help building and maintaining long-term partnerships
with clients around the world, while playing an active, consultative role in project
execution. Initial Public Offering took place in October 2019 and now Selvita is
worth almost 940 mln PLN with 500 professionals currently employed. The company just completed the acquisition of Fidelta from Galapagos and between 20202023 it plans to use about 150-200 million PLN out of the company’s funds to conduct further Mergers&Acquisitions.
The company conducts the SEL24 clinical program started in 2017. It is aimed to
develop a novel treatment of cancer including Acute myeloid leukemia (AML).
AML is a type of cancer in which bone marrow makes abnormal blood cells and
SEL24 is a molecule that involves selective (dual) inhibition of PIM and FLT3 kinases, crucial in the neoplastic process. According to the American Cancer Society the
estimated number of deaths from AML in the United States in 2020 will be 11,180.
To conduct 1st and 2nd phase of clinical trials in 2017 Selvita signed an agreement
with Menarini Group granting an exclusive license to further research, develop, manufacture, and commercialize SEL24 worldwide. Under the terms of the
agreement, Selvita will receive an upfront payment and will be eligible to receive
milestone payments and royalty on future sales.
The Menarini Group is an Italian pharmaceutical company, 19th in Europe, and 39th
company in the world, with a turnover of more than 3.4 billion Euro and more than
16,600 employees. The biotechnology center, Menarini Biotech, and the Menarini Research and Development Centre guarantee the continuous development of
target therapies and define new innovative approaches to research. Dr. Reinhard
Uppenkamp, Chairman of Berlin Chemie-Menarini, highlighted: “We were impressed
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by the very high-level scientific know-how of Selvita. I am sure that the collaboration between our two companies on SEL24 will be extremely important for cancer patients”.
The purpose of the clinical trial sponsored by Menarini Group is to identify the maximum tolerated dose of SEL24 and to further investigate its safety profile in patients
with Acute Myeloid Leukemia. Companies that collaborated on the project are clinical research organizations (CRO): Medpace, Inc Ohio, USA and Theradex. So far
there are 47 study participants from the EU and US. The end of the clinical phase is
estimated around October 2021. The first results established a safety profile and
the recommended dose of 125 mg/day, with the initial evidence of anti-leukemic activity in a single agent setting The main issue is to study the pharmacodynamics of
the drug to reveal the degree of target engagement achieved at different doses. It’s
confirmed that meaningful target engagement was achieved in the cell of peripheral
blood and bone marrow, being the primary cause of the disease. “We are pleased with
the preliminary, positive results observed with SEL24/MEN1703, a PIM/FLT3 inhibitor
under investigation for the treatment of AML. As outlined in our ASH poster presentation,
the dose-escalation phase of the DIAMOND-01 trial showed that SEL24/MEN1703 has
a manageable safety profile and results in a meaningful target engagement in peripheral blood and bone marrow blast cells from patients treated with SEL24/MEN1703” said
Andrea Pellacani, General Manager of Menarini Ricerche. Further improvement of
clinical trials will lead to the analysis of final costs for the treatment and general
profits for both sides.
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Best Polish Bio-Tech
Companies
Bacteromic
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Bacteromic
www.bacteromic.com
contact@bacteromic.com
+48 22 376 21 14
ul. Duchnicka 3,
bud. 16, wejście A, Parter 		
01-796 Warszawa

Selvita

32

Selvita
www.selvita.com
selvita@selvita.com
+48 12 297 47 00
ul. Bobrzyńskiego 14
30-348 Kraków
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Biotts
For investors
The Biotts scientists and inventors team developed the first on the world’s and
unique technology that allows transport through the skin hydrophilic, lipophilic, large molecules, proteins and antibodies. MTC-Y technology is a revolution in the global pharmaceutical market. What is more Biotts is the first biotechnology company
in Central Europe that creates proprietary preparations and drug formulas based
on extracts of natural origin and proprietary carriers of active substances that increase their bioavailability. Patented proprietary carriers of active substances can
also be used as a transport system for commonly used oncological, anti-inflammatory and analgesic drugs, increasing their targeted effects by up to 10 times, reducing
the drug dose by 10 times and radically minimising the side effects of therapy.

R&D services
We constantly deliver new, ready-made solutions that can be used in many areas of
life, maximising the benefits for entrepreneurs and the satisfaction of the general
public.
Pharmacy | Cosmetology | Food | Research | Documentation
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Biotts S.A
office@biotts.com

Wrocławski Park Technologiczny
Budynek OMEGA
ul. Duńska 7
54-427 Wrocław

Biomaxima

BioMaxima S.A. is a Polish company listed on NewConnect stock market, producer
of microbiology media as well as a wide range of reagents and in vitro diagnostics
equipment. The company is also a distributor of products of recognized global diagnostics companies such as Nova Biomedical, Mitsubishi Chemical, Biologist.
The company holds Certificates of the Quality Management System ISO 9001: 2015
and ISO 13485:2016. Company’s products are CE marked and meet the requirements of the European Directive 98/79 / EC. Owing to a wide range of products,
BioMaxima is a significant partner for many clients from the clinical, veterinary and
industrial diagnostics market both in Poland (where we supply over 1800 laboratories) and in international markets, where we serve over 60 distributors on four
continents.

35

The BioMaxima offer includes
the following main product groups:
•

microbiology media

•

systems Antibiotic Susceptibility Testing (AST)

•

diagnostic reagents for testing biochemical parameters of blood
and other body
fluids along with analyzers

•
•
•

rapid diagnostic tests for detection of infectious diseases, tumor markers,
markers
of myocardial infarction, addictive drugs along with readers

•

urine analysis

•

hematological reagents along with analyzers

•

ion selective analyzers with reagents

•

immunological analyzer of cardiac markers with reagents

•

glucose meters for professional use

•

analyzers for gasometric and critical blood tests

BioMaxima S.A.
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www.biomaxima.com

+48 81 440 83 71

info@biomaxima.com

ul. Vetterów 5
20-277 Lublin

OncoArendi Therapeutics

OncoArendi Therapeutics

com

www.oncoarendi.com

+48 (22) 552 67 24

contact@oncoarendi.

ul. Żwirki i Wigury 101
02-089 Warszawa

37

Dystrogen Therapeutics
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Dystrogen Therapeutics
www.dystrogen.com

+48 668 861 901

info@dystrogen.com

ul. Kasztelańska 49
60-316 Poznań

Captor Therapeutics

Pipeline
Our main goal is silencing of disfunctional proteins on the post-translational level.
To this end we are using a broad spectrum of chemical biology methods. Currently,
we are developing first-in-class molecules to treat various pathological conditions,
e.g. cancer and autoimmune diseases.
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Today, biologics (antibodies or their fragments) represent the main therapeutic modality for the treatment of many of the autoimmune and inflammatory conditions.
Many of these biologics control the pathogenic process by interjecting with either
surface receptor proteins or their extracellular ligands. The main disadvantage of
this approach is that pathogenic proteins often play roles in more than one downstream signaling processes. Inhibition of these receptors by antibodies dysregulates
pathogenic but also beneficial molecular pathways, which ultimately leads to severe
side effects of targeted therapies. In Captor Therapeutics, through our proprietary
protein degradation platform, we selectively target only downstream pathogenic
signaling activated by the aforementioned receptors, while preserving the beneficial pathways. This approach is used to intervene in autoimmune, inflammatory and
neurodegenerative diseases. Spontaneous mutations often abrogate interactions
between E3 ubiquitin ligases and their partner proteins. This may result in accumulation of the latter, leading to dysregulation of molecular signalling and ultimately to
tumorigenesis. Captor Therapeutics has developed a molecular repair platform that
is capable of reconstituting interactions between ubiquitin ligases and their molecular partners, which restores cellular homeostasis and prevents cancer progression.

Captor Therapeutics
www.captortherapeutics.com

+48 537 869 089

info@captortherapeutics.com

ul. Duńska 11
54-427 Wrocław

Nano Group S.A.
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Nano Group S.A.
www.nanogroup.eu

+48 604 741 303

info@nanogroup.eu

ul. Rakowiecka 36
02-532 Warszawa
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Celon Pharma S.A.

Celon Pharma S.A. is an integrated pharmaceutical company which conducts advanced research and manufactures modern drugs. The company is also a successful
marketing authorisation holder for its products. The drugs we offer help thousands
of patients lead a better and longer life.
One huge advantage of Celon Pharma S.A. is its strong research and development
facilities which allow us to create whole new classes of effective drugs. The research
and development department in Celon Pharma S.A.employs over 160 scientists, of
which one in four have PhD titles in molecular biology, pharmacy or chemistry.
We invest in the development of innovative pharmaceutical products which have
the potential to treat cancers, neurological diseases, diabetes and other metabolic
disorders.
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Celon Pharma S.A.
www.celonpharma.com

+48 22 751 59 33

info@celonpharma.com

ul. Ogrodowa 2A
05-092 Łomianki / Warszawa
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Acteryon

Acteryon
www.acteryon.com
office@acteryon.com
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Al. Zwycięstwa 96/98
Budynek 1D/255
81-451 Gdynia

Stem Cells Spin

Formed in 2009 and headquartered in Wrocław, Poland, Stem Cells Spin S.A., is a publicly traded biotechnology company focused on the development, production, marketing and sale of natural regenerative products for the dermocosmetic and veterinary care markets, as well as applications for the human and veterinary medical industry.
The company’s proprietary solutions are based on an internationally patented technology stemming from a decade-long R&D program involving stem cells derived
from growing red deer antlers by a team of scientists at Wrocław Medical University in Poland.
Products

Stem Cells Spin
www.stemcellsspin.com
biuro@stemcellsspin.com
+48 71 326 54 03

Wrocławski
Park Technologiczny S.A.
Budynek BETA
ul. Klecińska 125
54-413 Wrocław
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WPD Pharmaceuticals
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WPD Pharmaceuticals
www.wpdpharmaceuticals.com
mariusz.olejniczak@wpdpharmaceuticals.com
+48 515 262 381
ul. Żwirki i Wigury 101
02-089 Warszawa
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PCR ONE
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PCR ONE
www.pcrone.com
contact@pcrone.com
+48 22 376 21 14
ul. Duchnicka 3
building 16, entrance A
01-796 Warszawa
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Blirt S.A

The AMPLIFYME Probe One-Step No-ROX RT-qPCR Mix is a convenient reaction
mixture for fast and reliable quantitative Real-Time PCR using probes, including
TaqMan ® , Scorpions ® and molecular beacon probes. It was created for reproducible and efficient first-strand cDNA synthesis and subsequent Real-Time PCR
in a single tube. It is the best choice for your probe based Real-Time PCR assays,
including singleplex and multiplex gene expression studies. Additionally, Mu-MLV
Reverse Transcriptase and RNase Inhibitor are included in separate tubes.
The use of high-affinity antibody for hot-start polymerase ensures higher specificity, by reducing formation of primer-dimer structures. It allows to obtain wider dynamic range by removing competition for reaction reagents, it also leads to higher
sensitivity and reproducibility. Precisely optimized buffer components ensures
optimal conditions for reverse transcriptase and hot-start polymerase activity. Additionally RNase Inhibitor protects RNA from unspecific RNases. The AMPLIFYME
Probe One-Step No-ROX RT-qPCR Mix provides fast, highly specific one-step Real-Time RT-PCR results, giving consistent results across all commonly-used Real-Time
PCR platforms.
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The EXTRACTME VIRAL RNA ISOLATION KIT is designed for the rapid and efficient
purification of high quality viral RNA from swabs. The kit is specifically designed to
isolate viral nucleic acid from a variety of RNA viruses including SARS-CoV-2 (the
virus that causes COVID-19). The isolation protocol and buffer formulation were
optimized for high isolation efficiency and RNA purity.
The EXTRACTME VIRAL RNA KIT utilizes spin minicolumns with membranes which
efficiently and selectively bind nucleic acids at high concentration of chaotropic
salts. During the first isolation step, the material is lysed under highly denaturing
conditions to inactivate nucleases and to ensure isolation of intact viral RNA. RNA
bounds to a Purification Column membrane by addition of alcohol. A three-step washing stage effectively removes impurities and enzyme inhibitors. Purified RNA is
eluted with the use of low ionic strength buffer and may be used directly in all downstream applications, such as RT-PCR, RT-qPCR, cDNA synthesis.

Blirt S.A
www.blirt.eu

+48 58 739 61 50

office@blirt.eu

ul. Trzy Lipy 3/1.38
80-172 Gdańsk
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FEMTIKA Laser nanofactory
(Poland: Sygnis New Technologies)

Femtika
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www.femtika.lt

+48 22 668 47 57

info@femtika.lt

Sauletekis av. 15
LT-10224
Vilnius, Lithuania, Warszawa

Ardigen
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Ardigen
www.ardigen.com

+48 12 340 94 94

hello@ardigen.com

ul. Podole 76
30-394 Kraków
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The biotechnological
answer for the 21st century
challenges
Biotechnological production methods increase the efficiency of production processes, especially in the medical, chemical and food sectors. Traditional chemical synthesis processes are increasingly being replaced by biotechnological processes. The
introduction of biotech leads to a reduction in the consumption of energy and raw
materials (e.g. producing energy from biomass or chemical production with the use
of natural catalysts). At the same time, biotechnology contributes to the development of sustainable production (e.g. numerous small power plants instead of single
large units) and prosumerism in which consumers are also producers.
The development of agriculture towards genetically modified food will be based on
increasing production efficiency and, at the same time, further industrialization of
production methods. New methods of food production will change the forces in the
markets - new countries will become exporters thanks to using biotechnology. At
the same time, the demand for traditionally produced food will develop, the prices
of which will increase and some countries will specialize in permaculture. Naturally
produced food will be increasingly consumed by the richest societies and become a
synonym of luxury.
Agricultural biotechnology, with the large-scale use of plant protection chemicals,
antibiotics and hormones, will be a growing burden for the environment, in a different way than traditional chemical pollutants. New environmental threats will
appear in the form of biological changes, possibly such as lowering the fertility of
humans and animals, the growing scale of hormonal disorders or genetic mutations.
Drop in the population of bees in the USA may be the first alarming example.
Due to the development of medical biotechnology, medicine will continue to intertwine with the IT sector. The process of moving away from drugs and chemical therapies to biological technologies that has been going on since the beginning of the
21st century, especially in diagnostics and drug therapies, will be gaining speed.
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Medical diagnostics is heading towards analyzing the genome of a single patient,
looking for genetic mutations associated with diseases. Personalized medicine currently plays the most important role in oncology, rare diseases, dermatology and
rheumatology. Thanks to the use of information technologies (e.g. screening, examination of samples in panels), the costs of developing new diagnostic methods can
be reduced, and hence used on an increasing scale. The development of medical
knowledge, especially in the field of genetics and processes at the molecular level,
allows to reduce the costs of treatment, as well as it reduces the uncertainty as to
the results of the therapy in a particular case.
Developing new diagnostics methods, combined with growing capabilities of collecting and analyzing data, enables identifying new diseases, especially rare diseases
occurring in less than one person in two thousand. Effective diagnostics also poses
a huge ethical challenge to the health care system, because out of about 8,000 rare
diseases classified so far, there are any therapies for no more than 5% of them. Diagnosing the patient with the awareness that there is no effective treatment method
calls into question the viability of financing these studies. Moreover, any effective
therapies designed to treat small groups of patients will be very expensive for the
health systems in order to give the biopharma companies any return on the invested
capital.

57

The second impact of biotechnology in medicine are new drugs. Every year, about
35 new drugs are registered in Europe and the USA. Traditional small molecule drugs, in which the active pharmaceutical ingredients (API) were chemical compounds,
are in many areas replaced by biological drugs in which the active substances are
proteins. 20% of new registered drugs are biological and up to 50% of those under
development.
Biological drugs vary in size and structure - from simple proteins (e.g. insulin) to
more complex monoclonal antibodies and blood coagulation substances. Biotechnology also allows synthetic production of drugs that so far have been produced on
the basis of substances obtained from humans (including blood plasma) - such as
recombinant factors in the treatment of hemophilia or insulin analogs replacing human insulin. The greatest potential lies in monoclonal antibodies, which have contributed to the revolution in the treatment of many types of cancer, autoimmune and
dermatological diseases.
In recent years, the development of new drugs was particularly intensive in oncology and neurology. The number of cases in these areas is related to the presence of
various stressors in the contemporary living environment (unhealthy diet and the
way of living, pollution, alcohol and tobacco consumption). Longer lifetime of a growing number of individuals results in an increasing number of cancer and neurodegenerative diseases. The growing demand for oncological and neurological drugs is
a strong factor stimulating the pharmaceutical industry to develop biological drugs,
treating previously incurable diseases.
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New biological drug technologies may have different effects on the human body.
The breakthrough in oncology was immunotherapies that heal indirectly - instead
of killing cancer cells directly, they stimulate the body’s natural immune system. This
way of medical intervention is also intensively developed in other areas. Therapies
based on cell modification and gene expression are also dynamically developing in
hematology, thanks to which we effectively treat diseases that were so far resistant
to any treatment.
Increasing understanding of human genetics and the development of targeted therapies hitting specific mutations lead to individualization of therapy. Personalized
medicine means offering a therapy tailored to a specific patient. Precise internal intervention at the cellular or gene level is highly effective. However, personalization
of therapy also means its high costs.
The challenge for all health systems in the world is to finance new drugs introduction with prices inversely proportional to the size of the population they can effectively affect. Challenges in the field of drug reimbursement (assessment of the effectiveness of new therapies and negotiating purchase prices with manufacturers),
which have so far been the exclusive domain of individual countries in the European
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No country, no public or private health care system is or will be able to finance all
available treatments for all patients in need. Increasing technological capabilities,
combined with developing numerous therapies addressed to small populations, leads to increasing inequalities in access to health care, and thus - creates unequal
opportunities for a high quality of life. While therapies for rare cancers or genetic
defects are developed in highly developed countries, at the same time in low-income countries, there are still problems with treatment of infectious diseases and reducing the number of maternal deaths and disabilities.

Union, stimulate joint efforts to seek synergies. Countries are beginning to join their efforts to jointly assess the effectiveness, safety and effectiveness of treatments
and to negotiate prices together. The process of negotiating the purchase of COVID‑19 vaccine by European Commission was probably the most significant example so far.
Biological drugs are more expensive to manufacture than chemical ones due to the
more complex production process and technology using complex cell systems and
recombinant DNA technologies. Advanced analytical methods (e.g. mass spectrometry or cell tests) are needed to study the physicochemical and functional properties of macromolecular drugs. Biological drugs, produced by living organisms, are
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inevitably variable and therefore require more accurate quality and safety control
methods. The process of their registration in the European Union has therefore
been centralized and is carried out by the European Medicines Agency. For these
reasons, even after the expiration of patent protection, the prices of biological biosimilars remain relatively higher than that of generics of chemical drugs.
Biosimilar drugs are the future in the treatment of many diseases. However, this
means that people in low-income countries have to wait at least 10 years longer to
access new biological therapies. While the European Union integrates health care
systems, maintaining significant differences in access to the most expensive biological therapies creates strong social tensions and pressure on the governments of
less wealthy countries.
The pace of reimbursing biological therapies is slow and manufacturers, bearing higher risk, expect higher return on capital. This poses the greatest challenge to health
systems today. Precise medicine and biological therapies motivate public payers to
develop new principles of financing therapy, depending on their clinical effectiveness. The methods of risk-sharing, paying for the health effect and Value-Based Healthcare are intended to curb the constantly growing level of health care spending.
The therapy prices offered by manufacturers are assessed from the point of view of
cost effectiveness, using QALY, i.e. the cost of maintaining a patient in good health
in relation to the level of gross domestic income per capita. The financial challenges faced by public health systems therefore entail ethical dilemmas regarding the
selection of those therapies whose treatment is considered cost-effective for the
system or society. Due to financial constraints, the less prosperous a country is, the
more patient groups suffer exclusion due to lack of funding for the clinically most
effective therapies.
The rapid pace of introducing new therapies also brings other ethical challenges.
They are related to early access to new drugs and the continuation of treatment
of patients who participated in clinical trials. Biological drugs with proven effectiveness, which have not yet been registered, can, in many cases, save patients’ lives.
For this reason, market regulators apply conditional authorizations and allow early
access to new therapies. The rush to introduce new drugs, however, carries safety
risks associated with side effects. On the other hand, participants of clinical trials in
which the effectiveness of a new drug has been proven and successfully treated in
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these trials should not, for ethical reasons, be deprived of access to effective therapy after the end of the trial, during the registration process and the subsequent
process of introducing a new drug to reimbursement.
The growing technological capabilities are also an opportunity for new players
to enter the niches and specialize in narrow technological scopes. The number of
scientific, technological and research centers dealing with medical biotechnology is
growing rapidly. Global pharmaceutical corporations shift their portfolio to biological drugs, mainly by acquisitions rather than internal research projects.
The strategy of taking over projects in further stages of development, when the risk
of failure is much lower, brings new opportunities for smaller companies. There is
little chance that any Eastern European company will independently carry out the
entire drug development project from the concept phase to entering the market - it
requires too much capital and structures. However, there are more and more biotechnology projects developed in the region to a certain stage, and then taken over
by international corporations stronger in terms of capital. In the coming years, the
biggest challenge will be generating a much higher margin on their sale. Building the
national capital markets and public development institutions will be of key importance in this process. There is no doubt biotechnology is a future, but still a lot is to
be done to make it happen.
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Where to go first?
The Polish Trade and Investment Agency (PAIH) is the first contact point for
business partners and investors. The Agency provides high value-added services
for national and international companies.
Investment Consulting
•
•
•
•
•
•
•
•

Preparation of information packages
Developing information on investment incentives
Preparation a list of investment properties on offer
Real estate audits
Location consulting
The organisation of B2B meetings
Support in contacts with government agencies
The organisation of training

Partnership
PAIH works with institutions from the public sector and regional partners, offering,
among others: training, auditing and promotion of investment properties, cooperation in the organisation of business missions and communication support in the implementation of joint projects. On a commercial basis we offer participation in PAIH
events. We distinguish initiatives coinciding with the Agency’s mission and strategy
by granting Honorary Patronage.
Additional services:
•

Rental of conference center and office space in Warsaw
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Contact for investors:

Polish Federation of Biotechnology

ul. Stefanowskiego 4/10
90-924 Łódź

+48 42 631 34 29

ewa.gromek@p.lodz.pl

www.pfb.p.lodz.pl

Association Ecosystem - Nature Heritage
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ul. Krakowskie Przedmieście 66
00-950 Warszawa

(22) 828 70 02
(22) 828 80 11

biuro@dziedzictwonatury.pl

www.dziedzictwonatury.pl

European Federation of Biotechnology

Baldiri Reixac 4-8
08028 Barcelona
Spain

+34 93 402 05 99

efb@efb-central.org

www.efb-central.org

Portal BioTechnolog.pl

ul. Legionowa 2/49
20-048 Lublin

608 304 379

info@biotechnolog.pl

www.biotechnolog.pl

General contractor of #PolishBiotech:

contact@polishbiotech.pl

www.polishbiotech.pl
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