





RECOMMENDATIONS FOR SME SUPPORT AND
THE DEVELOPMENT OF A BIOTECHNOLOGY SECTOR

The study carried-out on the development status and capacity of healthcare biotechnology in the new
EU Member States and candidate countries shows a much contrasted picture of biotechnology
development in this region. Each country has a different economic development strategy and a unique
history and capacity in the life-science and healthcare sector which determines its path to
development. Based on these observations, it would be unsuitable to propose general
recommendations in a sort of unique formula to build or develop a healthy healthcare biotechnology
sector. Experience also shows that a successful model, for instance the biotech boom in the US,
cannot be transposed directly to another region or country. In Europe the entrepreneurship and
financing cultures are extremely different than those in the US and therefore depending where it is
created a company will have different growth patterns. Nevertheless certain conditions are necessary
to promote R&D, innovation and SME development and the experience of successful countries and
‘good practices’ or failures can contribute towards building a successful strategy.

The broad principles of innovation support are well established but the hurdles lie in their
implementation. The recommendations below are not dwelling on those principles but, rather, propose
concrete measures and examples of what has been attempted or put in place successfully in some of
the countries studied here as well as in other European countries.

Due to the disparity of situation and level of development of biotechnology in the countries studied, the
recommendations below are organised in four levels of development. Based on the qualitative Factor
and Development Capacity Index, countries can roughly be grouped by development level (see graph
below).
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However it is important to keep in mind that the qualitative factor is a subjective evaluation of the
overall framework in a country, and that a more specific evaluation is needed for each factor to
evaluate the development stage of the country.



INTRODUCTION

To develop a strong healthcare biotech sector, it is essential to have specific support measures for
biotech, as the healthcare biotech companies (especially SMEs) have different growth patterns and
resources needs than in other industry sectors, whether traditional (e.g. food, industrial) or high-tech
(ICT), due to the approval process for healthcare products.

Therefore, companies and academics are encouraged t o create biotech associations  where
these do not already exist, and strengthen the involvement of companies where the existing network is
mainly academic. Such a network or association reinforces the visibility of the healthcare biotech
sector in the country, provides one voice and point of contact for the sector and facilitate the
establishment of biotech-specific support measures.

Additionally, an underpinning characteristic or aim of most recommendations detailed thereafter is the
need to strengthen cooperation, either between academia and industry or transnational and
international. The cooperation between the academic sector (research) and business  es in biotech
sector encourages the creation of public-private-partnerships and the technology transfer from
academia to existing industry or spin-offs. Despite existing efforts in many countries to facilitate joint
research, a certain reluctance of a more traditional academia remains to engage in joint projects with
industry.

Promoting international cooperation and encouraging partnerships development at EU level or
globally in the field of biotech also helps many of the new Member States and candidate
countries , where the local markets are sometimes very small due to lack of existing developed
industries, to achieving critical mass.



SUPPORT STRUCTURE FOR RESEARCH AND INNOVATION

DEVELORPNENT LEVEL 1:

Build or strengthen a strong political commitment f or the development of the sector , such
as in Lithuania where in 2002 an agreement was signed by all political parties for standards of
biotech research to reach EU level as soon as possible. Parliamentary inter-groups, bringing
together all interested members of parliament regardless of their political colour, can also be
constituted to look at the issues in the biotech sector and potential joint action.

Support the creation or reinforcement of biotech-sp ecific strategies and multiannual
national R&D programmes for biotechnology, as long-term support to transform ideas into
industrial applications. This helps to identify and address key issues for the sector and earmark
funding and other resource specifically for biotech projects.

Raise awareness on public & private funding opportu nities for SMEs , by maximising the
visibility of National Contact Points for the EU Framework programmes in each country, thus
making their expertise on EU funding available to the largest possible amount of companies

DEVELORNENT LEVEL 2

Promote an optimum implementation of the Small Busi ness Act ' to encourage and facilitate
entrepreneurship . The Small Business Act sets-out ten guiding principles to support SMEs in
Europe (positive environment, reducing red tape, access to finance, etc) and four legislative
proposals (State Aid general block exemption, rules for companies’ creation, late payment
directive, VAT reduction). The Czech Republic is very advanced in implementing the Small
Business Act as it was establish as one of the priorities during the Czech Presidency of the
European Union, but many other countries are lagging behind.



Implement the Young Innovative Company (YIC) status 2 in national incentives and support

measures. The YIC status is a special tax category that allows access to state aid through tax
incentives for R&D intensive start-ups. Although not biotech-specific, it is a useful tool that enables
Member States to provide extra public funds like tax-breaks and other financial incentives to their
young innovative biotechnology companies without breaching any EU competition rules. Politicians
and industries (through biotech association where they exist) should encourage their national
government to adopt the YIC status

Ensure better communication about available resourc es provided at European level such  as
the EMEA SME Office?, which organises workshops specifically for SMEs, and the Enterprise
Europe Network, the largest network of contact points providing information and advice to EU
companies on EU matters, in particular small and medium enterprises (SMES). They are present in
40 countries.
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DEVELORNENT LEVEL 3

Encourage the creation of science and technology pa rks, such as in the Czech Republic,
where there are at least 10 established technology parks and clusters around the country which
together form the Science and Technology Parks Association. They offer services such as
consultation on innovation, project management support, IP support and business advice.

Facilitate incubators , such as in Hungary which has four state-funded three state funded
incubators in Budapest, Szeged, Debrecen and Pécs to drive the development of the industry.
Cyprus also has several business incubators in Cyprus and the first technology park is in the
process of being built.

Make efficient use of existing networks to raise aw areness on public & private funding
opportunities for SMEs . Initiatives such as Enterprise Europe Network® or the SMEs go Health
project® aim at providing adequate information to companies on EU funding opportunities;

DEVELORPNENT LEVEL 4:

Create ‘one-stop shops’ led by the relevant
administration/ministry at national or regional
level where entrepreneurs and SMEs can get
information on available national funding schemes
accessible for SMEs and legislative issues (company
creation assistance, product approval process, etc).

Foster the creation of healthcare biotech cluster " "
with the support of national biotech associations where
they exist and develop investment in existing clusters
and networks for healthcare biotech stakeholders. The
objective is create economies of scale by pooling
resources, strengths and people since local markets
are sometimes very small in the new member states
and candidate countries.

# 9% %



KNOWLEDGE-BASE - CAPACITY BUILDING

DEVELOPMENT LEVEL 1

Promote Life-sciences and scientific studies to you ng people through the dissemination of
success stories (e.g. create a database/library of case studies of successful entrepreneurs in the

field) and

Introduce biotechnology related training or educati on, such as the postgraduate course on

biotechnology in Cyprus, especially where specific R&D biotech plans exist

DEVELOPNENT LEVEL 2

Promote Life-sciences and scientific studies to you ng people through the development of
networking and learning opportunities (e.g. onsite visit of manufacturing facilities, visit of

entrepreneurs in universities and schools)

Encourage the development of skilled workforce through the development of continued
trainings, the establishment or maintenance of well-equipped lab and/or establish

exchangel/visiting programs with companies.

DEVELORNENT LEVEL 3

Facilitate the acquiring of management skills necessary for company creation and

development, either at university level or through adequate professional training

Develop programmes (such as Marie Curie®) allowing students to be trained abroad in
academia or industry, coupled with reintegration me chanisms

DEVELORNENTLEVEL]
Develop initiatives and incentives such as in Hungary to repatriate ‘talents’ and scientists trained
abroad to their country of origin



FUNDING AVAILABILITY AND ACCESS

DEVELORNENT LEVEL 1
Facilitate SME access to national or European fundi  ng schemes , by

o Facilitating the process of applying for funds, through a web-based portal for instance
0 Accelerating the allocation of funds
o Easing minimum criteria in SME dedicated calls (e.g. minimum number of Member States)

Improve the availability of private and Venture Cap ital (VC) for biotechnology SMEs,
particularly at the seed stage , by encouraging national incentives to favour private funding, such
as the special bank which was opened in Bulgaria in 2008, in order to provide schemes for
venture capital funding

Make the EU funding instruments such as the structu ral funds and the framework
programme for research more accessible to biotechno logy SMEs by Setting up professional
assistance for biotechnology SMEs in countries where there is none, in order to better inform them
about the available funds. This can be achieved by creating specialised and expert positions or
offices in the relevant ministries.

DEVELORNENT LEVEL 2
Encourage balanced public funding priorities for ea ch member state by encouraging
investment in infrastructure and support development activities (proof-of-concept, demonstration)
according to each country’s specific needs, as a majority of R&D funding is currently allocated to
research instead of infrastructures

Make maximum use of the European State Aid rules, p  articularly in times of financial crisis:

0 Better informing the Member State policy makers of the exemptions for State Aid for
Research, Development and Innovation, and the Temporary framework for State aid
measures to support access to finance

o Looking into the possibility of making some of these measures obliga tory — on a
temporary basis - for the Member States



Foster an increased participation of biotechnology SMEs to EU framework programmes by

o Considering the establishment of a specific grant allocation system for SMEs that enables
companies to take part in EU projects as most of them do not have sufficient means to comply
with the delayed payment system, which is the rule for EU projects

0 Speeding up payment to SMEs to be in line with the Commission’s Directive on delayed
payments

DEVELOPVENT LEVEL 3
Improve the availability of private and Venture Cap ital (VC) for biotechnology SMEs,
particularly at the seed stage , by

o Encouraging Venture Capital investment through an increase of the risk capital for VCs by, for
instance, co-investment from EIB for instance in existing VCs or co-investing with VCs in
innovative biotech SMEs

Make the EU funding instruments more accessible to biotechnology SMEs by

o Improving awareness of EIB loans and encouraging take-up by national banks

0 Reconsidering the basis on which the Risk Sharing Finance Facility & EIB loans are granted to
better suit the reality of biotech SMEs that are often not yet profitable

Review regularly existing public funding schemes for their correlation with the needs of SMEs

and their implementation to improve continuously SME access to funding

DEVELORNENT LEVEL 4
Foster an optimum use of existing funding, by

o Avoiding duplication of funding through pooling of funding efforts

o Regularly conducting assessments of the scope and mechanisms of existing funding schemes
to evaluate whether they still address the needs of the biotech sector and therefore ensuring
efficiency of funding schemes on both European and national levels

Improve the availability of private funding for bio technology SMEs, particularly at the seed
stage, by

o Developing venture capitalists’ and potential business angels’ experience in the biotechnology

sector
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CLOSING TiHE GAP TO NMARKET.

At national level, a number of measures can be taken to facilitate and speed-up the time to market in
the healthcare sector:

o

Where fundamental research is well developed but does not lead to company creation, focus
on funding ‘translational research’ — which has already allowed for the development of
personalised medicine tools and methods, to shorten-time frame and facilitate ‘translation’ of
fundamental research into practical applications through strong interaction between academic
research and industry practice

Facilitate access of SMEs to public funding for “pr oof-of-concept” studies , in the form
for example of an ‘innovation’ foundation focusing on industrial ‘hot spot’, as these grants are
often limited to universities and institute but correspond to a crucial stage for SMEs to obtain
private funding.

Develop public/private funding schemes in Europe for healthcare biotechnology product
commercialisation as opportunities to capture the value of research within Europe

In times where it is difficult to find enough funding for SMEs to continue or finalise the research
needed, FP7 could (temporarily) fill the gap between “pre-competitive research” and
commercialisation of the end-product. SMEs should be able to benefit from specific grants that could
take the form of a research project designed to improve existing products or processes, or a
demonstration project designed to prove the viability of new technologies in order to prepare
commercialisation. FP7 can be made more attractive and easier to access for SMEs by:

(o]

Further improving access for biotech SMEs by adapting FP7 consortium requirements  and
have more directed calls towards SMEs with improved levels of funding, so that there is no
need to include a big company to support the project. Smaller consortia under Framework 7
are likely to build more lasting and substantial links between the biotech sectors of European
countries than a broader group with a more complex structure

Adapting FP7 rules to evaluate successful projects and allow them to apply for dedicated
funds to continue the projects towards industrial applications

Setting up specific grants for SMEs to finance research project designed to improve existing
products or processes, or a demonstration project designed to prove the viability of new
technologies in order to prepare commercialisation



INTELLECTUAL PROPERTY AND TECH TRANSFER

DEVELORNENT LEVEL 1
Develop a legally sound IP systems , on par with EU standards for non-EU countries

Follow-up on Member States' reports on the implemen tation of directive 2004/48/EC ® of
29 April 2004 on the enforcement of intellectual pr  operty rights (reports issued by 29 April
2009) to ensure an optimum transposition of the latter

Promote the benefits of patents and intellectual pr operty rights through regular meetings
(e.g. workshops) and information campaigns targeted to relevant biotech companies

DEVELORPVENT LEVEL 2
Ensure national legislation makes patenting accessible (in terms of costs, administration, set-

up at universities in terms of who owns what) [e.g. Hungary has incentives in place that promote
individual property rights to encourage the transfer innovation from academia to industry]

Based on the Industrial property rights strategy for Europe issued in July 2008° :

0 Encourage the creation of a reward system to invent  ions that meet legal requirements

o0 Ensure that sufficient information and resources ar e available from Member states in
order for enforcement authorities to work constructively with right holders in combating
infringement of intellectual property

Better communication about Europe-wide sources of h elp such as the ‘InnovAccess™
initiative which also links to national resources, as well as the European Patent Office

DEVELORNENT LEVEL 3



Encourage patenting through targeted campaigns — in Slovenia, e.g. whilst the biotechnology
patenting is still lower than the EU25 average, it is higher than in some old Member states and
most new Member States because of a targeted effort by the Government to increase

Create ‘One-stop shop’ on IP issue at regional or n  ational level where especially SMEs can
obtain information and advice, as well as practical help in filing patent applications.

DEVELORPNENT LEVELE

Based on the Industrial property rights strategy for Europe issued in July 2008, encourage the
creation of a cost-effective and accessible Communi ty Patent

Create one or several technology transfer offices in countries where there is none, in order to
avoid leaking innovative ideas outside the EU. This also helps retain qualified staff that might
otherwise go abroad. The establishment if tech transfer offices at state or regional level, in

connection with major universities, also help changing mindsets at universities towards product
development.
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