IMPORTANT: PLEASE READ CAREFULLY

The following document, "EURASNET Commercialisation Fact file", is
provided for the information of participants in the EU Network on
alternative splicing. While every effort has been made to ensure the
accuracy of the document, please be advised that it provides general
advice
and
background
information
only
concerning
the
commercialisation process. Details may be subject to change and specific
legislation in individual member countries may affect the validity of the
advice and information provided. No liability can be accepted by
EURASNET for actions taken as a result of reading the Factfile. Anyone
considering engaging in commercial activity is advised to contact the
relevant technology transfer office, or equivalent, in their host institution
and to seek appropriate legal advice.
Please be advised that commercial activity resulting directly from work or
outcomes funded by the EURASNET collaboration must be referred to the
Network administration. Commercial outcomes must reflect the
collaborative nature of the Network activities. Therefore, it is essential
that individual institutions considering commercial activity, including
patents, license agreements and spin-out ventures, first contact the
EURASNET administration to ensure that the appropriate EU regulations
governing such activity are fully adhered to.
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COMMERCIALISATION FACT FILE
A) Practical Issues
1. Proof of Concept (PoC) and Identifying the Product
The research activities carried out in the labs of EURASNET members including work done
during the EURASNET programme will yield several potential new products, which could be
developed and commercialized through SMEs or larger companies. In many cases the
potential products identified may have to go through a technical and commercial proof of
concept process prior to full-scale demonstration of the technology and product development
e.g. development of lead compounds from hits identified during library screening activities
during a drug discovery process.
The sourcing of commercial funding for product commercialization during the PoC
process is rather onerous because of the high level of technical and market risks at this early
stage. Therefore, commercialization methods/routes for the various products identified in
member labs will depend on product type and product development stage. Some products
need multiple development stages before they can be ready for commercialization whereas
others need minimal development e.g. some research reagents currently routinely used in
member labs. As such two main categories of tangible marketable products have been
identified and grouped as shown below i.e. products derived from basic research and those
from chemical compound library-screening activities. The Technology Transfer Office of the
EURASNET member’s research institution will be able to provide advice on the new product
identification process.
(a) Fundamental research
- Novel biology e.g. RNAi
- Research tools (reagents e.g. antibodies, recombinant proteins, stable
cell lines, KO organisms, plasmid constructs, new techniques and assays)
- Data storage, analysis and presentation resources e.g. databases, Web
resources
(b) Library screening
- Novel research tools (e.g. new chemical compounds for use in chemical
genetics studies and cell biology of splicing)
- Lead and drug candidate compounds derived from drug discovery
and development activities including data on structure activity relationships
(SAR) with protein/RNA targets
- Screening & efficacy assays
2. Product Ownership and Intellectual Property (IP) Protection
Normally, the employing research institution will own the IP and products arising from the
research activities of EURASNET member’s research laboratory.
Once a product has been identified, the intellectual property around the product has to be
protected in order to maintain exclusivity of exploitation. The greatest value will be obtained
from product commercialization by protecting its exploitation from competitors. Three ways
of protecting products from the activities of the network members include patents, copyrights
and confidentiality agreements.
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Patents: patentable inventions include processes e.g. assays & methods, manufactured
reagents, biological mechanisms and compounds. The invention also has to be novel,
non-trivial, useful and not previously been publicly disclosed. A patent expert should be
engaged to judge the patentability of an invention and advise on the patenting process as
well as its costs.
Copyrights: these protect design ideas and software e.g. databases
Confidentiality agreements: these agreements allow protection of trade secrets and knowhow that is not patentable, or if it does not make sense financially to protect a product by
patent. The main disadvantage of this method of protection is that it can lead to IP leakage
especially if the person with the know-how leaves the institution. These types of
agreement ensure the preservation of trade secrets thus allowing the commercialization of
the product with little competition. When a licensing deal is to be negotiated, to enable a
full disclosure of the invention to potential licensees, it is essential to protect the product by
holding discussions disclosing details of the invention under a confidentiality or nondisclosure agreement (NDA). Each NDA has to be tailored for the actual discussion to be
held and signed on behalf of the institution by an authorized signatory.
3. Marketing/Commercialization Route of Products
Before deciding on a route to market and promotion of the potential products identified, the
network member will need to have evidence to support answers to the following questions:
- Who are the customers for the product?
- What is the size of the market?
- Are there unmet needs that the product or invention intend to fulfill?
- What are the unique selling points of the product?
- How can the product effectively enter the market and what are the barriers to market
entry?
- Who are the competitors and what is their likely response to the new product?
- Could another product be developed to meet the same market need within the same
time limits?
Below is a list of some of the commercialization routes that should be considered and the
route chosen will depend on product type, level of investment needed for development and
marketing, and the interests of the inventors and research institution. An agreed route to
commercial exploitation is generally required before the invention is taken forward for
commercialization.
a) Licensing: The commercialization of technology through licensing is preferred where the
following product and commercial factors can be identified or predominate:
• a unique product that adds value to an existing system
• patent protection in place
• high upfront capital required
• high volume needed
• high cost manufacturing base required
• fragmented market serviced by existing sales forces
• supply deals in place
• difficulty in accessing a route to market
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well established competition,
highly competitive cost conscious area
differentiation of innovation is insignificant
the inventor(s) not wishing to input significantly into future exploitation and
multiple potential and identifiable licensees.

Rights granted in the license agreement could be on an exclusive or non-exclusive basis with
territorial limitations. These rights will have an impact on the level of royalties to be expected
from the licensee by the licensor institution. Generally, exclusive rights attract higher levels
of royalty payments.
b) Spinout company: This is a company created to commercialize the technology developed
within the research institution of the network member. Such a company usually involves
the scientists as founders and their research institution as shareholders. During the
assessment of potential product commercialization routes, the spinout company formation
route is preferable if the following factors are determined to be strongly associated with
the product(s):
• the product is unique, sustainable and stand alone
• IP protection of technology involves know-how
• low upfront capital required to develop and commercialize product
• relatively low volumes of product sales expected
• product is high value
• easily accessible customers
• route to market is accessible with little or no barriers to entry
• product is highly differentiated
• inventor(s) passionate and keen to be involved in exploiting the invention,
• an experienced team can be put in place to manage production & commercialization
• suitable funding is available
One advantage of a spinout company is the fact that the inventor is involved in
commercialization of the technology, which can be highly motivating. It also offers the
potential to maximize the rewards of commercializing the invention to the founders and
their research institutions. On the other hand, it is also the highest risk option because the
company, management team and staff, customer contacts, and business networks have to
be established right from new. A significant consideration for the employer is the loss of
at least a proportion of the researcher’s time, up to complete loss if they leave to join the
spinout company in a full-time capacity. This can affect on ongoing research and teaching
duties and will probably require the institution to recruit new staff to undertake that
workload. Other ways in which the researcher can become involved with a spinout
company with much less impact on their other duties include working as a consultant or
non-executive technical director.
Creating a University spinout company usually involves the following processes:
- protection of the invention or IP developed from research activities e.g. patents
- preparation of a defensible and robust business plan for the venture
- gain permission from university/employer to spinout the company via appropriate
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review channels
establish the company’s management team and board of directors
understanding the legal and financial structures
negotiation of the terms with investors and other stake holders
secure the necessary funding e.g. from governmental sources, charities, business
angels, venture capitalists, banks, etc.

c) Joint venture: A joint venture company should be seriously considered as a
commercialization route in cases where the member institution does not have the key
skills or resources that a partner company would bring to the commercialization project
(e.g. established market, sales or distribution route, complementary technology and
management experience).
d) Consultancy: This involves the transfer of technology in the form of
information/expertise. It is a low risk option for the researcher’s employer (e.g. a
university) and directly assists industry while providing an income stream to the research
institution and inventor(s)/expert.
4. Funding (grants, collaborations, investments)
Whether the work to be carried out to develop and market the product is done in a
research institution or university, appropriate funding has to be secured. Such funding can
be obtained as grants from governmental sources or charitable organisations. Proof of
concept funding is available from government and commercial sources. Members should
consult with their institutions’ technology transfer offices for up-to-date information
funding on potential sources for funding.
In most cases funding for spinout companies can be obtained from commercial
sources in exchange for equity in the company created to exploit the technology. Funding
for commercialisation projects can also be obtained through royalty sharing if the IP is to
be licensed out to another company. The amount of finance a spinout company can
secure will depend on its pre-money valuation. This valuation will depend on the IP
quality and its status, size of the target market, return on investment forecasts and the
management team. The share of ownership that the investor expects in return for new
investment will depend on their valuation of the business proposition. Investors place a
high value on patents that are properly aligned with the business plan and that form an
effective barrier to market entry by competitors.
Some funding can be obtained from commercial sources through collaborative
research where the money comes from a commercial source e.g. big pharma company for
a share or ownership of the IP produced from research work of commercial value.
5. Managing stakeholder relationships & personal involvement of scientist
a. Communications management: During the IP commercialization process and
before outside commercial funding has been secured, there are three main parties,
which have an interest in the product i.e. the inventor(s), the organization that
funded the research, which led to the invention and the inventor’s institution. An
effective communications management process between the parties will reduce the
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potential for conflicts of interest that could be detrimental to the effective
commercialization of the products from the research activities. A communications
plan needs to be put in place and every effort made to follow it. The
researcher/entrepreneur should be aware that the effort needed to manage
communications would grow as the project develops and more stakeholders get
involved. It is essential not to assume that all team members want the same thing
and sometimes a team member may have a significantly different view from the
others.
b. Investor relations:
Where the technology is to be commercialized through formation of a spinout
company, the founder(s) of the enterprise will need to raise money from
commercial sources i.e. investors (business angels or venture capitalists) or
through bank loans. A good working relationship between the university or
research institution and a set of investors will make the spinout process less
painful. Clear lines of communication need to be maintained between the
stakeholders and investors to ensure that the process of structuring the funding
deal for the enterprise does not take an unnecessarily long period to complete.
The effective management of investor relations is critical during the due diligence
process which involves the following:
- checking the spinout team and background
- verifying the technology
- assessing the IP rights secured by the company
- analysis of the financial model
- legal due diligence
Investors will only put money into the venture when they are satisfied with the
outcome of the due diligence process.
c. Personal involvement of scientist in business venture
It is advisable and important for scientists or inventors to be personally involved
in the commercialization process of their technology for it to be successful
especially if the spinout route is favored. They understand the technology and
applications best and investors are most comfortable when the inventor is fully
committed and passionate about commercializing their technology.
Practical advice for inventors at the seed/early funding stage is that they should be
prepared to work full-time in developing both the product and the business as
many investors expect this. However, they should not expect a permanent fulltime role. Patience with new employees is an asset and the scientist-entrepreneur
needs to try and develop a common purpose with them.
The network member’s personal involvement could be a highly motivating factor
for new employees because this inspires confidence in the project thus reducing
job insecurity fears since early stage ventures are known to be very risky and only
a few of them succeed to become stable growing businesses.
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6. Production Issues
a) Feasibility analysis:
Before carrying out any large-scale production activities it is important to undertake a
feasibility analysis of the production process. This involves identifying the resources
needed and potential problems that may be encountered during the process e.g.
availability of well-trained staff, equipment with required specifications, availability of
raw materials and reliable suppliers, premises for operations with appropriate storage
facilities and utilities. The feasibility analysis will enable the commercialization team to
determine the resources available and what needs to be acquired to produce products at a
quality and quantity that meets estimated market demand. It will also allow the
researchers/production staff to identify and determine ways of resolving any scale-up
problems that may arise when production starts on a commercial scale.
b) In-house production, outsourcing or transfer of know-how
Following a feasibility analysis, the stakeholders have to decide whether the product to be
commercialized can be produced in-house, or large-scale production should be outsourced
to a specialist company e.g. production of monoclonal antibodies may be better
outsourced to a specialist company for large-scale production with the product
characterization performed in the laboratory or spinout company of the inventor. The
characterized product can then be commercialized through one of the routes described
above as appropriate to the IP owners.
Where the expertise for commercial production is not available outside of the
institution, the research team may develop and manufacture the product in-house prior to
commercialization through an SME or licensing to other companies with related products.
On the other hand, the technology could be commercialized by transfer of know-how
from the laboratory to an SME through consultancy agreements. The legal issues
associated with the various options described above can be resolved by seeking advise
from the technology transfer office of the researcher’s institution.
c) Setup of production facilities
If the manufacture of products for commercialization is to be done in-house, suitably
qualified staff (not usually available in academic institutions) have to be recruited.
Also, an appropriate location and premises within the institution have to be allocated for
the purposes of setting up the production facilities. If the transfer of IP and resources into
a spinout company is anticipated, transferability issues have to be taken into account
when securing these resources i.e. staff, new equipment, etc. For example, it may be
preferable to acquire freezers and refrigerators that can be easily moved instead of
building a cold.
d) Quality control
The quality control (QC) process determines whether a product is fit for purpose and
matches the customers’ specifications and expectations. The product’s QC results will
determine whether it should be introduced into the market place or what market segment
is appropriate for a product of that quality. Whether the manufacture of products to be
commercialized is outsourced or carried out in-house, the scientists who wish to
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commercialize the technology must have appropriate quality control processes to maintain
customer satisfaction and fend off competitors. Most research groups will have assays
that can be used to test the quality of products. However, for commercial purposes, the
assays need to be robust with highly reproducible and reliable results and where
appropriate can be carried out on a large number of samples within a reasonable
timescale.
e) Documentation
All products to be commercialized have to be accompanied by appropriate
documentation. The documentation where appropriate should include the product
specifications, batch & lot numbers, production process, quality assurance, safety and
handling information, etc.
Internally, the institution will also need to maintain accurate records and documentation
on standard operating procedures, manufacturing batch records, quality control and
quality assurance processes.
Good and accurate record keeping is essential in the library screening and drug
discovery and development processes to protect IP, facilitate commercialization of lead
compounds or drug candidates and also for FDA purposes.
7. Chemical compounds screening and drug discovery
Several groups in EURASNET are involved in chemical compound screening activities to
determine novel small molecules that can modulate pre-mRNA splicing in cells. During the
library screening process, several hit compounds will be identified and these hit compounds
can be further developed using synthetic chemistry processes into more potent and specific
modulators of the splicing pathway. These specific and potent modulators of splicing will be
very useful, as novel research tools in cell biology and chemical genetics studies thus
enabling better understanding of the biological pathway in eukaryotes. There are currently
several chemical compounds and small molecules on the market specific for other
biochemical pathways e.g. cell cycle inhibitors, transcription inhibitors, translation inhibitors,
protein transport inhibitors, etc. that have been very invaluable in studies of these pathways.
Most research institutions do not have the resources and capacity to manufacture chemical
compounds or on the scale required for a commercial operation. It will therefore make
commercial sense for such products to be outsourced with only the QC tests for potency in
the process performed by the researchers prior to commercialization.
However, where appropriate, the greatest commercial value is obtained by putting the hits
obtained from chemical compounds library-screening activities into a drug discovery and
development process. This commercialization route is to be encouraged if there is a potential
that the hits from the screening experiments can be developed into drugs against human
disease. The strong IP protection around compounds is obtained during the hits-to-candidate
drug development process. In order to carry out a successful drug discovery and development
process, the researcher needs to be aware of the following points and practical issues:
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a) Drug Target identification, validation & druggability analysis
Before engaging in the drug discovery process, the researcher will need to identify
a target e.g. protein, RNA, DNA, etc that they have reason to believe is involved
in a disease process. In the case of anti-infectives, the target may be present in the
infectious agent but absent in the human host, or sufficiently different at the
molecular level from the host factor.
Once targets have been identified, they will need to be validated prior to
being used in assay design and screening experiments. Target validation is the
process whereby a biological molecule (protein or RNA factor) in the pathway or
disease of interest is shown using secondary experiments to be involved in a
disease process or essential for the survival of an infectious agent. Types of
experiments that can be used in this process include RNAi, gene knockouts, site
directed mutagenesis, etc.
However, not all factors that are involved in the
disease process or essential for the survival of infectious agents will make good
drug targets. Good targets for drug discovery or ones most likely to lead to the
discovery and development of a useful drug have to be “druggable”. A druggable
target is one that has properties e.g. enzymatic activity, binding site or function
that can be affected by a small molecule. In some cases these proteins although
uncharacterized will contain motifs/domains known to be modulated by or could
be affected by small molecules. These types of targets are the most likely to yield
hits with properties suitable for further development into drugs.
b) Screening assay design, development and validation
Most groups in the network will have biochemical or cell-based assays used
routinely in their research activities. However, these assays in their current form
will be unsuitable for high throughput screening (HTS) using robots. The design
and development of assays for HTS should take into account the screening format
available in the screening facility.
In the first instance, the assays intended for use in HTS have to be adapted
into the appropriate format e.g. 96-well or 384-well plates. Most biochemical
assays used in research labs have multiple steps and detection/readout systems that
are not amenable to HTS e.g. gel identification of bands or product. Assay
readouts amenable to HTS include luminescence, fluorescence, FRET, surface
plasmon resonance (Biacore), colorimetric, etc. Where assays are to be used in
HTS, it is also advisable where possible to limit the number of steps since this
reduces the complexity and chances of failure of the assay. All assays developed
for HTS have to be validated to ensure robustness, reproducibility, absence of
false positives and negatives.
Other assays apart from the ones developed for HTS are required in a drug
discovery and development screening cascade involving secondary screening to
confirm hit activity, cytotoxicity, in vitro and in vivo efficacy analyses, etc.
c) Choice of library (Natural products or chemical compounds)
Natural products and chemical compound libraries each have advantages and
disadvantages and the library choice will depend on the purpose of the screen.
Natural or related products dominate the current market of pharmaceuticals so
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much that over 50% of the top 100 drugs are related to products of natural origin.
In the case of anti-infectives and anticancer drugs this number goes up to between
70-80%. Advantages of natural products include broad and potent
pharmacological activity, evolutionary selection in living organisms for biological
activity, unmatched chemical diversity and strong physicochemical advantages
over de novo synthesized molecules however, they have many disadvantages e.g.
poor solubility, non-reliable supply of raw materials, difficulty with large-scale
synthesis, environmental protection issues with rare species, complexity and
identification of active ingredient problems, IP issues relating to origin of natural
product, etc.
On the other hand, chemical compound libraries although less diverse have
relatively less complex structures, can be synthesized at the scales required during
drug discovery and development, amenable to optimization through synthetic
chemistry and do not have many of the disadvantages of natural products. Very
large numbers up to millions of chemical compounds can be screened in a single
HTS experiment, which could cause practical problems with managing the
process, sample handling and data analysis.
Not every chemical compound library is suitable for use in drug discovery
due to the undesirable properties of many chemical compounds e.g. toxicity, poor
tolerance, low bioavailability, carcinogenicity, etc. Professional support from
expert medicinal chemists is needed to select appropriate compounds or library for
use in screening that is most likely to yield drug-like compounds amenable to
further development through chemistry into leads and candidate drugs.
d) Medicinal & synthetic chemistry support
Apart from support in selecting chemicals for screening, medicinal and synthetic
chemistry involvement is important during the hit-to-lead and including the lead
optimization phase of drug discovery and development. Their involvement is
important in determining the scope of chemistry to be performed on hits and leads
to produce candidate drug compounds without increasing or engineering
undesirable properties into the new products.
e) ADMET properties
ADMET is an acronym representing absorption, distribution, excretion,
metabolism, toxicity, which are properties that have to be analyzed for compounds
during drug discovery and development. Medicinal chemistry support will enable
the research team to select chemical compounds that are likely to have good
ADMET properties as they go through the drug discovery and development
process.
f) Knowledge of drug discovery and development process
Drug discovery and development is a very expensive process and requires funding
over many years. It is essential that members who wish to use this
commercialization route for their technology obtain some basic knowledge of the
process and costs involved. Below (Figure 1) is a schematic representation
describing the drug discovery and development steps. Figure 2 describes in more
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detail the process and funding including the estimated cost to bring a drug to
market.
It is important that members are aware of the process and potential
technical, management and funding difficulties as they decide to commercialize
their technology through the discovery and development of novel medicines
against human disease.
Figure 1. Summary of Drug Discovery and Development Steps

(Source: elsevierhealth.com)

Some of the technical difficulties members may encounter during library
screening include differentiation of artifacts from real hits in HTS results e.g.
results that cannot be reproduced when the compound is resynthesized, false
positives resulting from non-specific effects, or just ‘noise’ in the assay system.
These artifacts may be eliminated by validating the hits through a process
involving re-screening of the hits, confirming the result in a secondary assay
designed to measure activity on the chosen target, as well as resynthesis and
retesting of the hit compounds. Validation also involves assessment of the
structure–activity relationships (SARs) within the compound library, used for
screening to check whether the hit belongs to a family of compounds, a ‘hit series’
which, could represent a logical starting point for further chemistry.
Drug discovery and development is a multidisciplinary process involving
biologists (structural, molecular, biochemists), chemists (medicinal, synthetic),
computer and IT specialists, IP specialists, clinicians, etc and as such management
of the process requires an understanding of interactions between multidisciplinary
teams. Effective and streamlined communications policy and reporting structures
will enhance productivity and the chances of success of the process.
The difficult, challenging, costly, and high failure rates of the drug
discovery process means that commercial investors are reluctant to get involved in
funding early stage projects. However, it is possible to obtain PoC and other
funding for drug discovery activities from governmental sources and charitable
organizations interested in specific disease areas e.g. oncology, infectious
diseases, etc.
11
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B)

LEGAL ISSUES

This section is intended only to raise awareness in the EURASNET community about the legal
issues members may encounter when they decide to take their IP to market. The topics discussed
here will enable members to make informed decisions on commercialization routes and to be
engaged actively in the process ensuring that legal issues that may affect their interests are
covered in the commercialization deal(s). It is essential that professional legal advice is sought in
the member’s jurisdiction of operation to make sure that contracts are valid and ensure that the
commercial interests of all parties involved are protected.
The legal issues that will be discussed here are those that are most relevant to commercializing
life sciences and drug discovery products. Any legal issues encountered by the researcherentrepreneur will depend on the commercialization route chosen to exploit their IP and knowhow. There are fewer legal issues to deal with if commercialization is through licensing
compared to commercialization through a spinout company.
Legal issues dealing with establishing a company i.e. registration including types of companies,
company structures, memorandum and articles of association will not be discussed here. The
procedures and registration requirements for new companies may vary depending on the country
of residence of the member.
Biotech/Life Sciences Industry Specific IP related
1. Freedom to Operate
Before deciding to commercialise a product or technology through a spinout company, the
stakeholder(s) will need to perform a freedom to operate (FTO) analysis of the IP and other
related IP to ensure that they are not liable to infringe other institutions’ patents during the
process. The analysis should consider potential reagents and processes that may be needed in
their business activities. A FTO analysis can be performed by searching online research
publications (PubMed) and patent databases e.g. the UK, European and USA patent office
databases to identify work related to the IP to be commercialize. Patent database searches can be
performed over the Internet by using key words and phrases related to the technology. These
searches should indicate if there is broad freedom to operate in the technology area. In some
cases, research reagents (e.g. plasmids for protein expression, cell lines, etc) and processes (e.g.
screening assays) that are required in the drug discovery process may be covered by third party IP
rights. If this is the case, a license will be needed to use these reagents e.g. GFP constructs and
assays in any commercial activity.
2. Biotechnology collaborations
It is possible that members may wish to fund the commercialisation of their technology through
collaboration with a big biotech or pharma company. This may involve the company providing
funding for the work to be carried out in the member’s lab, or the member may provide the tools
(reagents, assays, etc) and expertise for the work to be done in the pharma company that has the
facilities (e.g. proteomics, screening expertise and equipment) that are not available in the
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researcher’s institution. In this case, there are two types of agreements that can be signed by the
parties i.e. Research Collaboration Agreements and Compound Library Screening Agreements.
These agreements have legal and intellectual property implications for the parties involved. These
types of agreements are common between early stage biotech companies with the IP and
expertise but limited resources and big pharma companies that have the financial and technical
resources to support costly projects such as drug discovery and development.
2.1 Research collaboration agreements:
One method that members could commercialise their expertise or IP as stated above is to enter
into a research collaboration agreement. The main reasons for using this route include income
generation, risk sharing, access to technical facilities and know-how. A range of parties may
involve in these agreements including biotech companies, large pharmaceutical companies,
research institutions and contract research or service companies. Members who wish to enter into
commercial collaborative research agreements will therefore need to consider the following
issues in the terms of planning and successfully managing the process.
• Background and Foreground IP: The contributions of each party have to be determined and
appended as an exhibit to the collaboration agreement. These contributions may include
patents, know-how and all IP rights related to the field of the agreement that are owned by the
parties before the start of the formal collaboration which will be made available to the project
as background rights. The award of foreground rights also needs to be agreed by the parties.
• Transfer of Materials: the transfer of tangible materials e.g. reagents, cell-lines, plasmids,
vectors and software should be covered in the agreement including ownership, the scope of
each party's liability to the agreement, especially as the materials may not have been fully
tested, the physical transfer of the material and its usage control at the recipient's business.
Other issues to be considered in the agreement will include: who covers the risk of the
transfer, IP rights, ownership of progeny and derivatives of the material, liability matters,
publication of material and work carried out using the material, confidentiality, royalties,
protection of any related confidential information, use/ownership of IP resulting from work
with the materials e.g. as regards a potential IP infringement. The subject matter of the
collaboration i.e. the field of the research or investigation will need to be clearly defined in
any agreement.
• Protection of the IP Generated: the agreement should describe the process by which the
foreground rights will be protected and the type of protection e.g. as know-how or patents.
Biotechnology collaborations may also generate other rights e.g. copyright, database rights,
etc. that may need to be protected. It is essential that the agreement states who will have the
right to file patent applications and for which countries and the party that will bear the costs
for such application procedures. Finally, any such agreement needs to consider the issue of
maintenance, prosecution and renewal of granted IP rights.
• Management of the Collaboration: the agreement must contain clear management rules
including project leaders, management systems and dispute resolution processes.
• Publication: conditions for publication of research results will need to be included in the
collaboration agreement. This is because the commercial interests of the parties could be
jeopardized by early publication of important results prior to patent application submission. A
collaboration committee should be established to provide advice and oversight on all material
intended for publication so that IP is protected before publication.
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•

What Happens when the Collaboration Expires: The collaboration agreement will need to
describe the consequences of the expiration of the agreement. It has to be clear from the
agreement who is allowed to work on what and ownership of material including but not
limited to the IP rights. When the agreement ends, it may be necessary to maintain
confidentiality for a certain time-period as agreed by the parties. IP rights may remain in
force after the agreement has ended.

2.2. Chemical compound screening agreements:
Since several EURASNET members early on will be involved in chemical compound screening
to identify hits, they may wish to enter into screening contracts where appropriate with suppliers
of libraries, screening services and other related products. These types of agreements are
common between drug discovery companies and a third party screening company to carry out
screening on the drug discovery company's biological target, using a library of compounds or
antibodies, which may be either existing or generated specifically for the screening. Members
involved in library screening activities may wish to enter into screening agreements with
companies or other institutions to facilitate access to expensive HTS screening technology and
chemical compound libraries. Those members interested in this type of collaboration will need to
be aware of the following legal issues before entering into a screening contract:
•

Ownership of the Library: if the screening company/institution already has an appropriate
compound library available for the screening, the ownership of that library will normally stay
with the screening institution. However, if the EURASNET member has paid for a specific
compound library to be generated, it can be argued that they should own the rights to this
specific chemical compound library.

•

Ownership of the Drug Target: the member will expect to retain ownership of their biological
targets since they will have been responsible for identifying and validating these targets as
druggable and suitable for drug discovery.

•

Ownership of IP in Hits: Members should ensure as part of the screening agreement, to obtain
ownership of the IP relating to chemical hits in order to secure adequate control of the
downstream compounds since hits rarely have the same structure as the lead or candidate
drugs that eventually arise from the hit compounds.

•

Reach-Through: reach-through issues, for example, where the screening company/institution
is seeking part ownership or the right to use the IP generated by the member, or where the
screening company is seeking a right to share in the downstream income from the drug leads,
candidates or drugs developed by the member from the hits of the screening should be
carefully considered before entering into any screening agreements. It is preferable, where
possible, to enter into agreements with no or very limited reach-through.

•

Royalty Stacking: The EURASNET member may obtain screening services from a screening
company in exchange for royalties on the commercialization of drug leads and candidates
developed from hits obtained during the library screening process. However, a limit on the
total payments has to be agreed such that the duration of payment is clearly stated in the
agreement and with a cap on the percentage and/or amount of royalty payable.

15

3. Other Legal issues
3.1. IP License Agreements
Members who may wish to license their products or IP for commercialization by another
company will need to sign an agreement, which can be prepared by their research institution for
signature by the parties involved. See sample license agreement included in Appendix 1 at the
end of this document. Royalty distribution/deal options have to be agreed between the parties
before material is transferred to the commercialisation entity.
Members signing licensing deals need to be aware of issues to do with exclusivity of IP
exploitation and geographical coverage. For example, the licensee may be given exclusive rights
to use a technology only in specific regions or countries in the world thus allowing the inventor
to license the IP for use by another company in a different territory. The revenue to be obtained
from a licence agreement will depend on the deal structure with exclusive licenses generally
commanding higher fees from the licensee.
3.2. Product liability
This section is particularly relevant to members who intend to supply products to the market
either directly or through other companies in licensing deals. Producers need to ensure that their
products are safe. The main responsibility is with the producer and failing to meet these
responsibilities can have serious consequences leading to legal action with possible fines or
imprisonment. Liability cannot be avoided just by warning people that the product is not safe.
Apart from safety issues, a product that does not meet its stated specifications or
advertised performance may also lead to liability claims against the producer. Effective quality
control and quality assurance processes during production should minimize the chances of
liability due to poor product performance.
To minimize product safety liability issues, the producer (research lab or SME) will need to
implement the following:
- warn users and handlers e.g. transporters of their products about potential risks
- provide information to help the public and users of the product understand the risks –
e.g. what safety precautions they need to take when in contact with the reagent
- monitor the safety of products – e.g. safety testing of products
- have procedures to deal effectively with a safety problem
- maintain and update all relevant documentation to enable the origin of unsafe products or
their components (e.g. in the case of a kit with multiple reagents) to be traced
Product liability claims can be prevented as follows:
- integrating safety issues at all stages of the product development and manufacturing
processes
- awareness of and following the regulations and safety standards on specific products
- ensure products meet the appropriate quality standards
Protection from liability claims can be obtained by securing appropriate insurance to
cover any damages and legal costs. Members should negotiate licensing contracts that pass on
costs to the SME. For example, the licensee should be required to insure against any claims for
damages caused by licensor products or technology. Keeping adequate records over several years
is essential since a claim may be raised up to ten years after supplying a product. Such records
can be helpful in exonerating the licensor in any defense against a product liability claim.
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3.3. Contracts with employers
Members who wish to commercialize their technology/expertise by joining a startup company or
through consultancy should ensure that their employment contracts allow them to be involved in
such external commercial activities. The contracts may stipulate the amount of time the member
can spend on these activities and the employer’s rights to revenue generated from these activities.
It is expected that institutions will generally share a percentage of the revenue generated from
licensing IP with the inventor. A question that needs to be asked is what happens when the
inventor is no longer employed by the institution?
The policy of each institution on such matters will be different and members will need to discuss
this issue with their institution’s technology transfer department.
3.4. Issues related to Company Financing Deals & Investors
IP commercialization through a spinout company usually requires commercial funding that can
be raised from investors e.g. business angels, venture capitalists or banks. Legal issues linked to
commercial funding include legal due diligence and the structuring of the investment transaction
covered in the term sheet provided by the investors.
•

Legal due diligence:
Apart from technical and commercial due diligence, potential investors also undertake
legal due diligence before investing in spinout companies. The due diligence process
could take up to six months or more depending on the complexity of the products and
finance deal. Members who wish to create a spinout company to commercialise their
work need to engage the services of a lawyer. The company will need to be
established and registered with shareholders according to the legislation and
regulations in their country of residence. The lawyer will assess whether the spinout
company has the appropriate assets and rights to the IP to be commercialized. He/she
will also support the founders during the legal due diligence process, which involves
the legal checking of the spinout company and owners by investors. The checks
carried out usually cover company information, the business, trading matters, assets,
finance, liabilities, taxation, property, environmental issues, pension schemes,
litigation, health & safety, insurance, intellectual property, directors, etc.

•

Term sheet
The term sheet summarises the basis of the final business investment agreement (see
sample term sheet (Appendix 2) at the end of this document) Please note that only
some of the points in the attached sample term sheet will be applicable to small
spinout companies and some of the points are more relevant to VC funding than to
other commercial financing sources e.g. banks and business angels. Following
discussions between the founders and investors, the lawyers of both parties will use
the term sheet to draft the company financing agreement.
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Appendix
1. SAMPLE LICENCE AGREEMENT
THIS LICENCE AGREEMENT (“the Agreement”) IS ENTERED INTO BY:
[Licensor, ADDRESS] (“the Licensor”)
and
[Licensee ADDRESS] (“the Licensee”)
Hereinafter referred to collectively as “the Parties” or individually as “a Party”
WHEREAS:
A.

The Licensor has developed the Material as hereinafter defined.

B.

The Licensor has agreed with the Licensee to grant the licence hereinafter contained upon
and subject to the terms hereinafter specified.

NOW THEREFORE IT IS AGREED AS FOLLOWS:1.

Definitions
In this Agreement the following terms shall have the following meanings unless the
context otherwise requires:
“Commencement Date”

means [DATE];

“Field”

means use or sale of Materials or New Products supplied by
the Licensor and development and manufacture of Licensor
Products by Licensee;

"Material"

means those listed in Part 1 of the Schedule identified or
developed by the Principal Investigator or his research
group before the Commencement Date;

"Net Sales Value"

means the invoiced ex-works sales value of the Material,
New Material or Licensor Products in an arm's length
transaction exclusively for money after deduction of normal
trade discounts actually granted and of any credits actually
given by the Licensee for defective goods and excluding or
making proper deductions for any costs of packing,
insurance, carriage and freight and Value Added Tax or
other sales tax and, in the case of export orders, any import
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duties or similar applicable governmental levies or export
insurance costs subject in all cases to the same being
separately charged on customer invoices. In any sale or
other disposal of any or part thereof otherwise than in any
arm's length transaction exclusively for money, the fair
market price (if higher) in the relevant country of disposal
shall be substituted for the Net Sales Value;
“New Material”

means any Material in addition to the Material identified in
Schedule Part 1, which is identified or developed, by the
research group of the Principal Investigator during the term
of this Agreement;

“Principal Investigator”

means [NAME & ADDRESS OF PI];

"Licensor Products"

means any product developed or manufactured by the
Licensee incorporating or developed from any Material or
New Material supplied by the Licensor

“Royalty Period”

means the period of [INSERT NUMBER] months
commencing on the Commencement Date and each period
of six (6) months thereafter during the Term;

“Royalty Statement”

means a written statement setting out:

(i)

the gross income invoiced by the Licensee in the relevant
Royalty Period for the products and all deductions
therefrom;
details of the conversion rate used to convert any payments
due to the Licensor under this Agreement into the currency
in which such payments are to be paid; and
the royalty payments due to the Licensor under Clause 6 for
the relevant Royalty Period;

(ii)
(iii)
"Schedule"

means the Schedule annexed and subscribed as relative
hereto;

“Term”

means the duration of this Agreement in accordance with
Clause 2;

"Territory"

means [INSERT
APPRORIATE];

“Year”

means the period of twelve (12) months commencing on the
Commencement Date and each period of twelve (12)
months thereafter.
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REGION

OF

EXCLUSIVITY

IF

1.2

Words denoting the singular shall include the plural and vice versa, words denoting a
gender shall include all genders and words denoting persons shall include corporation and
all other legal entities.

1.3

Unless the context otherwise requires, references in this Agreement to any Clause or Part
of the Schedule shall be deemed to be a reference to a clause or part of the schedule of
this Agreement.

1.4

The headings are inserted for ease of reference and shall not affect the interpretation or
construction of this Agreement.

2.

Duration

2.

This Agreement will commence on the Commencement Date and subject to earlier
termination under Clauses 11, the licence granted under this Agreement will continue in
full force and effect for [INSERT NUMBER OF YEARS] years.

3.

Transfer of Materials
Within [CONFIRM] days of execution of this Agreement by both Parties the Licensor
will supply the Licensee with [ALL/SOME/QUANTITY] of Material.

4.

Grant of Rights

4.1

The Licensor hereby grants to the Licensee:
4.1.1 an exclusive license to manufacture, use and sell the Material and New Material in
the Territory; and
4.1.2 an exclusive license to use the Material and Mew Material to develop and
manufacture Licensor Products in the Territory; and
4.1.3 an exclusive license to use, sell or otherwise deal in Licensor Products
manufactured under the licence of Clause 4.1.2 in the Field anywhere in the
Territory.

4.2

The Licensee shall have no right hereunder to manufacture, use or sell the Materials, New
Material or Licensor Products otherwise than as expressly licensed to the Licensee
hereby.

4.3

Nothing contained in this Agreement shall prevent the Licensor from using the Materials
and New Materials for any academic purpose whatsoever, including but not limited to
conducting clinical trials or conducting any commercial or non-commercially funded
research
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5.

New Material

5.1

The Licensor hereby grants the Licensee a first option (subject to third party rights) to the
supply of and to sell and manufacture New Material. Such option shall be exercised in
terms of this Clause 5.1.

5.2

The Principal Investigator shall make all reasonable efforts to promptly notify the
Licensee and the Licensor’s Technology Transfer Office (TTO) in writing of each
potential New Material, which has been identified or developed by his/her research group.
At a minimum the Principal Investigator shall notify Licensee and TTO in writing prior to
the last day of April, August and December of each calendar year of any potential New
Material which has been identified or developed in his/her research group during the
preceding four-month period but for which no New Material notice has been given.
Notice of a potential New Material shall include a New Material Sheet for each such
potential New Material in the form detailed in Part 3 of the Schedule hereto. If the
Licensee wishes to obtain rights in respect of any such New Material, it shall advise the
Licensor in writing within [NUMBER OF DAYS] days of receipt of the New Material
Sheet failing which it will be deemed to have relinquished any rights thereto. After
receipt of written acceptance by the Licensor of the Licensee’s intention to obtain rights to
the New Material, each such potential New Material shall be deemed to be a Material in
terms of this Agreement.

5.3

If within [NUMBER OF DAYS] days of receipt to the New Material Sheet the Licensee
notifies the Principal Investigator and the Licensor that it wishes to test a sample of any
New Material then within a further [NUMBER OF DAYS] days the Principal Investigator
shall use reasonable endeavors to deliver to the Licensee a sample sufficient for analysis
of such potential New Material. Each such sample shall be accompanied by a New
Material Sheet in the form detailed in Part 3 of the Schedule. Within [NUMBER OF
DAYS] days of receipt of such sample, the Licensee shall notify the Licensor in writing if
it wishes to accept such potential New Material failing which it will be deemed to have
relinquished any rights thereto. After written acceptance of a potential New Material such
New Material shall become a Material in terms of this Agreement.

5.3

If the Licensee elects not to accept a potential New Material the Licensee will promptly
destroy any such sample remaining in its possession and the Licensor may elect to market
such New Material through other third parties.

5.4

Within [NUMBER OF DAYS] days of receipt of written notice of acceptance by the
Licensee of a New Material as detailed above, the Principal Investigator shall use
reasonable endeavors to deliver such New Material to the Licensee.
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6.

Payment

6.1

Royalty Payments
6.1.1 The Licensee shall during the continuance of this Agreement pay to the Licensor a
royalty of [NUMBER] percent of all Net Sales Value (or any part thereof) of
Material or New Materials supplied by the Licensor sold or otherwise supplied for
money or money's worth.
The Licensee shall during the continuance of this Agreement pay to the Licensor a
royalty of [NUMBER] per cent of all Net Sales Value (or any part thereof) of
Licensor Products sold or otherwise supplied for money or money's worth.
6.1.2 If any Material or New Material are incorporated in any other equipment or
apparatus sold by the Licensee hereunder at a price which is included in the price
for the other equipment or apparatus, the Net Sales Value for the purpose of
calculating royalties due hereunder shall be that proportion of the Net Sales Value
of that other equipment or apparatus which is fairly attributable to such Material
or New Material comparing the manufacturing cost of the other equipment or
apparatus to that of the Material or New Material as components thereof.
6.1.3 If at any time a dispute arises in relation to the proper calculation of Net Sales
Value for any Royalty Period and the Parties are not able to resolve such dispute
within [NUMBER] days of the dispute first arising, each Party may elect by
serving a written notice on the other Party to refer such dispute for determination
to an independent chartered accountant (who shall act as an expert and not as an
arbiter) to be appointed by mutual agreement of the Parties, or if the Parties are
unable to agree on the independent chartered accountant to be appointed within
[NUMBER] days of the date of the relevant notice, by [A PERSON TO BE
AGREED BY BOTH PARTIES]. The decision of any independent chartered
accountant appointed pursuant to this Clause 6.1.3 as to the proper calculation of
the Net Sales Value for the relevant Royalty Period shall be final and binding
upon the Parties. Both Parties shall make available all information in their
possession and shall give such assistance to any independent chartered accountant
appointed under this Clause 6.1.3 as may be reasonably necessary to permit such
independent chartered accountant to determine the proper calculation of the Net
Sales Value for the relevant Royalty Period. The costs of referring any dispute as
to the proper calculation of the Net Sales Value to an independent chartered
accountant for determination under this Clause 6.1.3 shall be borne by the Parties
equally.

6.2

General Payment Provisions
6.2.1 Payments due under this Clause 6 shall be made within [NUMBER] days of the
end of each Royalty Period and shall be accompanied by a Royalty Statement for
that Royalty Period failing which interest shall be payable thereon at the rate of
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[NUMBER] per centum above the Base Lending Rate of the [BANK NAME]
from time to time or such other rate as is equivalent thereto.
6.2.2 All sums due under this Agreement:
(1)

are exclusive of any Value Added Tax which shall be payable in addition
on the rendering by the Licensor of an appropriate Value Added Tax
invoice;

(2)

shall be made in [CURRENCY] to the credit of a bank account to be
designated in writing by the Licensor. Conversion into the relevant
currency (if required) shall be calculated:
(i)
(ii)

in the case of each royalty payment at the rate of exchange ruling
on the last day of the relevant Royalty Period;
in the case of all other payments at the rate of exchange ruling on
the day payment is made or due whichever is earlier;

provided always that where any payment is made after the date provided
herein conversion should be at the rate ruling at the date of payment if this
is more favourable to the Licensor;
(3)

shall be made in full without deduction of taxes, charges and other duties
that may be imposed except in so far as any such deduction may be
credited in full by the Licensor against the Licensor's own tax liabilities.
The Parties agree to co-operate in all respects necessary to take advantage
of such double taxation agreements as may be available.

6.2.3 The provisions of this Clause 6 will remain in full force and effect following
termination or expiry of this Agreement for whatever reason until settlement of all
subsisting claims of the Licensor under this Agreement up to and including the
date of termination or expiry of this Agreement.
7.

Records and Reports

7.1

The Licensee agrees to keep true and accurate records and books of account containing all
data necessary for the determination of royalties payable under Clause 6.1 for a minimum
of [NUMBER] years which records and books of account shall upon reasonable notice of
the Licensor be open at all reasonable times during business hours for inspection by the
Licensor or its duly authorised agent for the purpose of verifying the accuracy of the
Licensee's reports hereunder. The accountant may take copies of the records and books of
account but shall not disclose to the Licensor any information relating to the business or
affairs of the Licensee other than such information as properly should have been
contained in any statement required to be furnished by the Licensee to the Licensor. The
Licensor shall be solely responsible for the costs of the accountant unless such audit
results in a determination that the Licensee has underpaid amounts due hereunder for the
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period under audit by [NUMBER] percent or more in which event the Licensee shall
reimburse the Licensor for all his costs.
7.2

The Licensee shall provide a report to Licensor on each anniversary of the
Commencement Date providing a general update on the Licensee’s efforts to develop and
commercialise Products.

7.3

All information and reports provided pursuant to Clauses 7.1 and 7.2 are hereby deemed
to be the Confidential Information of the Licensee. The Licensor hereby agrees not to use
any such information other than to monitor or assess the Licensee’s adherence to this
Agreement.

8.

Confidentiality

8.1

Each Party agrees to maintain as secret and confidential all confidential information
including but not limited to know-how and other technical information obtained from the
other both pursuant to this Agreement and prior to and in contemplation of it and all other
information that it may acquire from the other in the course of this Agreement
(“Confidential Information”), to respect the other's proprietary rights therein, to use the
same exclusively for the purposes of this Agreement, and to disclose the same only to
those of its employees and sub-licensees (if any) to whom and to the extent that such
disclosure is reasonably necessary for the purpose of this Agreement.

8.2

The foregoing obligations of Clause 8.1 shall not apply to Confidential Information or
other information which:
(1)
(2)
(3)
(4)

8.3

is known to or is in the possession of the recipient Party prior to this Agreement;
or
is subsequently disclosed to the recipient Party without any obligations of
confidence by a third party who has not derived it directly or indirectly from the
other; or
is or becomes generally available to the public in printed publications in general
circulation through no act or default of the recipient Party or its agents or
employees; or
is required to be disclosed by a court of competent jurisdiction, by a regulatory
body or otherwise by operation of law. In the event of such a requirement, the
party being required to disclose the Confidential Information in terms of this
paragraph (4) shall provide the other party with written notification of the
requirement to disclose and shall only disclose that portion of the Confidential
Information which it is legally obligated to disclose.

Each Party shall procure that all its employees and the Licensee shall ensure that its sublicensees (if any) who have access to any information of the other to which the
obligations of Clause 8.1 apply shall be made aware of and subject to these obligations
and shall further procure that so far as is reasonably practicable all of such employees and
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sub-licensees shall enter into written undertakings in favour of the other Party to this end
in a form previously approved by the other Party.
9.

Performance

9.1

During the continuance of this Agreement the Licensee shall:
9.1.1 use all reasonable endeavours to promote the distribution and sale of Materials,
New Materials and Licensor Products in the Territory and will make available all
necessary selling and manufacturing facilities to meet all reasonable demands for
Materials, New Materials and Licensor Products throughout the Territory;
9.1.2 ensure that all Materials, New Materials and Licensor Products supplied by the
Licensee meet all such reasonable specifications as the Licensor may from time to
time apply thereto and ensure that all Materials, New Materials and Licensor
Products manufactured and/or supplied by the Licensee are of a satisfactory
quality in accordance with best industry practice or other analogous guidelines and
shall upon reasonable notice from the Licensor give the Licensor or its authorised
representative free access at any reasonable time to the premises of the Licensee
for the purpose of ensuring that the Licensee is observing these obligations;
9.1.3 not sell or dispose of Material, New Materials and Licensor Products for a nonmonetary consideration;
9.1.4 not act as agent of the Licensor and specifically not give any indication that it is
acting otherwise than as principal and in advertising or selling Materials, New
Materials and Licensor Products not make any representation or give any warranty
on behalf of the Licensor;
9.1.5 comply with all statutes and regulatory requirements of any government or other
competent authority, which relate to the manufacture, development, import, use,
and sales (including markings) in relation to the Materials, New Materials and
Licensor Products.

9.2

The Licensee shall forthwith inform the Licensor if for any reason it is unable to meet any
reasonable market demand giving sufficient information to enable the Licensor to appoint
another licensee.

10.

Warranties and Indemnities

10.1

The Licensor will exercise reasonable care to ensure the accuracy of the Material, New
Material and any advice, information and drawings provided by its employees in
connection with this Agreement but the Licensor will not accept any liability whatsoever
for failure on the part of any such staff so to do and does not warrant the Material, New
Material or said advice, information or drawings in any way and accepts no liability,
contractual or delictual to the Licensee or any other person in respect of any claim or
claims arising from the use by the Licensee or by any third Party of the Material or New
Material or any such advice, information or drawings.
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10.2

The Licensor makes no representation or warranty that the use of the Material, New
Material or any information provided in connection with the Licence will provide the
desired objective.

10.3

To the best of the Licensor's knowledge and belief at the time of execution of this
Agreement the exercise of the rights granted or to be granted to the Licensee hereunder
will not result in the infringement of valid patents of third Parties. Subject thereto, the
Licensor gives no warranty in this respect and does not give the Licensee any indemnity
against costs, damages, expenses or royalties arising out of proceedings brought against
the Licensee or any customer of the Licensee by any third Party

10.4

As far as permitted by law, the Licensor shall not be liable to the Licensee by reason of
any representation or the breach of any implied condition, warranty or other term or any
duty at common law or under any statute, or under any express term of this Agreement,
for any loss, damages, costs, expenses or other claim for compensation whatsoever,
whether occasioned by the negligence of the Licensor, its employees or agents or
otherwise, which arises out of or in connection with this Agreement, or which in any way
relates to the Materials, or the manufacture, use sale or any other dealing in any of the
Products by the Licensee or of its sub-licensees (if any), to the extent that the claim is for
loss of profits, contracts, goodwill, anticipated savings or for wasted expenditure, or for
any indirect, special or consequential loss or damages.

10.5

The Licensee shall and hereby agrees to indemnify the Licensor in full in respect of any
liability, damage, loss or expense (including indirect or consequential losses or special
damages or loss of profit) incurred or suffered by or imposed upon the Licensor, whether
arising by way of a claim made by a third Party or otherwise, as a result of or in
connection with a breach by the Licensee of the warranties given by it under this Clause
10 or as a result of or in connection with use or sale of the Materials or New Material by
the Licensee or in relation to any Licensor Product developed, manufactured, sold or
distributed by the Licensee.

10.6

The indemnity given by the Licensee under Clause 10.5 will not apply to any liability,
damage, loss or expense to the extent that it is attributable to the negligent act or
omission, reckless misconduct or intentional misconduct of the Licensor or its employees
and agents.

10.7

The Licensee will within [NUMBER] days of execution of this Agreement effect and
maintain in full force and effect a policy of insurance with a reputable insurance company
providing cover for a minimum of [NUMBER AND CURRENCY] per occurrence to
cover the liability, damage, loss or expense outlined in Clause 10.5. The Licensee shall at
all times upon demand produce to the Licensor proof that the insurance cover required
pursuant to this Clause 10.7 is in force and evidence that all premiums have been paid up
to date. If the Licensor becomes aware that the Licensee has failed to effect or maintain
such insurance required pursuant to this Clause 10.7 the Licensor may affect such
insurance and the Licensee will reimburse the Licensor for the reasonable cost of
effecting and maintaining such insurance on demand.
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11.

Termination

11.1

Unless terminated earlier in accordance with the following provisions of this clause, this
Agreement shall be for the period set out in Clause 2 but subject to termination by either
Party giving [NUMBER] months notice in writing to the other.

11.2 The Licensor may terminate this Agreement forthwith by giving written notice to the
Licensee if:
11.2.1 any fees, royalties or other sums payable by the Licensee under this Agreement
remain unpaid [NUMBER] days after the due date for payment thereof;
11.2.2 a force majeure event occurs in accordance with Clause 12 which is unremedied
for [NUMBER] months.
11.3

Each Party may terminate this Agreement forthwith by giving written notice to the other
Party if:11.3.1 the other Party commits a material breach of any of the terms of this Agreement
and, if the breach is capable of remedy, fails to remedy it within [NUMBER] days
after being given a written notice containing full particulars of the breach and
requiring it to be remedied; or
11.3.2 an order is made or a resolution is passed for the winding-up of the other Party
except in the case of a voluntary winding-up for the purposes of a scheme of
reconstruction or amalgamation the terms of which have previously been approved
in writing by both Parties; or
11.3.3 an administration order is made, or a petition for such an order is presented, in
respect of the other Party; or
11.3.4 a receiver (or administrative receiver) is appointed in respect of the other Party or
all or any of its assets; or
11.3.5 a voluntary arrangement is proposed under Section 1 of the Insolvency Act 1986
in respect of the other Party; or
11.3.6 any events analogous to the events referred to in sub-clauses 11.3.2 to 11.3.5
occur in any other jurisdiction; or
11.3.7 the Licensee ceases or threatens to cease to trade or sells the whole or any part of
its business or assets.

11.4

For the purposes of this Clause 11, a breach will be considered capable of remedy if the
Party in breach can comply with the provision in question in all respects other than as to
time of performance (provided always that time of performance is not of the essence).
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11.5

Following expiry or the lawful termination of this Agreement, the Licensee will and will
ensure that its sub-licensees (if any):11.5.1 immediately return all copies of any confidential documents provided by the
Licensor to the Licensee pursuant to this Agreement to the Licensor;
11.5.2 cease using the Materials, New Material or Licensor Products in any manner
whatsoever except that the Licensee may, for a period of [NUMBER] months after
the date of expiry or termination of this Agreement and subject to payment of the
appropriate royalties under Clause 6, continue to distribute and sell any unsold
stocks of the Materials or Licensors Product, and
11.5.3 within [NUMBER] days calculate and pay to the Licensor all outstanding sums
due under this Agreement up to the date of expiry or termination hereof; and

11.6

The accrued rights and liabilities of the Parties under this Agreement will survive expiry
or termination of this Agreement.

11.7

Clauses 5, 6, 8, 10, 11.5, and 15 shall survive the expiration or termination of this
Agreement for a period of [NUMBER] years. The auditing obligations imposed on the
Licensee under Clause 7 shall survive the expiration or termination of this Agreement for
a period of [NUMBER] years.

12.

Force majeure

12.1

If either Party to this Agreement is prevented or delayed in the performance of any of its
obligations under this Agreement by force majeure, and if such Party gives written notice
thereof to the other Party specifying the matters constituting force majeure, together with
such evidence as it reasonably can give and specifying the period for which it is estimated
that such prevention or delay will continue, then the Party in question shall be excused the
performance or any delay in performance as the case may be as from the date of such
notice for so long as such cause of prevention or delay shall continue.

12.2

For the purpose of this Agreement, 'force majeure' shall be deemed to be any cause
affecting the performance of this Agreement arising from or attributable to acts, events,
omissions or accidents beyond the reasonable control of the Party to perform and without
limiting the generality thereof shall include the following:
(1)
(2)
(3)
(4)
(5)

strikes, lock-outs or other industrial action;
civil commotion, riot, invasion, war threat or preparation for war;
fire, explosion, storm, flood, earthquake, subsidence, epidemic or other natural
physical disaster;
impossibility of the use of railways, shipping, aircraft, motor transport or other
means of public or private transport;
political interference with the normal operations of any Party.
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13.

General

13.1

Neither Party shall be entitled to assign or transfer, whether in whole or in part, any of its
rights or obligations under this Agreement without the prior written consent of the other
Party, such consent not to be unreasonably withheld or delayed.

13.2

No variation or amendment of this Agreement shall bind either Party unless made in
writing in the English language and agreed to in writing by duly authorised officers of
both Parties.

13.3

In all cases where a provision of this Agreement is reducible, invalid or unenforceable in
terms of any legislation or other legal authority, such provision shall not affect the
validity of the remaining portion of this Agreement which shall remain in force and effect
as if this Agreement had been granted with no such provision and it is hereby declared the
intention of the Parties that they would have executed the remaining portion of this
Agreement without including therein any such provisions.

13.4

Failure, delay or neglect by either Party hereto to exercise or enforce any rights conferred
upon it by this Agreement shall not be deemed to be a waiver of any such rights or
operate so as to bar the exercise or enforcement thereof at any subsequent time or times.

13.5

The text of any press release or other communication to be published by or in the media
concerning the subject matter of this Agreement shall require the prior written consent
approval of each Party hereto, such consent not to be unreasonably withheld or delayed.

13.6

This Agreement constitutes the full and entire understanding of the Parties in connection
with the subject matter and supersedes all prior communication, correspondence,
arrangements, representations, negotiations or agreements previously entered into
between the Parties. Provided that nothing in this Clause 16.6 shall have effect to exclude
the liability of either Party for fraud or fraudulent misrepresentation.

13.7

The Licensee shall not solicit or endeavour to entice away from the Licensor directly or
indirectly any of the Licensor’s employees, consultants or agents during the Term.

13.8

This Agreement shall not constitute either Party as an agent or partner of the other. The
Parties hereto are independent contractors and shall have no power, nor will either of the
Parties represent that either has any power, to bind the other Party or to assume or to
create any obligation or responsibility, express or implied, on behalf of the other Party or
in the other Party’s name.

13.9

The Parties do not intend for any third Party to have any rights or be able to enforce any
term of this Agreement.

14.

Notices

14.1

Any notice required to be given hereunder by either Party to the other shall be in writing
and shall be served by sending the same by registered or Recorded Delivery Post to the
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address of the other Party as given herein or to such other address as that Party may have
previously notified to the Party giving notice at its address for such service.
14.2

Any notice to the Licensor shall be sufficiently served if served as aforesaid and marked
for the attention of the Director of Research & Innovation Services.

14.3

Any notice to the Licensee shall be sufficiently served if served as aforesaid to
[LICENSEE NAME] for the attention of [NAME OF DIRECTOR].

14.4

Any notice sent by Recorded Delivery Post shall be deemed duly served at the expiry of
[NUMBER] days after the date of posting. In proving service, it shall be sufficient to
prove that the envelope was duly addressed to the appropriate Party in accordance with
this Agreement.

15.

Governing Law
This Agreement and all matters relating thereto shall be governed by the law of
[COUNTRY NAME] and the Parties hereby prorogate the non-exclusive jurisdiction of
the [NAME OF COURT].
IN WITNESS WHEREOF these presents consisting of this and the [
] preceding
pages along with the attached Schedule are executed by the Parties hereto as follows:
SIGNED ON BEHALF OF THE LICENSOR by
Full Name:

Signed

Designation:

Date:

Witness:
Full Name:
Address:
SIGNED ON BEHALF OF THE LICENSEE by
Full Name:

Signed

Designation:

Date:

Witness:
Full Name:
Address:
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SCHEDULE
Part 1 – List of Materials supplied by Licensor
Part 2 – List of Products
Part 3 – New Material Sheet

................................................
Signed on behalf of the Licensor
...............................................
Signed on behalf of the Licensee
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2. SAMPLE TERM SHEET
[DATE]
The terms set forth below are solely for the purpose of outlining those terms pursuant to
which a definitive agreement may be entered into and do not at this time constitute a
binding contract, except that by accepting these terms the company agrees that for a
period of [NUMBER] days following the date of signature, provided that the parties
continue to negotiate to conclude an investment, they will not negotiate or enter into
discussion with any other investors or group of investors regarding this "series x" round
of investment. An investment in the company is contingent upon, among other things,
completion of due diligence and the negotiation and execution of a satisfactory stock
purchase agreement.
Summary of Terms for Proposed Private Placement of Series X Preferred Stock
I. Issuer: [SPINOUT COMPANY NAME].
(Hereinafter referred to as the "Company").
II. Investor: [INVESTOR NAME] or its affiliates ("[INVESTOR]") and other investors
acceptable to the Company and VC (collectively the "Investors")
III. Security: Series X Preferred Stock ("Preferred")
IV. Amount of Investment: €[……..]
V. Valuation: Pre money valuation is €[……..]
VI. Post-Investment Ownership:
The company would be capitalized such that post investment ownership at closing would be as
follows:
VC […..]% , Founders, Management & Other [ …..]% , Option Pool […..]%
VII. Closing Date:
Closing for the investment would be on or before [DATE], provided that all requirements for the
closing have been met or expressly waived in writing by the Investors.
VIII. Board Representation:
The Board of Directors will include a total of [NUMBER] people. Holders of Series X
Convertible Preferred Stock are entitled to [NUMBER] representatives on the Company's Board
of Directors. Common Shareholders will have [NUMBER] designees to the board, one of which
must be the CEO of the Company. Board of Directors meetings would be scheduled on a monthly
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basis until such time as the Board of Directors votes to schedule them less frequently.
Investors’ representative would be appointed to all Board Committees (including the
compensation committee), each of which would consist of [NUMBER] members. The Company
would reimburse each Director's reasonable expenses incurred in attending the board meetings or
any other activities (e.g., meetings, trade shows) which are required and/or requested and that
involve expenses.
IX. Proprietary Information and
Inventions Agreement:
Each officer, director, and employee of the Company shall have entered into a proprietary
information and inventions agreement in a form reasonably acceptable to the Company and the
Investors. Each Founder and other key technical employee shall have executed an assignment of
inventions acceptable to the Company and Investors.
DESCRIPTION OF SERIES B PREFERRED
X. Dividends:
A […]% annual dividend would accrue as of the closing date to holders of the Series X
Convertible Preferred. Accrued dividends would be payable (a) if, as and when determined by the
Company's Board of Directors, (b) upon the liquidation or winding up of the company, or (c)
upon redemption of the Series X Preferred. Upon an automatic conversion, accrued but unpaid
dividends would be forfeited. No dividends may be declared and/or paid on the Common Stock
until all dividends have been paid in full on the Convertible Preferred Stock. The Convertible
Preferred Stock would also participate pari passu in any dividends declared on Common Stock.
Dividends will cease to accrue in the event that the Investor converts its holdings to Common
Stock.
XI. Liquidation Preference:
In the event of any liquidation or winding up of the Company, the Series X Preferred will be
entitled to receive in preference to the holders of Common Stock an amount per share equal to
their Original Purchase Price plus all accrued but unpaid dividends (if any).
The Series X Preferred will be participating so that after payments of the Original Purchase Price
and all accrued dividends to the Preferred, the remaining assets shall be distributed pro-rata to all
shareholders on a common equivalent basis.
A merger, acquisition or sale of substantially all of the assets of the Company in which the
shareholders of the Company do not own a majority of the outstanding shares of the surviving
corporation shall be deemed a liquidation of the Company.
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XII. Conversion:
The Preferred will have the right to convert Preferred shares at the option of the holder, at any
time, into shares of Common Stock at an initial conversion rate of 1-to-1. The conversion rate
shall be subject from time to time to anti-dilution adjustments as described below.
XIII. Automatic Conversion:
The Series X Preferred would be automatically converted into Common Stock, at the then
applicable conversion price, upon the sale of the Company's Common Stock at a price equal to or
exceeding [NUMBER] times the Series X Preferred original purchase price in an offering which,
after deduction for underwriter commissions and expenses related to the gross proceeds, is not
less than [….].
XIV. Antidilution Provisions:
Proportional anti-dilution protection for stock splits, stock dividends, combinations, recapitalization, etc
The conversion price of the Preferred shall be subject to adjustment to prevent dilution, on a
"weighted average" basis, in the event that the Company issues additional shares of Common or
Common equivalents (other than reserved employee shares) at a purchase price less than the
applicable conversion price.
XV. Voting Rights:
The Preferred will have a right to that number of votes equal to the number of shares of Common
Stock issuable upon conversion of the Preferred.
XVI. Restrictions and Limitations:
Consent of the Series X Preferred, voting as a separate class would be required for any actions
which:
i) alter or change the rights, preferences or privileges of the Series X Preferred;
ii) increase the authorized number of shares of Series X Preferred;
iii) increase the authorized number of shares of any other class of Preferred Stock;
iv) create any new class or series of stock, which has preference over or is on parity with the
Series X Preferred;
v) involve a merger, consolidation, reorganization, encumbrance, or sale of all or substantially all
of the assets or sale or of more than 50% of the Company's stock;
vi) involve a repurchase or other acquisition of shares of the Company's stock other than pursuant
to redemption provisions described below under "Redemption"; or amend the Company's charter
or bylaws.

34

XVII. Redemption:
After [NUMBER] years and at the request of the holders of the Series X Preferred, all or part of
the Series X Preferred shares may be redeemed at [NUMBER] % of the Series X purchase price
plus all accrued but unpaid dividends.
XVIII. Conditions precedent to Investor’s obligation to invest:
(i) Legal documentation satisfactory to the Investor and Investor’s counsel.
(ii) Satisfactory completion of due diligence.
(iii) If not already in place, the Company would obtain employment agreements with key
employees, which would include satisfactory (to Investor) non-compete and non-disclosure
language.
XIX. Registration Rights:
1. If, at any time after the Issuer’s initial sale (but not within [NUMBER] months of the effective
date of a registration), Investors holding at least [NUMBER] % of the Common issued or
issuable upon conversion of the Preferred request that the Issuer file a Registration Statement
covering at least [NUMBER] % of the Common issued or issuable upon conversion of the
Preferred (or any lesser percentage if the anticipated aggregate offering price would exceed €[
…]), the Issuer will be obligated to cause such share to be registered. The Issuer will not be
obligated to effect more than two registrations (other than on ……. ).
2. Company Registration: The Preferred shall be entitled to "piggy-back" registration rights on
registrations of the Company or on demand registrations of any later round investor subject to
the right, however, of the Company and its underwriters to reduce the number of shares
proposed to be registered pro rata in view of market conditions. No shareholder of the
Company shall be granted piggyback registration rights superior to those of the Series X
Preferred without the consent of the holders of at least [NUMBER] % of the Series X (or
Common Stock issued upon conversion of the Series X Preferred or a combination of such
Common Stock and Preferred).
3. Expenses: The Company shall bear registration expenses (exclusive of underwriting discounts
and commissions and special counsel of the selling shareholders) of all demands, piggybacks,
and registrations. The expenses in excess of €[….] of any special audit required in connection
with a demand registration shall be borne pro rata by the shareholders.
4. Transfer of Rights: The registration rights may be transferred provided that the Company is
given written notice thereof and provided that the transfer (a) is in connection with a transfer
of at least [NUMBER] % of the equity of the transferor, (b) involves a transfer of at least
[NUMBER] shares, or (c) is to constituent partners of shareholders who agree to act through
a single representative.
5. Other Provisions: Other provisions shall be contained in the Investor Rights Agreement with
respect to registration rights as are reasonable, including cross-indemnification, the period of
time in which the Registration Statement shall be kept effective, standard standoff provisions,
underwriting arrangements and the ability of the Company to delay demand registrations for
up to [NUMBER] days.
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XX. Right of First Offer:
The Preferred shall have the right in the event the Company proposes an equity offering of any
amount to any person or entity (other than for a strategic corporate partner, employee stock grant,
equipment financing, acquisition of another company, shares offered to the public pursuant to an
underwritten public offering, or other conventional exclusion) to purchase up to [NUMBER] %
of such shares.
The Company has an obligation to notify the Preferred of any proposed equity offering of any
amount.
If the Preferred does not respond within [NUMBER] days of being notified of such an offering,
or decline to purchase all of such securities, then that portion which is not purchased may be
offered to other parties on terms no less favorable to the Company for a period of [NUMBER]
days. Such right of first offer will terminate upon an underwritten public offering of shares of the
Company.
In addition, the Company will grant the Preferred any rights of first refusal or registration rights
granted to subsequent purchasers of the Company’s equity securities to the extent that such
subsequent rights are superior, in good faith judgment of the Board, to those granted in
connection with this transaction.
XXI. Right of Co-Sale:
The Company, the Preferred and the Founders will enter into a co-sale agreement pursuant to
which any Founder who proposes to sell all or a portion of his shares to a third party, will offer
the Preferred the right to participate in such sale on a pro rate basis or to exercise a right of first
refusal on the same basis (subject to customary exclusions for up to [NUMBER] % of the stock,
gifts, pledges, etc.). The agreement will terminate on the earlier of a trade sale, an IPO or
[NUMBER] years from the close of this financing.
XXII. Use of Proceeds:
The proceeds from the sale of the Preferred will be used solely general corporate purposes.
XXIII. Reporting Covenants:
The Company would furnish to the Investor the following:
(i) Monthly reports. Within [NUMBER] days following the end of each month, an income
statement, cash flow and balance sheet for the prior monthly period. Statements would include
year-to-date figures compared to budgets, with variances delineated.
(ii) Annual Financial Statements. Within [NUMBER] days following the end of the fiscal year,
an unqualified audit, together with a copy of the auditor's letter to management, from an
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accounting firm or equivalent, which firm would be approved by the Investor.
(iii) Audit. In the event the Company fails to provide monthly reports and/or financial statements
in accordance with the foregoing, Investor would have the authority, at the Company's expense,
to request an audit by an accounting firm of its choice, such that statements are produced to the
satisfaction of the Investor.
(iv) Annual Budget. At least [NUMBER] days before the end of each fiscal year, a budget,
including projected income statement, cash flow and balance sheet, on a monthly basis for the
ensuing fiscal year, together with underlying assumptions and a brief qualitative description of
the company's plan by the Chief Executive Officer in support of that budget.
(v) Non-compliance. Within [NUMBER] days after the discovery of any default in the terms of
the stock purchase agreement, or of any other material adverse event, a statement outlining such
default or event, and management's proposed response.

XXIV. Purchase Agreement
The purchase of the Company's Series X Preferred Stock would be made pursuant to a Series X
Convertible Preferred Stock Purchase Agreement drafted by counsel to the Investor, which would
be mutually agreeable to the Company, and the Investor. This agreement would contain, among
other things, appropriate representations and warranties of the Company, covenants of the
Company reflecting the provisions set forth herein and other typical covenants, and appropriate
conditions of closing, including among other things, qualification of the shares under applicable
laws, the filing of a certificate of amendment to the Company's charter to authorize the Series X
Preferred, and an opinion of counsel. Until the Purchase Agreement is signed, there would not
exist any binding obligation on the part of either party to consummate the transaction. This
Summary of Terms does not constitute a contractual commitment of the Company or the Investor
or an obligation of either party to negotiate with the other.
XXV. Other:
The Company would pay legal expenses incurred by the Investor at closing from the proceeds of
the investment. The investor would make all reasonable efforts to see that this expense does not
exceed €[……]. Once this term sheet is signed, the Company would accept responsibility for
legal fees incurred by the Investor if the transaction does not close up to the amount set forth
above.
XXVI. Exclusivity:
(i) Upon the acceptance hereof, the Company, its officers and shareholders agree not to discuss
the sale of assets or any equity or equity type securities, provide any information to or close any
such transaction with any other investor or prospective investor, except to named entities
mutually acceptable to Management and Investor.
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(ii) The undersigned agree to proceed in good faith to execute and deliver definitive agreements
incorporating the terms outlined above and such additional terms as are customary for
transactions of the type described herein. This letter expresses the intent of the parties and is not
legally binding on any of them unless and until such mutually satisfactory definitive agreements
are executed and delivered by the undersigned. This letter of intent may be signed by the parties
in counterparts.
If this Summary of Terms is not signed and returned to [INVESTOR NAME] by midnight
[DATE], it shall expire without any further action on the part of [INVESTOR NAME] and shall
be of no further force or effect.
[INVESTOR NAME]
Date ___________
By: _________________________________________
Terms agreed to and accepted by:
[SPINOUT COMPANY NAME]
Date _______________
By:_________________________________________
[DIRECTOR’S NAME]
Source: Lighthouse Consulting with some modifications
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