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1. Introduction

The Health-2-Market (H2M) project has the goal of boosting the economic exploitation of EU-funded
research results in the area of Health/life science by supporting researchers and entrepreneurs across
Europe.

The major training and knowledge transmission activities —academies, seminars, online-learning— in the
project are supported by direct and hands-on consultation, coaching and services.

The so-called Advanced Services (AS) concerned in this report form the most intense part of these
additional measures to aid the researchers by giving access to a range of professional services offered by
experienced members of the H2M consortium.

TARGET GROUP EXPECTED IMPACT
EU knowledge Target and + Business aware innovators
generators, namely ‘w_uP alp HEALTH2MARKET TS EXITS + Effective interdisciplinary
researchers based in ENTERS MECHANISM .“ skilled collaborators

EU countries, involved han innovators ., Aple to spot opportunities
in Health/Life Sciences + Skilled with |PR/asset
research. management capabilities

and knowledge

TRAINING ACTIONS
& ADVANCED SERVICES

FOUNDATION Health2Market organizes a variety of TOPICS
- ur :
Health2Market training strategy relies on counss « Intellectual property rights and
an extensive study of enc=user neecs, + Topic specific seminars assets management
skills and knowledge and is explicitly Two-day innovation training at regional level

« Innovation management
tailored to its target groups ’ + Highly intensive academies ¢

* New ventures creation
Week=long business planning of researchers own cases

It engages a pool of high=profile experts,
drawn both from the research and + E-training courses
Diverse interactive training modules « Busiress exploitation

* Technology & Knowledge Transfer

business fields, who act as tutors,
And offers advanced support and consultation:
+ Helpdesk

On-line support and advice

+ Advanced ad-hoc consultation
Personalized, case-oriented conswitation

Figure 1 - AS in the H2M project (outlined)

The AS are specific and individually tailored services to help researchers move their commercialization
cases and ideas a concrete step further towards successful valorisation. Currently, all participants in the
H2M academies and seminars are eligible to apply for the AS.

The consortium has vowed to support at least 20 promising valorisation cases with these services. Nearly all
partners have relevant expertise to contribute to this work package, though it stands out that engage, Q-
PLAN, inno TSD, APRE and White Research are the main actors as they offer consulting and support to
researchers on specific, commercialization-relevant topics more routinely.
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2. Preparation and case selection

To efficiently deliver the services to entrepreneurial researchers the consortium needed first of all to
precisely define the three important questions, what, how and to whom. Meaning, the set of useful
available service types offered to researchers needed to be determined, a method and process to identify
and evaluate high-potential cases established and potential service recipients need then be informed of the
existence of the services and the conditions of participation.

2.1. Types of services offered

To start, consortium members discussed which services they can offer to aid in research valorisation.
It was found that most partners can perform a range of activities that could be very valuable to start-
ups/commercialisation cases. Additional input to the discussion came from the Training Needs
Analysis which was performed during the first phase of the project. When considering the identified
beneficiaries and their needs, it is elemental to keep in mind, that in the primary analysis the focus
was on training for groups of persons, yet the AS are individual and tailor-made. In the eyes of the
consortium members, the AS thus should aim to be complementary to the educational contents,
building on the output especially of the academies as the most comprehensive teaching format
wherever possible. With this additional input, the initial service ideas were evaluated in order to be
able to cover the whole range of potential needs.

As a result, these are the services currently offered to participants:

1. Application mapping and highlighting: With this ﬁ/
service, potential areas of application on the  ApplicationAreas
market as well as specific examples of
application are identified. In addition, potential
partners from industry and science within the
previously identified application areas are listed
and the applicability of the invention in
identified application areas is evaluated. Results
are summarized in a conclusive presentation.

Partners responsible: engage, inno TSD -
2. Patent evaluation: With this service, the | Z—Mafket

commercialization potential of individual patents  fjgyre 2 - Example of application mapping AS

or a patent portfolio is analyzed and the relative

value of the researcher’s patent(-s) is determined. An evaluation along the three critical axes
technology (technology advancement,

technical sophistication, technology cogency Results of the patent research (IV) ﬁ/
etc.), commerce (forward-/backward citation intemationalzaton of simiar patents - Overview

value, enforcement potential, partnering
potential, crowdedness, competitive position
etc.) and legal criteria (novelty, relevancy,
claims, invalidities etc.) is performed.
Furthermore the most similar patents can be
ranked by relevancy which helps to identify
potential patent buyers or licensing partners.
The analysis is done with the help of
specialized patent research software. Confer ~Market

COUNTRIES IN WHICH SIMILAR PATENTS ARE REGISTERED

; l1
us
Kazaknstan

Figure 3 - Example of patent evaluation AS

Health
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also the example in the addendum.
Partners responsible: engage

Market analysis: With this service we conduct a Empirical Basis (1) ﬁ/

market analysis in a technology’s specific  uniqueseliing points & Respondents

application fields. This helps to narrow down NIOUE SELARGEOINTS

the potential areas of application of @ mmscuommm oo sor oo oo g
technology to the most promising ones and to

give a first insight into the market value of the
technology. Applicants receive a qualified
recommendation how to further proceed with
their project. A minimum of 10 talks are e on
conducted with relevant experts to discuss any

issues with the technology and receive valuable %Market
feedback from the market side. An example is o

included in the addendum as well.

bm existing
t

INTERVIEWS WITH EXPERTS

Otal number of contacted research institutes and
companies: 27

¥ Mean success rate (37%)

¥ In general the respondents's interest concerning
the topic was great/ significant/ low

Figure 4 - Example of market study AS
Partners responsible: engage, inno TSD, White
Research, Q-PLAN

Business plan formulation: With this service, experienced and creative professionals from the
H2M team work along with Health Researchers and Entrepreneurs in order to translate their
venture into a comprehensive business plan for successful commercial deployment or access
to capital. H2M experts help clients to make the best out of this service in order to ensure
that their business plan thoroughly assesses and demonstrates in a rigorous manner the
commercial viability of the proposed venture. The plan covers all aspects of the business and
will typically cover a five year planning period with emphasis on the first 18-24 months.

Partners responsible: Q-PLAN, White Research

Business plan evaluation: With this service, the business plan is analyzed in detail and
recommendations for optimization are given, taking into account the target group and
purpose of the plan (e.g. banks, venture capital, own strategy, etc.). In particular, we
scrutinize and check company purpose, problem definition, solution, timing, market size and
dynamics, competition, product, business and revenue model, team composition, financials,
as we all as overall presentation and layout.

Partners responsible: engage, Q-PLAN, SKEMA, White Research

European legislation, standardization and .
certification issues related to medical e ™
technology: This service consists of analyzing o]

the nature (basic characteristics and intended l
use) of the medical device under question,
classifying it according to the directives’
classification, determining the applicable

Annex VI: Inspection
quality assurance
(non-tterile products

Annex 1V: Every Annen V: Production
devicarbatch verified quality asaurance sudit by
by a notified bady OR notified bedy 150 OR | motified body to150

muhedbotriotio | | o st 13485:2003 (exciodion
ks oesen)

Annex Il Full quality
audit by &

(excluding Design
and

. ]

directives / standards / requirements,

providing a roadmap (i.e. procedure, costs,

; : ; e
time schedules, main production

requirements, certification process etc) for the
appropriate assessment / certification route
and (in more mature cases and for already operational entities) providing support for
obtaining certification according to quality management system standards.

Figure 5 - Example figure from AS 5

Partners responsible: Q-PLAN

Health
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7. Support in obtaining further EU funds: This service aids researchers and entrepreneurs by
identifying relevant R&I EU funding, by finding the most appropriate funding action among
the relevant EU programmes and subsequently by supporting them in all stages of proposal
preparation, e.g. project conception, consortium identification, budgeting, editing and
review, etc.

Partners responsible: APRE, White Research

8. Access to finance: Through our services the Health-to-Market users are supported in
approaching banks, financial intermediaries, etc. to benefit from new financial facilities that
have been introduced by the EU in 2014.

Partners responsible: APRE

By design, the services cover different phases in the valorisation process, from the very early
application mapping to the access to finance a suitable service exists for a project in any stage of the
process as can be seen in the following diagram:

Advanced Services - Timeline ﬁ/

(23]
& “)"’oe
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Commercialisation progress

Health-2-Market— Venture Academy,.06/09/2013; Sophia Antipolis (France) Z Market

“ ‘Ez‘ The project is supported by the European Commission under the HEALTH thematic area of the 7th Research Framework Programme

Figure 6 - Overview of different services with regard to their applicability in the commercialisation process

As partners are necessarily specialized, not all services can be offered by all partners. The following
table from the initial project proposal gives an overview of partners competences:

Hoalth “Health-2-Market has received funding from the European Union’s Seventh Programme *
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Project Health

Manage- Researc

Health-2-Market

E-training & IPR [ Asset Business planning / Innovation

Partners ent h e-learning Management new venture creation management
inno AG + + + + +
IE + + +

UGoT + + + +

SKEMA + + -
Engage + + + + +
APRE + + + + +
Q-Plan + + + +
White Research + + + +
Europa Media + + + +
inno TSD + + + +

Table 1- Overview of partner’s competences with regard to the major required skills in the H2M project

From these competences, it was worked out which partner has specific competence fields, as can be seen
above.

2.2. Selection methodology

Whereas in the early stages of the H2M project a multi-stage application process (general
application, IP & tech check / market check) was planned, this procedure was simplified to a single
application. Currently, the preferred requirements for eligibility are:

1. Applicant has participated in an H2M training
2. Applicant has filled out the application form

3. Applicant has at least some form of tangible IP, e.g. patent or patent application, copyrighted
materials, etc. preferably as a result of a FP- or EU-sponsored project

The reasoning for this structure is that receiving a free advanced service might be an additional
motivator to participate in an academy, at the same time academy participants are motivated and
engaged and can profit most from the services after having received initial information on related
commercialisation topics in the academy. The requirement for “tangible IP” is that pure “ideas”
should not receive advanced services as they are too speculative and far away from the market.

In addition, it was agreed consortium members could nominate 1 “wild card” entry per partner,
where the academy participation requirement was waived, to kick-start the process and have
presentable successes as well as service examples on hand. 2 partners were able to identify high-
potential cases, which were evaluated positively and thus received support. The
researchers/entrepreneurs having benefitted from such Advanced Services were nevertheless
encouraged to register for one of the Health-2-Market trainings, too, so as to complete the training.

An example of an application form can be found in the addendum.

Project partners have agreed to the following process to process applications and come to a
conclusion on whether to support an applicant:

1. The filled-out applications are submitted to the work package leader engage AG who, in due time
and usually no longer than four weeks, writes an initial evaluation and takes up contact with the
applicant to clarify any open questions or gather more details where necessary. This is usually done
via telephone. In the evaluation, one or more services are recommended and also discussed with the

Health
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applicant. However, applicants mostly have a clear idea which service would be most useful to them
and usually indicate this on the application form.

2. The evaluation is mailed to representatives from the other partners most involved in this work
package (APRE, inno, Q-PLAN & White Research). Partners then discuss who can perform the
requested service for the applicant, keeping in mind expertise, geographical distance, language and
similarly influencing factors.

3. If partners disagree with an evaluation, they can seek the discussion and resolution in this forum -
which thankfully hasn't happened yet. Similarly, if engage is unsure about an application, it consults
this forum as well so that a joint solution can be found. Setting up a telephone conference is a
suitable and welcomed option to solve any arising problems and has already been taken up.

4. Lastly, the agreed-upon partner contacts the applicant or is referred by engage and the service is
delivered.

2.3. Promotion of the AS

Several venues were used to promote the academies and, in conjunction, the advanced services -
even before their official launch.

1. The AS were promoted at each H2M academy:

o Personal presentation during the pilot academy in Sophia-Antipolis (academy in
conjunction with project meeting)

o Explanation of advanced services by lecturers in Gothenburg during the 2nd Academy
o Video conference and presentation in Madrid during the 3rd Academy

2. At each H2M seminar: Explanation of the H2M project and the AS, either in person, by the
trainer or via video presentation

3. Project newsletter: The AS were featured in the H2M newsletter
Presentations at conferences and workshops. To mention only a few:
e Presentation at the Workshop of our sister project Fit4Health, Vienna

e Personal presentation of advanced services and individual explanation of projects
benefits at the Innovationsakademie Berlin (Innovation academy)

e Presentation of the H2M project at the incubator in Strasbourg
e Presentation at the JPI Healthy Diet for a Healthy Life
e Presentations at Europa Media’s training programms and events
e Information during the Entrepreneurship contests held by SKEMA
e Presentation at the Horizon 2020 info days held by APRE
e Presentation at the BioPartnering future Europe Conference
e Presentation at the Health NCP net training events
e And many more...
5. The AS are featured on the project website
6. The AS were featured on partners websites
7. In addition, project partners informed their relevant networks and contacts directly

Evaluating the different promotion channels shows that the personal presentation directly at the
academy has had the most significant effect, however this form would also be the most costly due to
travel costs and as such cannot be used in full force.

Health “Health-2-Market has received funding from the European Union’s Seventh Programme XE A
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It is also planned to use the overwhelmingly positive feedback from AS recipients more aggressively
for the information of potential new candidates, e.g. in the form of testimonials or by featuring their
cases in the newsletter and on the webpage.

Hoalth “Health-2-Market has received funding from the European Union’s Seventh Programme *
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3. Monitoring applications

The following list shows all cases that were evaluated positively:

Case# case Desired Service Service provided by Service complete Country
1 Marino -Skinteccelence market study engage X CH
2 DuMollard - Toxtest market study inno ongoing FR
3 Testi- Friedreich Ataxia financing APRE ongoing IT
4 Delucrezia - Explora patent eval engage X IT
Biotech
5 Schonthaler - ResQ patent eval engage X ES
Biotech
6 Alterniity business plan White Research X CH
formulation
7 BeNeSit Plus business plan Q-PLAN stalled ES
formulation
8 Vidavo medical tech Q-PLAN X GR
regulation
9 Wojdas - Aarhus market study White Research ongoing DK
10 Lindahl - Umea market study inno ongoing SE
11 Jonsson - Diago market study engage ongoing SE

Table 2 - Positive evaluations and respective services

As can be seen, 5 cases were already completed, with a number of cases still being worked on. If all
cases can be successfully completed, the total number would stand at 10 cases.

Currently, 1 case is still under evaluation, while 1 application was rejected due to its high maturity
(multiple products already on the market). Another team with a positive evaluation (BeNeSit plus)
did decide not to go ahead with founding their project and thus retreated their application. In total
there were 14 applications to date.

Considering the application under evaluation as well, a maximum of 11 cases could be completed at
this point in time.

3.1. Current preliminary results
A number of conclusions can be drawn based on the above data:

1. Interest in the Advanced Services is lower than expected or the requirements are too high. Of
course we must keep in mind that the actual training activities of the project have been
running for less than a year.

Some services (e.g. market study) see more uptake than others (e.g. application mapping)

On a geographical level, there is some connection with the countries where the academies
were hosted, but with at least 7 countries included so far, this seems reasonably well
distributed.

4. With currently 11 completed cases in a best-case scenario, the project partners have one
year left to deliver the remaining services. Considering the delivery times per case, partners
will increase their efforts in this work package to deliver the minimum required number
before the end of the project.

Health
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3.2. Planned adaptations

Consortium partners have identified a number of measures that will serve to make the AS more
attractive and increase application numbers:

1. Increase promotional efforts by highlighting the AS more prominently on the web page,
featuring them again in the newsletter and in presentation and personal talks

Include more seminar participants

Alter IP requirement to substitute IP for other success indicators or include other proof of
being close to a successful exploitation, as this has caused confusion with groups relying on
research data.

4. Further simplify application process where possible
Partners have discussed these ideas and came to the conclusion to go ahead with these ideas.

Partners are currently in discussion about the following ideas:
1. Make AS available for any recipient of FP funding or
2. Make AS available for users of the web courses as well

3. Offer “smaller” services to a larger number of applicants or offer different services
(especially for those services where uptake has been low)

The partners will make decisions on these topics in the coming month.

Health “Health-2-Market has received funding from the European Union’s Seventh Programme XE A
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4. Confidentiality and use of H2M advanced service results

Health-2-Market is a project sponsored by the European commission. As such, the commission
expects it to deliver a significant impact and benefit to the largest possible audience, either by
addressing and involving people directly or through a domino-effect, which passes the results and
new information forward.

Project partners have in co-operation with the project officer, undertaken additional efforts to
ensure public benefits arise out of AS activities. This worthy goal is constricted to a degree by the
innate nature of the AS themselves: Companies and companies-to-be disclose valuable and often
mission-critical information — often only after signing a non-disclosure agreement — and rely on
project partners not to carelessly disclose this information to potential or existing competitors or the
public too early. As such, publication of the AS results is only possible where such relevant info is not
included or mentioned. To still allow for publication, partners agreed to ask the recipients which
parts of the delivered service may be published and to black mark confidential information within
the AS report that is provided at the completion of each service. For an example of this, refer to the
AS examples in the addendum. While this might hamper the readability for some case results, it
mostly does not impact the value that can be derived from them.

In addition to publishing the direct results of the performed services, partners agreed to deliver a
guide on how to perform specific services. The rationale behind this idea is to give interested
parties, e.g. users of the web platform or technology transfer offices, the necessary tools to perform
the services themselves and thus aid their commercialization projects. The guide will serve as an
additional value-add of the H2M project and could be freely distributed.

Health
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5. Conclusion and next steps

The AS form an important part of the H2M project and promise to be a key enabler of new ventures
and driver of commercialization projects across Europe, as can already be seen with the completed
cases. A range of suitable and valuable service types has been developed and is on offer to
applicants. In tandem, a quick and fair evaluation procedure was designed and enacted.

Currently, the AS are at their halfway-mark in the overall project context, with about half of the WP-
specific goal reached. Initial interest was high and has led to a range of successfully completed
services.

Project partners have recognized the need to raise more interest for the AS and plan to enact these. A
number of remedial measures have been outlined and are introduced. Further successfully completed
cases will serve as an additional motivation and show the beneficial effects of the AS, enticing more
researchers and entrepreneurs to come forward with their cases. Thus the consortium partners are
optimistic that they can motivate enough high-profile applicants in the remaining project run-time — after
all, the AS are still professional services free of charge.

Health
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6. Addendum

6.1. Application form
Hoalth “Health-2-Market has received funding from the European Union’s Seventh Programme B 1
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H2M - Advanced services application form

Pleasefill out the guestionnaire and send it back to h2m@engage-ventures.com. Please make sure
toanswer in all 5 categories (market, technology, people, financing, IPR). Based on your answers we
will giveyou aqualified recommendation how to further proceed and which advanced service we
would suggest. At the end of the guestionnaire you can also indicate which advanced service you
would like to receive if your case is selected.

1. General

Name:

Institution:

Pasition:

Tel [ E-Mail: |

2. Market:

‘Which markets do you target (geographically, customer type, sector/ branch)?

Geographical: |

Sector/ branch:

‘What do you know about the market dynamic?

Is it a growth market?

OYes O No Other

‘What do you know about market sizes/ volumes?

‘Whoa is the customer, who needs to be influenced/addressed, who makes the buying decision?

How sensitive are the customers to price?

‘What is important tothe customer?

Has there been any feedback from the market side (e.g. when presenting results at a fair, talking to
potential customers)?

Products

Advantages [ dis:
Disadvantages

What knowledge do you have of special market mechanisms (market knowledge) and entry
barriers (contractual, regulatory, financial, technical, ..)?

Market knowledge |

Entry barriers

What can you say about the pricing (costs/ market prizes) of your potential product and
competitors technologies?

3. Technology

‘What is the need your technology satisfies?

‘What is your technology’s degree of maturity?

‘What are the technologies unigue selling points?

‘What limitations on your technology are there (e.g. special gear/tools/machines necessary, access
to lab space necessary, etc.)?

‘What are the necessary resources to create product (time, personnel, money, infrastructure, ..)?

How far ahead of the state of the art would you suppese the technology is?

'Will you need to conduct clinical/ human trials?

‘What possibilities are there for further development?

a. People

What is your motivation to walorize your research? How convinced are you of your idea/
product/service?

Have you or somebody else (TTO, etc.) already tried marketing the technology? What where ghe, |
results?

‘Who are the key persons involved?

‘What is their background [ experience?

Competitors, Who are they, what products/competing solution are they selling, what market
position are they in, how do they compare to your technology?

‘What can they bring to the proposed undertaking?

Competitors

Health
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‘When and how are they available?

Who is a candidate for management tasks?

Are there professional contacts [ networks that aid you with valorization?

5. Financing:

Would you invest your own money in a company making your product?
Oves O No
Does a business plan exist?
Oves O No
Is an industry joint-venture possible?
OYes O No
Are you already in contact with investors?
Oves O No
How much is your own / your networks investment (family, friends, fools)?

6. Intellectual Property Rights

Are there any usage restrictions on the technology?

Is the technology in any way protected? If so, please indicate the type of protection (patent,
copyright, etc.)

How freely can you access the technology (sole ownership, co-ownership, —)?

Where is the technology protected (geographic scope)?

Are other rights necessary to use the technology (background)?

Which applications are currently_covered?

Are the rights to the technology in any way under scrutiny (usage limitations, appeals, indictions,
)?

Are there applications you plan to commercialize not yet covered by the protection?

— s r— p
Is the IP protection already - or can it still be - internationalized (at least in the US + most important Could you identify a violation of your rights? How easy would it be spat such a use of your
2

markets)? LA

Have you published the underlying scientific results? When/where?

7. Feedback / Input:

Is the protection still active (fees paid etc.)? How long will the protection still last?

Please indicate which advanced service you would like to obtain:
Is it already licensed/used? By whom, where, for how long, to what conditions, .7 [ ]

Is the technology ready to be licensed / used or j§ follow-up research / development necessary? Feedback:

‘What is the situation regarding norms, laws, GMP regulations etc. for the specific technology?

Hoalth “Health-2-Market has received funding from the European Union’s Seventh Programme *
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6.2. Service example: Patent evaluation

Healtk
7Market

Confidantial

PATENT ANALYSIS

Tomt Lenz
engage AG, 09/07/2014

Approach for the patent analysis
5

an of the g ity at methocks and com pasitions o R

L Z
Evahestion of the invention Bpplication strategy
. "'""":"::."i"’_ « Priarity sppiiction: SR £F ar
= LER
- m£ * Countries to protect

_J

—Market

-rr?__. Thipopc o eppooed G S Lpl Do L B HELLTH SRS o B0 Rlelenr Fomisol Soganre
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Empirical basis of the patent research ﬁ_/

ASSUMPTIONS & BACKSROUND INFORMATION

Confidantial

=" Total number of analyoed patents: 31 (see appendix]

IPC of similar patents ﬁ_/

INTERMATIONAL PATENT O

Confidantial

Crly irdiufa PCmostionsd ie 3% or more of #c paiced, 100 sppordi: for allinduticdl i
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p. 17

Explanation of IPC ﬁ_/

INTERMATIONAL PATENT O

Thez mlzralemd ?ale=] Clouficiies (20 pemada tee g BiewsFizel vatem ot e goags imEmmemient ypmEaly e B dmuieaiee 2t palem
mmE iy moddly momostieg tm T @Mt wmn o tmbeclogy T owkist Sy potee

Patent analysis ﬁ

1. Evaluation of the invention — Com

Hoalth “Health-2-Market has received funding from the European Union’s Seventh Programme
: ZMarket for research, technological development and demonstration under grant agreement No 305532”




D5.1 Report on selection process with

305532 Health-2-Market information on technologies mature enough for p. 18
fostering
Results of the patent research ﬁ/
1. Evaluation of the invention - Patent holder of similar patents
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| R NE TN 1 NEFFTM MIENCRL SURFLT 117] T
Potential business tanmsts
(2] Mew Cusa e
(20 Mmw Beat=e oo 3MECEE
(EV Mo REECT Cadoovmsdar Syl=ma, Saaee of AT _atoalzoo
31 Mow WIEC Ragreais Cermowlee
(21wt et dskeae & e
a1 Mo Sl seldeg AT
(7] Kmescha Coe M
(A Mmw Beat=e oo 3ECEE ,,._-"'Har!EEt
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Results of the patent research ﬁ/
1. Evaluation of the invention - Patent holder of similar patents
Tai=r T Bl 3 T e
CEL=Y=="r] 1 - =3 %
CLmaRUS Comr 1
WOZAY TESN LA UM e TATE ] 1 iz
M D CHEWNCAL MOLTD z
ENICE HONE NC ] 1 L1 g
AN EIOANEDNCE RO 375 1] 1 zm
227 AT 1 o
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Results of the patent research ﬁ_/

2. Application strategy— Countries of first submission- Overview

DOUNTRIES IN WHICH SIMILAR PATENTS ARE REGISTERED

Szumtnm e matt
W clicaiceaz

Courinc wilk paicel
B srlicaes Bctwes Sl
a7

Couriic with paicet

n aEeaEE
el # ‘u
ket

-J T T 1T T R S ——]

/

Results of the patent research
2. Application strategy - Countries of first submission- Detailed

RESUID OF THE QUANTITATIVE ANALYSIS

ELT 2o

eo eo

ELT o

Fi-k ] oW I

ox | o e
Wy o X [TEA ] ToEm o mm o &5 mu =M CR D2 N L= SW oum

=
" ENENED

= A workdwide patent was applied in 14% of
il caoms 2 first submision.

* An Europesn patent was not chosen as the
first |pabent in sy oee.

* lmry paberts wens anly regisbenead in sings
countries. This mey indicate that the home

= The LE i the country wihens ths mast pabsnts sne srisbemsd.

= in the= michrangs {batwesn 2 mnd 27 patents ne heid Dy Ohine and Japn.

= Countries with 3 similar patents indude foaly and South Kanes

* (Countries with 2 mnd bess similar pabents induds Franos, Snest Britsin, R,

country of the 2ppicent wes chasen for the Brazil, Canvds, S=rmey Indi, Switnerkand mnd Uiorains.
first submissian.
WO iidalds mateen s sa BT moes B A ¢ m

2 'Ehet

-J T T 1T T R S ——]
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Results of the patent research ﬁ_/

2. Application strategy - Countries of first submission- Group differences

PERCENTAGE BREAKDIWN OF REGISTER ED PATENTS

Percentage of registered Perc g of regis d p by country and applicant typs
patents by class o

oM Ele
aod o

7= ropates By
corpomicea

3o 3o

20% i T emgaiest By
e el o
1 0% vegs azcleas
« 1 i ' I
wl .

= Wi P ON T ER MR G mu osm OR D2 N L2 Swoum
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= it I o o o

IS SSUmneseEE o The opposite i True for the LS, whaTe Mare Datents are rewicened by uniarsdes snd

rexisterad by bath corparations srple applicants the .

aind institutions mare ar bess SINESS Bpple M carparstiane.

equaiiy. *  In oountries with & mid-range amount of simiksr patents mast patents wene regstensd by
bath oonporations mnd institutions with sigghtly mone patents coming fram nesssndh.

{feall

WD VWoridaide maneT, i aegank s FOT DR B 5 Singie Gy CA -m

- r?_ Traeac & mapos & va Gomar Commis wak T LT FaE M 30T Baas Famecn Bopere

Results of the patent research ﬁ_/

2. Application strategy - Internationalization of similar patents - Overview

DOUNTRIES IN WHICH SIMILAR PATENTS ARE REGISTERED

i

Szumtnm e matt
W clicaiceaz

Courinc wilk paicel I F
B srlicaes Bctwes Sl J.-‘
a7
- Coumlrm e zaisnl
mzzlicatizeas M

- r?_ Traeac & mapos & va Gomar Commis wak T LT FaE M 30T Baas Famecn Bopere
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305532 Health-2-Market

Results of the patent research ﬁ_/

2. Application strategy - Internationalization of similar patents - Detailed

RESUID OF THE QUANTITATIVE ANALYSIS

e e ] 100
-1 aoH
L= L
0% Ao
o I 2o
— % I I I Il oo e o o o
L] = Ui P oAU CR ON D2 oEE AT BT ME ODE G5 mU AR =22 BN LZ ML 52 S T um
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B * Tihe LIS mind e mns the oountriss wihens ths mast pabsnts e negishansd in e micd-ranms
= *‘F’”_"'ﬂcﬂzﬂu"t“ |betwesn 2 and 27| patents ans heid by Australis, Canads, Ching, and Germany.
=ppliad in 47% of sl = o oo a = o o =
AR *  Countries with 5 similsr petents ar bess incude Austriz, Aggenting, Belgium, Brazil, Denmerk,
) Francs, Gnest Brituin, Konse, Lavtis, Metheriands, s, Soein, Sweden, Switperiend, Tahwan, and
= The nesults far Ukrmine.
Eurapassn patEnts Show - _ N B
ﬁmbem * It is notewarthy thet while no prients were first submitted in Caneda, it seems to be jpartaf many
. intenmationsiration plans.
WO Wioridkde it |t sduguats ta POT et £ A v ke M

arket
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Results of the patent research ﬁ_/

2. Application strategy - Internationalization of similar patents - Group differences

PERCENTAGE BREAKDIWN OF REGISTER ED PATENTS

Percentage of registered Percentage of registered patents by country and applicant type
patents by class
3% 338
f— 0% PERE
gl By
9% 3% CemEEa
204 204
e
13% 134 [
EH e 1t ieriany
- ~Hhin o
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+ Warkdwide, Surapeen * |mipan i notable for peroentage of registened patents by GOnpontions qner
setmmisand omtenis s univarstiesisingie apnlic s,
oountries wene nemictenesd by * [Far the US siightly mane pabents ane sristened iy unhnersities and singhs appicents ten
both corparstions and conporations.
institutions mare or less * In countries with & mid-range smount of similsr prbents most pabents wans nerstensd by
= Both conparatians mnd institutions.
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European Patent Timeline
Conventional IP strategy

PETENT INTERMATIONALZATION DEDISION MAKING
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European Patent Expenditures ﬁ—/

PATENT INTERNATIONALZATION COSTS
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European Patent Timeline ﬁ_/

Suggested IP strategy

PETENT INTERMATIONALZATION STRATEGY & DECISION MAKING
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Your contacts

Tomt Lenz

engage AG

Karlstr.45b, D-76133 Karlsruhe
Tel.+49721 91345-11
t.lenz@engage-ventures.com
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Appendix - List of abbreviations ﬁ—/
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6.3. Service example: Market study

Health
; Market

TISSUE BIOLOGY RESEARCH UNIT, ZURICH

DR, DANIELA MARINO

SKINtecCELLence

MARKET ANALYSIS

Tomt Lenz
engage AG-02/05/2014

Study design —

Aim and approach of the market analysis

ldentify customers’ pain points and werify USPs with p 3 I

APPROACH AND METHODOLOGY

~" IdentiTication of potentisl
nesrtn industry in
Switzeriand, Senm sy =nd
the Netheriands within the
Tollowing applicstion aress:

~ |Hezmifth Insurance providers

~ |Haspital neteearics in the
Tield of reconstructive siin
el
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Empirical Basis (1) ﬁ_/

Unigue selling points {USPs) & Respondents

UNIUE SELLING POINTS

Confidantial

INTERVIEWS WITH EXPERTE:

=" Total number of contached dinics and
OO pEnies: AZ5

=" [Exhnem by bow suoecs rate | 23]

it = =" Infonmants were not that open to
2 further disorsion

fealtl

EEH&I
- r?_ Thapeac @ smous &y fu humparr Lorrier wralr B HELLTH FenEc am d B O Faeust Foreech Bagmerd
Empirical Basis (I1) ﬁ_/

Questionnaire

LIST OF QUUESTIONS FOR HOSPMALS [PHYSICIANS J SURGEDNS)

1. ‘What proosdures and products ane you cunrently using to trest patients with lsrge and medium ful-thidoness sidn defects |23,
T, SCAT e aals, tum ars e |
Z. e many patients with full-thidoness sion defects ane you tresting per year?
3. Heow satistied mne you with your cunment salution in benms of
*  Number of surgeries to conduct
*  Dwration of hospitslization
= Costs Tor the trestment
= Quadity of lif= of patisnts?
4. Are there smy requinsments the cunmsnt solution cannot sooom plish?

5. Could the new austomized sidn graft from SKINtsoDElL=ncs be of interest to you® If not, wiy®

. Whikh nequiremsnts must be fulfilled to wse this product Tor the trestment of Tull-thidonees sidn defects such 2 burmes and sor
remavsl |25, reimbursemnt by hesith isurenoss =) ?

7. Heaw much would you be prepansd to pary Tor this product | finemdal dim ension] ?

fealtl

EEH&I

- r?_ Traeac & mapos & va Gomar Commis wak T LT FaE M 30T Baas Famecn Bopere
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Empirical Basis (lll) ﬁ_/

Questionnaire

LIST OF QUESTIONS FOR HEALTH INSURANCE PROVIDERS

Oueestions shout the st quo
1. ‘Which proosdures snd products sre curnently reimburssd for the trestment of patients with full-bhidoness sidn defecs |=3.
‘urres, soar remosl, tumors =tc]?
2. Heow satistied |unsatistied, undedded, saticfied) are you with these qument salutions in tenms of
= Miedical efficscy
=  Costs for the trestment
»  Quadity of life of patients?
3. Are thers sy regquinsments the ourmsnt soltion cnnat sooom plish?

Evalustion of the competencies of SKINtechCELLence

4. Could the new oustomized sidn graft from SianFecCelisnos be of inbenest for reim burssment? If not, wiy not?
5. Which nequirements must be fulfilled to dedde to wihat sxbent the new product is neimburssd?

Healtl

E Market
-? Trapmac @ mgponss b fa Bompare Cormisior weder £ HEUTH funmc am  5a 8 Basac Forach Sogaera.

Empirical Basis (V) e Y

Overviewonthe interviewexperts

P Techniker I (
Universititsklisikum Carl Gentaw Cann 400 Krankenkasse

JYRAMIDE - ERGO
(212474

S UNIVERSITATSKLINIKUM
Schieswig-Holstein
r. UMM ’Y»'I'-'TlH‘ln}",‘l"','?.“.‘}

‘ UNIVERDTATSMEDZIN Jogen Siume. Hesiw acomomist
o MANNHOIN

56 Klinik

Berulsgeno

- _’, THIGes & aqpent & ™4 Somer Cormaier vae e GLLTH PWREC 3M O P T AT Fanech Sganre
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Empirical Basis (V) ﬁ/

Overview on the results

Hengage m

3. o i . o WA o vt ok 8 s of

[ p———

e EEE

Health

Z Market

“ zﬁ:%ﬁ The project is supported by the European Commission under the HEALTH thematic area of the 7th Research Framework Programme

L

Quintessence of the results
- Results for the physicians-

Healtl

E Market

- T TrTAT @ SOECME 3 M R LoTEs v e SLLUTH R B O T Sl Fomest Sopaevd
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Z Market
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Quintessence of the results — Physicians
Currenttechnologies and their keyapplications

1. What proosdures snd products sne you cunrently wsing to trest patients with srge snd Tull-thik =kin |=g-
I, soar remaveils, tumars sthc)?

2
&

A I

1 ELL N -
. |

g™ R

1ED%.

0%

1T e

" e

s

="l jpirysceins who snewened This question ane using sautokysous sin grafts
{spiit~thicionecs and)or fulthiciness iin praft).

=" 30 % of the informents ane using MatriDenm® jas denmal regenematon
substitute], wiheness anly 17 % ane using Integra® (s denmeal regensrtion
substitute]. These denmail tempiates ofben preosds sutakonous siin grafts.

=" aunather 30 % of the infonmeants ane wsing other products such 2 Epggand®,
Suprathel® or keratinocyte shests joufbured epidenmail sutomits).

e laawemes mmi

‘Condussan: Methods for trestment of siin defiscks frequenthy used in patients incude commendal denmel templabes for denmel nepair and
mArtolEoUs Stin mradte, mainty & spidenmal substiubes, This paints ta s sionifont markst pobential for danmafiin grafs anening bath.

Z. How many patisnts with full-thidoness sicin defacts are you tresting per year?

.

2
B
3 F1=
1
e

L.}

EEL

=" It af tthe piftrsicins mns tresting 100-500 patients with sin defscs per
e

+" Iane of the infarmaints are Sreting betwessn 500 ta 1000 pathents par g

+ 23 % of the imerviewed phpscans sate tRin their naspitel ety mans
tthen 1000 patients ane tremted. These haspitals ae the Uinhnemsity Medic

aco 1EE-300 3Ea-300E BT

Canftar Sohibenwir-Halshein mnd the B5 Untsllilinic TObing=n.

\Condsson: Thene s & lange number of pathents with siin defscts in Senmaimy and Switperkand. Espedaily thase dinics with mane than
1000 patisnts par yeur might be interesting aaoperation partnes for subosquent diniol trisls.
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Quintessence of the Results

Drawbacks of existing technologies |

3. How satisfied ane you with your cunrent solution in terms of

—~dumdca of boopialstce?

8 ed asgueaa s conded? ety of pafaet'y ida? —~ccahy for e tmatmari?

N
EEE] 12% e
113 im0 .
= =
- || || =

A el e el e T el O e

]
H
]
'
r
o
a

a 1
= &
a 4
1 1
® -

* Migre than B0 % of the rterviewsd phyiicasd are iatnfed with the duration of hosgitalization. 1/, of the respondents ace satisfied
Wl S ity of e Bt s e and B sumbars of st SurpEne

« Oy 17 % of e reporderds e wiadediaded (oncerieng deraticn of Rospitaliiation, whereas /| is undecided with the guaality of the
ptarar ' by g mmibry of gy Thary 12008 BNt Bus Sepeds o avprity of th pabant’s mjury. In most Cases Bhe duration of
hoapstaloation and numbers of surperes are moderate and the gquablty of the patient’s ife i3 good. Esceptions are weverely burned and
PterRl wRR (NrOfel edaatdi

« The rerpondents are musely pnistnfied or endecided with the coits Tor the trestment. The ressond for this sre the high coits Tor sorme
prodiarts tech B utoptne Matmoryhe thets s MatnDerm® for larpe shin sreas. Anothar immportand insuss rrertionsd i the
maffapupet npembrpernent g1 pome matenal corh are too Ragh

Condusian: The magarity of physidens i saticfsd with the rumber of sunreriss ta conducdt, the duration of hospitaliration and the

patient’s quality of ife. Soms respondents mentianed that sl of this howener depends an the ssnerity of the pafient’s infury. The oosts of

tthe bresbment ane not satisfying sooonding to mast of the inteniewsd phypsicans. This conoenn Gn partly be sddressed by ssfy

implementation of & neimburssment stratezy for the new product and the design of companetine studies Tt provide vaid sosntific

=ridEn0s supporting the new product’s efsctinenesss in substantislly improving hesith ouboomes grer systing Echnokagies.
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Quintessence of the Results

Drawbacks of existing technologies I

4. Ane thernes amy nequinsmets the ounrent solution mnnot sooom plish®

1A 1o 0%
I - - - - -
. | |
—— B L i I —ral g e
et -

Malgaweares mms o

« £l of e sunneped pipsicanes indiobe thet them ane moquinsmets thatane not mplsmertsd in ounment soktians.

=" One mspect thet should be improved and tangeted by new bechnologies is soar quality. Qunnently bensie postopenstie sour thergy s
necessary ©0 MInimiDes Sorring.

=" Some pirgsicans smphesoe their inbenest in st methods to producs ke sutokenous skin grafts i ander to mduos the rumber of
aperations and the duration of temponsry ooner of ange defects, This & partioukarty indrnesting in cees with limitations in the danar
zane.

« [Dermis repksosment proosdurss sre sxpacadly intsnesting for defschs with remowsd nscorotic tesee.

= [Further single nominstions wene the reduction of dissdvantages on the donar zone and improvement of pipment innegpulsities.

Condusan: The resulfts paint o this nesd for varous improvements induding sour quaility, St methods for bunms sutalarous Soin Eradfts

wind dermis replosment sspscailly for fulthicknecs stin dafschs, These ane nagul et cain e mooomg ity denowakin grafts

iindicating their high marist vale.
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Quintessence of the Results

Interestin the technology and requirements

S: Could the new aetomized sidn graft from SKINtsoC=li=nos be of interest ta you® If not, wig®

= e =" B irformants avprass Their intenast in T e Skin
1 izch -

— prafts.
N ) v, o gt 'HLM =" 57 % aof respandents are highly ivbeneched mnd ssgerly
: Py =it the nesults fram dinkeil tris.
: G =" &3 % hesliee that the product oan be intenssting, but

mead mare infarmation to further svalusts the product.

‘CONCRISION: PITYSIcaNS 2e inbenested in SEin Erats Fom SENRECELETE. FTRTeET nearTy half of them nequine mare INnmation To maee
= chsmr decisian. It hes to be nobsd that in the feid of transplantations the quadiny snd rumiber of trids ane of very higgh impartanoe ta
rt & posithee decision on the part of the su

&: Which requirements must be fulfilled ta use this product Tor the trestment of ful-thidoness sidn defacts?
10 kiigst pivgsecans respand that resmbursement plays & decsine robe in
2 the use of the new siin graft.

+ 50 % of the informants indicate that the prios should be ressonzble.
snother 50 % of the sunmeyed dinidens who snswensd this question
findicaite it the product should be reulstory and diniclly spprowed
in arder to ensure its practicsble and ssoune spplication.

=" 20 % aof the pivysicens mention & training courss on the produc to

mmih  ghrenedhen She cncens ayperime and it miable uss

ConCREION: THe MOt IMpOrtant requinement far the use of the new' soin praft & reimourssment. Furthanmare it mest be cincedly and

regulatory appnoved and hewe & resonsble price. WWhenss regstration 2nd spprovsl of new medicnel products hes been harmanizsd

withiin the EL, reimburssment dacsions and oritsri still vany from ane osuntry b another. Thets wiy Soikteo0Bllenos shoukd faous an

the snrly devslopment of s reimburssmEnt <o in thiass oourtriss Hhe new product will be rerstened in
E Market

- F B =y e e ——
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Quintessence of the Results ﬁ_/

Price for the product

7: Bow much would you be

=" lhast of the dinkcdains refer to the prioss of compsting
products such s Intemra® and batribenm®.

= In penarsl thery ane not prepaned i pey =5 M 25 for

R thee dermeal bamplate Inbemra™ wihich oosts sround 200 £
per 3 x5 om skin.

= 0ine of the sunseysd pipsicns & prepaned T anly gy
178 & wherass mnother ane i willing to pay 250 £ pr S 3
3 om skin.

. +" 43 % mine not abbs Do estimate the Srancsl dimension for
— — - e
B

= Some of the physicans emphesioed howener that the
price s not impartant i the product is reimburssibie.

1130 par Dol w130 Lparlad sl 42550 mard el mem e

‘Condusion: The quoted [prices ane sgpnificantly kower than the envisioned price for denovoSkingrafs. The sabement et the prics i
negiigitie if the product is reimbursed agein underiines the importano: of an sy implemented neimiurssment straegy.

Healtl
E Market
- T Trapeac @ epposed by S umpis Cormas Lsi 9 e LTH SeEc omn F S Daaiscr Coeesol Sogaerd

L

Quintessence of the results

- Conclusion for the health insurance provider -
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Current reimburzement system

1. What proosdures snd products sne currenthy reimburssd for the trestment of patients with full-thidonses sidn defects |=.g. burns,
soar removel, tumars =tc ]

or proccicrn sooonding o 3-000 piom (Goman  Segecan-rdeiod- groups mentaec By

::1-_-1
wche Hoapeisly cam spply yooeneidy &

T L YSpp—

p 230 !-'-- =11 =z —l'f""' o fume
mopmiaizt vl il
Swean e el imaresce pesecer (1]

¥ Acconfieg o B Boecity e B 34 Eeebepiiogedoaisepyconfeeey,.  KU) of e 200 (o ol Jacasary 20004

et with culioncd kowliecoyia®

of Bund-o-Boal wourndy wilk spprsecd growe esiclogeua or allogric ke gaifa ™

Concluaion: TomEoasmenl yaizma @M fmm smom Ty B mmusm iy, Bulic Boemge Poy fEezisst Bclescm S aod 0 ot e pomulaiee. tzlloweng
B Gomar rpion B procciior masal B covorsd By e G003 paiom. TR macRecinm allcwicg imrcwiics wailkie B 3-003 apdon i B HUS
preciium witic oach Boapiial cam spply imdiradically for. TR Swaza Boali® icaucmec prowdcr visers Sorace A0 opless Bl ke gpaia oedo g
oumataeos cam Bo mmBuncd scoonfieg o 201

Eenmple: Coab §-088 vpdes 2003
Burma wadh altie Tacaplaciaticn (2004} ca. £.000 - 30,0004 (Rcopitalication Smc 2 i 35 Sayl)
Lage altie Tamaplesttion (2004} ca 14.000 - 35000 € (Roopitalicaticn Gmc S o 85 S

e e e T W e L] g ar p_iLs

fHesltl
Market

L T e b e s S -k T SR PSPy

T T 1T T R S ——]

Quintessence of the results —Health insurance _-_-_h_\\u

Currenttechnologies and requirements

Z. How satisfied |unsatisfied, undedded, satisfisd) ane you with thess qrent solutions in tenms of medios] =ffiocy, oosts far the
trewtment, quality of life of patients?

3. Are there amy requinsmeets the qunrent solution cannot sooom plish?

ot gt fecfBack from e Bcapizaly acd B paticet. e gl Bc mayor

r oo Bae 1 % of imaumeeoe ooty Srece B amall sncuel of oo,

r B cecll ool for e

4. Could the new customized sidn graft from SiinFecCelisncs be of inberest for neim burssment? 1 not, wiry®

zEctieilz mrawsa Iz el cumios moPoy melic ssooeiamcz vl o 09D caldges
¢ TRoy o Wz e mow meToda Faes oo™ dow meto omzes =il

‘Condersion: INsuners Gannot comment dus o not being the responsibke anes. Fundsmentsl is the wel-being of the patient and not the
ansts. i maneral ths new bachinalary MuUst nepressnt & substantial diniedl mprovement rekie to sxdcting Sschnalees.

fealll
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Quintessence of the results —Health insurance ﬁ_/

Requirements for reimbursement

5. Which requirsments must be fulfillsd to dedde to what sxtent the new product s reim burssd®

=" The suryeyed heaith insurunce provicders stabe Tt heslih insurances ane nat the
1ea

OCSIon Maiers during the reimburssment decsionmaiing proosss.
I =" Ky criberis wihich hewre besn mentionsd ane the new Sschnolary being dinicily am
regulstary approyed. Furthermans ans hesith insurance professionsd 2isa staied
. et substaintial diniel Improvement must be Shown over eistng proosdures ar
et e s ot tachnalamies.

Condiusian: Heaith insursnoss da not decds mbout reimburssmant. Exoentisl ariterss far reimburssment are dinkel and regulstary
mpproval mnd sutstantisl dinkel improwemsnt.
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- Conclusion for the health economist-
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Quintessence of the results —Health Ecnnumistﬁ_/
The hurdles to market

I an SME i= preparning the product for Market Spproval one should be well mware theat market approval does not
ensure market success. F no Market Access [reimbursement] is guined the produwct will fail.

i [For Mariet Approvail the design of dinical trisls must be sdentificlly sound and should use the right osmparators, Tor Market Acozss N
the wiew must be brosder and indude the right oom parton =] AKND the nec=ccary health sonomic evslustion of both the osn
jproduct |procsdure] ws. the main com parstor

Summary
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Summaw and Cunclusmn

* W markst Il ] the ety development of & imbursement stetegy i recommendsd. This strategy should
be i with d in =g with them. Far this purf parts in the fisld of
HTA =nd reim burssment should be made =5 500N &5 possible.

- mﬂ__-hm—_h!qﬂ_--nmﬂﬂh—'mﬂtl“d‘-ﬂt"
the WUBs which requines GEA i ¥ G-DRG POS |7 -:pi_hﬂl:-ln
reimburssment after tasa yesrs. Within these taa i «=n be d bry the

TA- =it NSy T
[R5 = Dl watid g

Your contacts

Tomt Lenz

engage AG

Karlstr.45b, D-76133 Karlsruhe
Tel.+49721 91345-11
t.lenz@engage-ventures.com
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