Teaching Case DeDrug

DeDrug

“They finally did it!” It is Friday, June 11 2004nd Olga is enjoying the evening sun on one of the
many terraces in the University City she livesWaiting for Nicole -one of her colleagues at thie la
and also a good friend- and sipping a cold glassvioite whine, she happily relives what has
happened today.

This afternoon they received the proof that they tmastered the final step in their synthetic styate
Meaning that they were definitely able to make IstabRNA in very small quantities in an automated
way. It was the last of the three crucial stepy thad developed. Already 11 months ago they had
filed for a patent, so the results came just irettmupdate the patent application.

Of course, the molecular backbone itself had bewwk for quite some time. But the synthetic route
needed to be optimized to work in the robot. Ldtpenple had tried to do it before but without any
success. Last week the novelty report containiregrésults of the search for prior art had come in.
The patent attorney had called and he said thapriov art had been reported. She had been so
relieved that she hardly heard his remark thatethneaas something about an old patent. “The novelty
report will be in your mail soon. Take a good laikt and you will see what | mean” he had said.

Hans had been very helpful. Hans had been a pasirdber group until he made his move to the

pharmaceutical company GrossFar AG some six maghs Without his suggestions they probably

would not have succeeded. Wonderful how he wasks#ping contact and thinking along. His boss

—prof dr Otto Schmidt- was very nice too, not attlaé type you would expect a German professor
and research director of a Big Pharma company toTbgether with Hans he had visited the

laboratory last week. He was genuinely interestethé research they did and quite knowledgeable
with regard to the synthetic work.

Nice was not the word she would use for Dave, éeaglie from the US who two years back had
spent his sabbatical in her group. Romantic sumitndérad been until that terrible row. On a

conference, a couple of weeks back, she met Sheitalleague working in the same University

department as Dave. For the first time since he letidn quite a hurry, his name had come up.
Gossiping, Sheila told that some two years agot-gfier he had returned from Holland- Dave had
been very excited about patenting some algorithautiGusly, Olga had asked what it was about but
she had no idea. Sheila had thought it quite tymthim that afterwards they had not heard abbut i
anymore. Dave was well known for his wild and mpsibt very practical ideas.

That might be so, it still got Olga very worriedlrdady some three years ago, she herself had
developed an algorithm that she treated like adfatiade secret. With the help of a colleaguehia t
legal department she had even non-disclosure agreasnfNDAs) set-up and signed by her co-
workers. Dave hadn’t been involved in the softw@dggelopment so she didn’t let him sign the NDA.
But as they had been quite close, they had talkeditat and he certainly was clever and devious
enough. She had always been convinced that thikeyaligorithms and software couldn’t be patented.
An extensive search of patent applications hadrengaled anything. If he had filed for a patent, it
surely would have been published by now, so prgbtare was nothing to it.

She had thought it all out so carefully. Her backimd was in neuroscience. Trained as a biochemist
she had done her Ph.D. in the neurology departietite Academic Hospital, focussing on brain
disorders. She had become an expert on the roteidéar receptors in depression and dementia.
What made her extra motivated was that her brothdfering from depression —it ran in the family-
had killed himself. She was convinced that she dite able to develop new drugs against depression
and dementia by better regulating the function hifseé receptors. That was primarily what she
developed the software and new synthetic routedNi@h stable mRNA, the expression and function
of the nuclear receptors could be selectively atteBased on her previous studies, she was quite su
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which receptors she should target —and how. The&se ter secrets she had not shared with anybody,
not even with her supervising professor. So it wasatter of doing animal studies to establish proof
of principle and then claiming the mRNA-structusesd all other molecules that could perform the
same function. For this, she wanted to establisicttimpany DeDrug which would also do the further
design and development of the drugs for dementiedapression. She had all the right contacts for it
The heads of various clinical departments had dyreaid they would gladly cooperate in setting up
the studies with their patients.

But that was far away. First she had to establisicbmpany, make a deal with the University, waite
business plan and raise money. Although her idesathat initially she would not have to raise that
much money at all. As DeDrug would focus on denzertnd depression, others could use the
software and synthetic pathways for different pggso And pay for it, of course!
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experiments had provek
the calculations were spot-on. Somehow, a guy fionoDyne —a company specializing in scientific
software- had got word of it. Last week, she ha#teth to him over lunch. Nice guy! More
importantly, he had said that MicroDyne would b&eiasted in acquiring an exclusive license for
distribution of the software. He thought sales doesily reacti] 1 million per year and that he
might convince his company to pay a 20% royaltytrie some money for after sales support. Of
course, some time and money would need to be iedest professionalize the software. He had
asked what kind of platform they had used for thigwsare. As she didn’t know she had dodged the
question. Later, she had asked her brilliant baitsoacommunicative programmer, who had confused
her with computer jargon. Right before the convwiosaended because her next appointment entered
the room, he had mumbled something about a copgidfivare license. No clue as to what it meant,
she still had to follow-up.

Similarly, the synthetic route they had developeslld be broadly applicable. Many researchers in
genomics and proteomics would want to have spesifends of stable mRNA synthesized. DeDrug
could develop such business itself though thisccoakurally be quite a burden. Perhaps it would be
better to license the method to a company, e.gn#in the business of synthesizing stabilized DNA.
It would certainly fit the customer base. Or peshép a company that fabricates DNA-synthesizers
like the one they implemented their automatic sgsith on? They could license their customers,
perhaps as part of the sale of specific chemitels were necessary to do the synthesis. Of course,
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both the software and the synthetic routes weretomdie used for the purpose of targeting nuclear
receptors for the design of drugs against depnessial dementia. However convinced she was that
her secret ideas were superior to what anyoneaglsecurrently pursuing in the area, she certaiidy d
not want to help the competition! Surely, it wolle possible to restrict the use of the technology t
non-nuclear receptor research?

Yesterday, she shared her ideas for establishimgsimess with a dear friend. She secretly hoped her
friend might be interested in helping her, evemijuy the company in the future. Instead of being
enthusiastic, her friend had frowned. Yes, she dghouthe scientific and technological
accomplishments were great, but she had doubtst dbeubusiness approach. At the end of her
studies —also Biochemistry- she had followed sammductory business courses. And from the little
it had taught her about patents, she had the dideeling that things wouldn’t work this way. But
what did she know? “Go talk to that patent attorhelie had said. Surely, she should have done so a
long time ago but there were so many questiongdlzré was so much to do!

Upon hat rather negative response, Olga had fattibr friend was not really open to the idea and
had changed he subject. And there were so many thargs she had wanted to discuss with
someone. There had been this contract with a lfiatempany. It was about a different project, but
the researcher assigned to it —and named in thieacbnhad in reality helped in realizing one oé th
synthetic steps. He might well be co-inventor. @itke good work he had done she felt obliged to
name him as one of the inventors on the patentniigiit that mean that this biotech company would
be entitled to the invention? They probably woultdimd out anyway, but just suppose they did?

And what about the EU-project they entered inta fgears ago? The software development had been
part of it. As she had been told was quite comniba, collaboration had not really come of the
ground. There had been some meetings, which wereealgle enough, but in practice every
contractor had done the research for themselveshaddsent their report to the coordinator who
would try to make it look like a concerted acti@@me 3 months back the EU-project had ended and
she had duly reported about the software, withouiginto too much detail though, she was not that
stupid. Still, she regretted she had reportedlaihbugh she had not had much choice, not wiltmg
come in the position of having to explain to theunsity administrator that for commercial reasons
she might forfeit € 20,000 she couldn’t cover ofiher research budget. But soon the draft report
would be distributed and one of the industry memlzérthe consortium might actually read it. Then
he or she might notice what the software could rlb €he wasn't all too sure that they wouldn’t be
entitled to some sort of license. She couldn’tlye@member what was in the consortium agreement;
it had been made up over four years ago! She slmave looked it up before letting the report bet sen
to the coordinator, why hadn’t she?

Only once so far, Olga had given a presentatiorthenbusiness opportunities her research had to
offer. It had been at one of the network meetingsttee science park. Her talk went really well.
Coached by one of the organizers, she had skippeeétail and hardly touched upon the science. It
had met with great enthusiasm. In particular Tom $taown interest. Tom was an informal investor
who had made his money by developing and selliradyéinal equipment and software. Last year he
had sold his business. Tom had introduced himedtkt by saying that he looked for an opportunity
to invest his time and € 500,000 in. They had dised how DeDrug might develop. Tom seemed
very motivated to help establish a drug-orientexddnh company, even though that was not really his
expertise. He thought the best way forward woulddereate an alliance with a big pharmaceutical
company. They had discussed this at length. Findlgm had said: “l really think this is an
interesting opportunity. Of course, if | put my negrin, | would want to be CEO, you will understand
that. So what do you think, would it be an ideat thaign an NDA so | can have a look at the
information you have available?” Tom’s direct apguro had overwhelmed her. She felt she would be
losing control. She feared that going into busineiss Tom might steer DeDrug in a totally different
direction than she aimed for. So, finally she haidl she would think it over and —wanting to sound
business like- would let him know within two week®e. The day before yesterday, Tom had called

© 2006 H. Jousma 3




Teaching Case DeDrug

to ask if she had already decided or that thereamgthing he could do to help her reach a decision.
“No”, she had replied, “but | will let you know dvlonday.”

She had made some enquiries with people at theetsiily who knew Tom a little better. They all
had been rather positive about him, said that biyrbad built a business from scratch. “His major
problem seems to be that he can be so very pudtmow some people who for that reason do not
want to deal with him anymore”, was the most negatind not very surprising comment she had
heard. She really did not know what to do. Shetfelt she was not ready yet, that there weretstll
many issues and uncertainties to be resolved. Woeyd certainly put Tom off, would they not? She
really felt like just saying “no, not now, perhdpger”. But then, Tom might find another opportynit
and there would be no later. What should she do?

How on such a glorious day could she become scedsed! If that was the result of all her efforts,
perhaps she should just forget about it. Perhapsskbuld look for another position, try to become
full professor at some second rate university. iISteppy to spot Nicole arriving on her bike. litsp
of her gloomy thoughts, Olga greets her with a @brtiglad you are here, let's celebrate our
achievements!” Nicole has a piece of paper in leerdhand a very worried face. “Good idea. But |
think you'd better read this first”, she says.

The piece of paper bears a short e-mail from Hansads:
Dear Olga,

I am so sorry to have to tell you this. Our legapartment just informed me that my company wants
to claim co-ownership to the synthesis based orfatiethat | should be considered co-inventor and
that the company owns rights to everything | donD&now how to handle this! I'll try to reach you
by phone asap, please also try to call me.

Cheers -Hans

Attachments:

- novelty search

- patent abstracts

- contract with company who funded the researchdapiag in synthesis development

- (relevant parts of) standard EU consortium agreémen
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INTERNATIONAL SEARCH REPORT

International application No.

070562143.4

A. CLASSIFICATION OF SUBJECT MATTER
IPC(7) CO7H 21/00C4, GO6F 17/12
USCL 536/24.5; 514/44; 4351375

According to International Patent Classification (IPC) or to both national classification and IPC

B. FIELDS SEARCHED

U.S. : 536/24.5; 514/44; 435/375

Minimum documentation searched (classification system followed by classification symbols)

Documentation searched other than minimum docnmentation to the extent that such documents are included in the ficlds searched

Please See Continuation Sheet

Electronic data base consulted during the international search (name of data base and, where practicable, search terms used}

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category *

Citation of document, with indication, where appropriate, of the relevant passages

Relevant to claim No.

1988 (15.12.1988), whole document

A WO 020568432.6 A2 (GrossFar A.G.)15 December

1-25, 32-34, 41-45

D Further documents are listed in the continuation of Bex C.

L]

See patent family annex.

* Special categories of cited documents:

“A"  document defining the general state of the art which is not congidered to be
of particular relevance

“B*  earlier application or patent published on or after the international filing date

“L"  document which may throw doubts on priority claim(s) or which is cited 1o
establish the publication date of another citation or other special reason (as
specified)

document referring to an oral disclesure, use, exhibition or other means

“P*  documen: published prior 1o the international filing date but lawr than the
priority date claimed

W

wxem

agm

later document published after the international filing date or priority
date and not in condlict with the application but cited to understand the
pringiple er theory underlying the invention

document of particular relevance; the elaimed invention cannot be
considered novel or cannot be considered to involve an inventive step
when the document is taken alone

document of particular relevance; the claimed invention cannot be
considered to involve an inventive step when the document is
combined with one or more other such documents, such combination
being abvions to a person skilled in the art

docurnent member of the same patent family

Date of the actual completion of the international search

16 November 2003 (16.11.2003)

Date of mailine of the internatinnal search report

11 June 2003

Name and mailing address of the ISA/US
Mail Stop PCT, Attn: ISA/US
Commissioner for Patents
P.0O. Box 1450
Alexandria, Virginia 22313-1450

Facsimile No. (703)305-3230

Au;‘hﬁfized Hicer % . @g\
e
¥ et%ﬁe«'{,Ph. ;

Telephone No.

Form PCT/ISA/210 (second sheet) (July 1998)
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Abstract Universiteit West-Holland patent application:

(75) Inventors: Kratzky Olga, Houtdrager Hans Js@&teRolf G, DeWit Nicole AM

(73) Assignee: Universiteit West-Holland

(21) Application number: 070562143.4

(22) Date of filing: 11.07.2003

(51) International Patent Classification: CO7H 212@, GO6F 17/12

(54) Title: The automated synthesis of stable mRittAnds

(57) Abstract: The invention consists of a metbbdynthesizing stable mRNA strands in a
robot synthesizer. The procedure enables the syistbévery small quantities in a clean and
highly efficient manner and involves very speciagents and programming of the robot.
Abstract GrossFar patent:

(75) Inventors: Schmidt Otto, Simmel Wolfgang

(73) Assignee: GrossFar AG

(21) Application number: 020568432.6

(22) Date of filing: 15.06.1987

(43) Date of publication: 15.12.1988

(45) Patent assigning date: 23.11.1989

(51) International Patent Classification: C08G 49/0

(54) Title: The synthesis and structure of a st&NEA backbone

(57) Abstract: the invention provides a backbomecstire and methods to synthesize the
backbone structure which can be used to make dRidbe (RiboNucleic Acid). It consists of
ribose units alternating with phosphate groups. @dekbone is formed as the 3’ hydroxyl
group on the ribose connects with the phosphatettdas phosphate connects with the
5’hydroxyl group of another ribose unit. An effinieand short synthetic route has been
developed to synthesize this backbone with ribese eheap starting material. Stable RNA is

a promising tool for sequence-specific regulatibgene expression and for the preparation
of gene targeted drugs
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UWH/1999/086 February 10, 1999

AGREEMENT

BIOSYN Limited , Woodstreet 1-100, Woodcity, UK, hereinafter taréferred to as: BIOSYN,
and

UNIVERSITEIT WEST-HOLLAND , having a place of business at Onderzoeksweg 1SWE
HOLLAND, the Netherlands, hereinafter to be refdrie as: UWH,

considering:

- that UWH, and in particular the Department of Mmlemical Research, has expertise and
know-how in the area of the strategies for desigtigands interacting with mRNA;

- that a common interest exists between BIOSYN andHJkvthe applicability of mRNA ligands
for developing new therapeutics for diseases of0etral Nervous System;

- that they have, subsequently, agreed to startbemliéion on the evaluation of the applicability
mMRNA ligands.

have reached the following agreement:

1. UWH shall carry out a study in accordance with theresearch proposal entitled “evaluation
of the applicability of mRNA ligands” which proposal is attached to and shall be regarded
as an integral part of the present agreement , heimafter to be referred to as: the Project,.

2. For the execution of the Project UWH shall appointdr. R. Naser as post-doctoral fellow,
who will, on a full time basis, carry out the reseech under the responsibility of Prof.dr. O.
Kroetjov, associate professor in the Department ofNeurochemical Research. Dr. O.
Kroetjov shall regularly inform Dr. H. Klein of BIO SYN of the progress made during the
execution of the Project. Prof.dr. O. Kroetjov andDr. Dr. H. Klein will, by mutual consent,
make all necessary practical arrangements on intersdiate reporting.

3. In return for the execution of the Project, BM\D& shall compensate UWH by paying the
amount of Dfl. 480,000.- in five instalments, vi2l.100,000.- (Euro 45,378.02 ) as soon as
possible after the starting date of the Projeat, skcond, third and forth instalments of Dfl.
95,000 (Euro 43,109.12) each 12, 24 and 36 momtectively after the starting date and the
fifth instalment of Dfl. 95,000 (Euro 43,109.12)ampcompletion of the Project. The project is
planned to take four years. BIOSYN shall pay eacftiaiment upon receipt of an invoice from
UWH, and within 30 days from the invoice date. thd#ion, BIOSYN shall furnish the UWH,
free of charge, sufficient quantities of the compasl to be studied in the Project and all
necessary information.

4. UWH shall complete the Project by submitting to BICSYN a written report containing at
least the experimental data generated by dr. R. Nas during his execution of the research,
hereinafter to be referred to as: the Data.

5. It is understood that parties may, on the bakisesults obtained during the execution of the
Project, jointly decide to adapt the objectiveg sicope and/or the time frame of the (remainder
of) the Project. Parties recognise that such atlaptamay affect other arrangements made under
the present agreement, such as financial arrandentaid adaptations shall only be effective if
they have been made in writing, bearing the sigeataf both parties.
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Subject to paragraph 7 the parties agree to keefidential all information produced or
exchanged by either UWH or BIOSYN in connectionhatite Project. BIOSYN and the UWH
shall as far as possible limit the number of theitployees who should get access to secret
information produced in connection with the Projdat addition, they shall ensure that said
employees will comply with the obligations as exgsex in this paragraph. These obligations
shall not be effective if and as far as the saofetmation:

a. is commonly known, provided the receiver of safdrmation shall adequately substantiate
with documentation that this common knowledge duoasarise from any non-fulfilment on
her part;

b. has been lawfully acquired from a third partygyided the receiver of said information shall
adequately substantiate this with documentation;

c. is the lawful property of the receiver of said imftion at the time of disclosure by the
provider of the same, provided the former partyllshdequately substantiate this with
documentation;

d. Is independently developed by the receiver witlibatbenefit of any disclosure hereunder.

With respect to the use of the Data, parties agremubject to paragraphs 8 and 9 that

a. the right to use the Data for publications in dentific media and/or fora is granted
exclusively to UWH,;

b. the right to use the Data for research, registidon and commercial purposes is granted
exclusively to BIOSYN.

In addition to paragraph 7 a above, partieseaghat UWH shall submit all manuscripts or
abstracts of intended publications to BIOSYN foviea. Should BIOSYN substantiate that a
delay is necessary to protect the right(s) meargairagraph 7 b above, UWH shall delay an
intended publication by no longer than 90 days.Bhd®IOSYN substantiate that a certain
interpretation of Data to be published by UWH wobkl harmful to said right(s), UWH shall

appropriately adapt that interpretation, unless UWbiilld substantiate that this would infringe
upon its scientific integrity, in which event BIOSN interpretation shall be included in the
publication concerned next to UWH's interpretatibparties would eventually not agree on a
mutually acceptable interpretation.

In addition to paragraph 7 b above, parties agre that BIOSYN has a 90-day right of first
refusal on applying for patents involving Data, heeinafter to be referred to as: Patents.
Consequently, parties shall promptly inform each dter of patentable results. Applications
for Patents shall be put to the names of BIOSYN andUWH on the understanding that
UWH will give a transferable, exclusive, world-wide and everlasting licence to BIOSYN for
the use, exploitation and commercialisation of th&atents. UWH shall sign all documents
and support all measures necessary for obtaining Bents, for which UWH shall receive no
financial compensation, unless experimental work dside the scope of the Project would be
carried out by UWH. All expenses and taxes relatedo filing and/or sustaining and/or
protecting (applications for) Patents shall be paidy BIOSYN.

In addition to paragraph 9 above, parties atirate

a. UWH shall have the right to further pursue Patgghts and/or applications if BIOSYN
decides to stop activities aimed at commerciabsatf those Patents and/or at obtaining
patents, on the understanding that all (furthepeeses and taxes shall be paid by UWH,;

b. BIOSYN shall pay UWH a royalty of between 2 @nmgercent of net turnover generated by
inventions commercialised under protection of Patdsy BIOSYN and/or one or more
licensees designated by BIOSYN, on the understgnitiat a definitive percentage shall be
settled at an appropriate moment prior to markedduction;
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c. BIOSYN shall pay UWH a suitable financial compation in the event BIOSYN decides to
sell Patents rights to a third party.

In further addition to paragraph 7 a abovetigmragree that BIOSYN may publish the Data
outside the scientific domain, on the understandivag any claims made in such publications
may not be attributed to UWH, the Department of fdebemical Research, or the investigators
concerned, unless they have given their prior @nittonsent.

Any liability BIOSYN may have in respect of UWid hereby expressly excluded, with the
exception of liability for any damage caused byconnected with any defect, as defined in the
EEC Guidelines for Product Liability of 25 July 238n or of the materials which BIOSYN has

furnished to UWH, on the understanding that thentégtefect" shall also constitute any instance
in which BIOSYN, in pursuance of its obligation provide information as described in

paragraph 3 above, has provided UWH with incomptatenaccurate information on these

materials.

The UWH makes no expressed or implied warrartdierepresentation of any kind with respect
to the Project and/or its results. BIOSYN herelneimnifies and holds UWH harmless from any
and all liability and/or damages resulting from tlse of the which includes, but is not restricted
to, liability for damage caused by or connectechvBIOSYN's use of Data; non-completion,
delay in the implementation, non-implementationnsufficient implementation of the Project -

is hereby expressly excluded, with the exceptiodediberate damage or gross negligence on the
part of UWH.

Without prejudice to paragraph 12 above, padgree that

a. UWH will restitute any payments it might alreddyve received from BIOSYN in the event
of non-implementation of the Project;

b. they will, by mutual consent, determine BIOSYNfarther) payment obligations toward
UWH in the event of non-completion of the Proje¢bgreby taking into account the potential
usefulness or applicability for BIOSYN of the Datesulting from the part of the Project
which UWH did carry out.

If one of the parties should fail to fulfil owe more of its duties under the present agreement,
that party shall be warned by the other party iitimg, in which case the former party shall be
given the opportunity to fulfil the duty or dutiesncerned within a reasonable period of time.
Should, subsequently, the former party still beléfiault, the latter party may either seek legal
redress or unilaterally terminate the present ageed¢ without prejudice to its right to
indemnification.

The present agreement is deemed to be bindiragnyp and all legal successors to BIOSYN and
UWH.

The present agreement is made under Dutch Aiwdisputes arising in connection with the
present agreement shall be finally settled by &atiitn by and in accordance with the rules of the
Netherlands Arbitration Institute (Nederlandse Adme Instituut).

The present agreement shall be effective imabelgi upon signing by both parties, and shall
expire on the day following the day of completiohtioe Project, unless parties should agree
otherwise in writing. The obligations as expressegharagraphs 6 through 17 above and this
paragraph 18 shall survive such termination, onutihderstanding that paragraph 6 shall survive
for a period of five years following the disclosuriesecret information.

Thus done and signed at Woodcity /Westholland,
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BIOSYN UWH
By: _ By:
Date: Date:
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EU-FP6-RTD Contract-Annex II: Selected definitiarsd articles

[1.1 — Definitions

1. Accessrights: means licences and user right&mowledgeor pre-existing know-how
5. Consortium agreement: means an agreement tisantractorsconclude amongst

themselves for the implementation of thantract Such an agreement shall not affect the
contractors obligations to theCommunityand/or to one another arising from thantract

7. Contractor: means a participant as defined in Article 2. ThefRules for Participatiorand
a signatory to thisontractother than thdRGC which signs a separate arrangement with the
Commissiorwith respect to its participation in tisentract

8. Dissemination: means the disclosure kiowledgeby any appropriate means other than
publication resulting from the formalities for peatingknowledge.

14.Knowledge: means the results, including information, whethemat they can be
protected, arising from tharojectgoverned by thisontract as well as copyrights or

rights pertaining to such results following appiioas for, or the issue of patents, designs,
plant varieties, supplementary protection certtBszor similar forms of protection.

15. Legitimate interest: means a&ontractor’sinterest of any kind, particularly a commercial
interest which may be claimed in the cases provided thiscontract To this end the
contractormust prove that failure to take account of itsri@st would result in its suffering
disproportionately great harm.

16. Own resources: means those resources identified inRuges for Participatiosiwhich
may be contributed to the work to be carried oweaunrtheproject,and any other resources
under the management discretion of¢batractorwhich when allocated to the tasks to be
carried out under theroject thereby create a cost.

17.Plan for using and disseminating the knowledge: means the report on tleentractors’
intentions for the protectiomseanddisseminatiorof theknowledgegenerated under the
project

18. Pre-existing know-how: means the information which is held bgntractorsprior to the
conclusion of theontract,or acquired in parallel with it, as well as coptig or rights
pertaining to such information following applicat®for, or the issue of, patents, designs,
plant varieties, supplementary protection certtBssor similar forms of protection.

20.Project: means all the work referred to in Annex | to ttasitract.

23.Rulesfor Participation: means the Regulation No. 2321/2002 of the EunofRzaliament
and of the Council concerning the rules for theipigation of undertakings, research centres
and universities in, and for the disseminationesiearch results for, the implementation of
the European Community Sixth Framework Programr@Z2006)r the Regulation No.
2322/2002 of the Council concerning the rules fatipipation of undertakings, research
centres and universities in the implementatiorhef$ixth Framework Programme of the
European Atomic Energy Community (2002-2Gq&uratom).

29.Third party resources: means any resources made availabledordractor,by a third
party, for use in theroject and identified in Annex |, based on an agreerastablished
between theontractorand the third party prior to its contribution teetproject The costs of
such resources must be recorded in the accouttte third party as a cost of theoject
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30.Use: means the direct or indirect utilisationksfowledgen research activities or for
developing, creating and marketing a product oc@ss or for creating and providing a

service.
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PART C — INTELLECTUAL PROPERTY RIGHTS

[1.32 - Ownership of knowledge

1) Knowledgeshall be the property of trentractorcarrying out the work leading to
thatknowledge

2) Where severatontractorshave jointly carried out work generating tkreowledge

and where their respective share of the work cabea@tscertained, they shall have joint
ownership of sucknowledge Thecontractorsconcerned shall agree amongst themselves
the allocation and terms of exercising ownershithatknowledgen accordance with the
provisions of thicontract

3) If personnel working for aontractorare entitled to claim rights tanowledgethe
contractorshall take steps or reach appropriate agreemeetssiare that these rights can
be exercised in a manner compatible with its okiliges under thisontract

4) Where acontractortransfers ownership &ghnowledgeit shall take steps or conclude
agreements to pass on to the assignee its obligatinder thisontract in particular
regarding the granting @fccess rightsdisseminatioranduseof theknowledgeAs long

as thecontractoris required to grardccess rightsit shall give at least 60 days prior
notice to theCommissiorand the othecontractors,of the envisaged assignment and the
name and address of the assignee.

5) The Commissioror the otherccontractorsmay object within 30 days of notification to
such a transfer of ownership. TBemmissionmay object to transfer of ownership to
third parties, in particular to those not estaldsin a Member State or &ssociated
State if such a transfer is not in accordance withithierests of developing the
competitiveness of the dynamic, knowledge-basedgan economy or is inconsistent
with ethical principles. The otheontractorsmay object to any transfer of ownership, if
that transfer would adversely affect thaocess rights

[1.33 - Protection of knowledge

1) Whereknowledges capable of industrial or commercial applicatiis,owner shall
provide for its adequate and effective protectiorgonformity with relevant legal
provisions, including thisontractand anyconsortium agreemenand having due regard
to thelegitimate interestsf thecontractorsconcerned. Details of any such protection
sought or obtained shall be included in pien for using and disseminating the
knowledge

2) Where acontractordoes not intend to protect ksowledgen a specific country it

shall inform theCommissionWhere aontractorintends to waive the protection of its
knowledgetheCommissiorshall be informed at least 45 days prior to theesponding
deadline. In such a case and whereGbenmissiorconsiders it necessary to protect such
knowledgen a particular country, it may, with the agreemeifthecontractor

concerned, adopt measures to proteckttmvledgeln this event, and as far as that
particular country is concerned, tBemmunityshall take on the obligations regarding the
granting ofaccess rightén the place of theontractor. Thecontractormay only refuse if

it can demonstrate that tegitimate interestsvill be significantly impaired.
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3) A contractormay publish or allow the publication of data, onatdver medium,
concerningknowledget owns provided that this does not affect the gection of that
knowledge TheCommissiorand the othecontractorsshall be given 30 days prior
written notice of any planned publication. If, befahe end of this period, the
Commissiorand/or the othecontractorsso request, a copy of this data shall be
communicated to them within 30 days after recefgueh request. ThEommissiorand
the othercontractorsmay object to the publication within 30 days afezeipt of the data
envisaged to be published, if they consider thaffotection of theiknowledgevould

be adversely affected by this publication. The pé&hpublication shall be suspended
until the end of this consultation period. In thes@nce of any objection within the above-
mentioned period, it is deemed that @@mmissiorand the othecontractorsagree. The
consortium agreememtay specify the practical details of any such righbbject.

[1.34 - Use and dissemination

1) Thecontractorsshalluseor cause to be used tkeowledgearising from theproject,
which they own, in accordance with their intere$tse contractorsshall set out the terms
of usein a detailed and verifiable manner, notably inglen for using and disseminating
the knowledgeand in accordance with the provisions of tosatractand theRules for
Participation

2) If disseminatiorof knowledgenould not adversely affect its protection oruts the
contractorsshall ensure that it is disseminated within a geabtwo years after the end
of theproject Should theontractorsfail to do so, th&Commissiommay disseminate the
knowledgeln so doing, th€ommissiorand thecontractorsshall take particular account
of the following factors:

a) the need to safeguard intellectual property rights;

b) the benefits of swiftlisseminationfor example in order to avoid duplication
of research efforts and to create synergies betyegacts

c) confidentiality;
d) thelegitimate interestsf thecontractors

[1.35 - Accessrights
1) The general principles relating aacess rightare the following :

a) Access rightshall be granted to any of the otlwentractorsupon written
request. The granting atcess rightsnay be made conditional on the conclusion of
specific agreements aimed at ensuring that theysed only for the intended
purpose, and of appropriate undertakings as tadmmiiality. Contractorsmay also
conclude agreements with the purpose of grantidiitiadal or more favourable
access rightsincludingaccess rightso third parties, in particular to enterprises
associated with theontractor(s),or specifying the requirements applicabletzess
rights, but not restricting the latter. Any agreementvpimg for access rightso
contractorsand/or third parties must ensure that the poteatedss rightsor other
contractorsare maintained. Such agreements shall comply wétapplicable
competition rules;

b) The Commissiommay object to the grant afccess rights$o third parties, in
particular to those not established in a MembeteSiananAssociated Statéf such
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grant is not in accordance with the interests ekt#ing the competitiveness of the
dynamic knowledge-based European economy, or @sistent with ethical
principles.Contractorsshall ensure that where any potential grant of scaghts to
knowledges not in accordance with these interests Gbenmissiorshall be given 30
days prior written notice of plans to provide sacicess rights to third parties;

C) Access rightso pre-existing know-howhall be granted provided that the
contractorconcerned is free to grant them;

d) A contractormay explicitly exclude specifipre-existing know-hodrom its
obligation to granaiccess rightsby means of a written agreement between the
contractorsestablished before tlwontractorconcerned signs thentractor before a
new contractorjoins theproject The otherccontractorsmay only withhold their
agreement if they demonstrate that the implememtati theprojector their
legitimate interestsvill be significantly impaired thereby;

e) Except where theontractorgrantingaccess rightso agrees, such rights shall
confer no entitlement to grant sub-licences.

2) Access right$or execution of theprojectare the following:

a) Contractorsshall enjoyaccess rightso theknowledgeand to thepre-existing
knowhow if thatknowledgeor pre-existing know-hovg needed to carry out their own
work under thaproject Access rightso knowledgeshall be granted on a royaltyfree
basis.Access rightso pre-existing know-howhall be granted on a royalty-free basis,
unless otherwise agreed before signature ofonéract

b) Subiject to itdegitimate interestshe termination of the participation of a
contractorshall in no way affect its obligation to graatcess right$o the other
contractorspursuant to the previous sub-paragraph until tliecétheproject.

3) Access right$or useof knowledgeare the following:

a) Contractorsshall enjoyaccess rightso knowledgeand to thepre-existing
knowhow if thatknowledgeor pre-existing know-hows needed taisetheir own
knowledge. Access righisknowledgeshall be granted on a royalty-free basis, unless
otherwise agreed before signature ofcbetract Access rightso preexisting know-
howshall be granted under fair and non-discriminatagditions to be agreed;

b) Subject to theontractors’ legitimate interestaccess rightsnay be requested
under the conditions laid down in the previous geaph until two years after the end
of theprojector after the termination of the participation at@ntractor, whichever

falls earlier, unless theontractorsconcerned agree on a longer period.

[1.36 Incompatible or restrictive commitments

Contractorsshall be informed as soon as possible bycth@ractorrequired to granaccess
rights of any limitations to the granting atcess rightsr of any restriction which might
substantially affect the granting afcess rightsas the case may be.

© 2006 H. Jousma 15




