SPONSORED RESEARCH
AGREEMENT

This SPONSORED RESEARCH
AGREEMENT (this “Agreement”) entered
by and between Biogen International GmbH,
with its principal offices located at Landis &
Gyr-Strasse 3, CH-6300 Zug, Switzerland,
represented DHyXXXXXXXXXXXXX, Senior
Director (together with its affiliates and
subsidiaries “Biogen” ), and VVseobecna
fakultni nemocnice v Praze, with its
registered office at U Nemocnice 499/2, 128
08 Praha 2, represented by Mgr Dana
Juraskova, PhD, MBA (“Institution™). is
effective as of the date of last signature of the
Agreement (the “Effective Date™)

PREAMBLE
WHEREAS, Biogen intends to
sponsor a single center collaborative research
project with several work packages

and

WHEREAS, the research program
contemplated by this Agreement is of mutual
interest and benefit to the Institution and to
Biogen, will further the instructional and
research objectives of the Institution in a
manner consistent with its status as an
educational institution, and may provide
benefits for both Biogen and the Institution
through inventions, improvements, and
discoveries.

NOW, THEREFORE, in consideration
of the premises and mutual covenants herein
contained, the parties hereby agree as follows:

1. Definitions

SMLOUVA O ’SPONZOROVANEM
VYZKUMU

Tato SMLOUVA @)
SPONZOROVANEM VYZKUMU (tato
»smlouva‘) uzaviena mezi spolecnosti Biogen
International GmbH, s hlavnim sidlem na
adrese Landis & Gyr-Strasse 3, CH-6300 Zug,
Svycarsko, zastoupena reditelem
XXXXXXXXXXXXXX  (dale jen ,,Biogen™), a
Vseobecnou fakultni nemocnici v Praze, se
sidlem U Nemocnice 499/2, 128 08 Praha 2,
zastoupena: Mgr. Danou Juraskovou, Ph.D.,
MBA, teditelkou (,,zdravotnické zatizeni®), je
uc¢inna ke dni podpisu posledni smluvni
stranou smlouvy (,,datum G¢innosti*).

PREAMBULE
JELIKOZ Biogen zamysli sponzorovat
spolupraci na vyzkumném projektu s nékolika
pracovnimi bali¢ky v jednom centru

a

JELIKOZ vyzkumny program zvazovany v
této smlouvé je v oboustranném zdjmu a je
pfinosny pro zdravotnické zafizeni 1 pro
spole¢nost Biogen a bude podporovat vyukové
1 vyzkumné cile zdravotnického zafizeni v
souladu s jeho postavenim jako vzdélavaci
instituce; program muze piinést uzitek z
vynalezl,, zlepSeni postupli a objevi jak
spolecnosti Biogen tak 1 zdravotnickému
zatizeni.

NYNI TEDY, se zietelem na zde

uvedené piedpoklady a vzajemné dohody
strany timto souhlasi s nasledujicim:

1. Definice
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1.2

1.3

14

1.5

As used herein, the following terms

have the following meanings:

“Biogen Intellectual Property” means
any inventions, improvements and
discoveries, whether or not patentable,
which are conceived or made solely by
one or more employees of Biogen in
performance of the Project.

“Institution  Intellectual ~ Property”
means any inventions, improvements
and discoveries, whether or not
patentable, which are conceived or
made solely by one or more employees
of Institution in performance of the
Project.

“Joint Intellectual Property” shall
mean any inventions, improvements
and discoveries, whether or not
patentable, which are conceived or
made jointly by one or more
employees of Institution and one or
more employees of Biogen in
performance of the Research Project.

“Project” means the research project
with  different work  packages
described in Exhibit A under the
leadership of XXXXXXXXXXXX.,  the
Principal Investigator at the Center for
Treatment of Multiple Sclerosis of the
VEN (the “Principal Investigator”).

“Regulatory Authorities” means the
European Medicines Agency (EMA),
the FDA, State Institute for Drug
Control (SIDC) and any other
regulatory authorities.

Nasledujici terminy maji pii pouziti v

tomto dokumentu nésledujici vyznam:

1.1

1.2

1.3

1.4

1.5

,<Dusevni  vlastnictvi  spolecnosti
Biogen* znamena vSechny vyndlezy,
vylepSeni a objevy, patentovatelné i
nepatentovatelné, které vznikly, ¢i byly
vytvofeny, vyluéné jednim ¢i vice
zaméstnanci spole¢nosti Biogen pfi
provadéni tohoto projektu.

,,DusSevni vlastnictvi zdravotnického
zafizeni* znamend vSechny vynalezy,
vylepSeni a objevy, patentovatelné i
nepatentovatelné, které vznikly, ¢i byly
vytvoteny, vyluéné jednim ¢i vice
zaméstnanci zdravotnického zafizeni
pfi provadéni tohoto projektu.

»Spolecné duSevni vlastnictvi‘
znamena vSechny vynalezy, vylepSeni
a objevy, patentovatelné i
nepatentovatelné, které vznikly, ¢i byly
vytvofeny, spoleéné¢ jednim ¢i vice
zaméstnanci zdravotnického zafizeni a
jednim nebo vice zaméstnanci
spoleCnosti  Biogen pifi provadéni
tohoto projektu.

»Projekt znamend vyzkumny projekt
S riznymi pracovnimi bali¢ky popsany
v piiloze A pod  vedenim
XXXXXXXXXXXXXXXXXX hlavni
zkouSejici v Centru pro léCbu
roztrousené mozkomisni skler6zy VFN
(,,hlavni zkousejici®).

»Regulacni urady* Znamena
Evropskou lékovou agenturu
(European Medicines Agency, EMA),
Utad pro kontrolu potravin a 1&&iv
(Food and Drug Administration, FDA),
Statni ustav pro kontrolu 1é¢iv (SUKL)
a vSechny dalsi regulacni urady.
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1.6

“Term” means the period commencing
on the Effective Date and continuing
for a period of three (3) years, subject
to earlier termination as provided in
Article 11. Such term may be extended
if mutually agreed in writing prior to
the expiration of this Agreement.

Research Work

2.1

2.2

Biogen hereby retains the Institution to
conduct the Project and analyse the
data collected in the course of their
clinical practice (the “Data” itemized
in Appendix 1) in accordance with the
Project outline and the Statement of
Responsibility attached hereto as
Exhibit C. The Project shall be
conducted under the direction of the
Principal Investigator, who shall: (i)
commence performance of the Project
promptly after the Effective Date and
(ii) perform the Project in accordance
with the terms and conditions of this
Agreement, any applicable protocols,
and any written instructions of Biogen
as agreed to by Institution.

The Project performance consists only
in analysis of Data described in the
Project outline, which is annexed
hereto, and the Institution is not

obligated to perform any other
activities (except those expressly
stated in the Agreement). The

Institution is not obligated to store for
Biogen any other documents related to
the project except the documentation
of the data analysis referred to herein.
The Institution shall be remunerated
for the performance of the Project
under conditions stipulated herein.

1.6

,Doba trvani“ znamenda obdobi
pocinajici datem uc¢innosti a trvajici po
dobu tii (3) let. Toto obdobi mize byt
predcasné¢ ukonceno v souladu s
¢lankem 11. Tato doba trvani mize byt
prodlouzena, dojde-li k vzijemné
pisemné dohod¢ pred vyprSenim této
smlouvy.

Vvzkumna ¢innost

2.1

2.2

Spole¢nost Biogen timto zadava
zdravotnickému zatizeni provadéni
projektu a analyzu dat shromazdénych
béhem jeho klinické praxe (,,data”) v
souladu S navrhem projektu
stanoveném v piiloze A a Prohlasenim
o odpovédnosti uvedenym v priloze C.
Projekt bude provadén pod vedenim
hlavniho zkousejiciho, ktery: (i) zahaji
provadéni projektu okamzité po datu
ucinnosti a (i) bude projekt provadét v
souladu s podminkami této smlouvy,
vsemi pfisluSnymi protokoly a vSemi
pisemnymi pokyny spolecnosti Biogen
tak, jak byly schvaleny zdravotnickym
zatizenim.

Provedeni projektu pfitom spociva
pouze v analyze dat pozadovanych
Vv navrhu projektu, ktery je ptilohou
této smlouvy, a zdravotnické zafizeni
neni povinno k provadéni Zadnych
dalSich ¢innosti (vyjma téch vyslovné
uvedenych ve smlouv€). Vyjma
dokumentace o analyze dat uvedené v
této smlouvé neni zdravotnické
zafizeni povinno archivovat pro
Biogen zadné dal§i dokumenty
souvisejici s projektem. Za provadéni
projektu  nalezi  zdravotnickému
zatizeni odména za podminek, které
jsou sjednany v této smlouvé.
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2.3

2.4

Biogen shall retain responsibility
throughout the course of the Project for
those Responsibilities assigned to it in
the Statement of Responsibility
(Exhibit A) and in the Agreement.

During the course of the Project, the
Principal Investigator and designated
representatives of the research team,
shall meet with representatives of
Biogen, at times and places mutually
agreed upon, to discuss the progress,
results, and ongoing plans relating to
the Project. Principal Investigator and
Biogen may periodically review and
amend the scope of the Project as
necessary, based upon discussion of
the results and progress achieved
during the Term. No material changes
to the Project shall be made, nor shall
any additional research commence,
until such change or addition to the
Project has been documented in
writing as an Amendment hereto.

Compliance with Laws

3.1

Throughout the performance of the
Project, the Parties hereto agree to
comply with all applicable legal
regulations, professional standards,
and requirements and policies of the
Institution, including, but not limited
to: (i) laws prohibiting insider trading
and the purchase or sale of shares of
Biogen stock by individual persons or
other companies while in possession of
material, nonpublic information about
Biogen that is obtained under this
Agreement or during the Project (ii)
anti-kickback and other laws; (iii) any
applicable data privacy laws, including
the EU Directive 95/46/EC and Act
No. 101/2000 Coll., on Personal Data
Protection; and (iv) those policies and
requirements of the Institution and of
Biogen (which were handed over to the

2.3

24

3.

Spole¢nost Biogen bude po celou dobu
trvani  projektu  odpovédnd  za
povinnosti, které ji byly stanoveny v
Prohlaseni o odpovédnosti (Piiloha A)
a ve smlouve.

Béhem trvani projektu se hlavni
zkouSejici a  ureni  zéstupci
vyzkumného tymu budou setkavat se
zastupci  spolecnosti  Biogen ve
vzajemn¢ dohodnutych terminech a
mistech k prodiskutovani pokroku,
vysledki a  aktudlnich  plant
vztahujicich se k projektu. Hlavni
zkousSejici a spole¢nost Biogen mohou
pravidelné¢ piezkoumavat a podle
potieby upravovat rozsah projektu na
zékladé  vysledki a  pokroku
dosazeného bchem doby trvani.
Nebudou provedeny zadné podstatné
zmény projektu ani nezacne jakykoli
dalsi vyzkum, pokud takové zmeény
nebo rozSifeni nebudou pisemné
zachyceny jako dodatek této smlouvy.

Dodrzovani zakonu

3.1.

Smluvni strany se zavazuji, Ze b&éhem
provadéni projektu budou dodrzovat
vSechny platné pravni pifedpisy, profesni
standardy a poZadavky a zdsady
poskytovatele zdravotnich sluzeb véetné —
mimo jiné — nasledujicich: (i) pravnich
ptredpisii zakazujicich obchody s vyuzitim
nevefejnych informaci a nakup nebo
prodej akcii spolecnosti Biogen jednotlivci
nebo spolecnostmi, které maji v drzeni
podstatné  nevefejné  informace o
spolecnosti Biogen, které¢ ziskali na
zékladé¢ této smlouvy nebo v pribchu
projektu (ii) protikorup¢nich a dalSich
zakontl; (iii) vSech platnych zékoni na
ochranu osobnich udaji vcetné smérnice
EU €. 95/46/ES a zakona €. 101/2000 Sb.,
o ochran¢ osobnich udaja; a (iv)
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3.2

3.3

3.4

Institution before the Agreement was
signed) requiring disclosure of any
payments made hereunder.

The Parties confirm that entering into
the Agreement is not intended to and
shall in no way influence their
commercial operations, including but
not limited to the procurement
transactions of the Institution. In
addition, the Institution and the
Principal Investigator confirm that the
Project shall not influence the
prescriptions written by the Principal
Investigator in the future. The
Institution and  the  Principal
Investigator acknowledge and confirm
that prescriptions are and shall be
written based solely on medical
indications.

The Institution shall use its best efforts
to ensure that its employees involved
in performance of the Agreement,
comply with all of the terms and
provisions of this Agreement. The
Institution shall be held liable for all
acts and omissions of its employees
(collectively, its “Representatives”) in
the performance of this Agreement and
Institution shall permit no one other
than its employees to participate in the
performance of this Agreement.

The Institution represents and warrants
that all required consents and
approvals have been obtained for
entering into and implementing this
Agreement and the Study and that the
entering into and the implementation
of this Agreement, as well as the
receipt of compensation hereunder, do
not violate any Applicable Laws and
Regulations or any internal rules,

3.2

3.3

3.4

a zarucuje,

pozadavkt a zasad zdravotnického zafizeni
a spole¢nosti Biogen (pokud byly
zdravotnickému zafizeni predany pied
podpisem smlouvy) vyzadujicich
zvetejnéni jakychkoli plateb provedenych
podle této smlouvy.

Smluvni strany potvrzuji, Ze uzavieni této
smlouvy neni zamySleno tak, aby
ovlivitovalo, aze nebude Zadnym
zpusobem ovliviiovat jejich komercni
¢innost, mimo jiné vcetné zéasobovacich
transakci zdravotnického zatizeni. Dale
zdravotnické zafizeni a hlavni zkousejici

potvrzuji, Ze tento projekt neovlivni
recepty v budoucnosti  vystavované
hlavnim  zkouSejicim.  Zdravotnické
zafizeni a hlavni zkouSejici uznévaji

apotvrzuji, ze recepty jsou a budou
vystavovany  vyhradné¢ na  zaklade

zdravotnich indikaci.

Zdravotnické zatizeni vynalozi veskeré
usili k zajiSténi, aby jeho zaméstnanci
podilejici se plnéni smlouvy dodrzovali
vSechny podminky a ustanoveni této
smlouvy. Zdravotnické zatizeni ponese
odpov&dnost za  vesSkeré Ukony
aopomenuti  svych  zaméstnanct
(souhrnné jeho ,,zastupci®) pii plnéni
této smlouvy. Zdravotnické zatizeni
nedovoli, aby se na plnéni této smlouvy
podilel nékdo jiny nez jeho
zaméstnanci.

Zdravotnické zatfizeni prohlaSuje
7e ziskalo veskeré

pozadované souhlasy a schvaleni pro uzavieni
a plnéni této smlouvy a provadéni studie a ze
uzavieni a plnéni této smlouvy, jakoz i pfijeti
odmény podle této smlouvy neporusuje zadné
platné zékony a pfedpisy ani Zadnd interni
pravidla, ptfedpisy ¢i zasady zdravotnického
zatizeni.
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3.5

regulations  or the

Institution.

policies  of

Further, the Principal Investigator shall
not conduct research covered under
this Agreement unless and until the
study subject has confirmed, in
writing, receipt and review and
execution of, an informed consent
form for the Study approved by the EC.

Costs, Billings, and other Support

4.1

Biogen agrees to make payments to the
Institution as set forth in Exhibit B.

Reports, Conferences and Results

5.1

Promptly upon completion of each
work  package, the  Principal
Investigator will furnish to Biogen a
progress report. Biogen shall have the
unrestricted right to use the data and
results of the Project for any lawful
purpose. All results of the Project
reported by the Principal Investigator
and Institution  hereunder shall
represent good faith interpretations of
accurately reported data. If either party
terminates this Agreement before the
end of the Term, a Final Report
covering the period prior to
termination must be submitted within
thirty (30) days of termination.

Intellectual Property

6.1

The Institution or the Principal
Investigator shall promptly notify
Biogen of any Institution IP or Joint
Intellectual Property made in the
performance of the Project.

Déle hlavni zkousejici nebude provadét
vyzkum, ktery je obsahem této
smlouvy, pokud adokud studijni
subjekt pisemné nepotvrdi pfijeti,
zkontrolovani a podepsani formulare
informovaného souhlasu pro studii
schvaleného EK.

Naklady, fakturace a dalsi podpora

4.1

Spole¢nost Biogen se zavazuje
poukazovat platby zdravotnickému
zafizeni, jak je uvedeno v Ptiloze B.

Zpravy, konference a vysledky

5.1

Okamzit¢ po ukoncCeni kazdého
pracovniho balicku doda hlavni
zkousejici spole¢nosti Biogen
pribéznou zpravu. VSechny vysledky
projektu hlasené hlavnim zkousejicim
a zdravotnickym zafizenim v rdmci této
smlouvy budou predstavovat vyklad,
podle nejlepSitho védomi, spravné
hlasenych dat. Pokud kterdkoli strana
ukon¢i smlouvu pred vyprSenim doby
trvani, musi byt do tficeti (30) dnti
predlozZena zavérecna zprava tykajici se
obdobi do ukonceni smlouvy.

Dusevni vlastnictvi

6.1

6.2

Zdravotnické zafizeni nebo hlavni
zkousejici okamzité upozorni
spolecnost Biogen na jakékoli nové
vytvorené dusevni vlastnictvi
zdravotnického zafizeni nebo na
spole¢né duSevni vlastnictvi vytvofené
pfi plnéni této smlouvy.

Co se tyc¢e duSevniho vlastnictvi,
zdravotnického zatizeni, a/nebo
spole¢ného dusevniho vlastnictvi, které
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6.2

With respect to Institution and/or Joint
Intellectual Property that is made
during the performance of the Project
the Institution and the Principal
Investigator irrevocably grant to
Biogen @ a royalty-free,
nonexclusive, worldwide license, with
the right to sublicense, to make, have
made or use any invention or
technology under any patent or other
intellectual property rights covering
Institution Intellectual Property and (b)
a right of first refusal on any proposed
sale or license of such Institution
and/or Joint Intellectual Property
rights to any third party, such right to
be exercised within 90 days after
Biogen receives written notice from
the Institution or the Principal
Investigator thereof. The Institution
and the Principal Investigator shall
promptly notify Biogen of any such
inventions or technology, or proposed
sale or license thereof, with reference
to this Agreement. The Institution and
the Principal Investigator will provide
such information as Biogen may
reasonably request from time to time to
enable Biogen to exercise its rights
hereunder. Each of the Institution and
the Principal Investigator represents
and warrants that no other person will
have any prior right to ownership of or
a license under Institution or Joint
Intellectual Property by reason of any
action, collaboration or agreement by
the Institution or the Principal
Investigator, respectively. Except as
set forth above, no licenses or other
rights are granted hereby by either
party with respect to any inventions or
technology, and each party will retain
all of its rights in any materials, ideas,
products, concepts, methodologies,
processes, techniques, templates,
reports, information, inventions,

bylo vytvoteno pii provadéni Projektu,
zdravotnické  zafizeni a  hlavni
zkousSejici neodvolateln€¢ postupuji
spole¢nosti Biogen (a) neexkluzivni
celosvétovou licenci bez licen¢nich
poplatkl s pravem na sub licencovéani,
vytvareni ¢i vyuzivani vSech vynalezi
a technologii krytych jakymkoli
patentem nebo jinym pravem na
duSevni vlastnictvi kryjicim duSevni
vlastnictvi zdravotnického zafizeni a
(b) pravo na prvni odmitnuti jakéhokoli
navrzeného prodeje nebo licence
takovych prav na duSevni vlastnictvi
zdravotnického zafizeni, ¢i prav na
spolecné dusSevni vlastnictvi, jakékoli
treti stran¢, vykonu takového prava v
prabéhu 90 dnt poté, co spolecnost
Biogen o ném obdrzi pisemné
oznameni od zdravotnického zafizeni
nebo od hlavniho zkousejiciho.
Zdravotnické  zafizeni a  hlavni
zkouSejici v ramci této smlouvy
okamzité oznami spolecnosti Biogen
vSechny takové vyndlezy nebo
technologie nebo jejich navrzeny
prodej ¢i prodej licence. Zdravotnické
zatizeni a hlavni zkouSejici budou
takové informace poskytovat, protoze
spolecnost Biogen o né¢ muze ¢as od
Casu v piiméfené mife Zadat, aby
mohla vykonavat sva prava podle této
smlouvy. Zdravotnické zafizeni i
hlavni zkouSejici prohlasuji a zarucuji,
7ze 7adna dalsi osoba nebude mit
pfednostni pravo na ziskani do
vlastnictvi nebo na licenci na duSevni
vlastnictvi zdravotnického zafizeni
nebo na spole¢né dusevni vlastnictvi z
titulu  jakékoli  Cinnosti  nebo
spoluprace na zaklad¢ této smlouvy se
zdravotnickym zafizenim nebo s
hlavnim zkousejicim. S vyjimkou vySe
uvedeného nebudou z&dnou ze stran
udélovany zadné licence ¢i jind prava
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6.3

6.4

6.5

concepts, data, know-how and other
works, and all intellectual property
rights therein owned or controlled by
such party prior to the date of this
Agreement, or acquired or developed
after the date of this Agreement, but
unrelated to this Agreement and
developed without reference to or use
of the intellectual property or
confidential information of the other

party.

Institution agrees that all Biogen
Intellectual Property created under this
Agreement shall remain the exclusive
property of Biogen.

Notwithstanding the foregoing, each
party will retain all of its rights in any
materials, ideas, products, concepts,
methodologies, processes, techniques,
templates,  reports, information,
inventions, data, know-how and other
works, and all intellectual property
rights therein owned or controlled by
such party prior to the date of this
Agreement, or acquired or developed
after the date of this Agreement, but
unrelated to this Agreement and
developed without reference to or use
of the intellectual property or
confidential information of the other

party.

Institution represents and warrants that
it is the assignee of all right, title and
interest in and to inventions and
discoveries of Principal Investigator
and its Representatives made or
conceived of during the Project.

Data Protection

6.3

6.4

6.5

7.

tykajici se jakychkoli vynalezi ¢i
technologii.

Zdravotnické zafizeni souhlasi s tim, Ze
veskeré dusevni vlastnictvi spolecnosti
Biogen vytvofené podle této smlouvy
zistane ve vylucném  vlastnictvi
spole¢nosti Biogen.

Nehled¢ na vySe uvedené, kazda ze
stran si podrzi vSechna sva prava na
vSechny materialy, myslenky,
produkty, koncepce, metodiky,
procesy, techniky, Sablony, zpravy,
informace, vynalezy, data, know-how a
jiné prace a veskera prava na duSevni
vlastnictvi zde uvedené, které vlastnila
¢i  kontrolovala pted datem této
smlouvy anebo je ziskala ¢i vyvinula
po datu této smlouvy, v pfipadé, ze
nesouvisi s touto smlouvou a byla
vyvinuta bez vztahu k dusSevnimu
vlastnictvi ¢i divémym informacim
druhé strany a bez odkazu na toto
dusevni  vlastnictvi ¢i  davérné
informace.

Zdravotnické zafizeni prohlaSuje a
zaruCuje, ze je nabyvatelem vSech
prav, narokti a podild v takovych
vynalezech a objevech, které hlavni
zkouSejici a jeji zastupci ucinili nebo
koncipovali béhem trvani projektu.

Ochrana udaju

»Spravee udaji‘ znamena fyzickou nebo
pravnickou osobu, statni organ, vefejnou
organizaci nebo jiny organ, ktery samostatné
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“Data Controller” means the natural or legal
person, public authority, agency or other body
which, alone or jointly with others, determines
the purposes and means of the processing of
Personal Data.

“Data Processor” means a natural or legal
person, public authority, agency or other body
which processes Personal Data on behalf of
the Data Controller.

“Data Protection Law” means any
legislation, laws or regulations protecting the
fundamental rights and freedoms of persons
and, in particular, their right to privacy, with
regard to the processing of Personal Data.

“Personal Data” means any information
relating to an identifiable natural person who
can be identified, directly or indirectly, in
particular by reference to an identifier such as
a name, an identification number, location
data, an online identifier or to one or more
factors specific to the physical, physiological,
genetic, mental, economic, cultural or social
identity of that natural person.

“Processing” and variants of it (whether
capitalised or not) means any operation or set
of operations which is performed on Personal
Data or on sets of Personal Data, whether or
not by automated means, such as collection,
recording, organisation, structuring, storage,
adaptation or alteration, retrieval,
consultation, use, disclosure by transmission,
dissemination or otherwise making available,
alignment or combination, restriction, erasure
or destruction.

The Institution and the Principal Investigator
shall acknowledge that they are a Data
Controller for the purposes of Data Protection
Law in relation to the processing of Personal
Data and shall comply in all material respects
with applicable Data Protection Law in their
performance of the Project.

nebo spolecné s jinymi organy urcuje ucely a
prostiedky zpracovani osobnich udajt.

»Zpracovatel udaji* znamena fyzickou nebo
pravnickou osobu, statni organ, vefejnou
organizaci nebo jiny organ, ktery jménem
spravce udajii zpracovava osobni udaje.

»Zakony na ochranu osobnich udaji“
znamenaji jakoukoli legislativu, pravni
piedpisy nebo natizeni chranici zakladni
prava a svobody osob, zejména pak jejich
pravo na soukromi v souvislosti se
zpracovanim osobnich udaju.

,Osobni udaje* znamenaji jakékoli
informace vztahujici se k identifikovatelné
fyzické osobé, kterou lze ptimo nebo nepiimo
identifikovat, zejména s odkazem na
identifikator, jako napt. jméno, identifika¢ni
¢islo, lokaliza¢ni tidaje nebo jeden ¢i vice
faktorii specifickych pro fyzickou,
fyziologickou, genetickou, mentalni,
ekonomickou, kulturni nebo socialni identitu
takové fyzické osoby.

SZpracovani® ve vSech jazykovych
obménach (psané s pocatecnim velkym ¢i
malym pismenem) znamend jakoukoli operaci
nebo soubor operaci s osobnimi udaji nebo
soubory osobnich udajt bez ohledu na to, zda
bylo provedeno automatickymi prosttedky, ¢i
nikoli, jako je shromazd'ovéani,
zaznamenavani, organizovani, strukturovani,
uskladiovani, upravovani nebo pozménovani,
vyvolavani, nahlizeni, pouzivani,
zvetejiiovani prenosem, rozesilanim ¢i
jakeékoli jiné zpfistupiiovani, uspofadavani
nebo kombinovani, omezovani, mazani nebo
niceni.

Zdravotnické zatizeni a hlavni zkouSejici
potvrzuji, ze pro ucely zékonil o ochrané
osobnich tdajl a v souvislosti se zpracovanim
osobnich udaji budou vystupovat jako
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The Institution and the Principal Investigator
shall ensure that all transfers of Personal Data
across national borders, including any
transfers to sub-processors, subcontractors, or
any other third parties that it has entered into
an agreement with in connection with the
Agreement, are adequately protected under
Data Protection Law.

The Institution and the Principal Investigator
shall implement technical and organisational
measures to protect Personal Data used under
this Agreement from unauthorised use or
access, damage, destruction, accidental loss,
theft or disclosure and ensure that such
measures are commensurate with the harm
that might result from unlawful disclosure,
processing, unauthorised use or access,
accidental loss, theft, damage or destruction of
the Personal Data and the nature of the
Personal Data itself.

The Institution and the Principal Investigator
shall enter into an appropriate data processing
agreement with any Data Processor they
appoint, that complies with Data Protection
Law.

The institution and the Principal Investigator
in connection with this Agreement shall
provide Biogen upon request, all relevant
information to enable Biogen to verify
compliance by the Institution and Principal
Investigator with their obligations under Data
Protection Law and this Agreement, including
copies of filings, authorisations or
correspondence with a data protection
authority.

8. Confidentiality

8.1 For the purposes of this Agreement,
the term “Confidential Information”
shall refer to all information that is
disclosed by or on behalf of Biogen in
connection  with  the  Project

hereunder, including without

spravce udaji a Ze piti provadéni projektu
budou ve vSech zasadnich ohledech dodrzovat
platné zakony na ochranu osobnich udaji.

Zdravotnické zafizeni a hlavni zkousSejici
zajisti, aby vSechny pienosy osobnich udaju
pres statni hranice, véetné jakychkoli pienost
k dil¢im zpracovatelim, subdodavatelim c¢i
jakymkoli jinym tfetim strandm, které v
souvislosti s touto smlouvou maji uzavienou
smlouvu, byly dostate¢né chranéné podle
zékontli na ochranu osobnich udaji.

Zdravotnické zatfizeni a hlavni zkousejici
prijmou technicka a organizaéni opatfeni, aby
osobni tudaje pouzité dle této smlouvy
ochrénili pied jejich neopravnénym pouzitim
nebo zpfistupnénim, poskozenim, zniCenim,
nahodnou ztratou, odcizenim nebo
zvetejnénim, a zajisti, aby takova opatieni byla
umérna skodam, které by mohly vzniknout v
diisledku nezakonného zvetejnéni, zpracovani,
neopravnéného pouziti nebo zpfistupnéni,
ndhodné ztraty, odcizeni, poskozeni nebo

zniceni osobnich udaji, jakoz 1 povaze
samotnych osobnich udaji.

Pokud zdravotnické zafizeni a hlavni
zkousejici uzaviou s jakymkoliv

zpracovatelem dohodu o zpracovani dat, bude
se tato dohoda fidit zdkony na ochranu
osobnich tdajt.

Zdravotnické zatizeni a hlavni zkouSejici
v souvislosti s touto smlouvou poskytnou
spolecnosti Biogen na jeji zadost veskeré
relevantni informace, vcetné kopii podani,
opravnéni nebo korespondence s ufadem na
ochranu osobnich udajli, na zéklad¢ kterych
bude spolecnost Biogen moci ovéfit
dodrZzovani povinnosti podle zdkond na
ochranu osobnich udaji a této smlouvy ze
strany zdravotnického zafizeni a hlavniho
zkousejiciho.

8. Duvérné zachazeni s informacemi
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8.2

limitation formulations, techniques,
methodology, assay systems,
formulae, procedures, test,
equipment, data, reports, know-how,
sources of supply, patent positioning,
relationships with consultants or
employees, business plans and
business development, and any other
confidential information about or
belonging to Biogen suppliers,
licensors, licensees, agents, affiliates,
customers, potential customers or
others, and whether or not labeled as
“Confidential”. Confidential
Information may be disclosed in
written, oral, graphic, electronic or
any other form.

Institution agrees to maintain, for five
(5) years from the termination or
expiration of this Agreement, the
confidentiality of any Confidential
Information. Institution and Principal
Investigator shall not directly or
indirectly publish, disseminate or
otherwise disclose, deliver or make
available to any person outside of
Institution any Confidential
Information. Principal Investigator
may disclose Confidential
Information to those Representatives
Institution ~ working  under the
Principal Investigator’s direct
supervision who have a need to
receive the Confidential Information
in order to further the purposes of this
Agreement. Institution shall be
responsible at all times for the
compliance of all such individuals
with the confidentiality terms of this
Agreement.

8.1

8.2

Pro ucely této smlouvy bude termin

,duvérné  informace  znamenat
vSechny informace  zpiistupnéné
spolecnosti Biogen nebo jejim

jménem v souvislosti s timto
projektem, vcetné, a to bez omezeni,
vSech pfipravkil, technik, metodik,
systémd analyzy, vzorcl, postupl,
testi, vybaveni, dat, zprav, know-how,
zdrojii dodéavek, ptihlaSeni patentt,
vztahl s konzultanty ¢i zaméstnanci,
obchodnich planii a rozvoje podniku a
vsech dalSich divérnych informaci o
dodavatelich, poskytovatelich licenci,

drzitelich licence, zastupcich,
pobockach, zékaznicich,
potencialnich zakaznicich spolecnosti
Biogen nebo nalezejicich
dodavatelim spolec¢nosti  Biogen,
jejim poskytovatelim licenct,
drzitelim licence, zastupcim,

pobockam, zékazniktim, potencidlnim
zdkaznikim ¢i  jinym, at jsou
oznaceny jako ,,divérné“ ¢i nikoliv.
Divérné informace mohou byt
zptistupnény pisemné, ustné, graficky,
elektronicky nebo jakoukoli jinou
formou.

Zdravotnické zafizeni souhlasi s tim,
ze po dobu péti (5) let po ukonceni
nebo uplynuti doby platnosti této
smlouvy zachova divérnost vSech
davérnych informaci. Zdravotnické
zatizeni a hlavni zkouSejici nebudou
pfimo ani nepfimo publikovat, Sifit
nebo jinak zpfistupfiovat, predavat
nebo poskytovat divérné informace
7zadné osobé mimo zdravotnické
zafizeni. Hlavni zkouSejici smi
zvetejnit davérné informace tém
zastupcim zdravotnického zafizeni,
ktefi pracuji pod pfimym dohledem
hlavniho  zkouSejictho a budou
divérné informace potfebovat k
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8.3

Notwithstanding the foregoing, the
obligations of confidentiality
specified in this Section 8 shall not
apply to any specific portion of
Confidential Information that
Institution can demonstrate, by
competent documentary evidence,
that such portion:

a. Was rightfully in its
possession prior to receipt
from Biogen,

b. Is now, or hereafter

becomes, part of the public
domain through no act or
failure to act on the part of

Institution or its
Representatives, including,
but not limited to, the

Principal Investigator;

c. Becomes known to
Institution through
disclosure by a third party
lawfully having possession
of such information and
lawfully empowered to
disclose such information; or

d  Was independently
developed by Institution, or
any employees or
consultants of Institution,
without the aid, application,

use or benefit of
Confidential Information
disclosed under this

Agreement, as evidenced by
Institution’s evidence.

8.3

dosazeni ucelu této  smlouvy.
Zdravotnické zafizeni bude vzdy
zodpovédné za to, ze vSichni tito
jednotlivei budou dodrzovat
ustanoveni o diivérnych informacich.

Bez ohledu na vysSe uvedené nebude
povinnost divérného zachdzeni s
informacemi specifikovana v tomto
bodu 8 platit pro jakoukoli specifickou
¢ast davérnych informaci, o které
muze zdravotnické zatizeni prokazat
prislusnou dokumentaci, ze tato ¢ast:

a. byla pravoplatné v jeho
vlastnictvi ~ pfed  jejim
obdrzenim od spoleCnosti
Biogen, jak dokazuji dikazy
zdravotnického zafizeni;

b. je nyni, anebo se poté stane,
soucasti vetejného
vlastnictvi, aniz by se tak
stalo ¢innosti nebo
zanedbanim povinnosti ze
strany zdravotnického
zafizeni nebo jeho zastupcl
mimo jiné vcéetné¢ hlavniho
zkousSejiciho;

C. zdravotnické zafizeni se o ni
dozvéd€lo odhalenim treti
stranou, v jejimZz zadkonném
vlastnictvi byla a ktera méla
zdkonné pravo takovou
informaci odhalit; nebo

d. byla nezavisle vyvinuta
zdravotnickym  zafizenim
nebo kterymkoli
zaméstnancem nebo

konzultantem
zdravotnického zarizeni, bez
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8.4

8.5

8.6

8.7

The obligations of confidentiality set
forth in this Agreement shall not
prohibit Institution from disclosing
any part of the Confidential
Information which is required by legal
regulations or competent
governmental authorities; provided,
however, that, to the extent possible,
Institution gives Biogen sufficient
advance notice to permit Biogen to
seek to ensure confidential treatment
with respect to such Confidential
Information and thereafter discloses
only the minimum Confidential
Information required to be disclosed
in order to comply. In addition,
Institution will seek assurance from
the requesting party that confidential
treatment will be accorded to any such
Confidential Information the
Institution are compelled to disclose.
In any event, Institution will not
oppose any action by Biogen to obtain

an appropriate  assurance that
confidential  treatment  will  be
accorded to the Confidential
Information.

Institution and Principal Investigator
shall use the Confidential Information
solely in connection with the Project,
or for such other purposes that may be
agreed upon by the parties in writing.

Institution and Principal Investigator
shall exercise all commercially
reasonable precautions to physically
protect the integrity and
confidentiality of the Confidential
Information.

Institution agrees that, upon the earlier
to occur of: (i) Biogen’s request or (ii)

8.4

8.5

pomoci, pouziti, vyuziti nebo
prispéni davérnych
informaci odhalenych
zdravotnickym  zafizenim
podle této smlouvy, jak
dokazuji dakazy
zdravotnického zatizeni.

Povinnosti  udrzovani  davérnych
informaci stanovené v této smlouvé
nebrani zdravotnickému zafizeni v
zptistupnéni jakékoli ¢asti divérnych
informaci, které je vyzadovano
pravnimi piedpisy nebo opravnénymi
statnimi ~ organy; to vSak za
predpokladu, Ze zdravotnické zatizeni
oznami tuto povinnost spolecnosti
Biogen s dostate¢nym piedstihem, aby
spole¢nost Biogen mohla v nejvyssi
mozné miie usilovat o zajisténi
divérného zachdzeni s takovymi
divérnymi informacemi a aby poté
bylo zpfistupnéno jenom minimum
divérnych informaci, jejichz
zptistupnéni je vyzadovéno. Dale
bude zdravotnické zafizeni usilovat o
ujisSténi od Zadajici strany, Ze bude
uplatnéno  divérné zachazeni s
jakymikoli  takovymi  divérnymi
informacemi, které je zdravotnické
zatizeni povinno zptistupnit.
Zdravotnické zafizeni nebude v
zadném pfipadé branit jakékoli
¢innosti spolecnosti Biogen za ucelem
ziskani ujisténi, Ze bude pti zachazeni
s davérnymi informacemi uplatnéno
divérné zachazeni.

Zdravotnické zafizeni a hlavni
zkousejici budou pouzivat divérné
informace vyluéné¢ v souvislosti s
projektem, anebo k jinym tuceltim,
které budou mezi stranami pisemné
dohodnuty.
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9.

termination or expiration of this
Agreement, Institution shall: (a)
return to Biogen any and all parts of
the Biogen Confidential Information
provided to Institution in
documentary form, including all
copies and other tangible
embodiments thereof made by
Institution or its Representatives, and
(b) destroy all Biogen Confidential
Information in Institution’s
possession and stored in then-
accessible electronic or other media.
In no event shall Institution during the
fulfillment of this agreement dispose
of any materials or data or other
information obtained or generated
under this Agreement without giving
Biogen sixty (60) days’ prior written
notice of Institution’s intent to do so.

Publications

9.1

The Parties anticipate that any
publication of the results of the
Project shall be a joint effort among
all the participating entities and the
Parties agree to exercise best efforts to
coordinate such joint publication. In
the event, however, that no such joint
publication has been agreed upon by
the participating sites within one (1)
year following the conclusion of the
Project at all participating sites, the
Principal Investigator and any other
person(s) engaged in or associated
with the Project may disclose or
publish the results separately for their
department, in which case the
Institution and/or Principal
Investigator shall first provide Biogen

8.6

8.7

Zdravotnické zafizeni a hlavni
zkousejici uplatni vSechna komeréné
dostupna opatieni, aby byla fyzicky
chranéna integrita a  divérnost
davérnych informaci.

Zdravotnické zafizeni souhlasi s tim,
ze jakmile dojde k nasledujicimu,
podle toho co nastane dfive: (i) zadosti
spolec¢nosti Biogen nebo (ii) ukonceni
nebo uplynuti doby platnosti této
smlouvy, zdravotnické zafizeni musi:
(a) vratit spole¢nosti Biogen jakékoliv
a veskeré casti davérnych informaci
spoleCnosti ~ Biogen  poskytnuté
zdravotnickému zafizeni \
dokumentované formé, vcetné vSech
jejich kopii a jinych materialnich
forem vytvofenych zdravotnickym
zafizenim nebo jeho zéstupci a (b)
zlikvidovat vSechny davérné
informace spolecnosti Biogen, které
ma zdravotnické zafizeni v drZeni a
jsou ulozeny na, v t& dob¢
ptistupnych, elektronickych nebo
jinych nosicich. Zdravotnické zatizeni
nesmi v zadném piipadé Vv pribéhu
plnéni této smlouvy zlikvidovat Zadné
materialy ¢i data nebo jiné informace
ziskané nebo vytvofené podle této
smlouvy, aniz by podalo spole¢nosti
Biogen v predstihu Sedesati (60) dni
oznameni, Ze tak chce ucinit.

Publikace

9.1

Strany ptedpokladaji, Ze jakékoli
publikace vysledkii projektu bude
vytvofena spolecnym tusilim vSech
ucastnicich se subjektl, a strany se
zavazuji, ze vyvinou maximalni usili
ke koordinaci takové spolecné
publikace. AvSak v pfipadé, Ze ve
lhaté jednoho (1) roku po uzavieni
projektu na vSech ucastnicich se
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9.2

with a copy of any abstract,
manuscript, presentation or other
proposed publication of any results,
and shall inform Biogen of any
proposed oral disclosure of such
results, at least thirty (30) days prior
to such disclosure. Biogen shall have
thirty (30) days after the receipt of the
copy to make recommendations or
comments thereon, or to object to such
proposed presentation or publication
because (a) it contains Biogen
Confidential Information or (b) it
contains patentable subject matter
which needs protection. If Biogen
determines that one or more patent
applications should be filed before
disclosure, Institution will cooperate
in doing so, and will delay disclosure
or submission for publication up to an
additional ninety (90) days allow for
the filing of appropriate patent
protection. If Biogen decides not to
file a patent application, the Principal
Investigator and/or Institution may
file and prosecution such a patent
application at their own cost. The
Principal Investigator and Institution
shall comply with Biogen’s request to
delete any references to Biogen’s
Confidential Information contained in
any proposed publication, manuscript,
abstract or presentation prior to any
such publication or presentation
thereof. Any publication of results
will duly acknowledge Biogen’s role
unless otherwise requested.

During the thirty (30) day or, if
requested, additional ninety (90) day,
period following the submission of a
proposed publication or other
disclosure to Biogen, Biogen,

pracovistich  nebyla  dohodnuta
zuCastnénymi  pracovisti  takova
spolecna publikace, smi hlavni

zkousejici a  jakakoli dalsi
osoba/osoby zapojené¢ do projektu
nebo pfidruzené k projektu zvefejnit
nebo publikovat vysledky samostatné

za  své  pracoviSté,  pfiCemz
zdravotnické zatizeni a/nebo hlavni
zkousejici nejprve poskytnou
spolecnosti  Biogen kopii  vSech

abstraktli, rukopisii, prezentaci nebo
jinak navrzenych publikaci jakychkoli
vysledkd, a budou spole¢nost Biogen
informovat o jakémkoli Ustnim
zptistupnéni takovych vysledki, a to
nejméné tficet (30) dnil pred takovym
zptistupnénim. Spole¢nost bude moci
tticet (30) dnli po piijeti kopie uvést
sva doporuceni nebo poznamky anebo
vznést  ndmitky  proti  takové
navrhované prezentaci nebo publikaci,
protoze (a) obsahuje  davérné
informace spolecnosti Biogen nebo
(b) obsahuje patentovatelné
skutecnosti, které musi byt chranény.
Pokud spole¢nost Biogen rozhodne, ze
pted zptistupnénim bude podana jedna
nebo vice patentovych piihlasek, bude
zdravotnické zatfizeni spolupracovat a
pozdrzi zptistupnéni nebo odeslani k
publikaci az o devadesat (90) dnti, aby
byla umoZnéna dostatecnd ochrana
patentu. Pokud se spole¢nost Biogen
rozhodne, ze piihlaS8ku patentu
nepodd, hlavni zkouSejici a/nebo
zdravotnické zatfizeni mohou podat
pfihlasku patentu sami svym jménem
a na své naklady. Hlavni zkouSejici a
zdravotnické zatizeni ptred jakoukoli
publikaci nebo prezentaci vyhovi
zadosti o odstranéni vSech odkazli na
divérné informace spolecnosti Biogen
ve vSech navrhovanych publikacich,
rukopisech, abstraktech ¢i
prezentacich. V jakékoli publikaci
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9.3

9.4

9.5

9.6

Institution and Principal Investigator

agree to hold all information
contained therein in confidence
pending Biogen’s review and
comment. This  confidentiality

obligation does not apply to any
information that falls under the
exceptions defined in Section 8.3,
above.

Institution shall take all practicable
steps to ensure that any person
engaged in research on the part of the
Institution in connection with the
Research Project agrees to be bound
by the terms of this Article 9.

Institution and Principal Investigator
agree that any data developed under
this Agreement may be used for
Biogen for any reason, including
support of Biogen patent applications
or in preparing regulatory filings,
without any additional compensation
to Principal Investigator(s) or
Institution.

After Biogen has filed any patent
applications or otherwise protected
any Inventions in accordance with this
Section 9, and subject to Section 8
(Confidentiality), Institution may use
the data produced under this
Agreement for its own internal,
academic, non-commercial research
and educational purposes.

Institution  agrees  that  any
participating site may have access to
and use the data produced under this
Agreement for internal, academic,

9.2

9.3

94

9.5

vysledki bude nalezit¢ uznana role
spole¢nosti Biogen, pokud to nebude
vyzadano jinak.

Spole¢nost  Biogen, zdravotnické
zatizeni a hlavni zkousejici se dohodli,
ze po dobu tficeti (30) dnd nebo, na
vyzadani, po dobu dalSich devadesati
(90) dntt po odeslani navrhované
publikace nebo po jiném zptistupnéni,
bude zachdzet se vSemi v nich
obsazenymi informacemi jako S
divérnymi, az do posouzeni a
piipominek spolecnosti Biogen. Tato
povinnost  zachovani  divérnosti
informaci  neplati  pro  zadné
informace, které spadaji pod vyjimky
definované v bodu 8.3 vyse.

Zdravotnické  zafizeni  podnikne
vSechny proveditelné  kroky k
zajisténi, aby kazdé osoba zapojena do
vyzkumu na stran¢ zdravotnického
zafizeni v souvislosti s vyzkumnym
projektem souhlasila, Ze bude vazéna
podminkami tohoto ¢lanku 9.

Zdravotnické zafizeni a hlavni
zkousejici souhlasi s tim, Ze vSechna
data vytvofend podle této smlouvy
mohou byt pouZita pro spolecnost
Biogen z jakéhokoli diivodu vcetné
podpory piihlasek patentii spolecnosti
Biogen nebo pii ptipravé piihlasek
patentl bez jakékoli kompenzace pro
hlavniho zkouSejiciho ¢i zdravotnické
zafizeni.

Poté, co spolecnost Biogen poda
jakékoli ptihlasky patent nebo jinak
ochrani jakékoli vynélezy podle
tohoto bodu 9 s platnosti bodu 8
(Davérné zachazeni s informacemi),
zdravotnické zafizeni bude moci data
vytvofena podle této smlouvy pouZzit
pro svij interni, akademicky,
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10.

non-commercial research and

educational purposes

Publicity

11.

Biogen shall not use the name of
Institution, or of any member of
Institution’s Project staff, in any
publicity, advertising, or news release
without the prior written consent of an
authorized representative of
Institution. Institution shall not use the
name of Biogen, or any employee of
Biogen, in any publicity, advertising or
news release without the prior written
approval of Biogen.

Term and Termination

111

11.2

11.3

This  Agreement shall become
effective on the Effective Date and
shall continue in effect until the end of
the Term, unless sooner terminated in
accordance with the provisions of this
Section 11. The parties may extend the
term of this Agreement for additional
periods as desired. Any such extension
must be in writing and signed by both
parties. Estimated duration of the
Agreement: 36 months.

Biogen may terminate this Agreement
at any time for convenience upon sixty
(60) days' written notice to Institution.

In the event that the Principal
Investigator becomes unable or
unwilling to continue the Project, any
of the Parties hereto shall have the
option to terminate this Agreement
upon written notice. In the event of

9.6

10.

nekomercéni vyzkum a k vyukovym
ucelim.

Zdravotnické zafizeni souhlasi s tim,
ze vSechna zucastnéna pracovisté
mohou mit pfistup k datim
vytvoienym podle této smlouvy a
mohou je pouzivat pro interni,
akademicky, nekomercni vyzkum a k
vyukovym ucellim.

Reklama

11.

Spole¢nost Biogen nepouZzije nazev
zdravotnického zafizeni ani jméno
zaddného pracovnika zdravotnického
zafizeni v zddné reklamé, propagaci ani
v tiskové zpravé bez predchoziho
pisemného  souhlasu  povéieného
zastupce zdravotnického  zafizeni.
Zdravotnické zatizeni nepouzije ndzev
Biogen ani  jméno zadného
zaméstnance spolecnosti Biogen v
zadné reklamé, propagaci ani v tiskové
zpravé bez predchoziho pisemného
souhlasu spolec¢nosti Biogen.

Doba trvani a ukonéeni

111

11.2

Tato smlouva nabyva ucinnosti datem
ucinnosti a bude u¢inna az do konce
doby trvéni, pokud nebude ukoncena
diive podle ustanoveni tohoto bodu 11.
Budou-li si to strany ptat, mohou dobu
trvani této smlouvy prodlouzit o dalsi
obdobi. Jakékoli takové prodlouZeni
musi byt provedeno pisemné a
podepsano obéma stranami.
Predpokladana doba trvani smlouvy:
36 mésic.

Spole¢nost Biogen miize tuto smlouvu
vypoveédét kdykoli bez uvedeni diivodu
na zékladé pisemného ozndmeni
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11.4

115

12.

such termination, Institution shall
return to Biogen the unexpended funds
in connection with the Project, except
amounts necessary to pay obligations
in connection with the Project that
cannot be canceled.

If either party is in breach of or default
in any of the terms or conditions of this
Agreement, and fails to remedy such
default or breach within thirty (30)
days after receipt of written notice
from the other party hereto, the party
giving notice may, in addition to any
other  remedy  terminate  this
Agreement by sending notice of
termination in writing to the other
party. Such termination shall be
effective as of the date of the receipt of
such notice.

Termination of this Agreement by
either party for any reason shall not
affect the rights and obligations of the
parties accrued prior to the effective
date of termination. Termination of
this Agreement shall not release the
parties from their rights and
obligations under Articles 3, 4, 5, 6, 7,
8,9, 10, 11, 14 and 15.

Independent contractor

12.1

In connection with this Agreement,
each party is an independent
contractor. This Agreement shall not
create any relationship of employment,
agency or partnership between the
parties and shall not give either party
any authority to bind or commit the
other party. Neither Institution nor any
of its employees shall be entitled to any
benefits provided by Biogen to
Biogen’s employees. Institution shall
be solely responsible for payment of
all employment-related and

11.3

114

115

12.

zdravotnickému zatizeni s vypovédni
lhitou Sedesat (60) dni.

V ptipadé, ze hlavni zkousSejici nebude
moci nebo nebude chtit v projektu
pokracovat, bude mit kterdkoli ze
smluvnich stran moznost smlouvu
ukoncit vypovédi. V ptipadé takového
ukonceni vrati zdravotnické zatfizeni
spolecnosti  Biogen  nevycerpané
finanéni prostfedky souvisejici s
projektem, s  vyjimkou  ¢astek
nezbytnych k proplaceni zavazku
souvisejicich s projektem, které nelze
zrusit.

Pokud kterakoli ze stran porusi nebo
zanedba kteroukoli z podminek této
smlouvy a nenapravi toto zanedbani do
tiiceti (30) dnl po pfijeti oznameni
druhé strany, mlze oznamujici strana
krom¢ dalSich napravnych prostredk,
ukoncit tuto smlouvu zaslanim
pisemné vypovédi druhé strané.
Takové ukonceni je ucinné dnem
prijeti takové vypovédi.

Ukonceni této smlouvy kteroukoli
stranou a z jakéhokoli divodu se
nedotykd prav a povinnosti stran
vzniklych pfed datem ucinnosti
ukonceni. Ukonceni této smlouvy
nezbavuje strany jejich prav a
povinnosti podle ¢lanki 3, 4, 5,6, 7, 8,
9,10, 11, 14 a 15.

Nezavisla smluvni strana

12.1

V souvislosti s touto smlouvou je kazda
ze stran nezavislou smluvni stranou.
Tato smlouva nezaklada mezi stranami
vztah zaméstnanosti, zastoupeni ani
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12.2

13.

compensation-related charges and
taxes associated with Institution’s
performance of Project hereunder.

Except as specifically addressed in this
Agreement, neither party is authorized
or empowered to act as agent for the
other party for any purpose and shall
not on behalf of the other party enter
into any contract, warranty, or
representation as to any matter.
Neither party shall be bound by the
acts or conduct of the other party.

Experimental Animals -Not

Applicable.

14.

141

Disclaimer of Warranties and
Limitation of
Liability/Indemnification

Subject to the terms and conditions of
this Agreement, Institution shall
protect, defend, indemnify and hold
harmless Biogen from and against any
and all third party claims, allegations,
losses, demands, causes of action,
liabilities and any and all related costs
and expenses, arising from (directly or
indirectly) the performance by
Institution of its obligations under this
Agreement, or from: (i) a breach of
obligation of Institution under this
Agreement, or (ii) a negligence or
willful misconduct of Institution (or
any of its employees or agents) in
performing its obligations under this
agreement.

12.2

13.

partnerstvi a Zadné ze smluvnich stran
neddva pravomoc druhou stranu
zavazovat. Zdravotnické zafizeni ani
zadny z jeho zaméstnancli nema pravo
na zadné zaméstnanecké vyhody
poskytované spolecnosti Biogen jejim
zaméstnancim. Zdravotnické zafizeni
bude vyluéné odpovédné za proplaceni
vSech poplatka, které se vztahuji k
zam&stnaneckému poméru nebo K
vypléaceni tihrad a dani souvisejicich s
provadénim projektu podle tohoto
dokumentu.

Pokud tak nebude vyslovné uvedeno v
této smlouveé, nema zadna ze stran
pravo ani zplnomocnéni vystupovat za
zadnym ucelem jako zastupce druhé
strany a nesmi jménem druhé strany
uzavirat zadné dohody, poskytovat
zédruky ani v jakékoli zalezitosti
vydavat prohlaseni. Zadna ze stran neni
vazana jednanim nebo chovanim druhé
strany.

Pokusna zvifata — neuplatiiuje se.

14.

141

Vvlouéeni zaruky a omezeni

odpovédnosti/odSkodnéni

Podle podminek této smlouvy bude
zdravotnické zatizeni chranit,
obhajovat, odskodiiovat a kryt proti
Skodam spole¢nost Biogen a bude
vystupovat proti a branit pied
jakymkoli a  vSem  narokiim,
obvinénim, ztratdm, poZadavkim treti
strany, pfedmétim Zaloby,
odpovédnostem a jakymkoli a vSem
souvisejicim vydajim a nakladim
vzniklych pfi provadéni povinnosti
zdravotnického zafizeni (pftimo nebo
nepiimo) podle této smlouvy (1)
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14.2

14.3

15.

151

Subject to the terms and conditions of
this Agreement, Biogen shall protect,
defend, indemnify and hold harmless
Institution and its employees, from and
against any and all third party claims,
allegations, losses, demands, causes of
action, liabilities and any and all
related costs and expenses (including,
but not limited to, reasonable
attorneys’ fees), arising from or related
to: (i) by any breach of obligation of
Biogen, under this Agreement (ii) any
negligence or willful misconduct of
Biogen (or any of its employees or
agents) in performing its obligations
under this Agreement.

To receive the foregoing indemnities,
the party seeking indemnification must
promptly notify the other in writing of
a claim or suit and provide reasonable
cooperation (at the indemnifying
party’s expense) and grant the other
party the full authority to defend or

settle the «claim or suit. The
indemnifying party shall have no
obligation  to  indemnify  the
indemnified party under any
settlement  made  without the

indemnifying party’s written consent.

Miscellaneous

Entire Agreement. Should any
provision hereof be or become invalid
or ineffective, it shall not affect other
provisions of the Agreement which
shall remain valid and effective. In
such case, the Parties hereto agree to
replace the invalid/ineffective
provision by a provision corresponding
best to the originally intended purpose
of the invalid/ineffective provision.

14.2

14.3

15.

15.1

porusenim povinnosti zdravotnického
zatizeni dle smlouvy, nebo (ii)
nedbalosti nebo zdmernym
pochybenim zdravotnického zafizeni
(nebo nékterého z jeho zaméstnancu
nebo zastupcil) pii provadéni jeho
povinnosti podle této smlouvy.

Podle podminek této smlouvy bude
spole¢nost Biogen chranit, obhajovat,
odskodiovat a kryt proti Ume
zdravotnické  zafizeni a  jeho
zaméstnance a bude vystupovat proti a
branit pied jakymkoli a v§em narokiim,
obvinénim, ztratdm, pozadavkim,
predmétim zaloby, odpovédnostem a
jakymkoli a vSem souvisejicim
vydajim a nakladim (vcetné, mimo
jiné, piimétenych honoraili pravniho
zastupce)  vzniklych  pfi  nebo
souvisejici s: (i) fadnym plnéni
povinnosti dle smlouvy ¢i postupem
dle protokolu (ii) jakoukoli nedbalosti
nebo zamérnym pochybenim
spole¢nosti Biogen (nebo nékterého z
jejich zaméstnanct nebo zastupcit) pfi
provadéni jejich povinnosti podle této
smlouvy.

Za ucelem obdrzeni vySe uvedeného
odSkodnéni musi strana usilujici o
odskodnéni okamzit¢ druhé strané
pisemné ozndmit svilj narok nebo spor
a poskytnout piiméfenou spolupraci
(na naklady odskodnujici strany) a
poskytnout druhé stran¢ moZnost
obrany nebo urovnani naroku nebo
sporu. OdSkodnujici strana nema
povinnost odSkodnit odskodiovanou
stranu podle Zadné dohody ucinéné bez
pisemného  souhlasu  odSkodiujici
strany.

Rizné

Cela smlouva. Je-li nebo stane-
li se nékteré ustanoveni této smlouvy
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15.2Successors and Assigns.

15.3

This Agreement may only be amended
or modified by amendment in writing.

Neither
party shall assign this Agreement or
any rights or obligations hereunder
without the prior written consent of the
other party; provided, however, that no
consent shall be required for any
assignment by Biogen in connection
with the sale or transfer of all or
substantially all of the business of the
party to which this Agreement relates.
Subject to the foregoing, this
Agreement shall be binding upon and
inure the benefit of the parties hereto
and their respective successors and
assigns. The parties agree that this
Agreement is between Institution and
Biogen, and that there shall be no third
party beneficiaries to this Agreement.

Notices. Any notices hereunder will
be sent to the appropriate party at the
address specified below or at such
other address as the party will specify
in writing. Such notice will be deemed
given upon personal delivery, one (1)
day after the date such notice is
provided by overnight delivery
service, three (3) days after the date of
mailing when sent by certified or
registered mail, postage prepaid, or
upon the date such notice is
transmitted by facsimile; provided,
that the party providing such notice
promptly confirms receipt of such
transmission with the other party by
telephone.

15.2

15.3

neplatné ¢i neucinné, nedotyka se to
ostatnich ustanoveni této smlouvy,
ktera zastavaji platnd a ucinna.
Smluvni strany se v tomto pfipadé
zavazuji nahradit neplatné/ netcinné
ustanoveni ustanovenim
platnym/a¢innym,  které  nejlépe
odpovida ptivodné zamyslenému ucelu

ustanoveni  neplatného/neucinného.
Smlouva muize byt upravena nebo
pozménéna  pisemné  uzavienymi
dodatky.

Nastupci a nabyvatelé. Zadna ze stran
nepostoupi tuto smlouvou ani zadna
préava ¢i povinnosti podle této smlouvy
bez ptedchoziho pisemného souhlasu
druhé strany; to vsak s podminkou, ze
od spolenosti  Biogen nebude
vyzadovan souhlas s postoupenim v
souvislosti s prodejem nebo pievodem
celé nebo prakticky celé spolecnosti
strany, ke které se tato smlouva
vztahuje. S vyhradou vyse uvedeného
bude tato smlouva zavazna a platna pro
zde uvedené strany a jejich ptislusné
nastupce a nabyvatele. Strany souhlasi
s tim, Ze tato smlouva se uzavira mezi
zdravotnickym zafizenim a spole¢nosti
Biogen, a Ze z této smlouvy nebude
obmyslenou osobou zZadna tfeti strana.

Oznameni. VSechna oznameni dle této
smlouvy budou odesldna pftislusné
stran€ na adresu uvedenou niZe anebo
na adresu, kterou tato strana pisemné
uréi.  Takové  oznameni  bude
povazovano za predané pii osobnim
doruceni, za jeden (1) den po datu
piedani expresni (doruceni pies noc)
kuryrni sluzbé, za tii (3) dny po datu
odeslani doporuenym dopisem s
predplacenym postovnym, anebo k
datu, kdy takové oznameni bylo
odeslano faxem; to za predpokladu, Ze
strana dodévajici takové ozndmeni
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okamzit¢ ovéii provedeni pfenosu u
druhé strany telefonicky.

IF TO BIOGEN INTERNATIONAL GMBH:

Biogen International GmbH.

Landis &Gyr-Strasse 3

CH 6300 Zug, Switzerland

Attn: Executive Vice President
General Counsel

SPOLECNOSTI BIOGEN INTERNATIONAL

GMBH:

Biogen International GmbH.

Landis &Gyr-Strasse 3

CH 6300 Zug, Svycarsko

K rukdm: Vykonny viceprezident
Pravni zastupce

IF TO INSTITUTION:

Vseobecna fakultni nemocnice v Praze,
with its registered office at
U Nemocnice 499/2, 128 08 Praha 2

ZDRAVOTNICKEMU ZARIZENI{:

Vseobecna fakultni nemocnice v Praze,
se sidlem U Nemocnice 499/2,
128 08 Praha 2

Attn: K rukam:
154  Applicable Law. This Agreement 15.4 Platny zdkon. Tato smlouva se
shall be governed by legal regulations fidi  pravnimi  pfedpisy  Ceské
construed and enforced in accordance republiky abude vykladana a

with the laws of the Czech Republic.

15.5Counterparts. This Agreement shall be
executed in two (2) counterparts in the
Czech and English languages, with each
party receiving one counterpart in both
language versions. In case of any
discrepancy between the Czech and the
English versions, the Czech version shall
prevail.

15.6Settlement of disputes. The Parties agree
to resolve any disputes arising from the
performance, interpretation or termination
hereof to the possible extent amicably.
Should no amicable resolution of such
dispute be possible, the disputes between
the Parties shall be finally resolved by the
courts sitting in the local district of the
primary place of business of the defending

party.

15.7 Register of contracts. The Contracting
Parties have agreed that, to the extent
required by the relevant legislation, in

vymahana v souladu s nimi.

15.5 Stejnopisy. Tato smlouva bude
vyhotovena ve dvou (2) stejnopisech v
ceském a anglickém jazyce; kazda ze
stran obdrzi jeden stejnopis v obou
jazykovych verzich. V ptipad¢ rozporu
mezi Ceskou a anglickou verzi bude
rozhodna ceska verze.

156 ReSeni sporii. Smluvni strany
se zavazuji veskeré spory vyplyvajici
Z plnéni, vykladu nebo ukonceni této
smlouvy Vv maximalni mozné mife
feSit smirnou cestou. Neni-li vyfeSeni

sporu smirnou cestou mozné, budou

spory mezi stranami s kone¢nou
platnosti  feSeny soudy  Ceské
republiky.

239083_1




particular by the Czech Republic Act No.

340/2015 Caoll.

on the Register of

Contracts, this contract will be published

in

contracting  parties

a public register of contracts. The
agree that the

healthcare facility will publish the version
of this agreement that will be prepared for
this purpose by Biogen no later than the
date of signature of this agreement in a
machine-readable format in electronic
form by sending it to okh@vfn.cz. The

estimated total
performance of services

remuneration for the
under this

agreement is EUR 261.012,-.

16.

Transparency Clause

As a member of the European
Federation of Pharmaceutical
Industries and Associations
("EFPIA™), Biogen shall comply with
the codes enacted by the EFPIA,
including the EFPIA Code on
Disclosure of Transfers of Value
adopted on 24 June 2013 and the
corresponding  applicable national
disclosure code (the "Applicable
EFPIA Disclosure Codes").

In order to comply with its obligations
under the  Applicable  EFPIA
Disclosure Codes, Biogen will collect,
record and publish Information (as
defined below) regarding any Transfer
of Value (as defined below) made as
from 1st January 2015 to the Institution

Disclosure of Information made for a
Transfer of Value will occur no later
than 30 June following the end of the
calendar year during which the
concerned Transfer of Value occurred.
Information on Transfers of Value will

15.7. Registr smluv. Smluvni strany se
dohodly, Zze v rozsahu, v jakém je to
pozadovano piislusnymi pravnimi piedpisy,
zejména zikonem Ceské republiky ¢&.
340/2015 Sh., o registru smluv, bude tato
smlouva uvefejnéna ve vefejném registru
smluv. Smluvni strany se dohodly,
ze zdravotnické zafizeni uvefejni verzi této
smlouvy, kterou mu za timto ucelem piipravi a
poskytne Biogen nejpozdéji v den podpisu
této smlouvy, a to v strojové Citelném formatu
v elektronické podobé zasldanim na emailovou
adresu okh@vfn.cz. Predpokladana celkova
vySe odmény za provedeni sluzeb dle této
smlouvy ¢ini EUR 261 012,-.

16. Ustanoveni o transparentnosti

Jako  ¢len  Evropské  federace
farmaceutického primyslu a asociaci
(,,EFPIA*) bude spole¢nost Biogen
jednat v souladu s kodexem natfizenym
federaci EFPIA o pfiznani pifevodu
hodnot pfijatym 24. Cervna 2013 a s
ptisluSnymi platnymi vnitrostatnimi
kodexy transparentnosti  (,,Platné
kodexy transparentnosti EFPIA®).

Za UCelem splnéni povinnosti podle
kodexu EFPIA o pfiznani pievodu

hodnot bude spolecnost Biogen
shromazd’ovat, zaznamenavat a
uveiejiiovat informace (jak jsou

definovany nize) tykajici se jakékoli
odmény vyplacené dle smlouvy (jak je
definovan nize) provedeného ve
prospéch zdravotnického zatizeni po 1.
lednu 2015.
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be disclosed on Biogen's publicly
accessible company website and will
remain in the public domain for a
minimum of three years after the time
such Information is first disclosed.

For the purpose of this clause,
"Transfer of Value" means any direct
or indirect transfer of value, in cash or
in kind or otherwise, which relates to
the following categories, as defined
under the  Applicable EFPIA
Disclosure Codes: donations and
grants, funding for Research and
Development, including but not
limited to, studies, clinical trials and
non-interventional ~ studies,  non-
monetary benefits in connection with

attending continuing medical
education  conferences, including
conference/registration fees,

sponsorship agreements, as well as
travel and accommodation expenses,
service and consultancy fees, as well as
other benefits in kind.

For the purpose of this clause,
"Information™  includes,  without
limitation, and as further detailed
under the  Applicable  EFPIA
Disclosure  Codes, the amounts
attributable to Transfers of Value, the
name and business address of the
recipient except in relation to Research
and Development, types of non-
monetary  benefits received, the
relevant reporting period for a Transfer
of Value and the purpose of the
Transfer of Value.

For the sake of clarity, any Transfers of
Value under this Agreement are
Research and Development Transfers
of Value and will be disclosed on an

Zvetejnéni informaci o pfevodu hodnot
bude provedeno nejpozd€ji do 30.
cervna roku nasledujictho po konci
kalendainiho roku, ve kterém k
pievodu hodnot doslo. Informace o
ptfevodu hodnot bude zvetfejnéna na
webovych  strankdch  spolecnosti
Biogen, které jsou vefejnosti dostupné,
a zistanou vetejnosti k nahlédnuti po
dobu minimaln¢ tii let od doby, kdy
byla tato informace poprvé zvetejnéna.

Pro ucely této klauzule ,,pfevod
hodnot™ znamena jakykoli piimy C¢i
nepiimy pfevod hodnot, v hotovosti, v
naturdliich nebo jinym zpisobem,
ktery je ve spojitosti s nasledujicimi
kategoriemi, jak jsou definovany v
platnych kodexech transparentnosti
EFPIA: dary nebo granty, financovani
vyzkumu a vyvoje vcetné, mimo jiné,
studii, klinickych  hodnoceni a
neinterven¢nich studii, nepenéznich
benefiti v souvislosti s Ucasti na
pokracovacich 1€katskych
vzdelavacich  konferencich — vcetné
konferencnich/ registracnich poplatk,
dohod o sponzorovani a rovnéz nadhrad
cestovného a diet, poplatki za sluzby a
konzultace a dalSich vyhod jakéhokoli
druhu.

Pro ucely této klauzule ,,informace*
zahrnuji bez omezeni a, jak je dale
podrobné uvedeno v  platnych
kodexech transparentnosti EFPIA,
¢astky odpovidajici pievodu hodnot,
nazev a adresu sidla spolecnosti
pfijemce vyjma piipadl vztahujicich se
k vyzkumu a vyvoji, typy obdrzenych
nefinan¢nich vyhod, ptislusné
vykazované obdobi pro pifevod hodnot
a ucel prevodu hodnot.
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aggregate basis in compliance with the
Applicable EFPIA Disclosure Codes.

An integral part to the Agreement are
the following Exhibits:

1. Exhibit A — Project description

2. Exhibit B — Payment calendar

3. Exhibit C — Transfer of
Responsibilty Form

[The remainder of this page has been
intentionally left blank.]

Kvili srozumitelnosti jsou vSechny
pievody hodnot provedené podle této
smlouvy pfevodem hodnot pro vyzkum
a vyvoj a budou vykazany souhrnné v

souladu S platnymi kodexy
transparentnosti EFPIA.
Nedilnou soucasti smlouvy jsou

nasledujici ptilohy:

1. Priloha A — Popis projektu

2. Priloha B — Plan plateb

3. Ptiloha C — Formulat pieneseni
odpovédnosti

[Zbytek této stranky je umysiné ponechan
prazdny.]

IN WITNESS WHEREOQOF, the parties
have caused this Agreement to be executed by
their duly authorized representatives.

NA DUKAZ CEHOZ smluvni strany
uzaviely tuto smlouvu prostfednictvim svych
radn€ opravnénych zastupcti.

BIOGEN INTERNATIONAL GMBH

By:

[signature]

Date:
Name: Dr. Rob Hyde
Title: Senior Medical Director Medical Europe

BIOGEN INTERNATIONAL GMBH.

Podepsal/a:

[podpis]

Dne:
Jméno:
Funkce: Hlavni 1ékaisky feditel Medical Europe

VSEOBECNA FAKULTNI NEMOCNICE V
PRAZE

By:
[signature]
Date:

Name: Mgr Dana Juraskova, PhD, MBA
Title: Hospital Director

Statement of the investigator:
I, XXXXXXXXXXXXXXXXXX, M.D., the study
investigator, hereby certify that | acquainted

VSEOBECNA FAKULTNI NEMOCNICE V
PRAZE

Podepsal(a)

[podpis]
Dne:

Jméno: Mgr. Dana Juraskova, Ph. D., MBA
Funkce: feditelka nemocnice

Prohlaseni zkousejiciho:
Ja, XOXXXXXXXXXXXXXXXXX, zkouSejici 1ékarka
této studie, timto potvrzuji, Ze jsem se
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with the project details and all the documents
handed over by the authority to conduct the
study. | was familiarized with the agreement
entered by and between Biogen International
GmbH and Vseobecna fakultni nemocnice v
Praze and will comply with the obligations
laid down therein by the physicians.

By:
[signature]
Date:

Name: XXXXXXXXXXXXXXXX
Title: Assistant Professor

seznamila s podrobnostmi projektu a vSemi
dokumenty  ptfedanymi  zadavatelem k
provedeni studie. Byla jsem sezndmena se
smlouvou uzavienou mezi Biogen
International GmbH a Vseobecnou fakultni
nemocnici v Praze a budu dodrzovat
povinnosti v ni stanovené 1¢ékaii.

Podepsal(a)

[podpis]
Dne:

JMENO: XXXXXXXXXXXXXXXXXX
Funkce: odborny asistent
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EXHIBIT A
Project description

OVerview : XXXXXXXXXXXXXXXXXXX

PRILOHA A

Popis projektu

Piehled:

XXXXXXXXXXXXXX
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Payment plan

Compensation:
XXXXXXXXXXXXXXXXX

EXHIBIT B

Plan plateb
Uhrada:

PRILOHA B
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EXHIBIT C PRILOHA C

Transfer of responsibility form Formulaf pteneseni odpovédnosti
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