OBSERVATIONAL STUDY AGREEMENT

SMLOUVA O PROVADENiIi OBSERVACNI
STUDIE

This Observational Study Agreement (the
“Agreement’), is made as of the Effective Date
(as defined below), by and between Biogen ldec
Research Limited with a place of business at

Innovation House, 70, Norden Road,
Maidenhead, Berkshire, SL6 4AY, United
Kingdom (“Biogen”, Fakultni nemocnice

Hradec Kralové, having a place of business at
Sokolska 581, post code 500 05 Hradec Kralové
— Novy Hradec Kralové, Czech Republic,
Identification number: 00179906, Tax
identification number: CZ00179906, represented
by prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.,
Director (the “Provider’), |GG
I 20dress Neurology Clinic of Fakultni
nemocnice Hradec Kralové, Sokolska 581, 500 05
Hradec Kralové, Czech Republic (the
“Investigator’) and Quintiles Czech Republic,
s.r.o0., Praha 5, Jinonice, Radlicka 714/113a, 158
00, Czech Republic, Identification Number: 247
68 651, Tax identification Number: CZ247 68 651
acting on the basis of Power of Attorney dated
28 March 2016 (the "CRO")

Tato smlouva o provadéni observacni studie (dale
jen ,Smlouva®) je uzavirana k Datu ucinnosti
(definice viz nize) mezi Biogen ldec Research
Limited se sidlem Innovation House, 70, Norden
Road, Maidenhead, Berkshire, SL6 4AY, Spojené
kralovstvi (dale jen ,spole¢nost Biogen®),
Fakultni nemocnici Hradec Kralové, se sidlem
Sokolska 581, PSC 500 05 Hradec Kralové —

Novy Hradec Kralové, Ceska republika,
Identifikacni Cislo: 00179906, Danové
identifikacni &islo: CZ00179906, zastoupenou

prof. MUDr. Vladimirem Pali¢kou, CSc., dr. h. c.,
feditelem (dale jen ,Poskytovatel’), | EEGcGcGINNG
I s adresou
Neurologicka klinika Fakultni nemocnice Hradec
Kralové, Sokolska 581, 500 05 Hradec Kralové,
Ceska republika (dale jen ,Zkousejici') a
spole¢nosti Quintiles Czech Republic, s.r.o.,
Praha 5 — Jinonice, Radlicka 714/113a, 158 00,
Ceska republika, IC: 247 68 651, DIC: CZ247 68
651, jednajici na zakladé plné moci ze dne
28. bfezna 2016 (dale jen ,CRO").

WHEREAS, Biogen markets the medicinal
product Tecfidera® (“Tecfidera®), which is being
studied, among other products, under an
observational study entitted “A multicenter,
global, retrospective, observational study to
characterize real-world clinical outcomes in
patients with relapsing-remitting multiple
sclerosis treated with disease-modifying
therapies (Tecfidera®, Copaxone®, Aubagio®,
or Gilenya®) (EFFECT)” (the “Study”)

Spole€nost Biogen dodava Iécivy pfipravek
Tecfidera® (dale jen ,Tecfidera®), ktery je
spole€né s dalSimi  pfipravky  zkouman

v observaéni studii s nazvem ,Multicentricka
globalni retrospektivni observaéni studie s
cilem charakterizovat u pacientid s relaps-

remitentni roztrousenou sklerézou
podstupujicich chorobu modifikujici 1é€bu
(Tecfidera®, Copaxone®, Aubagio® nebo

Gilenya®) klinické vysledky léEby v realnych
podminkach (EFFECT)“ (dale jen ,Studie®).

WHEREAS, Biogen desires the Provider and the
Investigator to conduct the Study in the Czech
Republic.

Spole¢nost Biogen si pieje povéfit Poskytovatele
a ZkouSejiciho provadénim Studie v Ceské
republice.

WHEREAS, the Provider conducts studies for
research purposes;

Poskytovatel provadi studie pro vyzkumné ucely.

WHEREAS, the Investigator is experienced in the
conduct of studies of investigational and marketed
drugs; and

ZkouSejici ma zkuSenosti s provadénim klinickych
hodnoceni a studii hodnocenych i registrovanych
IéCivych pfipravkd.

WHEREAS, Biogen has entered into a separate
agreement with the CRO to perform certain duties
in connection with the Trial, including making
payments to the Provider and Investigator on
behalf of Biogen and the parties agree that the
CRO shall be a party to this Agreement for the

Spole€nost  Biogen uzaviela samostatnou
smlouvu s CRO, v niz ji povéfila plnénim
nékterych povinnosti tykajicich se Studie, vCetné
provadéni uhrad Poskytovateli a Zkousejicimu za
spole€nost Biogen, a smluvni strany se dohodly,
Ze se CRO stane smluvni stranou této Smlouvy, a
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sole purpose of making such payments hereunder
on behalf of Biogen and the CRO shall have no
other rights or obligations under this Agreement.

to vyhradné za ucCelem provadéni plateb podle
této Smlouvy jménem spolecnosti Biogen s tim,
Ze CRO nebude mit z této Smlouvy Zzadna dalSi
prava ani povinnosti.

NOW, THEREFORE, in consideration of the
mutual promises and covenants contained herein,
and for other good and valuable consideration,
the receipt and sufficiency of which are hereby
acknowledged, Biogen and the Provider hereby
agree as follows:

Po zvazeni vzajemnych pfislibl a zavazki
uvedenych v této Smlouvé a za pfiméfené a
hodnotné protipinéni, jehoz pfijeti a dostate¢nost
jsou timto potvrzeny, se spoleCnost Biogen a
Poskytovatel dohodli na uzavieni Smlouvy v
tomto znéni:

1. 1.
The Study. Studie.
1.1 1.1

Subject Matter. The Provider and the Investigator
shall conduct the Study for Biogen pursuant to the
protocol entitted “A  multicenter, global,
retrospective, observational study to
characterize real-world clinical outcomes in
patients with relapsing-remitting multiple
sclerosis treated with disease-modifying
therapies (Tecfidera®, Copaxone®, Aubagio®,
or Gilenya®) (EFFECT)” and incorporated herein
by reference, as amended from time to time (the
“Protocol’), and make the results available to
Biogen. The recruitment phase for the Study shall
not begin on before the Agreement has been
published in the Agreements Register and shall
last approximately 12 months. The expected
duration of the Study at Provider is |  J JJlllfrom
its initiation.

Pfedmét. Poskytovatel a ZkouSejici budou Studii
provadét pro spole¢nost Biogen podle protokolu s
nazvem ,Multicentricka globalni retrospektivni
observacni studie s cilem charakterizovat u
pacienti s relaps-remitentni roztrousenou
sklerézou podstupujicich chorobu modifikujici
léébu (Tecfidera®, Copaxone®, Aubagio®
nebo Gilenya®) klinické vysledky lécby v
realnych podminkach (EFFECT)", ktery se
odkazem na né&j stava nedilnou soucasti této
Smlouvy, v platném znéni (dale jen ,Protokol’), a
vysledky predaji spole€nosti Biogen. Faze naboru
do Studie nebude zahajena dfive, nez bude
smlouva uvefejnéna v registru smluv a bude trvat
pfiblizné 12 mésicl. Pfedpokladana doba trvani
studie u Poskytovatele je od jeji
iniciace.

1.2

1.2

Observational Study.

Observaéni studie.

(@)

(@)

The Provider and the Investigator shall refrain
from any action which may lead to the
classification of the Study as an interventional
clinical trial under the Applicable Laws and
Regulations (as defined below in Section 2.1).

Poskytovatel a Zkousejici se zdrzi vieho, co by
mohlo vést ke Kklasifikaci Studie jako
interven¢niho  klinického  hodnoceni  podle
platnych zakon(l a pfedpisu (definice viz nize v
bodé 2.1).

(b)

(b)

The parties to this Agreement 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 Provider. In
addition, the Provider and the Investigator confirm
that the Study shall not influence the prescriptions
written by the Investigator in the future. The
Provider and the Investigator acknowledge and
confirm that prescriptions are and shall be written
based solely on medical indications.

Smiluvni strany potvrzuji, ze uzavienim této
Smlouvy nemaji v umyslu ovlivnit a ani nebudou
nijak ovliviiovat svou obchodni €innost, napfiklad
nakupy ve Zdravotnickém zafizeni. Poskytovatel
a Zkousejici déle potvrzuji, Ze Studie nebude mit
vliv na |ékafské predpisy, které bude ZkouSejici
v budoucnu vystavovat. Poskytovatel a ZkouSejici
berou na védomi a potvrzuji, Ze I1ékafské predpisy
jsou a budou vystavovany vyhradné na zakladé
zdravotni indikace.
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1.3

1.3

Amendments to the Protocol. The Provider shall
not alter or amend, or permit the Investigator or
any member of the Provider's cooperating
persons participating in the Study to alter or
amend, the Protocol in any way without the prior
written consent of Biogen, unless required by law
to protect the safety, health or rights of the Study
Subjects (as defined below).

Dodatky Kk  Protokolu. Bez  pFedchoziho
pisemného souhlasu spole¢nosti Biogen nebude
Poskytovatel pozménovat ani doplfiovat Protokol
a neumozni, aby tak Cinili Zkousejici nebo jina
spolupracujici osoba podilejici se na Studii,
pokud to nebude nezbytné ze zakona kvdli
ochrané bezpecnosti, zdravi nebo prav Subjektl
studie (definice viz nize).

1.4

1.4

Recruitment.

Nabor.

a

()

A total of patients
(collectively, the “Study Subjects, and each
individually, a “Study Subject”) is intended to be
enrolled in the Study across the different
jurisdictions where the Study is being conducted.
The enrollment shall be terminated in the Czech
Republic when the total number of

Planuje se, ze do Studie bude v riznych zemich,

kde bude Studie provadéna, zafazeno celkem
pacientd (souhrnné ,Subjekty

studie” a jednotlivé ,Subjekt studie”). Nabor

bude ukonden v Ceské republice, kdy? bude

dosazeno celkového poctu

Subjekta studie.

Study Subjects is reached.
(b)

(b)

Upon prior written notice from Biogen, the
Provider and the Investigator shall stop recruiting
Study Subjects if (i) the planned maximum total
number of Study Subjects has been reached or
(i) Biogen has decided to stop the recruitment for
the Study or at the Provider’s site.

Na zakladé pisemného oznameni spolecnosti
Biogen ukonc&i Poskytovatel a ZkouSejici nabor
Subjektt studie, jestlize (i) bude dosazeno
planovaného maximalniho celkového poctu
Subjektt studie nebo (ii) spole¢nost Biogen se
rozhodne ukongit nabor do Studie nebo v centru u
Poskytovatele.

(c)

()

If the Study Subject enrollment goal is not met
within the specified time period due to
unforeseeable circumstances, and the Provider
has been diligent in its efforts, then Biogen may at
its sole discretion either extend the Study
recruitment period or otherwise modify the
recruitment goal for the Study.

Pokud se cil naboru Subjektl studie kvuli
nepfedvidatelnym okolnostem nepodafi splnit do
stanoveného terminu, prestoze Poskytovatel
vynalozil nezbytné usili, bude moci spole¢nost
Biogen podle vlastniho uvazeni prodlouzit obdobi
naboru do Studie nebo upravit cil naboru do
Studie.

1.5

1.5

Commencement of the Study.

Zahajeni Studie.

(@)

(@)

The Provider shall not, shall not permit the
Investigator to, commence recruitment of potential
Study Subjects to participate in the Study unless
and until the Investigator (i) is notified by Biogen
or its agents in writing that all approvals,
authorizations and documentation necessary to
conduct the Study have been obtained; and (ii)
has signed the Protocol and thereby agreed to
conduct the Study in accordance with the terms

Poskytovatel nezahaji nabor potencialnich
Subjektd studie a neumozni zahajeni naboru ani
ZkouSejicimu, dokud ZkouSejici (i) nebude
spole€nosti Biogen nebo jejimi zastupci pisemné
informovan, Ze byla ziskana veSkera povoleni,
opravnéni a dokumentace nezbytné k provadéni
Studie, a (ii) nepodepiSe Protokol, &imz se
zavaze, ze bude provadét Studii v souladu
s podminkami Protokolu. Vyzkum podle této
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and the conditions of the Protocol. Further, the
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, which form shall have been
previously approved by Biogen and provided to
the Investigator.

Smlouvy nebude ZkouSejici provadét, dokud
Subjekt studie pisemné& nepotvrdi, Ze obdrzel
formulaf informovaného souhlasu ke Studii ve
znéni schvaleném spolecnosti Biogen a dodaném
Zkousejicimu, seznamil se s nim a podepsal ho.

(b)

(b)

The Provider shall appoint the Investigator and
the cooperating persons (the “Staff’), necessary
to support the conduct of the Study. The Provider
shall ensure that the Investigator and the Staff
have the relevant qualifications to perform their
obligations under this Agreement and that they
shall at all times comply with the terms and
obligations of this Agreement. The Provider
represents and warrants that Provider has or will
obtain from all Staff, including the Investigator,
agreements that impose on such Staff (i)
confidentiality obligations at least as restrictive as
those applicable to Provider hereunder and (ii)
assignment of invention obligations that
effectively vest in the Provider any rights the Staff
may otherwise have in the results of their work in
connection with the Study and permit the Provider
to assign those rights to Biogen. The Provider
shall, and shall cause the Investigator to, provide
Biogen and its representatives with information
regarding the Staff as necessary to comply with
applicable laws, regulations and directives, or as
Biogen or its agents may reasonably request. For
the avoidance of doubt, the Staff shall throughout
the term of the Agreement be under the
supervision and control of the Provider and the
Investigator, and the Provider and the Investigator
shall, without limitation, be responsible for
ensuring that the Staff act in accordance with the
Applicable Laws and Regulations (as defined
below), the terms of this Agreement and Biogen’s
and its agents’ reasonable instructions.

Poskytovatel povéri Zkousejiciho a spolupracujici
osoby (dale jen ,Personal*), ktefi budou potfebni
k podpore provadéni Studie. Poskytovatel zajisti,
aby méli ZkouSejici a Personal nezbytnou
kvalifikaci k plnéni zavazk( z této Smlouvy a aby
po celou dobu plnili podminky Smlouvy a zavazky
z ni vyplyvajici. Poskytovatel prohlasuje a
zaruCuje se, ze s veSkerym Personalem vcetné
ZkouSejiciho uzaviel smlouvu, ktera jim stanovi (i)
pfinejmensim stejné omezujici  zavazek
zachovani miCenlivosti jako zavazek, ktery plati
pro Poskytovatele podle této Smlouvy, a (ii)
zavazek postoupit pfipadné vynalezy, na jehoz
zakladé postoupi Poskytovateli veSkera prava,
ktera budou pfipadné mit k vysledkiim své prace
v souvislosti se Studii, a umozni tim, aby
Poskytovatel postoupil takova prava spole€nosti
Biogen.  Poskytovatel  spoleCnosti  Biogen
poskytne informace o Personalu, které budou
nezbytné pro spinéni platnych zakon(, predpist a
smérnic nebo o které spole¢nost Biogen nebo jeji
zastupci v pfiméfeném rozsahu pozadaji, a zajisti,
aby tak ucinil i ZkouSejici. Aby se predeslo
pochybnostem, bude Personal po celou dobu
platnosti Smlouvy pod dohledem a kontrolou
Poskytovatele a ZkouSejiciho a Poskytovatel a
ZkouSejici ponesou neomezenou odpovédnost za
to, Zze zajisti, aby Personal jednal v souladu
s Platnymi zakony a predpisy (definice viz nize),
podminkami této Smlouvy a pfiméfenymi pokyny
spole¢nosti Biogen a jejich zastupcu.

()

()

The Provider shall not replace the Investigator
with another Investigator without the prior written
consent of Biogen, which consent shall not be
unreasonably withheld.

Poskytovatel neni opravnén nahradit ZkouSejiciho
jinym lékafem bez predchoziho pisemného
souhlasu spole€nosti Biogenu, ktera takovy
souhlas nesmi bezdlvodné odmitnout.

1.6

1.6

Case Report Forms.

Zaznamy subjektu hodnoceni.
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(@)

(a)

The Provider shall record all data on the
electronic case report form provided by or on
behalf of Biogen (the “CRF’). The original CRF
shall be intended for Biogen'’s files and a copy of
the same for retention in the Investigator's files.
Following delivery of the final CRF by the
Investigator, any changes to the database shall
be made via a clarification form provided by
Biogen or by a clinical research organization
appointed by Biogen in relation to the Study (the
“CRO").

VeSkera data bude Poskytovatel zaznamenavat
do elektronického formulare pro zaznamy o
subjektech hodnoceni ktery/které obdrzi od
spolec€nosti Biogen nebo jejim jménem (dale jen
Jformulai CRF’). Original formulafe CRF bude
uren pro spoleCnost Biogen, kopie formulare
bude ulozena do zaznam( Zkousejiciho. Poté, co
ZkousSejici predlozi zavére¢ny formulaf CRF,
budou pfipadné zmény v databazi provadény
prostfednictvim formulafe pro upfesnéni nebo
vysvétleni Udajl, ktery obdrzi od spolecnosti
Biogen nebo od klinické vyzkumné organizace
povéfené spoleCnosti Biogen v souvislosti se
Studii (dale jen ,CRO").

(0)

(0)

CRFs that are submitted after the closure of
Study enrollment will not be considered, and no
compensation with respect to such CRFs shall be
provided.

Formulafe CRF odevzdané po uzavieni Studie
nebudou brany v dvahu a za takové formulare
CRF nebude ani vyplacena odména.

(c) CRFs are to be entered into the Electronic
Data Capture (eDC) by the Investigator and/or
Staff, within five (5) business days of the Study
Subject standard of care visit date.

(c) Formulafe CRF budou ZkousSejici nebo
Personal zadavat do elektronického evidenéniho
systému (eDC) do péti (5) pracovnich dnl po datu
navstévy Subjektu studie k provedeni béznych
vySetfeni.

(d) Data queries are to be answered
by the Investigator and/or Staff within five (5)
business days of assignment from Biogen Idec
and/or CRO.

(d) Na dotazy ohledné udajd budou
Zkousejici nebo Personal odpovidat do péti (5)
pracovnich dn0 po jejich zaslani spole€nosti
Biogen Idec nebo pfipadné CRO.

1.7

1.7

Audit. If a competent authority wishes to inspect
the Provider or the Investigator in connection with
their participation in the Study, then the Provider,
the Investigator and the Staff shall, to the extent
reasonably practicable, (i) immediately notify
Biogen of the planned inspection and use their
best efforts to obtain approval for Biogen or its
agents to be present at the inspection and (ii)
cooperate with the competent authority and
comply with the legitimate requirements of an
inspection.

Audit. Bude-li chtit pfisluSny ufad provést kontrolu
u Poskytovatele nebo u Zkousejiciho v souvislosti
s jejich ucasti ve Studii, zavazuji se Poskytovatel,
ZkousSejici a Personal, ze budou v pfiméfeném
rozsahu, a bude-li to proveditelné, (i) neprodlené
informovat spole¢nost Biogen o planované
kontrole a ucini v8e pro to, aby byla spole€nosti
Biogen nebo jejim zastupclm umoznéna
pfitomnost pfi takové kontrole, a (ii) spolupracovat
s pfislusnym Jdfadem a plnit opravnéné
pozadavky kontroly.

1.8

1.8

Access, Use, Monitoring and Inspection. Provider
and Investigator shall provide original or copies
(as the case may be) of all Study Data to CRO
and Biogen Idec for Biogen Idec’s use. Provider
and Investigator shall provide Biogen Idec and
CRO and their representatives and designees
reasonable access to Provider’s facilities and to

Pristup k udajim a jejich vyuzivani, monitorovani
a kontrola. Poskytovatel a ZkouSejici budou CRO
a spolecnosti Biogen Idec pro jeji potfeby
predavat originaly nebo pfipadné kopie veskerych
Studijnich dat. Poskytovatel a ZkouSejici umozni
spole¢nosti Biogen Idec a CRO a jejich
zastupclm a jimi povéfenym osobam pfiméfeny
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Medical Records and Study Data so as to permit
Biogen ldec and CRO and their representatives
and designees to monitor the Study.

pfistup do prostor Poskytovatele a ke Studijnim
datum, aby mohli spole¢nost Biogen Idec a CRO
a jejich zastupci a jimi povéfené osoby Studii
monitorovat.

Provider and Investigator shall provide regulatory
authorities reasonable access to Provider's
facilities and to Medical Records and Study Data,
and the right to copy Medical Records and Study
Data.

Pfiméfeny pfistup do prostor Poskytovatele a ke
Zdravotnim zaznamuim a Studijnim datlim a pravo
pofizovat si kopie Zdravotnich zaznaml a
Studijnich  dat poskytnou Poskytovatel a
Zkousejici také kontrolnim ufadum.

The Provider and the Investigator agree to
cooperate with the representatives of CRO and
Biogen Idec who visit the Provider and the
Provider agrees to ensure that the employees,
agents and representatives of the Provider do not
harass, or otherwise create a hostile working
environment for such representatives.

Poskytovatel a ZkouSejici se zavazuji, ze budou
spolupracovat se zastupci CRO a spolecnosti
Biogen Idec, ktefi navstivi Poskytovatele, a
Poskytovatel se zavazuje, ze zajisti, aby jim jeho
zaméstnanci, predstavitelé a zastupci nekladli
zadné prekazky ani jinym zplUsobem nevytvareli
nepfiznivé pracovni podminky.

The Provider and/or Investigator  shall
immediately notify CRO and Biogen Idec of, and
provide CRO and Biogen Idec copies of, any
inquiries, correspondence or communications to
or from any governmental or regulatory authority
relating to the Study, including, but not limited to,
requests for inspection of the Provider’s facilities,
and the Provider shall permit CRO and Biogen
Idec to attend any such inspections. The Provider
will make reasonable efforts to separate, and not
disclose, all Confidential Information that is not
required to be disclosed during such inspections.

Poskytovatel a/nebo ZkouSejici budou spole¢nost
CRO a spolectnost Biogen Idec neprodlené
informovat o veSkerych dotazech, korespondenci
a sdélenich, které v souvislosti se Studii obdrzi od
statnich nebo kontrolnich ufadd nebo které jim
budou predkladat, a poskytnou jim kopie takové
pisemné komunikace, napfiklad pozadavkid na
kontrolu v prostorach Poskytovatele. Poskytovatel
umozni spole¢nosti CRO a spolec¢nosti Biogen
Idec zUcastnit se takovych kontrol. Poskytovatel
vynaloZi pfiméfené Usili na to, aby vyclenil
veSkeré Duvérné udaje, jejichz poskytnuti nebude
bé&hem kontroly pozadovano, a zabranilo tak jejich
sdéleni.

2

2

Due Diligence and Compliance with Law.

Nalezita péce a dodrzovani platnych zakont.

2.1

2.1

The Provider and the Investigator shall adhere to
all relevant applicable laws, in particular the Act
No. 378/2007 Coll. on Pharmaceuticals, Act No.
372/2011 Coll. on Medical Services and Act No.
101/2000 Coll. on Personal Data Protection
regulations and guidelines (the “Applicable Laws
and Regulations”), in implementing the Study
and represent and warrant that the
implementation of the Study shall take place in a
medically diligent manner, in accordance with
generally recognized scientific standards, with
qualified personnel.

PFi provadéni Studie se budou Poskytovatel a
ZkouSejici  fidit platnymi zakony, zejména
zakonem ¢&. 378/2007 Sb., o léCivech, zakonem ¢&.
372/2011 Sb., o zdravotnich sluzbach, zadkonem
¢. 101/2000 Sb., o ochrané osobnich udajd,
predpisy a smérnicemi (dale jen ,Platné zakony
a predpisy") a prohlasuji a zavazuji se, ze Studii
bude provadét kvalifikovany persondl s
vynalozenim fadné lékafské péce a v souladu s
obecné uznavanymi védeckymi standardy.

2.2

2.2

The Provider and the Investigator acknowledge
that Biogen and its affiliates must adhere to the
provisions of (i) the Bribery Act 2010 of the United
Kingdom (“Bribery Act’); (ii) the Foreign Corrupt

Poskytovatel a ZkousSejici berou na védomi, ze
spoleCnost Biogen a jeji dcefiné a sesterské
spole¢nosti jsou povinny dodrzovat ustanoveni (i)
zakona Spojeného kralovstvi zroku 2010 o
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Practices Act 1977 of the United States of
America, as amended, codified at 15 U.S.C. §§
78dd-1, et seq. (“FCPA”), and (iii) any other
applicable anti-corruption legislation (together the
“Applicable Anti-Corruption Legislation’). A
summary of the key principles underlying the
Bribery Act and the FCPA is set out in Schedule B
attached hereto. Each Party shall inform its
representatives, including, but not limited to, any
Staff of the provisions of the Bribery Act and the
FCPA. Neither party nor its representatives shall,
whether directly or indirectly, engage in any
activity that is prohibited by the Applicable Anti-
Corruption  Legislation, including  bribery,
kickbacks, payoffs or other corrupt business
practices.

zédkazu uplaceni (dale jen ,Protikorupcni
zakon”), (ii) zakona Spojenych statd americkych z
roku 1977 o zakazu uplaceni v zahranici, v
platném znéni, kodifikovaném ve sbirce 15 U.S.C.
§§ 78dd-1 a nasl. (dale jen ,zakon FCPA”), a (iii)
pfipadnych dalSich platnych predpisu
zakazujicich korupéni praktiky (dale spole¢né
jako ,Platné predpisy zakazujici korupcéni
praktiky’). Shrnuti z&kladnich principl
Protikorupéniho zakona a zakona FCPA je
uvedeno v Pfiloze B této  Smlouvy.
S ustanovenimi Protikorupéniho zakona a zakona
FCPA seznami Smluvni strany své zastupce,
mimo jiné také Personal. Smluvni strany a jejich
zastupci se nebudou pfimo ani nepfimo podilet
na zadnych Ccinnostech, které jsou Platnymi
predpisy zakazujicimi korup&ni praktiky zakazany,
napfiklad uplaceni, poskytovani provizi a odmén
a jiné korup€ni obchodni praktiky.

2.3

2.3

The Provider undertakes to maintain all Study-
related documents, including without limitation,
the Study Subjects’ informed consent forms
regarding the Study, CRFs, original data, and
Investigator Site File (“ISF’), in accordance with
the Applicable Laws and Regulations.

Poskytovatel se zavazuje, ze povede vesSkerou
dokumentaci ke Studii, napfiklad formulare
informovaného souhlasu od Subjektld studie,
formulafe CRF, originaly dat a slozku
zkousejiciho (dale jen ,Slozka Zkousejiciho®) v
souladu s Platnymi zdkony a pfedpisy.

2.4

2.4

The Provider 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, regulations or policies of the
Provider.

Poskytovatel prohlasuje a zaru€uje se, zZe ziskal
vesSkeré nezbytné souhlasy a povoleni, aby mohl
uzavfit a plnit tuto Smlouvu a provadét Studii, a
Ze uzavienim této Smlouvy a jejim plnénim a
pfijetim odmény podle této Smlouvy neporusuje
Platné zakony a prfedpisy ani zadna sva interni
pravidla, pfedpisy nebo zasady.

2.5

2.5

The Provider shall, and shall cause the
Investigator to, at all times maintain evidence to
demonstrate adequate quality management
systems and controls are in place to ensure
reliability, quality and integrity of all data.

Poskytovatel je povinen vést po celou dobu
zdznamy, kterymi bude moci doloZit pouZivani
pfiméfenych systémO a kontrol fizeni jakosti
zaruCujicich  spolehlivost, kvalitu a integritu
veSkerych udajl, a zajisti, aby tak cinil rovnéz

ZkouSejici.
3. 3.
Confidentiality. Davérnost.
3.1 3.1

Except as expressly authorized in this Agreement
or in writing by Biogen, the Provider and the
Investigator shall not disclose to any third party,
or use for the benefit of the Provider, the

S vyjimkou pfipadd v této Smlouve, kdy je to
vyslovné dovoleno, nebo kdy s tim bude
spoleCnost Biogen pisemné souhlasit, nesméji
Poskytovatel a ZkouSejici sdélovat Duavérné
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Investigator or any third party, any Confidential
Information (as defined below), and shall limit
access to Confidential Information to Biogen and
to those persons, including Staff, who reasonably
require such information for purposes described
in this Agreement. The Provider shall, and shall
cause the Investigator to, take all practicable
steps to ensure that such persons agree to abide
by obligations of confidentiality with respect to
Confidential Information at least as restrictive as
those that apply to the Provider and the
Investigator under this Agreement. Confidential
Information is, shall become and shall remain, as
applicable, the exclusive property of Biogen;
provided, that the Provider shall have the right to
use Confidential Information for its own non-

informace (definice viz nize) tfetim osobam a
nesméji je ani vyuzivat ve svij prospéch nebo ve
prospéch trfetich osob. Pfistup k Duvérnym
informacim umozni pouze spole€nosti Biogen a
osobam vc&etn& Personalu, které budou takové
informace potfebovat pro ucely uvedené v této
Smilouve. Poskytovatel pfijme veskera
proveditelna opatfeni, aby zajistil, Ze takové
osoby budou vazany pfinejmenSim stejné
pfisnymi zavazky zachovani micenlivosti o
Duvérnych  informacich, jaké plati pro
Poskytovatele a Zkousejiciho podle této Smiouvy,
a zajisti, aby tak ucinil rovnéz ZkousSejici. DGvérné
informace jsou, stanou se, resp. zlstanou
vyhradnim vlastnictvim spole¢nosti Biogen s tim,
Ze Poskytovatel ma pravo vyuzivat Davérné

commercial, internal research, training and | informace pro ucely vlastniho nekomer¢niho
educational purposes. interniho vyzkumu, Skoleni a vzdélavani.
3.2 3.2

“Confidential Information” means and includes:

,D0vérné informace” zahrnuji a rozuméji se jimi:

(@)

(@)

all information and data provided by or on behalf
of Biogen, or created or collected by the Provider
or the Investigator in connection with this
Agreement, including, but not limited to, Protocol
or other Study documents;

veskeré informace a Udaje poskytnuté spole¢nosti
Biogen nebo jejim jménem nebo vytvorené Ci
shromazdéné Poskytovatelem nebo ZkouSejicim
v souvislosti s touto Smlouvou, napfiklad Protokol
a dal§i dokumentace ke Studii,

(b)

(b)

the provisions of this Agreement, including the
Protocol and the schedules attached hereto; and

ustanoveni této Smlouvy véetné Protokolu a
pfiloh k nim a

(c)

()

all information and data generated in connection
with the Study, including, but not limited to, CRFs
and the data contained therein.

veskeré informace a udaje vytvafené v souvislosti
se Studii, napfiklad formulafe CRF a udaje v nich
obsazené.

3.3

3.3

The restrictions in this Article 3 on “Confidential
Information” shall not apply to information that the
Provider or Investigator is able to demonstrate by
competent documentary evidence:

Omezeni tohoto Clanku 3 o ,Davérnych
informacich® se nevztahuji na informace, u nichz
mohou Poskytovatel nebo ZkouSejici presvédcive
pisemné dolozit, Ze:

(@)

(a)

was rightfully in the possession of the Investigator
or the Provider prior to receipt from Biogen;

je zakonnym zplsobem vlastnili uz pfed jejich
pfijetim od spole¢nosti Biogen,

(0)

(0)

is now, or hereafter becomes, part of the public
domain through no act or failure to act on the part
of the Investigator or the Provider or its directors,
trustees, officers, employees, representatives,
consultants, advisors or collaborators;

jsou nebo se v budoucnhu stanou vefejné
znamymi jinak neZ jednanim ¢&i opomenutim
Zkousejiciho nebo Poskytovatele nebo ¢lend jeho
statutarniho organu, jeho spravcd, vykonnych
fidicich pracovnikli, zaméstnancu, zastupcu,
konzultant(l, poradct nebo spolupracovnikd,

()

()

becomes known to the Investigator or Provider

ZkouSejici nebo Poskytovatel je ziskaji od tfeti
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through disclosure by a third party with the legal
right to possess and disclose such information; or

osoby, ktera ma zakonné pravo takové informace
vlastnit a sdélovat, nebo

(d)

(d)

was independently developed by the Investigator
or Provider without the aid, application, use or

je nezavisle vytvofi ZkouSejici nebo Poskytovatel
bez pomoci, uplatnéni, pouziti nebo pfispéni

benefit of Confidential Information disclosed | Dlvérnych informaci sdélenych na zakladé této
under this Agreement. Smlouvy.

3.4 3.4

The obligations of confidentiality set forth in this | Zavazky zachovavani davérnosti podle této
Agreement shall not prohibit the Investigator or | Smlouvy nezakazuji ZkouSejicimu ani

the Provider from disclosing any part of the
Confidential Information which is required (i) to be
used or disclosed by the Investigator or the
Provider for medical treatment or counseling of
Study Subjects; provided, however, that Biogen
and the Provider acknowledge and agree that
such use or disclosure of Confidential Information
shall be strictly limited to that required to
adequately inform and care for the Study
Subjects, or (ii) by law, regulation, rule, act or
order of any governmental authority or agency to
be disclosed; provided, however, that the
Investigator or the Provider, as applicable, gives
Biogen sufficient advance written notice to permit
Biogen to seek a protective order or other similar
order to obtain confidential treatment with respect
to such Confidential Information and thereafter
discloses only the minimum Confidential
Information required to be disclosed in order to
comply.

Poskytovateli sdélovat Divérné informace nebo
jejich ¢ast v prfipadé, ze (i) je musi ZkouSejici
nebo Poskytovatel vyuzivat nebo sdélovat, aby
mohli 1é¢it Subjekty studie nebo jim davat
doporu€eni, av8ak spoleCnost Biogen a
Poskytovatel berou na védomi a souhlasi s tim,
Ze sdélovani D0vérnych informaci bude
v takovém pfipadé pfisné omezeno na informace,
které budou nezbytné k fadnému informovani
Subjektt studie a k fadné péci o né, nebo (ii)
jejich sdéleni je vyzadovano ze zakona, podle
platnych smérnic, pfedpisi nebo nafizeni statni
spravy Ci statnich dfadu. ZkousSejici nebo
pfipadné Poskytovatel vSak v takovém pfipadé

budou muset spolenosti Biogen zaslat v
dostateCném  Casovém  prfedstihu  pisemné
upozornéni, aby méla moznost pozadat o

prfedbézné opatfeni nebo jiny podobny prostfedek
k zajisténi ddvérného nakladani s takovymi
Davérnymi informacemi, a Duvérné informace
budou moci poté sdélit pouze v minimalnim
rozsahu nezbytném k dodrZeni poZadavku.

3.5

3.5

The Provider acknowledges that disclosure of
Confidential Information in violation of the terms
of this Agreement may cause irreparable harm for
which damages at law may not be an adequate
remedy, and the Provider agrees that Biogen
shall have, in addition to any other rights or
remedies available to it at law or in equity, the
right to seek injunctive relief or specific
enforcement of the provisions of this Article 3 by a
court of competent jurisdiction.

Poskytovatel bere na védomi, ze sdélenim
Davérnych informaci v rozporu s ustanovenimi
této Smlouvy muze spole¢nosti Biogen vzniknout
nenahraditelna Ujma, pro niz nahrada Skody podle
platnych pravnich pfedpisi nemusi predstavovat
odpovidajici nahradu, a proto souhlasi s tim, Ze
spole¢nost Biogen bude mit vedle pfipadnych
dalSich prav a pravnich prostfedk(l ze zakona
nebo podle prava ekvity navic pravo pozadat
prisluSny soud o nafizeni pfedb&zného opatfeni
nebo plnéni ustanoveni tohoto Clanku 3.

3.6

3.6

The Provider and the Investigator agree that, at
Biogen's request, the Provider and the
Investigator shall promptly (a) return to Biogen
any and all parts of the Confidential Information
provided by Biogen to the Provider and/or the
Investigator in documentary form, including all

Poskytovatel a ZkousSejici souhlasi, ze na zadost
spoleCnosti  Biogen neprodlené (a) vrati
spoleC¢nosti Biogen veskeré Duavérné informace
poskytnuté spolenosti Biogen Poskytovateli
a/nebo Zkousejicimu v pisemné podobé, véetné
veSkerych kopii a daldich hmotnych podob
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copies and other tangible embodiments thereof
made by the Investigator or the Provider’s
directors, trustees, officers, employees,
representatives,  consultants, advisors  or
collaborators, and (b) destroy all Confidential
Information in the Provider’s or the Investigator's

vytvofenych ZkouSejicim nebo &leny statutarniho
organu Poskytovatele, jeho spravci, vykonnymi
fidicimi  pracovniky, zaméstnanci, zastupci,
konzultanty, poradci nebo spolupracovniky a (b)
zni¢i veSkeré Du(vérné informace v drzeni
Poskytovatele nebo Zkousejiciho ulozené na

possession and stored in then-accessible | elektronickych €i jinych médiich, k nimz budou mit
electronic or other media. v té dobé pfistup.
3.7 3.7

Notwithstanding the foregoing, Biogen and CRO
hereby acknowledge that the Provider is obliged
to publish this Agreement pursuant to Act no.
340/2015 Coll., on Agreements Register. Any
information which constitutes trade secret of
either Party is exempted from such publication.
For the purposes of this Agreement such trade
secrets include, but are not limited to, the design
of individual visits described in the payment
table/s in Schedule A, the minimum enrolment
goal, expected number of Study Subjects enrolled
and the expected duration of the Study and any
other details related to the Protocol. Furthermore,
personal data of individuals are also exempt from
such publication, unless they have been
previously published in another public register.

Bez ohledu na pfedchozi ustanoveni berou timto
Biogen a Quintiles na védomi, ze Poskytovatel je
povinen uvefejnit tuto Smlouvu podle zakona ¢&.
340/2015 Sb. o registru smluv. Jakékoli
informace, které jsou obchodnim tajemstvim
kterékoli strany, pfedstavuji vyjimku z povinnosti
uvefejnéni. Pro ucely této Smlouvy zahrnuji
takova obchodni tajemstvi mimo jiné rozvrzeni
jednotlivych navstév, jak je popsano v platebni
tabulce (Ci tabulkach) v Prfiloze A, minimalni
cilovy pocet zafazenych subjektl, ocekavany
pocet subjektt zafazenych do Studie a
ocekavané ftrvani Studie a veskeré dalsi
informace  tykajici se Protokolu. Kromé
obchodniho tajemstvi predstavuji vyjimku z
povinnosti  uvefejnéni také osobni Udaje
jednotlivych  osob, pokud jiz nebyly dfive
uvefejnény v jiném vefejném registru.

As and between the Parties, Provider agrees to
publish the Agreement pursuant to the
foregoing. After the execution hereof, the
Provider requires to be provided with the agreed
final version of the Agreement with highlighted
sections considered as trade secrets by Biogen.
The Provider will obtain prior approval from
Biogen before further redacting the final version of
the Agreement. In the event the Provider fails to
publish the Agreement terms as required thirty
(30) days prior to the legally required publication
deadline as specified in the above referenced law,
the terms of this Agreement may be published by
the CRO or Biogen.

Poskytovatel je povinen uverejnit tuto Smlouvu v
souladu s vySe uvedenym ¢&lankem. Poskytovatel
vyzaduje pred podpisem smlouvy zaslat
odsouhlasenou finalni verzi smlouvy ve strojové
Citelném formatu s podbarvenym textem, ktery
spoleCnost Biogen povaZzuje za obchodni
tajemstvi. Poskytovatel je povinen ziskat souhlas
spole€nosti Biogen pfed tim, nez bude kone¢nou
verzi Smlouvy dale ménit nad rémec
podbarveného textu ze strany spole¢nosti Biogen.
Pokud Poskytovatel nezvefejni tuto Smlouvu v
zakonné |haté triceti (30) dni, muze byt Smlouva
zverejnéna CRO nebo spolecnosti Biogen.

4. 4.

Data Protection. Ochrana udaju.

4.1 4.1
The Provider and the Investigator shall Poskytovatel a Zkousejici se zavazuji, ze
comply with all applicable rules, budou dodrzovat platna pravidla, pfedpisy,

regulations, guidelines and laws (e.g.
including in particular Directive 95/46/EC
of the European Parliament and of the
Council of 24 October 1995 on the

smeérnice a zakony (napfiklad zejména
smérnici Evropského parlamentu a Rady
95/46/ES ze dne 24. fijna 1995 o ochrané
fyzickych  osob v souvislosti  se
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protection of individuals with regard to the
processing of personal data and on the
free movement of such data as
implemented nationally in Act No.
101/2000 Coll. on Protection of Personal
Data, as amended) (together, the “Data
Protection Laws”), as amended from
time to time, regarding protection of
personal data, including, but not limited
to, the guidance issued by the
International Committee for
Harmonization and the applicable
international and country-specific privacy
and data protection laws. Among other
required actions, the Provider and the
Investigator shall perform any
registrations with the local data protection

zpracovanim osobnich udajli a o volném
pohybu téchto udaju zavedenou do
Ceského pravniho fadu zakonem
€. 101/2000 Sb. o ochrané& osobnich
udaji, v platném znéni) (dale spole¢né
.Zdakony na ochranu osobnich udajia’), v
platném  znéni, upravujici ochranu
osobnich  udaji, napfiklad smérnici
Mezinarodniho vyboru pro harmonizaci a
platné mezinarodni a narodni zakony na
ochranu soukromi a osobnich udajd.
Kromeé jinych pozadovanych Ukon( budou
Poskytovatel a Zkousejici povinni provadét
vesSkeré registrace u mistnich Gfadl na
ochranu osobnich udaji poZadované
podle platnych Zakonl na ochranu
osobnich udaju.

authorities required under such Data
Protection Laws.

4.2 4.2
Study Subjects’ Personal Data. Osobni Udaje Subjektl studie.

(@) (a)

The Provider shall obtain the S pouzitim
consent of the Study Subjects, using informovaného souhlasu (dale jen ,FIS®)
an informed consent form (the “ICF”) poskytnutého a schvaleného spole¢nosti
provided and approved by Biogen Biogen Idec =ziska Poskytovatel od
Idec, to convey the data collected to Subjektd studie souhlas s predavanim
Biogen Idec, and to store and shromazdovanych  Udaji  spolecnosti
analyze such data and any samples Biogen Idec a s ukladanim a zkoumanim
collected in connection with the takovych udaju a pfipadnych vzorkud
Study. ziskanych v souvislosti se Studii.

(b) (b)

The Provider is obligated to save Poskytovatel je povinen
all medical records and ICFs executed in uchovavat vesSkeré zdravotni zdznamy a
connection with the Study as required by FIS podepsané v souvislosti se Studii po
Applicable Laws and Regulations. dobu pozadovanou podle Platnych
The Provider will archive, free of charge, all zakonuU a predpislt. Poskytovatel provede
medical records for a period of 5 years in bezplatnou archivaci 5 let v souladu se
accordance with the Act No. 378/2007 Coll. zakonem ¢&. 378/2007 Sb. a na dalSich 10
.For the next five (5) years, following the let provede zpoplatnénou archivaci dle
first five (5) years referenced above, the kalkulace uvedné v Pfiloze A. Na
Provider will charge the archiving fee in zpoplatnénou archivaci bude vystavena
accordance with the terms stated in faktura po podpisu Smlouvy.

Schedule A of this Agreement. Biogen v pfedstihu 6 mésicu od

Biogen shall inform the Provider konce zpoplatnéné archivace oznami
that it insists on further archivation 6 Poskytovateli, ze trva na dalSi archivaci a
months in advance prior to the required uhradi naklady s tim spojené.
archivation, and pay the costs connected
with it.

formulare
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4.3
Parties’ Data.

(a)

Biogen Idec shall process the
personal data of the Investigator and the
Staff for  administrative, statistical,
informative, commercial and reporting
purposes (including name, field of
expertise, place of work and past
experience with Biogen Idec). The
Investigator consents to the transfer to third
parties of his/her personal data. The
Provider declares that it has obtained from
the Staff the relevant consents to the
transfer to third parties of their personal
data needed for the conduct of the Study.

(b)

Any personal data relating to the
Provider, the Investigator or the Staff that
may be contained in such processing will
be used by Biogen Idec and may be
transferred to other Biogen Idec’s Affiliates
for the purposes of the performance of this
Agreement, for general communication and
for the development and planning of
Biogen Idec’s activities. The Provider and
the Investigator acknowledge that some
Biogen Idec entities may be located in
countries where the data protection
standards are not as protective as those in
the country in which they usually perform
their activities.

(c)

Each party shall only process
personal data from the other party or the
other party’s affiliates under this Agreement
in accordance with the other party's
instructions.

(d)

Upon reasonable notice by Biogen
Idec, the Provider shall give Biogen Idec a
copy of all personal data from Biogen Idec
and its Affiliates then in the possession,
custody or control of the Provider, in such
format as Biogen Idec reasonably requires.

4.3
Udaje Smluvnich stran.

(a)

Spole¢nost Biogen ldec bude pro
administrativni, statistické, informacni a
komer¢ni ucely a pro ucely vykazovani
zpracovavat osobni Udaje Zkousejiciho a
Personalu (zahrnujici jméno, odbornost,
pracovidté a dosavadni zkuSenosti se
spolupraci se spolec¢nosti Biogen Idec).
Zkousejici souhlasi s pfedavanim svych
osobnich udaju tretim osobam.
Poskytovatel prohlasuje, Zze od Personalu
ziskalo potfebny souhlas s pfedavanim
osobnich udaju tretim osobam, pokud to
bude nezbytné k provadéni Studie.

(b)

Veskeré osobni udaje tykajici se
Poskytovatele, Zkousejiciho nebo
Persondlu, které budou pfipadné
obsazeny ve zpracovavanych udajich,
budou vyuzivany spole€nosti Biogen
Idec, ktera je bude moci pfedavat dalSim
dcefinym a sesterskym spoleCnostem
Biogen Idec pro ucCely plnéni této
Smlouvy, v ramci bézné komunikace a k
rozvoji a planovani Cinnosti spole¢nosti
Biogen Idec. Poskytovatel a Zkousejici
berou na védomi, Ze nékteré pravnické
osoby ze skupiny Biogen ldec se mohou
nachazet v zemich, kde neplati tak pfisné
predpisy o ochrané osobnich udajl jako v
zemi, kde Poskytovatel nebo ZkouSejici
obvykle vykonavaji svoji ¢innost.

(c)

Osobni udaje ziskané od druhé
smluvni strany nebo od dcefinych a
sesterskych spole¢nosti druhé smluvni
strany budou smluvni strany zpracovavat
pro ucely této Smlouvy pouze v souladu
s pokyny druhé smluvni strany.

(d)

Poskytovatel prfeda spole€nosti
Biogen Idec na jeji Zadost zaslanou v
pfiméfeném  pfedstihu  kopii  vSech
osobnich udaju o spole¢nosti Biogen Idec
a jejich dcefinych a sesterskych
spoleCnostech, které bude mit ve svém
drzeni, bude je spravovat nebo na né
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bude dohlizet, a to ve formatu, v jakém je
bude spole¢nost Biogen Idec duvodné
pozadovat.

5. 5.
Inventions and Data Ownership. Vynalezy a vlastnictvi udaju.
5.1 5.1

All inventions, ideas, improvements, discoveries,
enhancements, modifications, know-how, data,
designs and information of every kind and
description conceived, generated, made or
reduced to practice, as the case may be, relating
in any way to the performance of the Study, use
of Study funds, Tecfidera, Copaxone®,
Aubagio®, or Gilenya® or the use, misuse,
modification or application of Tecfidera
Copaxone®, Aubagio®, or Gilenya®
(collectively, “Inventions”), shall be owned solely
and exclusively by Biogen. The Provider and the
Investigator agree to promptly (a) disclose such
Inventions to Biogen, (b) assign all of their rights,
title and interest in and to all Inventions to Biogen,
without royalty or any other consideration, and
(c) execute any documents requested by Biogen
to enable Biogen to obtain whatever protection for
such Inventions, including patent rights, as
Biogen shall determine is necessary or desirable.
The Provider and the Investigator further agree to
cooperate fully with Biogen in the process of
securing and enforcing Biogen’s rights to such
Inventions, prior to publishing any information on
any such Inventions, and Biogen will compensate
the Provider (at mutually agreeable reasonable
rates) for any time spent at Biogen’s request in
connection with such activities.

Spole¢nost Biogen bude jedinym a vyhradnim
vlastnikem  veSkerych  vyndlezi, napadd,
ZlepSeni, objevl, zdokonaleni, uprav, know-how,
dat, navrhG a informaci vSeho druhu pojatych,
vytvofenych, vyrobenych nebo zavedenych do
praxe v jakékoli souvislosti s provadénim Studie,
vyuzivanim  prostfedkd  Studie, Tecfidera,
Copaxone®, Aubagio® nebo Gilenya® nebo
vyuzivanim, zneuzivanim, modifikaci nebo
aplikaci Tecfidera, Copaxone®, Aubagio® nebo
Gilenya® (dale  souhrnné ,Vynalezy”).
Poskytovatel a ZkouSejici se zavazuji, Zze budou
spolecnosti Biogen neprodlené (a) hlasit vesSkerée
takové Vynalezy, (b) postupovat ji veSkera sva
prava, naroky a podily tykajici se takovych
Vynalezl, a to bez licen¢nich poplatkli nebo jiné
Uhrady, a (c) vyhotovovat veSkeré dokumenty,
které bude spoleCnost Biogen pozZadovat, aby
mohla ziskat ochranu pro takové Vynalezy,
v€etné patentové ochrany, pokud ji bude
povaZzovat za nezbythou nebo Zadouci.
Poskytovatel a ZkousSejici se dale zavazuji, ze
pred zvefejnénim informaci o pfipadnych
Vynalezech poskytnou spole¢nosti Biogen plnou
soucinnost pfi zajiStovani a vymahani jejich prav
k takovym Vynalezim. SpoleCnost Biogen
nahradi Poskytovateli veSkery ¢as, ktery
v souvislosti s tim na jeji Z&dost vynaloZi (podle
vzajemné odsouhlasené pfiméfené sazby).

5.2

5.2

The Provider represents and warrants that the
Provider has the authority to grant all of the rights
granted in this Section 5, and that its potential
inventors are and will be obligated to assign their
Inventions to the Provider and/or Biogen and will
not enter into agreements with third-parties that
would interfere with this obligation.

Poskytovatel prohlasuje a zaru€uje se, ze je
opravnéno poskytnout vedkera prava podle tohoto
Clanku 5 a Ze osoby, které takové Vynalezy ugini,
jsou a budou povinny postoupit své Vynalezy
Poskytovateli a/nebo spolenosti Biogen a
neuzaviou zadné smlouvy s tfetimi osobami,
kterymi by porusily tento zavazek.

5.3

5.3

All rights, titles and interests in and to (a) all data
collected and databases generated in the
performance of the Study, (b) all compilations of
data related to the Study (including the selection,
coordination or arrangement of such data), that
are created for the Study, and (c) all CRFs and
other Study documents and reports, including

Jedinym a vyhradnim vlastnikem veSkerych prav,
naroku a podild tykajicich se (a) veskerych dat a
databazi shromazdovanych a vytvafenych pfi
provadéni Studie, (b) souhrni dat tykajicich se
Studie (v€etné vybéru, koordinace a usporadani
takovych dat) a vytvafenych pro Studii a (c)
vesSkerych formulafll CRF a dal$i dokumentace a
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copyrights in any of the foregoing, are and shall
remain the sole and exclusive property of Biogen.

vykazl ke Studii véetné autorskych prav k nim je
a zUstane spole¢nost Biogen.

54

5.4

Biogen and its agents shall have the exclusive
right to use all data and information resulting from
or relating to the conduct of the Study. Biogen
hereby grants the Provider a limited right to use
the results of the Study generated by the Provider
for publication purposes, and for the Provider’s
own non-commercial internal research, training or
educational purposes, subject to the terms and
provisions of Articles 3 (Confidentiality) and 6
(Publication) of this Agreement.

Spole¢nosti Biogen a jejim zastupclm nalezi
vyhradni pravo vyuzivat veskera data a informace
vzniklé z provadéni Studie nebo s nim souvisejici.
Spole¢nost Biogen timto poskytuje Poskytovateli
omezené pravo vyuzivat vysledky Studie
vytvofené Poskytovatelem, a to pro publikaéni
uCely a pro ucely vlastniho nekomeréniho
interniho vyzkumu, Skoleni nebo vzdélavani pfi
dodrzeni podminek a ustanoveni Clanku 3
(Davérnost) a Clanku 6 (Publikovani) této

Smilouvy.
6. 6.
Publication. Publikovani.
6.1 6.1

Biogen and its agents shall have unrestricted
access to and exclusive rights to use all
information resulting from the Study for any and
all lawful purposes.

Spole¢nost Biogen a jeji zastupci budou mit
neomezeny prFistup k veSkerym informacim
ziskanym ze Studie pro jakékoli zdkonné ucely a
vyhradni pravo na jejich vyuZivani.

6.2

6.2

Except as otherwise provided in this Article 6,
following completion of the Study and evaluation
of the results by Biogen, or abandonment of the
Study, the Provider (by or through its Investigator
or Staff) may, for non-commercial purposes only,
publish or otherwise publicly disclose the results
and methods of the Study. Notwithstanding the
foregoing, the Provider shall not disclose any of
Biogen’s Confidential Information, other than the
results and methods of the Study.

S vyjimkou pfipadl uvedenych v tomto Clanku 6
bude mit Poskytovatel (prostfednictvim
ZkouSejiciho nebo Personalu) po dokonc&eni
Studie a vyhodnoceni vysledkl spole¢nosti
Biogen nebo po zruSeni Studie pravo publikovat
nebo jinym zplGsobem zvefejnit vysledky a
metody Studie, av8ak pouze pro nekomeréni
UCely. Bez ohledu na vy3e uvedené nesmi
Poskytovatel kromé vysledkiG a metod Studie
zvefejfiovat zadné Duvérné informace spole¢nosti

Biogen.
6.3 6.3
In order to publish any Study results in | Bude-li chtit Poskytovatel publikovat vysledky

accordance with this Article, the Provider shall
provide Biogen with the text relating to the Study
that is to be presented or published at least sixty
(60) days prior to the date of disclosure to any
other party (the “Review Period”). The Provider
agrees to consider in good faith any written
comments received from Biogen during such
Review Period. If Biogen determines that any text
submitted to it in accordance with this Section 6
describes one or more potentially patentable
inventions, Biogen shall provide notice to the
Investigator (who shall immediately notify any and
all other authors) that Biogen has made such a
determination prior to the expiration of the review
period. Biogen shall have additional ninety (90)

Studie v souladu s timto Clankem, poskytne
spoleCnosti Biogen text tykajici se Studie, ktery
bude chtit prezentovat nebo publikovat,
minimalné Sedesat (60) dnG pfed datem jeho
poskytnuti tfeti osobé (dale ,Lhdta na
posouzeni‘). Poskytovatel se zavazuje, Ze v
dobré vife zvazi veSkeré pisemné pfFipominky,
které obdrzi od spole€nosti Biogen bé&hem
uvedené Lhlty na posouzeni. Jestlize spole¢nost
Biogen dospéje k zavéru, ze text predlozeny
podle tohoto Clanku 6 popisuje néjaky vynalez,
pro néjz by mohlo byt mozné ziskat patentovou
ochranu, oznami ZkousSejicimu (a ten o tom bude
neprodlené informovat pripadné dalSi autory)
tento svllj zavér pfed uplynutim Lhdty na
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days from the date such notice is delivered to file
patent applications on any inventions described in
the text and the Investigator shall not submit the
text to a third party for publication or review until
(i) each applicable patent application has been
filed by Biogen, (ii) the conclusion of the ninety
(90) day period or (iii) all information on the
potentially patentable invention(s) has been
deleted from the text, whichever should occur
first. In the case that patent applications have
been filed under (i) above, Biogen shall provide
the Investigator with notice that all such
applications have been filed.

posouzeni. Od data oznameni bude mit
spole¢nost Biogen dodate¢nou Ihiitu devadesati
(90) dna na podani patentové prihlasky k
pfipadnym vynalezdm popisovanym v textu.
ZkouSejici neposkytne text tfeti osob& ke
zvefejnéni nebo posouzeni, dokud (i) spole¢nost
Biogen nepoda vSechny patentové pfihlasky,
které bude chtit podat, (i) neuplyne Ihuta
devadesati (90) dnl nebo (iii) nebudou z textu
odstranény veskeré informace o vynalezech, pro
néz by mohlo byt mozné =ziskat patentovou
ochranu, podle toho, ktery z uvedenych okamziku
nastane dfive. Pokud budou podany patentové
pfihlasky podle bodu (i) vyse, potvrdi spoleCnost
Biogen ZkouSejicimu pisemné, Zze byly v8echny
takové pfihlasky podany.

Biogen shall inform the Investigator, in writing,
that any text submitted to it in accordance with
this Section 6 contains any Biogen Confidential
Information other than the results and methods of
the Study, and shall identify such Confidential
Information. The Investigator shall not disclose
Biogen’s Confidential Information and shall
remove such Confidential Information from the
text.

Pokud bude text pfedlozeny podle tohoto Clanku
6 obsahovat kromé vysledk( a metod Studie také
Dlvérné informace spole¢nosti Biogen,
spole¢nost Biogen takové Duavérné informace
oznali a bude o tom pisemné informovat
ZkouSejiciho.  ZkouSejici  nesmi  Davérné
informace spole¢nosti Biogen zvefejnit a z textu je
odstrani.

6.4

6.4

If the Study is part of a multi-center clinical Study,
no publication or disclosure shall be made by the
Provider until (a) the results from all centers have
been received and analyzed, as described in the
Protocol, or (b) the Study has been abandoned at

Bude-li Studie soucasti multicentrické klinické
studie, bude moci Poskytovatel publikovat nebo
sdélovat jeji vysledky az poté, co budou
zplsobem popsanym v Protokolu ziskany a
vyhodnoceny vysledky ze vSech center, nebo

all centers. poté, co bude Studie ukonena ve vSech
centrech.

7. 7.

Compensation. Odmeéna.

71 71

In consideration of the conduct of the Study,
Biogen shall make payments to the Provider upon
receipt of a respective invoice and correctly
completed CRFs, in accordance with the terms
stipulated in Schedule A of this Agreement.

Za provadéni Studie bude spole¢nost Biogen
vyplacet Poskytovateli odménu na zakladé faktury
a spravné vyplnénych formulait CRF podle
podminek stanovenych v Priloze A k této
Smlouvé.

7.2

7.2

Conditions of Payment.

Platebni podminky.

(@)

(@)

Biogen shall have no obligation to compensate
Provider for CRFs completed for Study Subjects
enrolled after Biogen has instructed the Provider
to cease recruitment of Study Subjects.

Spole¢nost Biogen nebude povinna vyplacet
Poskytovateli odménu za formulafe CRF
vyplnéné za Subjekty studie zafazené do Studie
poté, co Poskytovatele vyzvala, aby nabor
Subjektu studie ukoncilo.

(b)

(b)
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The payments made pursuant to Section 7.1
above shall constitute compensation for the Study
activities rendered by Provider and Investigator
under this Agreement, as well as all related
expenses that are incurred by the Provider, the
Investigator and the Staff while implementing this
Agreement. The Provider, the Investigator and the
Staff shall not receive any unconnected benefits
above and beyond the compensation specified in
this Article 7 for implementing the Agreement.
Estimated compensation under the Agreement is
CZK 843,940.

Castky vyplacené podle Clanku 7.1 vyse
predstavuji odménu za cCinnosti vykonavané
Poskytovatelem a ZkouSejicim pro Studii podle
této Smlouvy a za veSkeré souvisejici vydaje,
které vzniknou Poskytovateli, Zkou3ejicimu a
Personalu pfi provadéni Studie. Poskytovateli,
ZkouS$ejicimu a Personalu nebude za provadéni
Studie vyplacena zadna jina nesouvisejici
odména nad ramec odmény uvedené v Clanku 7.
Pfedpokladana hodnota plnéni uhrazena na
zakladé této Smlouvy je 843.940 K¢.

(c)

(c)

Biogen shall make payments to the Provider
through CRO as specified in Attachment A hereto.

Veskeré Castky bude spole¢nost Biogen hradit
Poskytovateli prostfednictvim CRO dle upravy
v pfiloze A.

7.3

7.3

Each party represents and warrants to the others
that the payment of the fees related to the
conduct of the Study (including payments to
subcontractors, consultants, or other agents
working on behalf of the Provider/the Investigator
or as part of the Provider's and/or Investigator’s
services to Biogen, as applicable) (i) represents
the fair market value for the conduct of the Study,
(i) has not been determined in any manner that
takes into account the volume or value of any
referrals, reimbursements or business between
the Provider and/or the Investigator and Biogen,
and (iii) is not offered or provided, in whole or in
part, with the intent of, directly or indirectly,
implicitly or explicitly, influencing or encouraging
the recipient to purchase, prescribe, refer, sell,
arrange for the purchase or sale, or recommend
favorable formulary placement of a Biogen
product or as a reward for past behavior.

Smluvni strany prohlasuji a vzajemné se zarucuji,
ze poplatky, které budou hrazeny za provadéni
Studie (véetné plateb subdodavatelim, poradciim
a dalSim osobam  jednajicim  jménem
Poskytovatele a/nebo ZkousSejiciho a plateb v
ramci sluzeb poskytovanych spoleCnosti Biogen
Poskytovatelem a/nebo  ZkouSejicim) (i)
pfedstavuji pfiméfenou trzni odménu za
provadéni  Studie, (ii) nebyly stanoveny
s pfihlédnutim  k  mnozstvi nebo hodnoté
doporuceni, uhrad nebo obchodnich transakci
mezi Poskytovatelem a/nebo ZkouSejicim a
spole€nosti Biogen a (iii) nejsou nabizeny ani
poskytovany zcela nebo Caste¢né s umyslem
pfimo, nepfimo, skryté nebo oteviené ovlivnit
jejich pfijemce nebo ho nabadat k tomu, aby
nakupoval vyrobky spole¢nosti Biogen Idec,
predepisoval je, odkazoval se na né, prodaval je,
zafizoval jejich nakup ¢i prodej ani doporucoval
jejich vyhodné umisténi v lékopisu nebo jako
odména za takové jednani v minulosti.

8.

8

Term and Termination of the Agreement.

Doba platnosti Smlouvy a jeji ukonéeni

8.1

8.1

The Agreement is effective as of the last date of
signature hereto (the “Effective Date’) and
expires when the Provider and the Investigator
have completed their obligations under the
Agreement, including the delivery of all the Study
results to Biogen. Articles 3, 4, 5, 6 and 9 shall
survive termination of the Agreement.

Tato Smlouva vstupuje v platnost dnem podpisu
posledni smluvni strany (dale ,Datum aéinnosti“)
a plati do doby, nez Poskytovatel a Zkousejici
splni své zavazky ze Smlouvy vCetné predani
veSkerych vysledku Studie spolecnosti Biogen.
Ustanoveni Clanku 3, 4, 5, 6 a 9 zGstavaji v
platnosti i po skonéeni platnosti Smlouvy.

8.2

8.2

The Agreement may be terminated for any reason

Spole€nost Biogen je opravnéna vypovédét
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by Biogen upon fifteen (15) days’ prior written
notice to the Provider

Smlouvu bez udani divodu na zakladé pisemné
vypovédi zaslané Poskytovateli s vypovédni
IhGtou patnacti (15) dnu.

8.3

8.3

In addition, this Agreement may be terminated by
Provider or Biogen:

Poskytovatel nebo spole¢nost Biogen mohou tuto
Smlouvu dale vypovédét:

(@)

(@)

upon fifteen (15) days’ prior written notice to the
other parties if the other party commits a material
breach of this Agreement and such breach is not
remedied within such 15-day period (for the sake
of clarity, any violation of the Applicable Anti-
Corruption Legislation, or of any other Applicable
Laws and Regulations, shall be deemed to be a
material breach of this Agreement); or

na zakladé pisemné vypovédi s vypovédni IhGtou
patnacti (15) dnG zaslané ostatnim smluvnim
stranam, jestlize se druha smluvni strana dopusti
zavazného poruSeni této Smlouvy a takové
poruseni nebude odstranéno béhem této 15denni
Ihaty (k vylou€eni pfipadnych pochybnosti se za
zavazné poruseni této Smlouvy bude povazovat
kazdé poruseni platnych Predpist zakazujicich
korupCni praktiky a veSkerych dalSich Platnych
zakon( a predpisu), nebo

(b)

(b)

upon fifteen (15) days’ prior written notice to the
other party if the other party becomes insolvent,
is dissolved or liquidated, makes a general
assignment for the benefit of its creditors, files or
has filed against it a petition in bankruptcy, or has
a receiver appointed for it or a substantial part of
its assets.

na zakladé pisemné vypovédi s vypovédni IhGtou
patnacti (15) dnl zaslané druhé smluvni strang,
jestlize se druhd smluvni strana dostane do
platebni neschopnosti, bude zruSena s likvidaci
nebo bez likvidace, uzavie obecnou dohodu o
narovnani s véfiteli, poda sama nebo proti ni
bude podan navrh na konkurz nebo bude na jeji
majetek nebo jeho podstatnou ¢ast uvalena
nucena sprava.

8.4

8.4

In the event that Biogen terminates the
Agreement and appoints another institution to
conduct additional activities in relation to the
Study, the Provider shall, upon reasonable
request by Biogen, cooperate with Biogen to
ensure an expedient and coordinated transition to
such institution.

Jestlize spole€nost Biogen vypovi Smlouvu a
povéfi provadénim dalSich Cinnosti v souvislosti
se Studii jiné zdravotnické zafizeni, poskytne ji
Poskytovatel na jeji zadost v pfiméfeném rozsahu
soucinnost, aby byl zajistén rychly a koordinovany
prevod na jiné zdravotnické zafizeni.

8.5

8.5

In the event that this Agreement is terminated by
Biogen without cause, the Provider shall be
entitled to receive payment for all services
performed under this Agreement through the
Effective Date of termination; provided, that (a)
such commitments have been previously
authorized in writing by Biogen, (b) the Provider
and the Investigator have properly performed their
obligations under the Agreement, and (c) such
commitments cannot be terminated. In addition,
Biogen shall pay all reasonable costs incurred by
the Provider that are necessary or reasonably
required in connection with the orderly cessation
of the Agreement; provided, that the Provider has

Pokud bude tato Smlouva vypovézena
spoleCnosti Biogen bez udani divodu, bude mit
Poskytovatel narok na odménu za veskeré
sluzby, které poskytne na zakladé této Smiouvy
nejpozdéji k u¢innému datu vypovédi, avSak pod
podminkou, Ze (a) spole€nost Biogen takové
Ukony pfedem pisemné schvali, (b) Poskytovatel
a ZkouSejici fadné& splini své zavazky z této
Smlouvy a (c) takové ukony nebude mozné
ukondit. Spole€nost Biogen také nahradi
Poskytovateli  veSkeré  pfiméfené  naklady
nezbytné nebo vyzadované k fadnému ukonceni
Smlouvy, jestlize Poskytovatel predem obdrzi od
spoleCnosti Biogen pisemné schvaleni takovych
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received prior written approval of such expenses
from Biogen. In the event that this Agreement is
terminated by Biogen under Article 8.3(a), Biogen
shall be liable to the Provider solely for the
payment of the amount of professional fees and
expenses actually and reasonably incurred prior
to such breach.

nakladu. V pfipadé, Ze bude tato Smlouva
vypovézena spole¢nosti Biogen podle ustanoveni
odst. 8.3 pism. (a), bude spoleCnost Biogen
povinna uhradit Poskytovateli pouze pfiméfené
poplatky a vydaje, které mu skute¢né vznikly, nez
se dopustil poruseni zavazka.

8.6

8.6

The CRO, as representative of Biogen Idec and
party to this Agreement only for the purposes
stated in the preamble, acknowledges that it shall
not intervene in the decision to terminate or not to

CRO jako zastupce spole¢nosti Biogen Idec a
smluvni strana této Smlouvy pouze pro ucely
uvedené v uvodnim ustanoveni prohladuje, ze
nebude nijak zasahovat do rozhodovani o

terminate the Agreement. pfipadném vypovézeni Smlouvy ani ji sama
vypovidat.

9. 9.

Miscellaneous. Ruizné.

9.1 9.1

Conflicts. The Provider and the Investigator | Konflikty. Poskytovatel a ZkousSejici prohlasuji

represent to Biogen that the performance of their
obligations under this Agreement does not and
will not conflict with any other agreement to which
they are a party. The Provider and the
Investigator agree to notify Biogen of any other
agreements with third parties that relate in any
way to the Study.

vUuci spolec¢nosti Biogen, Ze se plnénim zavazki z
této Smlouvy nedostali a nedostanou do rozporu
s pfipadnymi jinymi smlouvami, které uzavreli.
Poskytovatel a ZkouSejici se zavazuji, Zze budou
spole€nost Biogen informovat o pfipadnych
dalSich smlouvach uzaviranych s tfetimi osobami,
které se budou néjakym zplsobem tykat Studie.

9.2

9.2

Assignment. Neither party may assign its rights or
obligations hereunder, except that Biogen may
assign any or all of such rights or obligations to its
Affiliates or procure the performance by its
Affiliates of some or all of its rights and obligations
under this Agreement, including the payment or
receipt of monies due hereunder. Biogen shall be
solely liable for the acts and omissions of its
Affiliates which are not parties to this Agreement.
For the purposes of this Agreement, the term
“Affiliates” means any person or entity that
Controls or is Controlled by or is under common
Control with Biogen. The term “Control” means
the possession, directly or indirectly, of at least
50% of the share capital or voting rights or of the
power to direct or cause the direction of the
management and policies of an entity, whether
through the ownership of voting securities, by
contract or otherwise.

Postoupeni. Smluvni strany nejsou opravnény
postupovat sva prava nebo své zavazky z této
Smlouvy. Spole¢nost Biogen v§ak muze postoupit
sva prava nebo zavazky svym dcefinym a
sesterskym spole€nostem nebo zajistit plnéni
nékterych nebo i veskerych prav a zavazkl z této
Smlouvy, v€etné hrazeni a pfijimani ¢astek podle
této Smlouvy, prostfednictvim svych dcefinych a
sesterskych spolecnosti. Za jednani a opomenuti
svych dcefinych a sesterskych spole¢nosti, které
nejsou smluvnimi stranami této Smlouvy, ponese
vyhradni odpovédnost spole¢nost Biogen. Pro
Ucely této Smlouvy se ,dcefinymi a sesterskymi
spolecnostmi’ rozuméji fyzické ¢&i pravnickeé
osoby, které jsou ovlddany spoleénosti Biogen,
ovladaji spole€nost Biogen nebo jsou ovladany
stejnou spoleCnosti jako spole¢nost Biogen.
,ovladanim” se rozumi pfimé ¢&i nepfimé
vlastnictvi minimalné 50 % akciového kapitalu,
hlasovacich prav nebo opravnéni rozhodovat
pfimo ¢i nepfimo o vedeni pravnické osoby a jeji
strategii, a to na zakladé vlastnictvi cennych
papird s hlasovacimi pravy, smlouvy ¢i jinak.

9.3

9.3
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Notices. Any notice required or permitted to be
given pursuant to this Agreement shall be in
writing and shall be deemed given on the date
received if delivered personally, by overnight
courier service, facsimile or registered mail return
receipt requested to the following address:

Pisemna komunikace. Veskera oznameni, ktera
jsou vyzadovana nebo povolena podle této
Smlouvy, museji mit pisemnou formu a budou
povazovana za doruCena dnem doru€eni v
pfipadé osobniho doruceni, doruceni expresni
kuryrni sluzbou, faxem nebo doporu¢enou postou
s potvrzenim o prevzeti zasilky na tuto adresu:

If to the Provider:

V pfipadé sdéleni pro Poskytovatele:

Fakultni nemocnice Hradec Kralové

Sokolska 581, ZIP 500 05 Hradec Kralové — Novy
Hradec Kralové, Czech Republic

Att: Legal Department — Dasa Prokupkova

Fakultni nemocnice Hradec Kralové

Sokolska 581, PSC 500 05 Hradec Kralové —
Novy Hradec Kralové, Ceska republika

K rukam: Pravni odbor — Dasa Proklipkova

If to Biogen:

V pripadé spole¢nosti Biogen:

For UK: Biogen Idec Research Limited

Ve Spojeném kralovstvi: Biogen Idec Research
Limited

Innovation House,

Innovation House,

70 Norden Road,

70 Norden Road,

Maidenhead,

Maidenhead,

Berkshire SL6 4AY

Berkshire SL6 4AY

United Kingdom

Spojené kralovstvi

Attn: Vice President,

K rukam: viceprezident,

hlavni mezinarodni pravnik spole€nosti

Legal Chief International Counsel
Tel:_

Tel.:

Fax: I

Fax: [

If to CRO: Quintiles Czech Republic, s.r.o.,

V pfipadé CRO: Quintiles Czech Republic,
s.r.o.,

Radlicka 714/113a, Jinonice

Radlicka 714/113a

158 00 Praha 5

158 00 Praha 5 — Jinonice

Czech Republic

Ceska republika

9.4

9.4

Governing Law & Jurisdiction. This Agreement
and the rights and obligations of the parties
hereunder shall be governed by and construed in
accordance with the laws of the Czech Repubilic.

Rozhodné pravo a soudni pfisluSnost. Tato
Smlouva a prava a zavazky smluvnich stran,
které z ni vyplyvaji, se Fidi zakony Ceské
republiky a jsou vykladany v souladu s nimi.

All disputes arising in connection with this
Agreement, including disputes concerning the
existence and validity of this Agreement shall be
resolved by the courts in the Czech Republic.

Veskeré spory vzniklé v souvislosti se Smlouvou,
vCetné sporll o jeji existenci a platnost, budou
feSeny soudy v Ceské republice.

Investigator or give any party any authority to bind
the other.

9.5 9.5

Relationship of Parties. This Agreement shall not | Vztahy mezi smluvnimi stranami. Tato Smlouva
create any relationship of agency or partnership | nezaklada mezi  spoleCnosti  Biogen a
between Biogen and/or the Provider and the | Poskytovatelem nebo Zkousejicim

zprostfedkovatelsky vztah ani partnerstvi a
nezmocfiuje Zadnou ze smluvnich stran, aby
vstupovala do pravnich zavazk( jménem druhé
smluvni strany.
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9.6

9.6

Use of Names. Neither Biogen nor the Provider
may use the other party’s name in connection
with any advertising or other publicity without the
other party’s prior written consent.

Pouzivani jmen. Bez pFedchoziho pisemného
souhlasu druhé smluvni strany nejsou spole¢nost
Biogen ani Poskytovatel opravnény pouZivat
jméno druhé smluvni strany pro ucely reklamy
nebo propagace.

9.7 9.7
Entire Agreement/Severability. This Agreement | Uplnost ujednani a oddélitelnost ustanoveni. Tato
contains the entire understanding of the parties | Smlouva pfedstavuje Uplné ujednani mezi

with respect to the subject matter herein, and
supersedes all previous agreements (oral and
written), negotiations and discussions relating to
the subject matter herein. No amendment,
modification or supplement to this Agreement
may be made, except by means of a written
document which is signed by the Investigator and
the authorized representatives of Biogen and of
the Provider. Failure of a party to enforce its
rights under this Agreement shall not constitute a
waiver of that right or the ability to later assert that
right relative to the particular situation involved or
to terminate this Agreement as a result of any
subsequent default or breach.

smluvnimi stranami ohledné zalezitosti, které jsou
v ni upraveny, a nahrazuje pfipadné pfedchozi
pisemné a ustni dohody, jednani a diskuse
tykajici se predmétu této Smlouvy. Veskeré
dodatky, zmény a doplriky k této Smlouvé museji
mit pisemnou formu a museji byt podepsany
ZkousSejicim a opravnénymi zastupci spolecnosti
Biogen a Poskytovatele. Jestlize smluvni strana
neuplatni sva prava z této Smlouvy, nebude to
znamenat, Ze se takového prava vzdava nebo ze
se vzdava moznosti uplatnit je pozdé&ji s ohledem
na konkrétni situaci nebo ze se vzdava prava tuto
Smlouvu vypovédét v dusledku jejiho neplnéni
nebo poruseni.

9.8

9.8

Language. The Agreement is made in English
and Czech languages. In case of any discrepancy
between the Czech and the English versions, the
Czech version shall prevail.

Jazyk. Tato Smlouva je vyhotovena v anglickém a
Ceském jazyce. V pfipadé rozpord mezi eskou a
anglickou verzi bude rozhodujici &eské znéni.

9.9

9.9

Execution; Counterparts. This Agreement shall be
executed in four (4) counterparts in the Czech
and English languages, with each party receiving
one counterpart in both language versions.

Podepsani smlouvy a stejnopisy. Tato Smlouva je
uzavirana ve Ctyfech (4) stejnopisech v eském a
anglickém jazyce. Kazda smluvni strana obdrzi
jeden stejnopis od kazdé jazykové verze.

10.

10.

Transparency.

Transparentnost.

As a member of EFPIA, Biogen shall
comply with the codes enacted by EFPIA,
including the EFPIA Code on Disclosure
of Transfers of Value adopted on 24 June
2013 and the corresponding applicable
national disclosure codes (the
“Applicable EFPIA Disclosure Codes”).

In order to comply with its obligations

Jako Clen Evropské federace
farmaceutického pramyslu a asociaci
EFPIA je spoleCnost Biogen povinna
dodrzovat kodexy EFPIA véetné Kodexu
o informovani o pfevodech hodnotnych
plnéni schvaleného 24. Cervna 2013 a
odpovidajicich platnych narodnich
kodexU o zvefejhovani informaci (dale jen
,Platné kodexy EFPIA pro zvefejiiovani
informaci*).

Aby mohla plnit své zavazky z Platnych

under the Applicable EFPIA Disclosure kodexu EFPIA  pro  zvefejiiovani
Codes, Biogen will collect, record and informaci, bude shromazdovat,
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publish Information (as defined below)
regarding any Transfer of Value (as
defined below) made as from 1st January
2015.

Disclosure of Information made for a
Transfer of Value will take place no later
than on 30 June following the end of the
calendar year during which the concerned
Transfer of Value occurred. Information
on Transfers of Value will be made
publicly available and will remain in the
public domain for a minimum of 3 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, non-monetary
benefits in connection with attending
continuing medical education
conferences, including
conference/reqistration 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,
types of non-monetary benefits received,
the relevant reporting period for a
Transfer of Value and the purpose of the
Transfer of Value.

zaznamenavat a zvefejfiovat informace
(definice viz nize) tykajici se veSkerych
Pfevodl( hodnotného pInéni (definice viz
nize) uskutecnénych po 1. lednu 2015.
Informace o Prfevodech hodnotného
plnéni budou zvefejnény nejpozdéji
30. ¢ervna po konci kalendafniho roku,
béhem néhoz doSlo k pFedmétnému
Pfevodu hodnotného pinéni. Informace o
Pfevodech hodnotného plnéni budou
zverejnény a zUstanou verfejné dostupné
po dobu minimalné 3 let od okamziku
jejich prvniho zvefejnéni.

Pro GcCely tohoto ¢lanku se ,Pfevodem
hodnotného piInéni“ rozumi pfimy nebo
nepfimy prevod hotovostniho ¢&i jiného
plnéni tykajici se nasledujicich kategorii
definovanych v Platnych kodexech EFPIA
pro zvefejfiovani informaci: dary a granty,
nepenézité vyhody v souvislosti s ucCasti
na lékafskych konferencich v ramci
dalSiho vzdélavani véetné
konferenénich/registracnich poplatki,
sponzorské smlouvy, jakoz i cestovni
vylohy a naklady na ubytovani, poplatky
za sluzby a konzultace a jiné nepenézité
vyhody.

Pro ucely tohoto &lanku zahrnuje pojem
LInformace“ zejména Castky predstavujici
Pfevody hodnotného pInéni, jméno a
obchodni  adresu, typ obdrzenych
nepenézitych vyhod, prislusné
oznamovaci obdobi pro dany Prevod
hodnotného pInéni a jeho Ucel, jak je dale
podrobné uvedeno v Platnych kodexech
EFPIA pro zvefejfiovani informaci.

[ The remainder of this page is intentionally left [Zbyvajici East této stranky je ponechana prazdna
blank.] umysiné.]
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IN WITNESS WHEREOF, this Agreement
has been executed by the parties hereto
through their duly authorized representatives
as of the Effective Date.

NA DUKAZ TOHO byla tato Smlouva k Datu
ucinnosti podepsana Fadné opravnénymi
zastupci spole¢nosti smluvnich stran.

BIOGEN IDEC Research Limited
Signed by Quintiles Czech Republic s.r.o.,
under a Power of Attorney for and on behalf

BIOGEN IDEC Research Limited
Podepsano Quintiles Czech Republic, s.r.o.,
na zakladé PIné moci jménem spolecnosti

of Biogen Biogen
Signed: Podpis:
Name: Jméno:
Title: Funkce:

Date: 1. 11. 2016

Datum:1. 11. 2016

Fakultni nemocnice Hradec Kralové

Fakultni nemocnice Hradec Kralové

Signed:

Podpis:

Name: prof. MUDr. Vladimir Pali¢ka, CSc.,
dr. h. c.

Jméno: prof. MUDr. Vladimir Palicka,
CSc., dr. h. c.

Title: Director

Funkce: reditel

Date: 3. 11. 2016

Datum: 3. 11. 2016

Signed:

Podpis:

Title: Investigator

Funkce: ZkouSejici

Date: 3. 11. 2016

Datum:3. 11. 2016

Party to the Agreement for payment
purposes only

Smluvni strana Smlouvy pouze pro ucely
uhrad

Schedule A - Budget & Payment Schedule

CRO CRO

Signed: Podpis:

Name: Jméno:

Title: Funkce:

Date: 1. 11. 2016 Datum: 1. 11. 2016
Schedules. Ptilohy.

Pfiloha A — Rozpocet a rozpis plateb

Schedule B — Bribery and Corruption

Pfiloha B — Uplaceni a korupce

Observational Study Agreement / Smlouva o provadéni ob

Biogen Idec. Research Ltd. / 109MS421 iEFFECTi

Fakultni nemocnice Hradec Kralové /
Version / Verze Final for Publication / 01112016

servacni studie

Stranka 22 z 31



SCHEDULE A PRILOHA A
BUDGET & PAYMENT SCHEDULE Ro0zPOCET A ROZPIS PLATEB
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Schedule B

Priloha B

Bribery and Corruption

Uplaceni a korupce

The Provider, the Investigator, the Staff, and
any other person contributing to the trial (the
“Trial Parties” shall at all times in the
conduct of the Trial comply with the Bribery
Act 2010 of the United Kingdom (“Bribery
Act’), the Foreign Corrupt Practices Act 1977
of the United States of America (“FCPA”),
and any other applicable anti-bribery and
anti-corruption legislation (together “the
Applicable Anti-Corruption Legislation”).

Poskytovatel, ZkouSejici, Personal a veskeré
dal§i spolupracujici osoby podilejici se na
Studii (dale jen ,Osoby podilejici se na
Studii*) se zavazuji, Ze budou po celou dobu
provadéni Studie dodrzovat ustanoveni
zakona Spojeného kralovstvi o zakazu
uplaceni zroku 2010 (,Protikorup¢ni
zakon"®), zakona Spojenych statd
americkych o] zakazu zahranic¢nich
korup&nich praktik zroku 1977 (,zdakon
FCPA*) a veskerych dalSich platnych
pravnich predpist zakazujicich uplaceni a
korupci (dale jen souhrnné ,Platné predpisy
zakazujici korupcni praktiky").

It is the responsibility of the Trial Parties to
ensure that they are familiar with, and comply
with, the provisions of the Applicable Anti-

Povinnosti kazdé Osoby podilejici se na
Studii je seznamit se s ustanovenimi
Platnych predpistu zakazujicich korupéni

Corruption Legislation. Nevertheless, the | praktiky a dodrZzovat je. Prfesto zde
following is intended as a summary of the | shrnujeme zakladni principy, z nichz
key principles underlying the Bribery Act and | Protikorupéni zadkon a zakon FCPA
the FCPA. vychazeji.

(A) (A)

The Trial Parties must at all times act with
integrity and honesty and comply with the
highest ethical standards.

Osoby podilejici se na Studii jsou povinny
jednat vZzdy moralné beziuhonné a Cestné a
dodrZovat nejpfisné&jsi etické normy.

(B)

(B)

The Trial Parties must not make, give, or
offer any payment, gift or other benefit or

Osoby podilejici se na Studii nesméji nikomu
poskytovat nebo nabizet finanéni Castky,
dary ani jina plnéni ¢i

advantage to any person or the purposes of:

vyhody za uéelem:

(i)

(i)

securing any improper advantage; or

zajisténi jakékoli neopravnéné vyhody; nebo

(if)

(if)

inducing the recipient or another person to do
or omit to do any act in violation of their
duties or responsibilities (or for the purposes
of rewarding such conduct).

nabadani pfijemce nebo jiné osoby, aby
konali nebo se zdrzeli ur€itého jednani a tim
se dopustili poruseni svych povinnosti nebo
odpovédnosti (nebo jako odménu za takové
jednani).

This restriction applies at all times and in all
contexts. For the avoidance of any doubt, it
applies both to dealings with "public officials"
and to dealings with employees and agents

Tento zakaz plati neomezené a za vSech
situaci. Aby se predeSlo pfFipadnym
pochybnostem, vztahuje se jak na jednani
s vefejnymi predstaviteli, tak i na jednani se

of commercial enterprises. zaméstnanci a  zastupci  obchodnich
spole€nosti.

(©) (C)
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Nevertheless, particular care must be
exercised with dealings with public officials.
The Trial Parties must not make, give or offer
any payment, gift or other benefit or
advantage for the purposes of influencing
any act or decision of a public official (or
inducing such official to use their influence
with another person, entity or government
instrumentality or to affect or influence any
act or decision of such other person, entity or
government instrumentality).

PFi jednani s vefejnymi predstaviteli je v8ak
tfeba postupovat zvlast obezfetné. Osoby
podilejici se na Studii nesmé&ji poskytovat
nebo nabizet finanéni Castky, dary ani jiné
plnéni €i vyhody s cilem ovlivnit jednani nebo
rozhodnuti vefejného predstavitele (nebo ho
pfimét, aby vyuzil svého vlivu na dalsi fyzické
Ci pravnické osoby nebo na organy statni
spravy nebo pfimo ovlivnil jednani nebo
rozhodnuti dalSi fyzické &i pravnické osoby
nebo organu statni spravy).

(D)

(D)

The term "Public Official' includes any
person acting on behalf of any government
department, agency or instrumentality or any
state-owned or controlled enterprise. By way
of example, this includes health care
professionals employed by a state- or local
municipality-run  hospital or clinic, and
representatives of  public international
organizations.

,vefejnym predstavitelem” se rozumi
osoba jednajici za organ statni spravy nebo
mistni samospravy nebo podniku
vlastnéného nebo ovladaného statem.
Napfiklad se jedna o |ékafe, zdravotni sestry
a daldi zdravotnické pracovniky statnich
nebo obecnich nemocnic a klinik a zastupce
vefejnych mezinarodnich organizaci.

(E)

(E)

The Trial Parties must not make, give or offer
any payment, gift or other benefit or
advantage to any person whilst knowing or
suspecting that all or a portion of such
money, gift, benefit or advantage will be
used, whether directly or indirectly, in breach
of (B) or (C) above.

Osoby podilejici se na Studii nesméji
poskytovat nebo nabizet finanéni ¢astky,
dary ani jiné plnéni &i vyhody tfetim osobam,
jestlize védi nebo maji podezieni, Ze by
finanéni &astka, dar, plnéni &i vyhoda byly
zcela nebo ¢&aste€né pouzity pFimo &i
nepfimo k poruSeni zakazll uvedenych
v bodé (B) nebo (C) vySe.

(F)

(F)

The Trial Parties shall make and keep books,
records, and accounts which, in reasonable
detail, accurately and fairly reflect the
transactions and dispositions of the assets of
the Trial Parties.

Osoby podilejici se na Studii jsou povinny
vést uCetni knihy, zaznamy a udty, které
dostate¢né podrobné, pfesné a poctivé
odrazeji jejich transakce a nakladani s jejich
aktivy.

(G)

(G)

The Trial Parties shall devise and maintain a
system of internal accounting controls
sufficient to provide reasonable assurances
that —

Osoby podilejici se na Studii zavedou a
budou udrZovat systém internich uU&etnich
kontrol poskytujici pfiméfenou jistotu, Ze:

(i)

(i)

transactions are executed in accordance with
management’s general or specific
authorization;

transakce  jsou  provadény v souladu
s obecnym nebo konkrétnim povéienim
vedeni spoleCnosti,

(ii)

(ii)

transactions are recorded as necessary

o transakcich je vedena nezbytng evidence,

(1)

(1)

to permit preparation of financial statements
in conformity with generally accepted

aby bylo mozné sestavovat finanéni vykazy
podle v3eobecné pfijimanych udetnich zasad
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accounting principles or any other criteria
applicable to such statements, and

nebo jinych kritérii platnych pro sestavované
vykazy a

(1)

(1)

to maintain accountability for assets;

byla zajist&na evidence a sledovani pohybu
aktiv,

(il

(i)

access to assets is permitted only in
accordance with management’s general or
specific authorization; and

pristup k aktivim je mozny pouze na zakladé
obecného nebo konkrétniho povéfeni vedeni
spole€nosti a

(iv)

(iv)

the recorded accountability for assets is
compared with the existing assets at
reasonable intervals and appropriate action
is taken with respect to any differences.

Ucetni zaznamy o aktivech jsou pfiméfené
Casto porovnavany se skuteCnym stavem
aktiv a v pfipadé zjisténi rozdili jsou pfijata
potfebna opatfeni.
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