OBSERVATIONAL STUDY AGREEMENT

This Observational Study Agreement (the “Agreement”), is
made as of the Effective Date (as defined below), by and
among Biogen ldec Research Limited with a place of
business at Innovation House, 70, Norden Road,
Maidenhead, Berkshire, SL6 4AY, United Kingdom
(“Biogen Idec”), Nemocnice Jihlava, allowance
organization, having a place of business at Vrchlického
59, Jihlava, postcode 586 33, Czech Republic,
Identification number: 000 90 638, Tax identification

number: CZ00090638, represented by MUDr. Luka$ Velev,
MHA, director (the “Institu“,
having an address at ,

Czech Republic (the “Physician”), and Quintiles Czech
Republic, s.r.o., having a place of business at 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 30 June 2014 (the "CROQO").

WHEREAS, Biogen Idec markets the medicinal product
Tecfidera® (dimethyl fumarate) (“TECFIDERA”);

WHEREAS, the Institution conducts studies for research
purposes;

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

WHEREAS, Biogen Idec desires the Institution and the
Physician to conduct the present observational study
entitled “A Multicenter, Global, Observational Study to
Collect Information on Safety and to Document the Drug
Utilization of Tecfidera™ (Dimethyl Fumarate) When Used
in Routine Medical Practice in the Treatment of Multiple
Sclerosis (ESTEEM)” Protocol Number 109MS401, to
assess the efficacy and safety of TECFIDERA in Czech
Republic (the “Study”); and

WHEREAS, Biogen Idec has entered into a separate
agreement with the CRO to perform certain duties in
connection with the Study, including making payments to
the Institution and Investigator on behalf of Biogen Idec and
the parties agree that the CRO shall be a party to this
Agreement for the sole purpose of making such payments
hereunder on behalf of Biogen Idec, and the CRO shall
have no other rights or obligations under this Agreement.

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 Idec
and the Institution hereby agree as follows:

SMLOUVA O OBSERVACNI STUDII

Tato smlouva o observaéni studii (dale jen ,smlouva‘) je
uzaviena s ucinnosti k ,datu ac¢innosti“ (viz nize), mezi
spole¢nosti Biogen Idec Research Limited se sidlem
Innovation House, 70, Norden Road, Maidenhead,
Berkshire, SL6 4AY, Spojené kralovstvi, (déale jen ,Biogen
Idec”), Nemocnici Jihlava, pfispévkova organizace, se
sidlem Vrchlického 59, Jihlava, PSC 586 33, Ceska
republika, Identifikacni ¢&islo: 000 90 638, Danové
identifikacni gislo: CZ00090638, zastoupenou MUDr.

Lukasem Velevem, MHA, Feditelem dale jen
.Zdravotnické zarizeni"), , S
adresou , Ceska

republika (dale jen ,lékaF*) a spoleCnosti Quintiles Czech
Republic, s.r.o., se sidlem Praha 5, Jinonice, Radlicka
714/113a, 158 00, identifika¢ni Cislo 247 68 651, danove
identifikac¢ni Cislo CZ247 68 651 jednajici na zakladé piné
moci ze dne 30. ¢ervna 2014 (dale jen ,,CRO%).

VZHLEDEM K TOMU, ZE spole&nost Biogen Idec prodava
IéCebny pfipravek Tecfidera® (dimethyl fumarat) (dale jen
“TECFIDERA");

VZHLEDEM K TOMU, ZE zdravotnické zafizeni provadi
studie pro vyzkumné ucely;

VZHLEDEM K TOMU, ZE lékaf ma zkuSenosti s
provadénim studii hodnocenych a prodavanych 1é€iv, a

VZHLEDEM K TOMU, ZE spole¢nost Biogen Idec si pieje,
aby zdravotnické zafizeni a IékaF provedli tuto observaéni
studii nazvanou ,Multicentricka globalni observaéni studie
ke shromazdéni Udaji o bezpelnosti a k dokumentaci
vyuziti pfipravku Tecfidera™ (dimethyl fumarat) v bézné
IékaFfské praxi pfi 1éEbé roztrouSené sklerézy (ESTEEM)",
Cislo protokolu 109MS401, ktera hodnoti ucinnost a
bezpeénost pripravku TECFIDERA v Ceské republice (dale
jen ,studie®).

VZHLEDEM K TOMU, ZE spole¢nost Biogen Idec uzaviela
samostatnou smlouvu s CRO o vykonavani urcitych
povinnosti souvisejicich se studii, v€etné vyplaceni plateb
zdravotnickému  zafizeni a  zkouSejicimu  jménem
spoleCnosti Biogen Idec, a smluvni strany souhlasi, ze
CRO bude smluvni stranou této smlouvy vyhradné pro
UCely Uhrad takovych plateb podle této smlouvy jménem
spolecnosti Biogen Idec, a CRO nebude mit zadna dalsi
prava nebo povinnosti podle této smlouvy.

NA ZAKLADE TOHO a s ohledem na vzajemné zavazky a
ujednani obsazena v této smlouve, a za fadné a pfimérené
protiplnéni, jehoz pfijeti a dostateCnost se timto potvrzuje,
se spole¢nost Biogen Idec a zdravotnické zafizeni dohodly
takto:
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1. The Study.

1.1 Subject Matter. The Institution and the Physician
shall conduct the Study for Biogen Idec pursuant to the
protocol entitled “A Multicenter, Global, Observational
Study to Collect Information on Safety and to Document the
Drug Utilization of Tecfidera™ (Dimethyl Fumarate) When
Used in Routine Medical Practice in the Treatment of
Multiple Sclerosis (ESTEEM)” Protocol Number 109MS401
and incorporated herein by reference, as amended from
time to time (the “Protocol”), and make the results
available to Biogen Idec. The recruitment phase for the
Study will begin in the first quarter of the year 2015 and
shall last approximately thirty six (36) months.

1.2 Observational Study.

@) The Institution and the Physician 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
Article 2.1).

(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
Institution. In addition, the Institution and the Physician
confirm that the Study shall not influence the prescriptions
written by the Physician in the future. The Institution and
the Physician acknowledge and confirm that prescriptions
are and shall be written based solely on medical
indications.

1.3 Amendments to the Protocol. The Institution shall
not alter or amend, or permit the Physician or any member
of the Institution’s staff participating in the Study to alter or
amend, the Protocol in any way without the prior written
consent of Biogen Idec, unless required by law to protect
the safety, health or rights of the Study Subjects (as
defined below).

1.4 Recruitment.

@ Recruitment is competitive between Study
sites. A total of five thousand (5,000) 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.
Each Institution will be approved to enroll up to 20 patients
before a pause is placed on the Institution’s patient
enrollment. Upon evaluation of Country enrollment, Biogen
Idec, either directly or via the CRO (as defined below), will
provide written approval for an increase in the total number
of patients the Institution may enroll in the Study.

(b)

Upon prior written notice from Biogen Idec,

1. Studie

1.1 Pfedmét Zdravotnické zafizeni a Iékaf budou
provadét studii pro spole¢nost Biogen Idec podle protokolu
nazvaného "Multicentricka globalni observaéni studie ke
shromazdéni udaji o bezpecnosti a k dokumentaci vyuziti
pfipravku Tecfidera™ (dimethyl fumarat) v bézné lékarské
praxi pfi léEbé roztrouSené sklerézy (ESTEEM)", Cislo
protokolu 109MS401, ktery je nedilnou soucasti této
smlouvy, v platném znéni (dale jen ,protokol”),
a poskytnou vysledky studie spole¢nosti Biogen Idec. Faze
naboru pacientd do studie bude zahajena v prvnim
ctvrtleti roku 2015 a potrva zhruba tficet Sest (36) mésicu.

1.2 Observaéni studie

(a) Zdravotnické zafizeni a I|ékaf se zdrzi
veSkerych aktivit, které mohou vést ke klasifikaci studie
jako intervenéniho klinického hodnoceni dle platnych
zakon(l a predpisu (jak jsou definovany nize v odstavci
2.1).

(b) Smluvni strany potvrzuji, ze ucCelem
uzavieni této smlouvy neni ovlivnit, a ze Zzadnym
zpusobem neovlivni jejich komer€ni provoz, zejména ukony
nakupu zdravotnického zafizeni. Dale zdravotnické
zafizeni a lékaf potvrzuji, Z2e studie neovlivni budouci
predepisovani léCiv Iékafem. Zdravotnické zafizeni a lékaf
uznavaji a potvrzuji, Ze veSkeré pfedpisy jsou a budou
vystavovany vyhradné na z&kladé zdravotnich indikaci.

1.3 Zmény protokolu Zdravotnické zafizeni nezméni
ani  neupravi, ani nedovoli Iékafi ani kterémukoli
pracovnikovi zdravotnického zafizeni, ktery se na studii
podili, jakkoli ménit ¢i upravovat protokol bez pfedchoziho
pisemného souhlasu spole¢nosti Biogen Idec, pokud to
neni ze zakona povinné pro ochranu bezpecénosti, zdravi
nebo prav subjektll studie (jak jsou definovany nize).

1.4 Nabor

€) PFi naboru subjektu jsou studijni centra v
konkurenci. Planuje se zafazeni celkem péti tisic (5 000)
pacientd (spole¢né dale oznaCovani jako ,,subjekty
hodnoceni‘ a kazdy jednotlivé jako ,,subjekt hodnoceni*)
v rznych jurisdikcich, kde se bude studie provadét. Kazdé
zdravotnické zafizeni bude moci zafadit maximalné 20
pacientl a poté bude zafazovani pacientdl ve
zdravotnickém zafizeni pozastaveno. Po vyhodnoceni
zarazenych pacientd v Ceské republice vyda Biogen Idec,
bud pfimo, nebo prostfednictvim CRO (viz definice nize),
pisemny souhlas s navySenim celkového poctu pacientd,
které maze zdravotnické zafizeni do studie zaradit.

(b)

Po pfedchozi pisemné vyzvé spolecnosti
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the Institution and the Physician shall stop recruiting Study
Subjects if (i) the planned maximum total number of Study
Subjects has been reached or (ii) Biogen Idec has decided
to stop the recruitment for the Study or at the Institution’s
site.

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

1.5 Commencement of the Study.

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

(b) The Institution shall appoint the Physician
and the personnel (the “Staff”), necessary to support the
conduct of the Study. The Institution shall ensure that the
Physician 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 Institution represents and warrants
that Institution has or will obtain from all Staff, including the
Physician, agreements that impose on such Staff (i)
confidentiality obligations at least as restrictive as those
applicable to Institution hereunder and (ii) assignment of
invention obligations that effectively vest in the Institution
any rights the Staff may otherwise have in the results of
their work in connection with the Study and permit the
Institution to assign those rights to Biogen Idec. The
Institution shall, and shall cause the Physician to, provide
Biogen Idec and its representatives with information
regarding the Staff as necessary to comply with applicable
laws, regulations and directives, or as Biogen Idec 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 Institution and
the Physician, and the Institution and the Physician 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 ldec’s and its agents’ reasonable

Biogen Idec zastavi zdravotnické zafizeni a |ékaf nabor
subjektll hodnoceni, pokud (i) je dosazeno planovaného
maximalniho celkového poctu subjektdl hodnoceni nebo (ii)
se spole¢nost Biogen Idec rozhodne =zastavit néabor
subjektl do studie nebo v FeSitelském centru
zdravotnického zafizeni.

(c) Pokud v dlsledku nepredvidatelnych
okolnosti nebude cile pro nabor subjektll hodnoceni
dosazeno ve stanoveném d&asovém obdobi presto, ze
zdravotnické zafizeni a Iékaf vynalozili fadné usili, pak
muZe spolecnost Biogen Idec dle vlastniho uvazeni bud
obdobi pro nabor do studie prodlouzit, anebo cil naboru pro
studii jinak upravit.

15 Zahajeni studie
(a) Zdravotnické  zafizeni nezahaji  ani
nedovoli 1ékafi zahdjit nabor potencialnich subjektl

hodnoceni pro Uc€ast ve studii, dokud Iékaf (i) nebude
spoleCnosti Biogen Idec nebo jejimi zastupci pisemné
informovan, Ze byly ziskany vSechny souhlasy, povoleni
a dokumentace potfebna k provadéni studie; a (ii)
nepodepsal protokol a nepfistoupil tak na provadéni studie
v souladu s podminkami protokolu. Lékaf dale nebude
provadét vyzkum podle této smlouvy, pokud a dokud
subjekt  hodnoceni  pisemné& nepotvrdi  prevzeti,
prostudovani a podepsani formulafe informovaného
souhlasu pro studii stim, zZe formulaF informovaného
souhlasu byl pfedem schvalen spole¢nosti Biogen Idec a
poskytnut l1ékafi.

(b) Zdravotnické zafizeni wuréi Ilékafe a
pracovniky potfebné k zajisténi provadéni Studie (déle jen
LLym®). Zdravotnické zafizeni zajisti, aby lékaf a tym méli
k pInéni svych povinnosti dle této smlouvy odpovidajici
kvalifikaci, a aby vzdy dodrzovali podminky a zavazky
vyplyvajici z této smlouvy. Zdravotnické zafizeni prohlaSuje
a zarucuje, ze od celého tymu vcetné lékafe ma nebo ziska
smlouvy, které tymu ukladaji (i) povinnost zachovani
ml€enlivosti alespori v takovém rozsahu, v jakém ji tato
smlouva uklada zdravotnickému zafizeni, a (ii) povinnost
pfevodu vynélezu, ktery na zdravotnické zafizeni u&inné
prevede veskera prava, ktera by jinak tym mél k vysledkim
své prace v souvislosti se studii, a umozni zdravotnickému
zarizeni postoupit tato prava spolecnosti Biogen Idec.
Zdravotnické zafizeni poskytne a zajisti, aby lékafr poskytl
spoleCnosti Biogen Idec a jejim zastupcum informace o
tymu, které jsou potfebné k dodrzeni platnych zakonu,
pfedpisi a smérnic, nebo dle pfiméfenych pozadavku
spoleCnosti Biogen Idec nebo jejich zastupclh. Aby se
predeslo pochybnostem, tym bude po celou dobu platnosti
Smlouvy pracovat pod vedenim a kontrolou zdravotnického
zafizeni a lékare, a zdravotnické zafizeni a Iékaf ponesou
neomezenou odpovédnost za zajisténi, Ze tym jedna
v souladu s platnymi zakony a pfedpisy (jak jsou tyto
definovany nize), s podminkami této  Smlouvy
a pfiméfenymi pokyny spole¢nosti Biogen Idec a jejich
zastupcl.
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instructions.

(c) The Institution shall not replace the
Physician with another physician without the prior written
consent of Biogen Idec, which consent shall not be
unreasonably withheld.

1.6 Case Report Forms.

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

(b) 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.

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

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

1.7 Serious Adverse Events. The Physician shall
immediately communicate the occurrence of serious
adverse events as defined in the Protocol (each, an “SAE”)
to Biogen Idec as directed in the Protocol. If it becomes
necessary to report an SAE to the competent authorities,
the author of the report consents to the related disclosure
of his or her personal information.

1.8 Access, Use, Monitoring and Inspection. Institution
and Physician shall provide original or copies (as the case
may be) of all Study Data to CRO and Biogen Idec for
Biogen Idec’s use. Institution and Physician shall afford
Biogen Idec and CRO and their representatives and
designees reasonable access to Institution’s facilities and
to Medical Records and Study Data so as to permit Biogen
Idec and CRO and their representatives and designees to
monitor the Study.

Institution and Physician shall afford regulatory authorities
reasonable access to Institution’s facilities and to Medical
Records and Study Data, and the right to copy Medical
Records and Study Data.

(c) Zdravotnické zafizeni nenahradi Iékafe
jinym |ékafem bez pFedchoziho pisemného souhlasu
spole¢nosti Biogen Idec; souhlas nebude bezdivodné
odepfren.

1.6 Zaznamy subjektt hodnoceni

@ Zdravotnické zafizeni bude zaznamenavat
veskeré potfebné Udaje do elektronickych formulafa pro
shromazdovani dat poskytnutych spole¢nosti Biogen Idec
nebo jejim jménem (dale jen ,CRF*). Original CRF bude
uren pro dokumentaci spolecnosti Biogen ldec a jeho
kopie pro dokumentaci lékafe. Poté, co I|ékaf pfeda
kone¢ny CRF, budou veSkeré zmény v databazi provadény
prostfednictvim  upfeshujiciho  formulafe  dodaného
spoleCnosti Biogen Idec nebo organizaci klinického
vyzkumu jmenovanou pro studii spoleCnosti Biogen Idec
(dale jen ,CRO").

(b) Zaznamy subjektd hodnoceni, které budou
predlozeny po uzavieni naboru do studie, nebudou brany
v potaz, a za takovyto CRF nebude vyplacena zadna
odména.

(c) CRF bude do systému ziskavani dat v
elektronické podobé (eDC) zadavat lékaf a/nebo ¢lenové
jeho tymu do péti (5) pracovnich dnu od data pacientovy
navstévy v rdmci standardni péce.

(d) Dotazy ohledné udaji budou lékafem
a/nebo ¢leny jeho tymu zodpovézeny do péti (5)
pracovnich dnd od okamziku, kdy je Biogen Idec a/nebo
CRO vznesou.

1.7 Zavazné nezadouci prihody Lékaf je povinen
spoleCnost Biogen Idec neprodlené informovat o vyskytu
zavaznych nezadoucich pfihod, jak jsou definovany
v protokolu (dale oznacovany jako ,SAE®), postupem
uvedenym v protokolu. Pokud je nezbytné nahlasit SAE
pfislusnym  organdm, autor hlaseni souhlasi se
souvisejicim pfedanim svych osobnich tdaju.

1.8 Pristup, pouZiti, monitoring a kontroly. Zdravotnické
zarizeni a lékaf poskytnou originaly a kopie (dle situace)
vSech udaji ze studie CRO a spolec€nosti Biogen Idec pro
pouziti spole¢nosti Biogen Idec. Zdravotnické zafizeni a
lékaf umozni spoleCnosti Biogen Idec, CRO a jejich
zastupcim a povéfenym osobam adekvatni pfistup do
prostor zdravotnického zafizeni a k Iékafskym zaznamim a
udajum ze studie, aby tak umoznili spole¢nosti Biogen
Idec, CRO a jejich zastupcim a povéfenym osobam
sledovani studie.

Zdravotnické zafizeni a lékaf umozni regulacnim Ufadim
adekvatni pfistup do prostor zdravotnického zafizeni a
k lékafskym zaznamim a udajum ze studie a udéli jim
opravnéni kopirovat zdravotni zaznamy a udaje ze studie.
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The Institution and the Physician agree to cooperate with
the representatives of CRO and Biogen Idec who visit the
Institution and the Institution agrees to ensure that the
employees, agents and representatives of the Institution do
not harass, or otherwise create a hostile working
environment for such representatives.

The Institution and/or Physician 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 Institution’s facilities, and the
Institution shall permit CRO and Biogen Idec to attend any
such inspections. The Institution will make reasonable
efforts to separate, and not disclose, all Confidential
Information that is not required to be disclosed during such
inspections.

2. Due Diligence and Compliance with Law.

2.1 The Institution and the Physician shall adhere to all
relevant applicable laws, 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.

2.2 The Institution and the Physician acknowledge that
Biogen Idec and its affiliates must adhere to the provisions
of (i) the Bribery Act 2010 of the United Kingdom (“Bribery
Act”); (ii) the Foreign Corrupt 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 of the provisions of the Bribery
Act and the FCPA. Neither party nor its representatives
shall engage in any activity that is prohibited by the
Applicable Anti-Corruption Legislation, including bribery,
kickbacks, payoffs or other corrupt business practices.

2.3 The Institution 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.

2.4
required

The Institution represents and warrants that all
internal consents and approvals have been

Zdravotnické zafizeni a |ékaf souhlasi, Ze budou
spolupracovat se zastupci CRO a spolecnosti Biogen Idec,
ktefi navstivi zdravotnické zafizeni, a zdravotnické zafizeni
souhlasi, ze =zajisti, aby zaméstnanci, zastupci a
predstavitelé zdravotnického zafizeni nekladli pfekazky ani
jinak nevytvareli nepfatelské pracovni prostfedi pro tyto
zastupce.

Zdravotnické zafizeni a/nebo Iékaf musi ihned informovat
CRO a spole¢nost Biogen Idec o pfipadnych dotazech,
korespondenci nebo komunikaci s libovolnymi viadnimi
nebo regulaénimi Ufady v souvislosti se studii a poskytnout
CRO a spolecnosti Biogen Idec jejich kopie, mimo jiné
v€etné zadosti o kontroly prostor zdravotnického zafizeni,
a zdravotnické zafizeni umozni CRO a spole¢nosti Biogen
Idec ucast pfi takovych kontrolach. Zdravotnické zafizeni
vyvine pfiméfené usili, aby oddélilo a nepfedalo veSkeré
divérné informace, jejichz prfedani se béhem kontrol
nevyzaduje.

2. Povinna péce a dodrzovani zakonu

2.1 Zdravotnické zafizeni a l|ékaf jsou povinni pfi
provadéni studie dodrzovat vSechny platné zakony,
pfedpisy a smérnice (dale jen ,platné zdkony a
predpisy®), a prohlasuji a zaruCuji, ze studii budou
provadét se zajiSténim fadné lékarské péce, v souladu
s obecné uznavanymi védeckymi standardy, a pomoci
kvalifikovanych pracovniku.

2.2 Zdravotnické zafizeni a Iékaf berou na védomi, ze
spoleCnost Biogen Idec a jeji spole¢nosti ve skupiné musi
dodrzovat ustanoveni (i) protikorupéniho zakona Velké
Britanie z roku 2010 (dale jen ,protikorupéni zakon®); (ii)
zakona Spojenych statd americkych o zahraninich
korup&nich praktikach zroku 1977, v platném znéni,
kodifikovaného v zakoniku USA 15 U.S.C. §§ 78dd-1
anasl. (dale jen ,FCPA®) a (iii) veSkeré dalSi platné
protikorupéni legislativy (dale spole¢né oznacovany jako
.platna protikorupcni legislativa®). Souhrn hlavnich
pravidel z protikorupéniho zakona a FCPA je uveden
v Pfiloze B této Smlouvy. Kazda ze smluvnich stran musi
své zastupce poucit o ustanovenich protikorupéniho
zdkona a FCPA. Zadna ze smluvnich stran ani jejich
zastupci se nesmi dopustit Cinnosti, ktera je platnou
protikorupéni legislativou zakazana, vCetné uplatkarstvi,
nezakonnych vyhod, podplaceni ¢&i jinych korup&nich
obchodnich praktik.

2.3 Zdravotnické zafizeni se zavazuje, Ze bude
vS§echny dokumenty souvisejici se studii, véetné formulara
informovaného souhlasu subjektd hodnoceni tykajicich se
studie, CRF, zdrojovych dat a sloZzky zkou3ejiciho na
pracovisti (ISF), uchovavat v souladu s platnymi zakony a
predpisy.

24 Zdravotnické zafizeni prohlasuje a zaruCuje, zZe
ziskalo veSkeré pozadované interni souhlasy a schvaleni
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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 Institution.

3. Confidentiality.
3.1 Except as expressly authorized in this Agreement

or in writing by Biogen Idec, the Institution and the
Physician shall not disclose to any third party, or use for the
benefit of the Institution, the Physician or any third party,
any Confidential Information (as defined below), and shall
limit access to Confidential Information to Biogen Idec and
to those persons, including Staff, who reasonably require
such information for purposes described in this Agreement.
The Institution shall, and shall cause the Physician 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 Institution and the Physician under this
Agreement. Confidential Information is, shall become and
shall remain, as applicable, the exclusive property of
Biogen ldec; provided, that the Institution shall have the
right to use Confidential Information for its own non-
commercial, internal research, training and educational
purposes.

3.2 “Confidential Information” means and includes:

(a) all information and data provided by or on
behalf of Biogen Idec, or created or collected
by the Institution or the Physician in
connection with this Agreement, including, but
not limited to, Protocol or other Study
documents;

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

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

3.3 The restrictions in this Article 3 on “Confidential
Information” shall not apply to information that the
Institution is able to demonstrate by competent

documentary evidence:

(@) was rightfully in the possession of the
Physician or the Institution prior to receipt from
Biogen Idec;

(b) is now, or hereafter becomes, part of the

public domain through no act or failure to act

on the part of the Physician or the Institution or
its directors, trustees, officers, employees,

pro uzavieni a plnéni této smlouvy a provadéni studie, a ze
uzavieni a pInéni této smlouvy, jakoz i pfijeti odmén podle
této smlouvy, neporusuje zadné platné zakony a pfedpisy
ani interni pravidla, predpisy €i zasady zdravotnického
zafrizeni.

3. Utajeni
3.1 S vyjimkou pfipadd vyslovné povolenych v této

Smlouvé nebo pisemné spolecnosti Biogen ldec nesmi
zdravotnické zafizeni ani Iékaf vyzradit divérné informace
(jak jsou definovany nize) zadné tieti osobé ani je pouzit ve
prospéch zdravotnického zafizeni, Iékafe nebo tfeti osoby,
aomezi pfistup k davérnym informacim na spole¢nost
Biogen Idec a na ty osoby, véetné tymu, které tyto
informace davodné potfebuji pro ucely popsané v této
Smlouveé. Zdravotnické zafizeni podnikne a zajisti, aby
Iékaf podnikl vSechny proveditelné kroky s cilem zajistit,
aby se uvedené osoby zavazaly k dodrzovani povinnosti
utajeni davérnych informaci, a to nejméné ve stejném
rozsahu, jaky se podle této Smlouvy vztahuje na
zdravotnické zafizeni a |ékafe. Duvérné informace jsou,
stanou se, resp. zOstavaji vyluénym vlastnictvim
spole¢nosti Biogen Idec; s tim, zZe zdravotnické zafizeni ma
pravo pouzit divérné informace pro své vlastni
nekomeréni, interni vyzkumné, Skolici a vzdélavaci ucely.

3.2 ,D0vérnymi informacemi* se rozumi:

(a) veskeré informace a udaje poskytnuté
spole€nosti Biogen Idec nebo jejim jménem,
nebo vytvofené ¢&i ziskané zdravotnickym
zafizenim nebo |ékafem v souvislosti s touto
smlouvou, v&etné protokolu a jinych
dokument(l ke studii;

(b) ustanoveni této smlouvy, véetné protokolu a

priloh této smlouvy a

(c) vesSkeré informace a Udaje vytvorené
v souvislosti se studii, v€éetné CRF a udajl
Vv nich obsaZenych.

3.3 Omezeni tohoto ¢lanku 3 o ,davérnych
informacich® se nevztahuji na informace, o nichz mulze
zdravotnické zafizeni prikazné dolozit listinnymi dikazy,
ze:

(@) byly pravoplatné vdrzeni Iékafe nebo
zdravotnického zafizeni pred jejich pfijetim od
spoleCnosti Biogen ldec;

(b) jsou nebo se stanou vefejné dostupnymi jinak
nez v disledku jednani nebo necinnosti Iékare
¢i zdravotnického zafizeni ¢&i jeho ¢len(
statutarnich organd, zmocnénc(lli, vedoucich
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representatives, consultants, advisors or

collaborators;
(c) becomes known to the Physician or Institution
through disclosure by a third party with the
legal right to possess and disclose such
information; or
(d) was independently developed by the
Physician or Institution without the aid,
application, use or benefit of Confidential
Information disclosed under this Agreement.

3.4 The obligations of confidentiality set forth in this
Agreement shall not prohibit the Physician or the Institution
from disclosing any part of the Confidential Information
which is required (i) to be used or disclosed by the
Physician or the Institution for medical treatment or
counseling of Study Subjects; provided, however, that
Biogen Idec and the Institution 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 Physician or the
Institution, as applicable, gives Biogen Idec sufficient
advance written notice to permit Biogen Idec 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.

3.5 The Institution 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 Institution
agrees that Biogen ldec 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

3.6 The Institution and the Physician agree that, at
Biogen Idec’s request, the Institution and the Physician
shall promptly (a) return to Biogen Idec any and all parts of
the Confidential Information provided by Biogen Idec or
CRO to the Institution and/or the Physician in documentary
form, including all copies and other tangible embodiments
thereof made by the Physician or the Institution’s directors,
trustees, officers, employees, representatives, consultants,
advisors or collaborators, and (b) destroy all Confidential
Information in the Institution’s or the Physician’s
possession and stored in then-accessible electronic or
other media

pracovnikd, zaméstnancu, zastupcl,
konzultantl, poradct nebo spolupracovnik;

(c) lékaf nebo zdravotnické zafizeni je ziskali od
tieti strany, ktera ma zakonné pravo takové
informace vlastnit a sdélovat je; nebo

(d) byly lékafem nebo zdravotnickym zafizenim
nezavisle vyvinuty bez pomoci, uplatnéni,
pouziti nebo pfispéni davérnych informaci

predanych na zakladé této smlouvy.

3.4 Povinnosti utajeni stanovené v této smlouvé
nebrani lékafi ani zdravotnickému zafizeni v poskytnuti
jakékoli ¢asti davérnych informaci, kterou (i) musi lékaF
nebo zdravotnické zafizeni pouzit nebo vyzradit za ucelem
poskytnuti Ié¢by nebo poradenstvi subjektim hodnoceni,
avSak s tim, Ze spoleCnost Biogen Idec a zdravotnické
zafizeni se dohodly, ze takové pouziti nebo vyzrazeni
divérnych informaci bude pfisné omezeno rozsah
nezbytny k fadnému informovani subjektd hodnoceni a
k péci o né, nebo (i) jsou povinni pfedat dle zakond,
predpisll, pravidel, ukon( nebo nafizeni statniho organu
nebo organizace, avSak s tim, ze Iékaf nebo zdravotnické
zarizeni o tom musi spole¢nost Biogen Idec s dostatecnym
predstihem pisemné vyrozumét, aby mohla spolecnost
Biogen Idec usilovat o ochranny pfikaz nebo jiny podobny
pfikaz k zajisténi zachazeni s divérnymi informacemi
v rezimu utajeni, a poté pfedat pouze minimum d{vérnych
informaci tak, aby byla povinnost jejich poskytnuti splnéna.

3.5 Zdravotnické zafizeni bere na védomi, ze
vyzrazeni duvérnych informaci v rozporu s podminkami
této smlouvy muize zpusobit nenapravitelnou Skodu, za niz
odskodnéni poskytované dle platného prava nemusi byt
dostate€nou nahradou, a zdravotnické zafizeni souhlasi s
tim, Ze spole¢nost Biogen Idec ma kromé dalSich prav a
moznosti domahat se napravy, které ji poskytuje zakon
nebo pravo ekvity, i pravo domahat se soudniho pfikazu
nebo pfikazu k dodrzeni ustanoveni tohoto &lanku 3 u
pfislusného soudu.

3.6 Zdravotnické zafizeni a |ékaf se zavazuji, Ze na
Zadost spole€nosti Biogen Idec neprodlené (a) vrati
spoleCnosti Biogen Idec nebo CRO veskeré duvérné
informace  poskytnuté  spoleCnosti  Biogen Idec
zdravotnickému  zafizeni a/nebo Iékafi ¢&i tymu
v dokumentarni podobé, v€etné vSech kopii a jejich dalSich
hmotnych podob vytvofenych Ilékafem nebo ¢&leny
statutarnich organli, zmocnénci, vedoucimi pracovniky,
zameéstnanci, zastupci, konzultanty, poradci nebo
spolupracovniky zdravotnického zafizeni a (b) znici
veSkeré duvérné informace v drzeni zdravotnického
zafizeni nebo Iékafe uloZzené na tehdy dostupnych
elektronickych &i jinych médiich.
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4, Data Protection.

4.1 The Institution and the Physician shall comply with
all applicable rules, 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
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
Institution and the Physician shall perform any registrations
with the local data protection authorities required under
such Data Protection Laws.

4.2 Study Subjects’ Personal Data.

€)) The Institution shall obtain the consent of
the Study Subjects, using an informed consent form (the
“ICF’) provided and approved by Biogen Idec, to convey
the data collected to Biogen Idec, and to store and analyze
such data and any samples collected in connection with the
Study.

(b) The Institution is obligated to save all
medical records and ICFs executed in connection with the
Study, for a period of ten (10) years after the end of the
Study or as required by Applicable Laws and Regulations,
whichever is longer.

4.3 Parties’ Data.

€) Biogen Idec shall process the personal
data of the Physician 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 Physician consents to
the transfer to third parties of his/her personal data. The
Institution 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
Institution, the Physician 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 Institution and the Physician
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.

4, Ochrana osobnich udajt

4.1 Zdravotnické zafizeni a lékaf budou ve véci
ochrany osobnich Udaji dodrzovat veskera platna pravidla,
predpisy, smérnice a zakony (zejména Smérnici
Evropského parlamentu a Rady ¢&. 95/46/ES ze dne
24. Fijna 1995 o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udajlil a o volném pohybu téchto
Udajli, jak je pfevedena do narodniho prava zakonem
€. 101/2000 Sb., o ochrané osobnich udaju, v platném
znéni) (spoleéné oznacované jako ,zdkony o ochrané
osobnich uadaja”), v platném znéni, véetné zejména
smérnic vydanych Mezinarodnim vyborem pro harmonizaci
a platnych mezinarodnich a narodnich pfedpisu na ochranu
a osobnich udaju. Zdravotnické zafizeni a lékaF jsou mimo
jiné povinni provést pfipadné registrace u mistnich organi
pro ochranu osobnich Udaji, které jsou dle takovych
zakonl o ochrané dat povinné.

4.2 Osobni udaje subjektd hodnoceni
€) Zdravotnické zafizeni je povinno ziskat od
subjekt hodnoceni prostfednictvim formulara

informovaného souhlasu (dale jen ,LICF*) dodanych a
schvalenych spole€nosti Biogen Idec souhlas s pfedanim
shromazdénych dat spolecnosti Biogen Idec a s ulozenim a
analyzou téchto udaju a jakychkoli vzork(l odebranych
v souvislosti se studii.

(b) Zdravotnické zarfizeni je povinno
uchovavat veSkeré I|ékafské zaznamy a formulafe ICF
vytvofené v souvislosti se studii po dobu deseti (10) let po
ukonceni studie, anebo dle platnych zakonu a predpisd,
pokud stanovi dobu delsi.

4.3 Osobni udaje smluvnich stran

@) Spolec¢nost Biogen ldec bude zpracovavat
osobni Udaje lékafe a tymu pro administrativni, statisticke,
informativni, komeréni a ohlaSovaci uc€ely (v€etné jména,
odbornosti, pracovi§té a predchozi zkuSenosti se
spole€nosti Biogen Idec). Lékaf souhlasi s pfedavanim
svych osobnich udaji na tfetim osobam. Zdravotnické
zafizeni prohladuje, Ze ziskalo od ¢lenu tymu pfislusné
souhlasy s pfedavanim jejich osobnich (daji tfetim
osobam v rozsahu potfebném pro provadéni studie.

(b) Jakékoli osobni udaje vztahujici se ke
zdravotnickému zafizeni, Iékafi nebo tymu, které mohou
byt pfedmétem takového zpracovani, bude spole€nost
Biogen Idec pouzivat a mlze je pfedavat spoleénostem ve
skupiné Biogen Idec pro ucely plnéni této smlouvy, obecné
komunikace a vyvoje a planovani c¢innosti spole€nosti
Biogen Idec. Zdravotnické zafizeni a Iékaf berou na
védomi, Ze nékteré subjekty Biogen Idec mohou sidlit ve
statech, kde nejsou standardy ochrany osobnich udaju na
stejné urovni jako ve staté, kde obvykle plsobi.
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(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 Institution 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 Institution, in such
format as Biogen Idec reasonably requires.

5. Inventions and Data Ownership.

51 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 or the use, misuse,
modification or application of TECFIDERA (collectively,
‘Inventions”), shall be owned solely and exclusively by
Biogen Idec. The Institution and the Physician agree to
promptly (a) disclose such Inventions to Biogen Idec,
(b) assign all of their rights, title and interest in and to all
Inventions to Biogen Idec, without royalty or any other
consideration, and (c) execute any documents requested
by Biogen Idec to enable Biogen Idec to obtain whatever
protection for such Inventions, including patent rights, as
Biogen ldec shall determine is necessary or desirable. The
Institution and the Physician further agree to cooperate fully
with Biogen Idec in the process of securing and enforcing
Biogen ldec’s rights to such Inventions, prior to publishing
any information on any such Inventions, and Biogen ldec
will compensate the Institution (at mutually agreeable
reasonable rates) for any time spent at Biogen Idec’s
request in connection with such activities.

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

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
copyrights in any of the foregoing, are and shall remain the
sole and exclusive property of Biogen Idec.

(© Kazda smluvni strana bude zpracovavat
osobni Udaje druhé smluvni strany nebo jejich spole¢nosti
ve skupiné ziskané na zakladé této Smlouvy pouze v
souladu s pokyny druhé smluvni strany.

(d) Na zadost spoleCnosti Biogen Idec
pfedanou pfiméfenou dobu pfedem poskytne zdravotnické
zafizeni spole€nosti Biogen Idec kopii vSech osobnich
Udaji ze spolecnosti Biogen Idec a jejich spole¢nosti ve
skupiné, které budou v dané dobé ve viastnictvi, v drzeni
nebo pod kontrolou zdravotnického =zafizeni, a to v
takovém formatu, jaky spoleCnost Biogen Idec pfimérené
pozaduje.

5. Vynalezy a vlastnictvi dat

5.1 Veskeré vynalezy, napady, zlepSeni, objevy,
vylepSeni, upravy, know-how, data, primyslové vzory a
informace vSeho druhu ziskané, vytvorené, pfip. zavedené
do praxe, jakkoli souvisejici s provadénim studie, s
pouzitim  finanénich  prostfedkll  studie, pfipravku
TECFIDERA nebo s pouzitim, zneuzitim, Upravou nebo
podavanim pfipravku TECFIDERA (dale spole¢né
oznadovany jako ,,vynadlezy*), jsou vyhradnim vlastnictvim
spoleCnosti Biogen Idec. Zdravotnické zafizeni a Iékaf se
zavazuji neprodlené (a) informovat o takovych vynalezech
spoleCnost Biogen Idec, (b) pfevést veSkera prava, naroky
a podily na vynalezech na spole€nost Biogen Ildec, bez
naroku na licenéni poplatky nebo jinou odménu, a (c)
vyhotovit dokumenty poZzadované spoleénosti Biogen Idec
k tomu, aby spole€nost Biogen Idec mohla ziskat pro
takovéto vynélezy ochranu, v&etné patentovych prav, jakou
bude spole€nost Biogen Idec povaZovat za potfebnou nebo
zadouci. Zdravotnické zafizeni a lékaf dale souhlasi, ze
budou pIné spolupracovat se spoleCnosti Biogen Idec
Vv ramci procesu zabezpec€eni a vymahani prav spole¢nosti
Biogen Idec na takové vynalezy, a to pfed zvefejnénim
jakychkoliv informaci o takovych vynalezech, a spole¢nost
Biogen Idec odméni zdravotnické zafizeni (ve vzajemné
odsouhlasené pfiméfené sazbé&) za &as straveny témito
aktivitami na Zadost spole€nosti Biogen Idec.

5.2 Zdravotnické zafizeni prohlasSuje a zarucuje, Ze je
opravnéno poskytnout veSkera prava uvedena v tomto
¢lanku 5, Ze potencialni vynalezci jsou a budou povinni
pfevést své vynalezy na zdravotnické zafizeni a/nebo na
spoleCnost Biogen Idec, a Ze neuzaviou smlouvy s tfetimi
osobami, které by byly s touto povinnosti v rozporu.

5.3 VesSkera prava, naroky a podily (a) k veSkerym
udajim shromazdénym a databazim vytvofenym v ramci
provadeéni studie, (b) ke vSem kompilacim dat souvisejicim
se studii (v€etné vybéru, koordinace nebo uspofadani
téchto dat), které jsou vytvofeny pro studii, a (c) ke vSem
formulafdm CRF a dal$im dokumentim a zpravam v ramci
studie, v€etné autorskych prav k vySe uvedenému, jsou a
zUstanou vyhradnim vlastnictvim spole¢nosti Biogen Idec.
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5.4 Biogen Idec and its agents shall have the exclusive
right to use all data and information relating to the conduct
of the Study. Biogen Idec hereby grants the Institution a
limited right to use the results of the Study generated by
the Institution for publication purposes, and for the
Institution’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.

6. Publication.

6.1 Biogen Idec 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.

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

6.3 In order to publish any Study results in accordance
with this Article, the Institution shall provide Biogen ldec
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
Institution agrees to consider in good faith any written
comments received from Biogen ldec during such Review
Period. If Biogen Idec determines that any text submitted to
it in accordance with this Article 6 describes one or more
potentially patentable inventions, Biogen Idec shall provide
notice to the Physician (who shall immediately notify any
and all other authors) that Biogen Idec has made such a
determination prior to the expiration of the review period.
Biogen ldec shall have additional ninety (90) days from the
date such notice is delivered to file patent applications on
any inventions described in the text and the Physician shall
not submit the text to a third party for publication or review
until (i) each applicable patent application has been filed by
Biogen Idec, (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 Idec shall provide the
Physician with notice that all such applications have been
filed.

Biogen Idec shall inform the Physician, in writing, that any
text submitted to it in accordance with this Article 6
contains any Biogen ldec Confidential Information other
than the results and methods of the Study, and shall

5.4 Spolec€nost Biogen Idec a jeji zastupci maji vyluéné
pravo uzivat veSkeré udaje ainformace souvisejici
s provadénim studie. Spole¢nost Biogen Idec timto udéluje
zdravotnickému zafizeni omezené pravo uziti k vysledkim
studie vytvofenym zdravotnickym zafizenim, pro publikaéni
ucely apro vilastni pouziti zdravotnického zafizeni pro
nekomercéni interni vyzkumné, Skolici nebo vzdélavaci
ucely, svyhradou podminek a wustanoveni ¢lanku
3 (Utajeni) a 6 (Publikace) této smlouvy.

6. Publikace

6.1 Spole€nost Biogen Idec a jeji zastupci maji
neomezeny pfistup a vyluéné pravo uzivat veSkeré
informace, které vzejdou ze studie, pro libovolné ucely v
souladu se zdkonem.

6.2 Nestanovi-li tento ¢lanek 6 jinak, po dokon&eni
studie a vyhodnoceni vysledkl spole¢nosti Biogen Idec,
anebo po zruSeni studie mulze zdravotnické zafizeni
(pfipadné prostfednictvim svého Iékafe €i tymu) vysledky
a metody studie publikovat &i jinak zvefejnit, avSak pouze
pro nekomercéni ucely. Bez ohledu na vySe uvedené nesmi
zdravotnické zafizeni zvefejnit Zzadné jiné dlvérné
informace spole€nosti Biogen ldec nez vysledky a metody
studie.

6.3 Aby mohlo zdravotnické zafizeni zvefejnit jakékoli
vysledky studie v souladu s timto clankem, musi text
tykajici se studie uréeny k prezentaci &i publikaci pfedloZit
spole¢nosti Biogen Idec alespon Sedesat (60) dnu pred
datem predani jakékoliv dalSi strané (dale jen ,obdobi
prezkoumani*). Zdravotnické zafizeni souhlasi, Zze v dobré
vife zvaZzi jakékoliv pisemné komentafe obdrzené od
spoleCnosti  Biogen Idec béhem tohoto  obdobi
prfezkoumani. Pokud spole¢nost Biogen ldec usoudi, ze
text, ktery je ji pfedlozen v souladu s timto ¢lankem 6,
popisuje jeden ¢&i vice potencialné patentovatelnych
vynalezl, spole€nost Biogen ldec preda lékafi oznameni
(ktery neprodlené vyrozumi vSechny pfipadné dalSi autory),
Ze spoleCnost Biogen Idec doSla k tomuto zavéru pred
vyprSenim obdobi pfezkoumani. Spole¢nost Biogen Idec
bude mit dalSich devadesat (90) dnt od doru€eni takového
oznameni k podani patentovych pfihlasek na jakékoliv
vynalezy popsané v textu a lékaf nebude smét pFedlozit
text tfeti strané ke zvefejnéni nebo kontrole, dokud (i)
nebudou spolec¢nosti Biogen Idec podany vSechny
pfislusné patentové pfihlasky, (ii) neuplyne obdobi
devadesati (90) dnd, nebo (iii) dokud nebudou veSkeré
informace o potencidlné patentovatelném vynalezu
(vynalezech) vymazany z textu podle toho, co nastane
dfive. V pfipadé podani patentovych pfihlaSek podle
bodu (i) vySe spoleCnost Biogen Idec pfeda |ékafi
oznameni, Ze byly takové patentové pfihlasky podany.

Spole€nost Biogen Idec bude pisemné informovat |ékafre,
Ze text, ktery ji byl pfedloZzen v souladu s timto ¢lankem 6,
obsahuje jiné duavérné informace spolecnosti Biogen Idec
nez vysledky a metody pouzité ve studii, a takové davérné
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identify such Confidential Information. The Physician shall
not disclose Biogen Idec’s Confidential Information and
shall remove such Confidential Information from the text.

6.4 If the Study is part of a multi-center clinical Study,
no publication or disclosure shall be made by the Institution
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 all centers.

7. Compensation.
7.1 In consideration of the conduct of the Study, CRO

agrees to make payments to the Institution and the
Physician on behalf of Biogen Idec upon correctly
completed CRFs, in accordance with the terms stipulated in
Schedule A of this Agreement.

7.2 Conditions of Payment.

€)) CRO shall have no obligation to
compensate Institution/Physician for CRFs completed for
Study Subjects enrolled after Biogen Idec has instructed
the Institution/Physician to cease recruitment of Study
Subjects.

(b) The payments made pursuant to Article 7.1
above shall constitute compensation for the Study activities
rendered by Institution/Physician under this Agreement, as
well as all related expenses that are incurred by the
Institution/Physician while implementing this Agreement.
The Institution/Physician shall not receive any unconnected
benefits above and beyond the compensation specified in
this Article 7 for implementing the Agreement.

(c) Biogen Idec, through CRO, shall make
payments to the Institution and the Physician by wire
transfer upon receipt by Biogen Idec of the relevant data
every six (6) months following enrolliment of the first Study
Subject. Payment shall be made to the Institution/Physician
as follows:

Account Holder 1:

Nemocnice Jihlava, allowance organization,

Vrchlického 59, Jihlava, postcode 586 33, Czech Republic
Account Number Name and Address: 18736681/ 0100
Bank name & Address: Komer¢ni banka, a.s., Palackého
46, 586 01 Jihlava, Ceska republika

SWIFT code: KOMBCZPP

IBAN: CZ2201000000000018736681

Account Holder 2:

, Czech Republic

Account Number Name and Address: }
Bank name & Address: , Ceska

republika

informace oznali. Lékar nevyzradi davérné informace
spole¢nosti Biogen Idec a odstrani tyto ddvérné informace
Z textu.

6.4 Je-li studie sou€asti multicentrické klinické studie,
zdravotnické zafizeni neni opravnéno publikovat ani
prezentovat zadné udaje, dokud (a) nejsou pfedany
a analyzovany vysledky ze vSech center, jak je popsano
v protokolu, nebo (b) dokud nebyla studie ve vSech
centrech zruSena.

7. Odmeéna

7.1 Jako odménu za provadéni studie se CRO
zavazuje jménem spole€nosti Biogen Idec provést platby
zdravotnickému zafizeni a lékafi na zakladé spravné
vyplnénych formulaft CRF, v souladu s podminkami
uvedenymi v PFiloze A této Smlouvy.

7.2 Platebni podminky

@) CRO neni povinna uhradit zdravotnickému
zafizeni/lékafi platby za formulafe CRF vyplnéné pro
subjekty hodnoceni zafazené do studie poté, co spolenost
Biogen Idec dala zdravotnickému zafizeni a lékafi pokyn k
zastaveni naboru subjektd hodnoceni.

(b) Platby provedené podle ¢lanku 7.1 vySe
jsou odménou za €&innost zdravotnického zafizeni/lékafe v
rdmci studie dle této smlouvy, a dale nahradou vSech
souvisejicich vydaju vzniklych zdravotnickému
zafizeni/lékafi b&hem pInéni této smlouvy. Zdravotnické
zafizeni/lékaf za plnéni smlouvy neobdrzi Zadné jiné
vyhody nad ramec odmén uvedenych v ¢lanku 7.

(© Spole€nost Biogen Idec zaplati
zdravotnickému zafizeni a lékafi bankovnim pfevodem
prostfednictvim CRO poté, co spole¢nost Biogen Idec
obdrzi prfislusné udaje, a to kazdych Sest (6) mésicu po
zafazeni  prvniho  subjektu do  studie. Platby
zdravotnickému zafizeni/lékafi budou provadény takto:

Nazev a adresa majitele uctu 1:

Nemocnice Jihlava, pfispévkova organizace,
Vrchlického 59, Jihlava, PSC 586 33, Ceska republika
Cislo U¢tu nazev a adresa: 18736681/ 0100

Nazev a adresa banky: Komerc¢ni banka, a.s., Palackého
46, 586 01 Jihlava, Ceska republika

SWIFT: KOMBCZPP IBAN: CZ2201000000000018736681

Nazev a adresa majitele uctu 2:
_ , Ceska republika
Cislo G&tu nazev a adresl

Nazev a adresa banky:
republika

, Ceska
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SWIFT code:
IBAN:
Tax identification number:

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 Institution/the
Physician or as part of the Institution’s and/or Physician’s
services to Biogen ldec, as applicable) (i) represents the
fair market value for the conduct of the Study, (ii) has not
been determined in any manner that takes into account the
volume or value of any referrals, reimbursements or
business between the Institution and/or the Physician and
Biogen Idec, 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 Idec product or as a reward for past behavior.

8. Term and Termination of the Agreement.

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

8.2 The Agreement may be terminated for any reason
by Biogen Idec upon fifteen (15) days’ prior written notice to
the Institution by registered letter with acknowledgement of
receipt.

8.3 In addition, this Agreement may be terminated by
Institution or Biogen Idec:

(a) upon fifteen (15) days’ prior written notice
to the other party by registered letter with
acknowledgement of receipt 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

(b) upon fifteen (15) days’ prior written notice
to the other party by registered letter with
acknowledgement of receipt 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.

SWIFT:
IBAN:
DIC:

7.3 Kazda ze smluvnich stran prohladuje a zarucuje
ostatnim stranam, Zze platba odmén souvisejicich
s provadénim studie (je-li relevantni, vCetné plateb
subdodavatelim, poradcim nebo jinym zastupcim
pracujicim v zastoupeni zdravotnického zafizeni / |ékare
nebo v ramci sluzeb zdravotnického zafizeni a/nebo Iékare
poskytovanych spole¢nosti Biogen Idec) (i) predstavuje
realnou trzni hodnotu provadéni studie, (ii) nebyla
stanovena zpuUsobem, ktery zohledriuje objem nebo
hodnotu doporuceni, ndhrad nebo obchodnich pfilezitosti
mezi zdravotnickym zafizenim a/nebo I|ékafem a
spole€nosti Biogen Idec a (iii) neni nabizena ani
poskytovana, vcelku &i cCastecné, s umyslem pfimo Cdi
nepiimo, implicitné ¢&i explicitné, ovlivnit nebo doporucit
pfijemci nakup, predepisovani, doporu€eni, prodej,
domluveni nakupu nebo prodeje €i pfiznivé doporuceni k
umisténi na seznamu hrazenych I[éCiv pro produkt
spole€nosti Biogen Idec nebo jako odména za pfedchozi
jednani.

8. Doba platnosti a zanik smlouvy

8.1 Tato smlouva je u¢inna od data posledniho
podpisu pfipojeného k této smlouvé (,datum Gc&innosti® a
zanikne poté, co zdravotnické zafizeni a Iékaf dokonci
vSechny své povinnosti podle této smlouvy, v€éetné pfedani
v8ech vysledk( studie spole&nosti Biogen Idec. Clanky 3,
4,5, 6 a9 zlstavaji v platnosti i po zaniku smlouvy.

8.2 Spole¢nost Biogen Idec mize smlouvu z jakéhokoli
divodu pisemné vypovédét =zaslanim doporu¢eného
dopisu s doru¢enkou zdravotnickému zafizeni. Vypovédni
Ihata je 15 dnd.

8.3 Dale mlze zdravotnické zafizeni nebo spolecnost
Biogen Idec od této smlouvy odstoupit:

(a) doporuéenym  dopisem s doru€enkou
zaslanym druhé smluvni strané s vypovédni Ihttou 15 dnd,
pokud druha strana podstatnym zplsobem porusi tuto
smlouvu a nezjedna napravu v uvedeném 15dennim
terminu (je sjednano, Ze poruSeni platné protikorupéni
legislativy nebo jinych platnych zakond a prfedpist se
povazuje za podstatné poruseni této Smlouvy); nebo

(b) doporu¢enym  dopisem s doru¢enkou
zaslanym druhé smluvni strané s vypovédni IhGtou 15 dnq,
pokud se druha strana dostane do platebni neschopnosti,
je zrudena nebo v likvidaci, dojde k pfevodu jejiho majetku
ve prospéch véfiteld, poda navrh na konkurz nebo je
takovy navrh podan proti ni, anebo je uren spravce
konkurzni podstaty pro tuto stranu & pro podstatnou Cast
jejiho majetku.
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8.4 In the event that Biogen Idec terminates the
Agreement and appoints another institution to conduct
additional activities in relation to the Study, the Institution
shall, upon reasonable request by Biogen ldec, cooperate
with Biogen Idec to ensure an expedient and coordinated
transition to such institution.

8.5 In the event that this Agreement is terminated by
Biogen Idec without cause, the Institution 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 Idec, (b) the Institution and
the Physician have properly performed their obligations
under the Agreement, and (c) such commitments cannot be
terminated. In addition, CRO shall pay all reasonable costs
incurred by the Institution that are necessary or reasonably
required in connection with the orderly cessation of the
Agreement; provided that the Institution has received prior
written approval of such expenses from Biogen Idec.. In the
event that this Agreement is terminated by Biogen ldec
under Article 8.3(a), Biogen Idec through CRO shall be
liable to the Institution solely for the payment of the amount
of professional fees and expenses actually and reasonably
incurred prior to such breach.

8.6. The CRO, as representative of Biogen ldec 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 terminate the Agreement.

9. Miscellaneous.

9.1 Conflicts. The Institution and the Physician represent
to Biogen Idec 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 Institution and the
Physician agree to notify Biogen Idec of any other
agreements with third parties that relate in any way to the
Study.

9.2 Assignment. Neither party may assign its rights or
obligations hereunder, except that Biogen Idec 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 Idec
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 Idec. 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.

8.4 Odstoupi-li spole¢nost Biogen Idec od smlouvy a
provadénim dalSich innosti v souvislosti se studii poveéfi
jiné zdravotnické zafizeni, poskytne zdravotnické zafizeni
na pFfiméfenou zadost spoleCnosti Biogen Idec této
soucinnost k zajisténi rychlého a koordinovaného pfevodu
na uvedené zdravotnické zafizeni.

8.5 V pfipadé, Ze spole¢nost Biogen ldec smlouvu
vypovi bez udani divodu, ma zdravotnické zafizeni narok
na platby za vSechny sluzby poskytnuté dle této smlouvy
do data ucinnosti vypovédi vCetné; avSak za pfedpokladu,
ze (a) tyto zavazky byly dfive pisemné schvaleny
spoleCnosti Biogen Idec, (b) zdravotnické zafizeni i lékaf
fadné plnili své povinnosti podle této smlouvy a (c) dané
zdvazky nelze zruSit. Navic CRO uhradi vSechny
pfiméfené naklady vzniklé zdravotnickému zafizeni, které
jsou nutné nebo pfimérené nezbytné v souvislosti s fadnym
ukon&enim smlouvy; s podminkou, Ze zdravotnické
zafizeni od spoleCnosti Biogen Idec ziskalo predchozi
pisemné schvaleni téchto vydaju. Odstoupi-li spole¢nost
Biogen Idec od smlouvy dle ¢lanku 8.3, pism. (a), je
spole¢nost Biogen Idec prostfednictvim CRO povinna
zdravotnickému zafizeni uhradit vyhradné &astku odmén
odbornikll a vydaji skute¢né a pfiméfené vzniklych pred
predmétnym porusenim smiouvy.

8.6. CRO, jakozto zastupce spole¢nosti Biogen Idec a
smluvni strana této smlouvy pouze pro ucely uvedené
v uvodnich ustanovenich, uznava, ze nebude zasahovat do
rozhodnuti ukongit, nebo neukongit smlouvu.

9. Zavérecéna ustanoveni
9.1 Stret zajmu Zdravotnické zafizeni a Iékar spole¢nosti

Biogen Idec prohladuji, Ze plnéni jejich zavazk( dle této
smlouvy neni a nebude v rozporu s zadnou jinou smlouvou,
kterou uzavfeli. Zdravotnické zafizeni a lékal se zavazuji
spole¢nost Biogen Idec informovat o v8ech jinych smlouvach
s tfetimi osobami, které maji jakykoli vztah ke studii.

9.2 Prevod Zadna ze stran neni opravnéna prevést sva
prava nebo povinnosti z této smlouvy, ovSem s tim, Ze
spolecnost Biogen Idec mize sva prava a povinnosti nebo
jejich Cast pfevést na své spole€nosti ve skuping, nebo zajistit
vykon svych prav a plnéni povinnosti vyplyvajici z této
smlouvy ¢i jejich ¢asti svymi spole€nostmi ve skuping, v€etné
vyplaceni a pfijimani Castek splatnych dle této smlouvy.
Spole¢nost Biogen Idec nese vyhradni odpovédnost za ¢iny
a opomenuti svych spole¢nosti ve skuping, které nejsou
stranami této smlouvy. Pro GcCely této smlouvy se
~Spoleénosti ve skupiné‘ rozumi jakékoli osoba nebo
subjekt, ktera ma ve spolenosti Biogen Idec rozhodujici vliv,
v niZz ma tato rozhodujici vliv, nebo v niz mé rozhoduijici vliv
stejna osoba jako ve spoleCnosti Biogen Idec.
~Rozhodujicim vliivem* se rozumi pfimé &i nepfimé drZeni
alespon 50% podilu na zakladnim kapitalu nebo hlasovacich
pravech, anebo pravomoc fidit nebo usmérnovat fizeni a
pravidla daného subjektu, at jiz na zakladé drzeni cennych
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9.3 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(es). Except as detailed below, notices and reports
to Biogen Idec required under this Agreement shall be
directed to CRO:

If to the Institution: Nemocnice Jihlava, allowance
organization, Vrchlického 59, Jihlava, postcode 586 33,
Czech Republic

MUDr. Lukas Velev, MHA

Notices, reports and other correspondence related to the
following Articles of this Agreement:

1. Article 1.7 (serious adverse event
reporting);

2. Article 5
ownership);

3. Article 6 (publication);

4. Article 8 (term and termination)

(inventions and data

shall be sent to Biogen ldec, with a simultaneous copy to
Quintiles at the below address:

If to Biogen Idec: Biogen Idec Research Limited
Innovation House
70, Norden Road,
Maidenhead
Berkshire
United Kingdom
SL6 4AY

Attn: Vice President,

Legal Chief International Counsel
Tel: +41 41 39 21 700

Fax: +414139 21718

If to CRO:
Quintiles Czech Republic, s.r.0.,
Radlicka 714/113a, Jinonice
158 00 Praha 5
Czech Republic
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 Republic.

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 Czech
Republic.

papirt s hlasovacimi pravy, smlouvy nebo jinak.

9.3 Oznamovani Veskera oznameni, kterda maji nebo
mohou byt Cinéna dle této Smlouvy, musi byt v pisemné
formé a povaZzuji se za uc€inéna dnem doruceni, pokud jsou
dorucena osobné, kuryrni sluzbou, faxem nebo doporu¢enym
dopisem s doru¢enkou na nasledujici adresy (adresy):
Nebude-li nize stanoveno jinak, budou veskera oznameni a
zpravy pro spoleCnost Biogen Idec vyzadované na zakladé
této Smlouvy zasilany CRO.

Zdravotnické zafizeni: Nemocnice Jihlava, pfispévkova
organizace, Vrchlického 59, Jihlava, PSC 586 33, Ceska
republika

MUDr. Lukas$ Velev, MHA

Oznameni, zpravy a dalSi korespondence tykajici se
nasledujicich ¢lankl této Smlouvy:

1. Clanek 1.7 (oznamovani
nezadoucich pfihod);

2. Clanek 5 (vynalezy a vlastnictvi dat);

3. Clanek 6 (publikace);

4. Clanek 8 (doba platnosti a zanik smlouvy)

zavaznych

budou zasilany spole¢nosti Biogen Idec a sou€asné v kopii
také spole€nosti Quintiles na niZze uvedenou adresu:

Biogen Idec: Biogen Idec Research Limited
Innovation House
70, Norden Road,
Maidenhead
Berkshire
Velka Britanie
SL6 4AY

K rukam: viceprezidenta,

vedouciho mezinarodniho pravniho oddéleni
Tel: +41 41 39 21 700

Fax: + 41413921718

CRO:
Quintiles Czech Republic, s.r.0.,
Radlicka 714/113a, Jinonice
158 00 Praha 5
Ceska republika
9.4 Rozhodné pravo a soudni prisluSnost. Tato Smlouva

a prava a povinnosti smluvnich stran se fidi pravnim fadem
Ceské republiky.

Veskeré spory souvisejici s touto Smlouvou, véetné spord
ohledné existence a platnosti této Smlouvy, se budou fesit
u soudd v Ceské republice.
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9.5 Relationship of Parties. This Agreement shall not
create any relationship of agency or partnership between
Biogen Idec, CRO and the Institution or give any party any
authority to bind the other. Neither Biogen Idec nor CRO
shall be responsible for any employee benefits, pensions,
workers’ compensation, withholding or other employment
related taxes as to the Institution or the Physician.

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

9.7 Entire Agreement/Severability. This Agreement
contains the entire understanding of the parties 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 Physician and the authorized
representatives of Biogen Idec and of the Institution.
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.

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.

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.

9.10 Site Visits. For this Study there will be Remote
Monitoring contacts, Remote Monitoring Visits and On-Site
Monitoring Visits. Institution and Physician are aware and
will accommodate all types of monitoring per study scope.
When the Physician is required for any Remote Monitoring,
advanced notice will be given and scheduling to
accommodate all parties will be made. On-Site Monitoring
Visits will be made with advanced notice and the visit could
take up to 8 hours.

[The remainder of this page is intentionally left blank.]

9.5 Vztah smluvnich stran. Tato smlouva mezi
spole¢nosti Biogen Idec, CRO a zdravotnickym zafizenim
nezaklada vztah zastoupeni ani spole¢nost osob a zadné ze
smluvnich stran nedava pravo druhou stranu zavazovat.
Spole¢nost Biogen Idec ani CRO nejsou zdravotnickému
zarizeni ani lékafi odpovédné za zaméstnanecké benefity,

penze, odmény pracovnikim, srazkové ¢&i jiné
zaméstnanecké dané.
9.6 Pouziti nazvl Spoleénost Biogen Idec ani

zdravotnické zafizeni nesmi pouzit nazev druhé smluvni
strany v souvislosti s jakoukoli reklamou nebo jinou
propagaci bez pfedchoziho pisemného souhlasu druhé
smluvni strany.

9.7 Neexistence jinych ujednani/délitelnost smlouvy Tato
smlouva obsahuje Uplnou dohodu mezi smluvnimi stranami
ve véci svého prfedmétu a ruSi a nahrazuje veSkera
predchozi ujednani (pisemna i Ustni) a jednani tykajici se
predmétu této smlouvy. VeSkeré zmény a dopliky této
smlouvy mohou byt provadény pouze formou pisemného
dodatku podepsaného |ékafem a opravnénymi zastupci
spole¢nosti Biogen Idec a zdravotnického zafizeni.
SkuteCnost, ze néktera ze smluvnich stran nevymaha sva
prava z této smlouvy, nepredstavuje vzdani se daného prava
nebo moznosti vymahat toto pravo nasledné vzhledem ke
konkrétni situaci, ani moznosti z divodu pozdgjSiho poruseni
nebo neplnéni smlouvy od smlouvy odstoupit.

9.8 Jazyk Tato smlouva je sepsana v anglickém a
Ceském jazyce. Pokud dojde k jakékoliv nesrovnalosti mezi
Ceskou a anglickou verzi, je C&eskd jazykova verze
rozhodujici.

9.9 Podpis smlouvy, vyhotoveni. Tato smlouva bude
podepsana ve &tyfech (4) vyhotovenich v ¢eském jazyce a
anglickém jazyce, pficemz kazda strana obdrzi po jednom
vyhotoveni v kazdé jazykové verzi.

9.10 Navstévy centra. V této Studii budou provadény
kontakty  prostfednictvim  vzdaleného  monitorovani,
navstévy formou vzdaleného monitorovani a monitorovaci
navstévy Centra. Zdravotnické zafizeni bere vSechny typy
monitorovani na védomi a v ramci studie jim vyhovi. V
pfipadé, Ze bude od I|ékafe pozadovana uc€ast na
vzdaleném monitorovani, bude pfedem vyrozumén a
Casovy plan bude vypracovan tak, aby vyhovoval vSem
zUCastnénym. Monitorovaci navstévy Centra budou
oznamovany pfedem. Jedna navstéva mlze trvat az 8
hodin.

[Zbytek této stranky je umysiné ponechan prazdny.]

109MS401 OSA 1 Bl-Institution-Physician Tripartite 150ct14 Czech Republic </} | I > <Nemocnice Jihlava>

Page 15 of 21

Error! Unknown document property name. (Downloaded 16Jull4 — DO NOT DELETE)



IN WITNESS WHEREOF, this Agreement has been
executed by the parties hereto through their duly authorized
representatives as of the Effective Date.

By
Date:

I (\\/ESTIGATOR

Nemocnice Jihlava, allowance organization

By
Date:
MUDr. Lukas Velev, MHA, director

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

By
Title:
Date:

ACKNOWLEDGED AND AGREED BY Quintiles Czech
Republic s.r.o.

By:
Title:
Date:

Under a Power of Attorney Quintiles Czech Republic, s.r.o.

Party to the Agreement for payment purposes only
CRO
Signed:

Name:
Title:

NA DUKAZ TOHO smluvni strany uzavfely tuto Smlouvu k
datu ucinnosti prostfednictvim svych Fadné opravnénych
zastupcl.

podepsal
datum

I 7 ousejici

Nemocnice Jihlava, pfispévkova organizace

podepsal
datum
MUDr. Lukas Velev, MHA, feditel

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

podepsal/a
Funkce:
Datum:

Na ddkaz souhlasu pfipojuje svUj
zastupce Quintiles Czech Republic s.r.o.

podpis opravnény

podepsal/a
Funkce:
Datum:

Na zakladé Piné moci Quintiles Czech Republic s.r.o.

Smluvni strana této smlouvy pouze pro ucely plateb
CRO
podepsal/a:

Jméno:
Funkce:
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Schedule A Priloha A
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Schedule B
Bribery and Corruption

The Institution, the Physician, 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”).

It is the responsibility of the Trial Parties to ensure that they
are familiar with, and comply with, the provisions of the
Applicable Anti-Corruption Legislation. Nevertheless, the
following is intended as a summary of the key principles
underlying the Bribery Act and the FCPA.

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

(B) The Trial Parties must not make, give, or offer any
payment, gift or other benefit or advantage to any
person or the purposes of:

(i) securing any improper advantage; or

(i) 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).

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 of commercial enterprises

(C) 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).

(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.

(E) The Trial Parties must not make, give or offer any

Priloha B
Protikorup¢ni smérnice

Zdravotnické zafizeni, lékaf, tym a kazda dalSi osoba
podilejici se na klinickém hodnoceni (dale jen ,uc¢astnici
klinického hodnoceni‘) se zavazuji pfi provadéni
klinického hodnoceni vzdy dodrzovat protikorupéni zakon
Velké Britanie zroku 2010 (dale jen ,protikorupéni
zakon*), zakon Spojenych statll americkych o zahrani¢nich
korupCnich praktikach zroku 1977 (déle jen ,FCPA®) a
dal$i platnou legislativu proti Uplatkarstvi a korupci (dale
spoleCné oznaCovany jako ,platna protikorupcni
legislativa®).

Ugastnici klinického hodnoceni jsou povinni seznamit se
s ustanovenimi platné protikorupéni legislativy a dodrzovat
je. Nasledujici body jsou shrnutim hlavnich pravidel
Protikorupéniho zakona a FCPA.

(A) Ugastnici klinického hodnoceni musi vzdy jednat
bezihonné a cestné a dodrzovat nejvySsi etické
standardy.

Ugastnici klinického hodnoceni nesmi provést, predat
ani nabidnout zadnou platbu, dar nebo jiny prospéch
nebo vyhodu zadné osobé za ucelem:

(i) zajisténi nepatficné vyhody; nebo

(B)

(i) navadéni pfijemce nebo jiné osoby, aby provedla
nebo neprovedla n&jaky ukon v rozporu se svymi
povinnostmi nebo odpovédnosti (nebo za ucelem
odménéni takového jednani).

Toto omezeni plati vZdy a za vSech okolnosti. K vylougeni
pochybnosti to plati jak pro jednani s ,vefejnymi Ciniteli“,
tak i pro jednani se zaméstnanci a zastupci komercnich
podniku.

(C) Specialni péci je nutno vénovat jednani s vefejnymi
giniteli. Ugastnici klinického hodnoceni nesmi provést,
prfedat nebo nabidnout Zadnou platbu, dar nebo jiny
prospéch ¢€i vyhodu za ucelem ovlivnéni jednani nebo
rozhodnuti vefejného Cinitele (nebo navadéni
takového vefejného C&initele, aby vyuZil svého vlivu na
dal§i osobu, subjekt nebo statni organ, nebo ovlivnil
jakykoli €in & rozhodnuti takové jiné osoby, subjektu
nebo statniho organu).

(D) ,Verejnym ¢cinitelem* se rozumi jakakoli osoba

jednajici v zastoupeni ministerstva, statniho organu

nebo agentury i podniku vlastnéného statem nebo s

rozhodujicim vlivem statu. To napfiklad zahrnuje

zdravotniky zaméstnané v nemocnici nebo na klinice

provozované statem nebo mistni samospravou a

z&stupce mezinarodnich vefejnopravnich organizaci.

(E) Ugastnici klinického hodnoceni nesmi provést, predat
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(F)

(G)

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.

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.

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

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

(i) transactions are recorded as necessary

() to permit preparation of financial statements
in conformity with generally accepted

accounting principles or any other criteria
applicable to such statements, and

(II) to maintain accountability for assets;
(iii) access to assets is permitted only in accordance
with management’s general or specific
authorization; and
(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.

F

(©)

nebo nabidnout Zadnou platbu, dar nebo jiny prospéch
¢i vyhodu zadné osobé s védomim nebo podezienim,
Ze tyto penize, dar, prospéch nebo vyhoda ¢&i jejich
Cast budou pouzity pfimo nebo nepfimo v rozporu
s body (B) nebo (C) vySe.

Ugastnici klinického hodnoceni musi vést ugetni knihy,
zaznamy a ucty, které dostateCné podrobné, pfesné a

vérné zobrazuji transakce a pouziti prostredkud
ucastnikd klinického hodnoceni.
Ugastnici klinického hodnoceni vytvofi a budou

udrzovat systém interni UCetni kontroly dostateCny
k poskytnuti pfiméfené jistoty, ze:

(i) transakce jsou provadény v souladu s obecnym
nebo konkrétnim povolenim vedeni;

(i) transakce jsou dokumentovany dle potfeby pro:

() vypracovani finan¢nich zavérek v souladu

s obecné uznavanymi ucetnimi pravidly nebo
jinymi kritérii platnymi pro tyto zavérky; a

(1) uchovani povinnych informaci o majetku;
(i) pristup k majetku je povolen pouze v souladu
s obecnym nebo konkrétnim souhlasem vedeni; a

(iv) u€etni zdznamy o majetku jsou porovnavany se
skute€nym majetkem v pfiméfenych intervalech a

v pfipadé rozdill jsou podniknuty patficné kroky.
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