OBSERVATIONAL STUDY AGREEMENT

This Observational Study Agreement (the “Agreement”), is
made as of 13 March 2013 (the “Effective Date”), by and
among Biogen Idec Research Limited, a company
established under the laws of England, with its principal
executive offices located at Innovation House, 70, Norden
Road, Maidenhead, Berkshire, SL6 4AY, United Kingdom
(“Biogen Idec”), Fakultni Nemocnice Plzen, Edvarda
Benese 1128/13, Plzen 305 99, Czech Republic (the
“Provider of health services”), and ﬁ

MS Centrum, Neurologicka klinika (the “Physician”).

WHEREAS, Biogen ldec markets the medicinal product
Tysabri® “Tysabri”;

WHEREAS, the Provider of health services conducts
studies for research purposes;

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

WHEREAS, Biogen ldec desires the Provider of health
services and the Physician to conduct the present
observational study entitled TOP: TYSABRI®
Observational Program” to assess the long-term safety
and impact on disease activity and progression of
TYSABRI in patients with relapsing remitting multiple
sclerosis (RRMS) in a clinical practice setting in the Czech
Republic (the “Study”).

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 Provider of health services hereby agree as
follows:

1. The Study.
1.1 Subject Matter. The Provider of health services and

the Physician shall conduct the Study for Biogen Idec
pursuant to the protocol entitled “TOP: TYSABRI®
Observational Program” and incorporated herein by
reference, as amended from time to time (the “Protocol”),
and make the results available to Biogen lIdec. The
recruitment phase for the Study began in 2007 and shall
last approximately until 31t December 2013 or until
worldwide enrolment reaches 6,000 patients (whichever
occurs first).

1.2 Observational Study.

€) The Provider of health services 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 Section 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 Provider
of health services. In addition, the Provider of health
services and the Physician confirm that the Study shall not
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SMLOUVA O OBSERVACNI STUDII

Tato smlouva o observaéni studii (dale jen ,smlouva‘) je
uzaviena s ucinnosti k 13. bfeznu 2013 (déale jen ,datum
ucinnosti), mezi spole€nosti Biogen Idec Research
Limited, spole¢nosti zaloZzenou dle zakonl Anglie, se
sidlem Innovation House, 70, Norden Road, Maidenhead,
Berkshire, SL6 4AY, Velka Britanie, (dale jen ,Biogen
Idec”), Fakultni Nemocnici Plzen, Edvarda BenesSe
1128/13, Plzen 305 99, Czech Republic (dale jen
,poskytovatel zdravotnich sluzeb“) a ﬁ
MS Centrum, Neurologicka klinika (dale jen ,Iékar*).

VZHLEDEM K TOMU, ZE spole&nost Biogen Idec prodava
lé&ebny pripravek Tysabri® (dale jen , Tysabri®);

VZHLEDEM K TOMU, ZE poskytovatel zdravotnich sluzeb
provadi studie pro vyzkumné ucely;

VZHLEDEM K TOMU, ZE lékaf ma zkuenosti s
provadénim studii hodnocenych a prodavanych IéCiv, a

VZHLEDEM K TOMU, ZE spole¢nost Biogen Ildec si preje,
aby poskytovatel zdravotnich sluzeb a Iékar provedli tuto
observaéni studii nazvanou ,,TOP: TYSABRI®Observaéni
program“ k vyhodnoceni dlouhodobé bezpecnosti
pfipravku Tysabri a jeho vlivu na aktivitu a progresi choroby
u pacientd s relaps-remitentni roztrouSenou sklerézou (RR-
RS) v klinické praxi v Ceské republice (déle jen ,studie®).

NA ZAKLADE TOHO a s ohledem na vzajemné zavazky a
ujednani obsazena v této smlouvé, a za fadné a pfiméfené
protiplnéni, jehoz pfijeti a dostateCnost se timto potvrzuje,
se spoleCnost Biogen Idec a poskytovatel zdravotnich
sluzeb dohodly takto:

1. Studie

11 Pfedmét Poskytovatel zdravotnich sluZzeb a lékaf
budou provadét studii pro spole€nost Biogen Idec podle
protokolu nazvaného , TOP: TYSABRI®Observaéni
program*®, ktery je nedilnou soucasti této smlouvy, v
platném znéni (dale jen ,protokol”), a poskytnou vysledky
studie spolecnosti Biogen Idec. Faze naboru pacientll do
studie byla zahajena v roce 2007 a potrva zhruba do
31. prosince 2013, anebo dokud pocet pacientl
zarazenych do Studie celosvétové nedosahne 6 000 (podle
toho, co nastane dfive).

1.2 Observacéni studie

@) Poskytovatel zdravotnich sluzeb a lékar se
zdrzi vesSkerych aktivit, které mohou vést ke klasifikaci
studie jako intervencniho klinického hodnoceni dle platnych
zakonl a predpisu (jak jsou definovany nize v odstavci
2.1).

(b) Smluvni strany potvrzuji, Ze ucCelem
uzavieni této smlouvy neni ovlivnit, a Ze Zadnym
zpusobem neovlivni jejich komeréni provoz, zejména Ukony
nakupu  poskytovatele  zdravotnich  sluzeb. Dale
poskytovatel zdravotnich sluZeb a lékaf potvrzuji, Ze studie
neovlivni  budouci  pfedepisovani  |éCiv  Iékafem.
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influence the prescriptions written by the Physician in the
future. The Provider of health services 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 Provider of
health services shall not alter or amend, or permit the
Physician or any member of the Provider’'s of health
services staff participating in the Study to alter or amend,
the Protocol in any way without the prior written consent of
Biogen ldec, 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 six thousand (6000) 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.

(b) Upon prior written notice from Biogen Idec,
the Provider of health services 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 Provider’s of health services site.

(©) If the Study Subject enrollment goal is not
met within the specified time period due to unforeseeable
circumstances, and the Provider of health services 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 Provider of health services shall not,
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 (ii) has signed the Protocol and thereby
agreed to conduct the Study in accordance with the terms
and the conditions of the Protocol.

(b) The Provider of health services shall
appoint the Physician and the personnel (the “Staff”),
necessary to support the conduct of the Study. The
Provider of health services 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 Provider of health services 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 Provider of health services hereunder
and (ii) assignment of invention obligations that effectively
vest in the Provider of health services any rights the Staff
may otherwise have in the results of their work in
connection with the Study and permit the Provider of health
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Poskytovatel zdravotnich sluzeb a lékaf uznavaji a
potvrzuji, Ze veSkeré pFedpisy jsou a budou vystavovany
vyhradné na z&kladé& zdravotnich indikaci.

1.3 Zmeény protokolu Poskytovatel zdravotnich sluzeb
nezméni ani neupravi, ani nedovoli Iékafi ani kterémukoli
pracovnikovi poskytovatele zdravotnich sluzeb, ktery se na
studii podili, jakkoli ménit & upravovat protokol bez
prfedchoziho pisemného souhlasu spole¢nosti Biogen Idec,
pokud to neni ze zakona povinné pro ochranu bezpecnosti,
zdravi nebo prav subjektd studie (jak jsou definovany nize).

1.4 Nabor

€) PFi naboru subjektd jsou studijni centra v
konkurenci. Planuje se zafazeni celkem Sesti tisic (6 000)
pacientd (spolecné dale oznaCovani jako ,,subjekty
hodnoceni‘ a kazdy jednotlivé jako ,,subjekt hodnoceni*)
v riznych jurisdikcich, kde se bude studie provadét.

(b) Po pfedchozi pisemné vyzvé spoleCnosti
Biogen Idec zastavi poskytovatel zdravotnich sluzeb a
lékaf nabor subjektd hodnoceni, pokud (i) je dosazeno
planovaného maximalniho celkového poctu subjektl
hodnoceni nebo (ii) se spoleCnost Biogen Idec rozhodne
zastavit nabor subjektd do studie nebo v fesitelském centru
poskytovatele zdravotnich sluzeb.

(©) Pokud v dlsledku nepredvidatelnych
okolnosti nebude cile pro nabor subjektd hodnoceni
dosazeno ve stanoveném C&asovém obdobi presto, Ze
poskytovatel zdravotnich sluzeb a |ékaf 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 Zahéjeni studie
(a) Poskytovatel zdravotnich sluZzeb nezahaji a
nedovoli |ékafi zahdjit nabor potenciadlnich subjekti

hodnoceni pro u€ast ve studii, dokud IékaF (i) nebude
spole€nosti 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.

(b) Poskytovatel  zdravotnich  sluzeb urci
Iékafe a pracovniky potfebné k zajisténi provadéni Studie
(dale jen ,tym®). Poskytovatel zdravotnich sluZzeb zajisti,
aby lékaf a tym méli k plnéni svych povinnosti dle této
smlouvy odpovidajici kvalifikaci, a aby vzdy dodrzovali
podminky a zavazky vyplyvajici z této smlouvy.
Poskytovatel zdravotnich sluzeb prohlaSuje a zarucuje, ze
od celého tymu vCetné lékafe ma nebo ziska smiouvy,
které tymu ukladaji (i) povinnost zachovani micenlivosti
alespon v takovém rozsahu, v jakém ji tato smlouva uklada
poskytovateli zdravotnich sluZeb, a (ii) povinnost pfevodu
vynalezu, ktery na poskytovatele zdravotnich sluzeb u€inné
prevede veskera prava, ktera by jinak tym mél k vysledkim
své prace v souvislosti se studii, a umozni poskytovateli
zdravotnich sluzeb postoupit tato prava spole¢nosti Biogen
Idec. Poskytovatel zdravotnich sluZzeb poskytne a zajisti,
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services to assign those rights to Biogen lIdec. 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 Provider of
health services 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 Idec’s and its agents’
reasonable instructions.

(c) The Provider of health services 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 Provider of health services 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.

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 Audit. If a competent authority wishes to inspect
the Provider of health services or the Physician in
connection with their participation in the Study, then the
Provider of health services, the Physician and the Staff
shall, to the extent reasonably practicable, (i) immediately
notify Biogen Idec of the planned inspection and use their
best efforts to obtain approval for Biogen Idec 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.
2. Due Diligence and Compliance with Law.

2.1 The Provider of health services 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

138312v11

TOP IMA0602
Czech Rep Site No CZ-011 [Fiedler]

aby Iékaf poskytl spoleCnosti Biogen Idec a jejim
zastupclm informace o tymu, které jsou potfebné
k dodrzeni platnych zakont, pfedpisti a smérnic, nebo dle
pfiméfenych pozadavkd spole¢nosti Biogen Idec nebo
jejich zastupcl. Aby se predeslo pochybnostem, tym bude
po celou dobu platnosti Smlouvy pracovat pod vedenim a
kontrolou poskytovatele zdravotnich sluzeb a I|ékafe, a
zdravotnické zafizeni a Iékaf ponesou neomezenou
odpovédnost za zajisténi, zZe 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 zastupcu.

(c) Poskytovatel zdravotnich sluzeb
nenahradi lékafe jinym Iékafem bez pfedchoziho
pisemného souhlasu spole¢nosti Biogen Idec; souhlas
nebude bezdlvodné odepren.

1.6 Zaznamy subjektd hodnoceni

(a) Poskytovatel zdravotnich sluzeb bude
zaznamenavat veSkeré potfebné udaje do elektronickych
formulard pro shromazdovani dat poskytnutych spoleénosti
Biogen Idec nebo jejim jménem (dale jen ,CRF*). Origindl
CRF bude ur¢en pro dokumentaci spole¢nosti Biogen Idec
a jeho kopie pro dokumentaci Iékafe. Poté, co lékaF pfeda
koneény CRF, budou veskeré zmény v databazi provadény
prostfednictvim  upfesiujiciho  formulafe  dodaného
spole¢nosti Biogen Idec nebo organizaci klinického
vyzkumu jmenovanou pro studii spole€nosti Biogen Idec
(dale jen ,CRO*).

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

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

1.8 Audit Chce-li pfislusny organ provést kontrolu
poskytovatele zdravotnich sluzeb nebo lékafe v souvislosti
s jejich ucasti ve studii, poskytovatel zdravotnich sluzeb,
lékaf a tym jsou povinni, pokud je to pFfiméfené
proveditelné, (i) o planované kontrole neprodlené
informovat spole¢nost Biogen ldec a vyvinout maximalni
usili k ziskani souhlasu, aby spole¢nost Biogen Idec nebo
jeji zastupce mohli byt kontrole pfitomni, a (i)
spolupracovat s pfislusnym organem a splnit vSechny
oddvodnéné pozadavky kontrolord.

2. Povinna péce a dodrzovani zakonl

2.1 Poskytovatel zdravotnich sluzeb a I|ékaF jsou
povinni pfi provadéni studie dodrzovat vSechny platné
zakony, predpisy a smérnice (dale jen ,,platné zakony a
predpisy®), a prohladuji a zaruCuji, Ze studii budou
provadét se zajisténim fadné lékarské péce, v souladu
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diligent manner, in accordance with generally recognized
scientific standards, with qualified personnel.

2.2 The Provider of health services 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 Provider of health services undertakes to
maintain all Study-related documents, including without
limitation, the Study Subjects’ Informed Consent Forms
regarding the Study, CRFs, original data, and ISF, in
accordance with the Applicable Laws and Regulations.

2.4 The Provider of health services 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 of health services.

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

or in writing by Biogen Idec, the Provider of health services
and the Physician shall not disclose to any third party, or
use for the benefit of the Provider of health services, 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 Provider of
health services 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 Provider of health services 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 Provider of
health services 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:
(@) all information and data provided by or on
behalf of Biogen Idec, or created or collected
138312v11
TOP IMA0602

Czech Rep Site No CZ-011 [Fiedler]

s obecné uznavanymi védeckymi standardy, a pomoci
kvalifikovanych pracovniku.

2.2 Poskytovatel zdravotnich sluZzeb a |ékaf berou na
védomi, Ze spolenost Biogen Idec a jeji spoleCnosti ve
skupin@ musi dodrzovat ustanoveni (i) protikorupéniho
zakona Velké Briténie z roku 2010 (dale jen ,protikorupéni
zakon®); (ii) zakona Spojenych statd americkych o
zahrani€nich korup&nich praktikach z roku 1977, v platném
znéni, kodifikovaného v zakoniku USA 15 U.S.C. §§ 78dd-
1 anasl. (dale jen ,FCPA®) a (iii) veSkeré dalsi platné
protikorupCni legislativy (dale spole¢né oznaCovany jako
.platnda protikorupéni legislativa®). Souhrn hlavnich
pravidel z protikorupniho zakona a FCPA je uveden
v Pfiloze B této Smlouvy. Kazda ze smluvnich stran musi
své zastupce poucit o ustanovenich protikorup&niho
zékona 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 Poskytovatel zdravotnich sluzeb se zavazuje, Ze
bude vSechny dokumenty souvisejici se studii, vCetné
formulard informovaného souhlasu subjektll hodnoceni
tykajicich se studie, CRF, zdrojovych dat a slozky
zkousSejiciho na pracovisti, uchovavat v souladu s platnymi
zakony a predpisy.

2.4 Poskytovatel  zdravotnich  sluzeb  prohlasuje
a zaruCuje, ze ziskalo vesSkeré pozadované souhlasy
a schvaleni pro uzavfeni a pInéni této smlouvy a provadéni
studie, a ze uzavieni a plnéni této smlouvy, jakoz i pfijeti
odmén podle této smlouvy, neporuSuje zadné platné
zakony a pFedpisy ani interni pravidla, pfedpisy &i zasady
poskytovatele zdravotnich sluZeb.

3. Utajeni
3.1 S vyjimkou pfipadl vyslovné povolenych v této

Smlouvé nebo pisemné spole€nosti Biogen ldec nesmi
poskytovatel zdravotnich sluzeb ani lékar vyzradit dlivérné
informace (jak jsou definovany nize) zadné treti osobé ani
je pouzit ve prospéch poskytovatele zdravotnich sluzeb,
Iékafe nebo tfeti osoby, aomezi pfistup k dlvérnym
informacim na spoleCnost Biogen Idec a na ty osoby,
vCetné tymu, které tyto informace divodné potfebuji pro
ucely popsané v této Smlouvé. Poskytovatel zdravotnich
sluzeb podnikne a zajisti, aby l|ékaf 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 poskytovatele zdravotnich sluzeb
a lékafe. Duvérné informace jsou, stanou se, resp.
zUstavaji vylu€nym vlastnictvim spole¢nosti Biogen Idec;
s tim, Zze poskytovatel zdravotnich sluzeb ma pravo pouzit
divérné informace pro své vlastni nekomeréni, interni
vyzkumné, Skolici a vzdélavaci ucely.

3.2 ,Davérnymi informacemi“ se rozumi:
(a) vedkeré informace a Udaje poskytnuté

spolecnosti Biogen Idec nebo jejim jménem,
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by the Provider of health services 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 Provider
of health services is able to demonstrate by competent
documentary evidence:

(a) was rightfully in the possession of the
Physician or the Provider of health services
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 Provider of
health services or its directors, trustees,
officers, employees, representatives,
consultants, advisors or collaborators;

(c) becomes known to the Physician or Provider
of health services 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 Provider of health services

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 Provider
of health services from disclosing any part of the
Confidential Information which is required (i) to be used or
disclosed by the Physician or the Provider of health
services for medical treatment or counseling of Study
Subjects; provided, however, that Biogen Idec and the
Provider of health services 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
Provider of health services, 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 Provider of health services acknowledges that
disclosure of Confidential Information in violation of the
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nebo vytvofené ¢&i ziskané poskytovatelem
zdravotnich sluZzeb nebo Iékafem v souvislosti
s touto smlouvou, véetné protokolu a jinych
dokumentt ke studii;

ustanoveni této smlouvy, vcetné protokolu a
pfiloh této smlouvy a

(b)

(c) veskeré informace a Udaje vytvorené
v souvislosti se studii, véetné CRF a udajl
v nich obsazenych.

3.3 Omezeni tohoto ¢lanku 3 o ,davérnych
informacich® se nevztahuji na informace, o nichz muze
poskytovatel zdravotnich sluZzeb priikazné dolozZit listinnymi
ddkazy, ze:

(@) byly pravoplatné vdrzeni Iékafe nebo
poskytovatele zdravotnich sluzeb pred jejich
pfijetim od spole&nosti Biogen Idec;

(b) jsou nebo se stanou vefejné dostupnymi jinak
nez v disledku jednani nebo necinnosti Iékafe
Ci poskytovatele zdravotnich sluzeb C&i jeho

¢lenl  statutarnich  organli, zmocnéncu,
vedoucich pracovnikd, zaméstnancd,
zastupcl,  konzultantd, poradcd  nebo

spolupracovnik;

(c) lékar nebo poskytovatel zdravotnich sluzeb je
ziskali od tfeti strany, ktera ma zdkonné pravo
takové informace vlastnit a sdélovat je; nebo

(d) byly Iékafem nebo poskytovatelem
zdravotnich sluzeb nezavisle vyvinuty bez
pomoci, uplatnéni, pouziti nebo pfispéni
divérnych informaci pfedanych na zakladé

této smlouvy.

3.4 Povinnosti utajeni stanovené v této smlouvé
nebrani |ékafi ani poskytovateli zdravotnich sluzeb v
poskytnuti jakékoli ¢asti davérnych informaci, kterou (i)
musi lékaf nebo poskytovatel zdravotnich sluZzeb pouZit
nebo vyzradit za u¢elem poskytnuti Ié€by nebo poradenstvi
subjektdim hodnoceni, avSak s tim, Ze spole¢nost Biogen
Idec a poskytovatel zdravotnich sluZzeb se dohodly, Ze
takové pouziti nebo vyzrazeni ddvérnych informaci bude
pfisné omezeno rozsah nezbytny k fadnému informovani
subjektd hodnoceni a péc¢i o né, nebo (ii) jsou povinni
predat dle zakonu, predpis(, pravidel, tkon nebo nafizeni
statniho organu nebo organizace, avsak s tim, ze lékar
nebo poskytovatel zdravotnich sluzeb o tom musi
spole€nost Biogen Idec s dostateChym pfedstihem
pisemné vyrozumét, aby mohla spole¢nost Biogen Idec
usilovat o ochranny piikaz nebo jiny podobny pfikaz k
zajisténi zachazeni s davérnymi informacemi v rezimu
utajeni, a poté prfedat pouze minimum dvérnych informaci
tak, aby byla povinnost jejich poskytnuti spinéna.

35 Poskytovatel zdravotnich sluZeb bere na védomi,
ze vyzrazeni divérnych informaci v rozporu s podminkami
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terms of this Agreement may cause irreparable harm for
which damages at law may not be an adequate remedy,
and the Provider of health services agrees that Biogen Idec
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 Provider of health services 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 to the Provider of health services 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 Provider’s of
health services or the Physician’s possession and stored in
then-accessible electronic or other media

4, Data Protection.

4.1 The Provider of health services 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 Provider of health services 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 Provider of health services 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 Provider of health services 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.

(a) 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
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této smlouvy mlze zpusobit nenapravitelnou $kodu, za niz
odSkodnéni poskytované dle platného prava nemusi byt
dostateCnou nahradou, a poskytovatel zdravotnich
sluzeb souhlasi s tim, Ze spoleCnost 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 Poskytovatel zdravotnich sluzeb a |ékaf se
zavazuji, ze na zadost spole¢nosti Biogen Idec neprodlené
(a) wvrati spole¢nosti Biogen Idec veskeré duavérné
informace  poskytnuté  spoleCnosti  Biogen Idec
poskytovateli zdravotnich sluzeb al/nebo lékafi &i tymu
v dokumentarni podobé, v€etné vSech kopii a jejich dalSich
hmotnych podob vytvofenych Iékafem nebo ¢leny
statutarnich organli, zmocnénci, vedoucimi pracovniky,
zaméstnanci, zastupci, konzultanty, poradci nebo
spolupracovniky poskytovatele zdravotnich sluzeb a (b)
zni¢i vesSkeré davérné informace v drzeni zdravotnického
zafizeni nebo I|ékafe ulozené na tehdy dostupnych
elektronickych &i jinych médiich.

4., Ochrana osobnich udaju

4.1 Poskytovatel zdravotnich sluzeb a lékaf budou ve
véci ochrany osobnich udajli dodrzovat veSkera platna
pravidla, pfedpisy, 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 udaju a o volném pohybu téchto
udaju, jak je prfevedena do narodniho prava zakonem
€. 101/2000 Sb., o ochrané osobnich udaju, v platném
znéni) (spole¢né oznacované jako ,zdakony o ochrané
osobnich uadaji”), v platném znéni, véetné zejména
smérnic vydanych Mezinarodnim vyborem pro harmonizaci
a platnych mezinarodnich a narodnich pfedpisl na ochranu
a osobnich Udaju. Poskytovatel zdravotnich sluzeb a 1ékaf
jsou mimo jiné povinni provést pfipadné registrace u
mistnich organd pro ochranu osobnich udajl, které jsou dle
takovych zakon( o ochrané dat povinné.

4.2 Osobni udaje subjektt hodnoceni

@) Poskytovatel zdravotnich sluzeb je povinno
ziskat od subjektdl hodnoceni prostfednictvim formulaFl
informovaného souhlasu (dale jen ,ICF*) dodanych a
schvalenych spole¢nosti Biogen Idec souhlas s pfedanim
shromazdénych dat spoleCnosti Biogen Idec a s ulozenim a
analyzou téchto udaji a jakychkoli vzorki odebranych
v souvislosti se studii.

(b) Poskytovatel zdravotnich sluZeb je povinno
uchovavat veSkeré |ékafské zaznamy a formulafe ICF
vytvorené v souvislosti se studii po dobu deseti (10) let po
ukonéeni studie, anebo dle platnych zakonl a predpisq,
pokud stanovi dobu delsi.

4.3 Osobni udaje smluvnich stran

€) Spole¢nost Biogen Idec bude zpracovavat
osobni Udaje Iékafe a tymu pro administrativni, statistické,
informativni, komeréni a ohlaSovaci ucely (v€etné jména,
odbornosti, pracovi§té a predchozi zkuSenosti se
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experience with Biogen Idec). The Physician consents to
the transfer to third parties of his/her personal data. The
Provider of health services 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
of health services, 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 Provider of health
services 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.

(© 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 of health services 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 of
health services, in such format as Biogen Idec reasonably
requires.

5. Inventions and Data Ownership.

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, Tysabri or the use, misuse,
modification or application of Tysabri (collectively,
‘Inventions”), shall be owned solely and exclusively by
Biogen Idec. The Provider of health services 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 ldec, 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 Idec shall determine is necessary or
desirable. The Provider of health services and the
Physician further agree to cooperate fully with Biogen Idec
in the process of securing and enforcing Biogen Idec’s
rights to such Inventions, prior to publishing any information
on any such Inventions, and Biogen Idec will compensate
the Provider of health services (at mutually agreeable
reasonable rates) for any time spent at Biogen Idec’s
request in connection with such activities.

5.2 The Provider of health services represents and
warrants that the Institution has the authority to grant all of
the rights granted in this Section 5, and that its potential
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spole€¢nosti Biogen Idec). LékaF souhlasi s pfedavanim
svych osobnich Udajli na tfetim osobam. Poskytovatel
zdravotnich sluZzeb prohlasuje, Ze ziskalo od ¢lenli tymu
pfislusné souhlasy s pfedavanim jejich osobnich udajl
tfetim osobam v rozsahu potfebném pro provadéni studie.

(b) Jakékoli osobni Udaje vztahujici se k
poskytovateli zdravotnich sluzeb, |ékafi nebo tymu, které
mohou byt pFfedmétem takového zpracovani, bude

spole¢nost Biogen Idec pouzivat a mize je predavat
spole¢nostem ve skupiné Biogen Idec pro ucely plnéni této
smlouvy, obecné komunikace a vyvoje a planovani €innosti
spole¢nosti Biogen Idec. Poskytovatel zdravotnich sluzeb a
IékaF berou na védomi, Zze nékteré subjekty Biogen Idec
mohou sidlit ve statech, kde nejsou standardy ochrany
osobnich Udaji na stejné Urovni jako ve staté, kde obvykle
pUsobi.

(c) 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
predanou pfiméfenou dobu pfedem poskytne poskytovatel
zdravotnich sluzeb spoleCnosti Biogen Idec kopii v8ech
osobnich udaju ze spole¢nosti Biogen Idec a jejich
spoleCnosti ve skupiné, které budou v dané dobé ve
vlastnictvi, v drzeni nebo pod kontrolou poskytovatele

zdravotnich sluzeb, a to v takovém forméatu, jaky
spole€nost Biogen Idec pfiméFfené poZaduje.

5. Vynalezy a vlastnictvi dat

5.1 VeSkeré vynalezy, napady, zlepSeni, objevy,

vylepSeni, upravy, know-how, data, priimyslové vzory a
informace vSeho druhu ziskané, vytvofené, pfip. zavedené
do praxe, jakkoli souvisejici s provadénim studie, s
pouzitim finanénich prostfedkd studie, pfipravku Tysabri
nebo s pouzitim, zneuZitim, Upravou nebo podavanim
pfipravku Tysabri (dale spoleéné oznacovany jako
»vynalezy®), jsou vyhradnim vlastnictvim spole€nosti
Biogen ldec. Poskytovatel zdravotnich sluZzeb a lékaf se
zavazuji neprodlené (a) informovat o takovych vynalezech
spolecnost Biogen Idec, (b) pfevést veSkera prava, naroky
a podily na vynalezech na spole¢nost Biogen Idec, bez
naroku na licenéni poplatky nebo jinou odménu, a (c)
vyhotovit dokumenty pozadované spolecnosti 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. Poskytovatel zdravotnich sluZzeb a |ékaf dale
souhlasi, ze budou pIné spolupracovat se spolecnosti
Biogen Idec v ramci procesu zabezpeleni a vymahani prav
spoleCnosti Biogen Idec na takové vynalezy, a to pred
zverejnénim jakychkoliv informaci o takovych vynalezech,
aspoleCnost Biogen Idec odméni  poskytovatele
zdravotnich sluzeb (ve vzajemné odsouhlasené pfimérené

sazbé) za C&as straveny témito aktivitami na Zadost
spole€nosti Biogen ldec.
5.2 Poskytovatel ~ zdravotnich  sluZzeb  prohla8uje

a zaruCuje, Ze je opravnéno poskytnout veskera prava
uvedena v tomto Cldnku 5, Ze potencialni vynalezci jsou a
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inventors are and will be obligated to assign their
Inventions to the Provider of health services 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.

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 Provider of
health services a limited right to use the results of the
Study generated by the Provider of health services for
publication purposes, and for the Provider’s of health
services 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 Idec, or abandonment of the Study, the
Provider of health services (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 Provider of
health services 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 Provider of health services shall
provide Biogen Idec 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 of health services agrees to
consider in good faith any written comments received from
Biogen Idec during such Review Period. If Biogen Idec
determines that any text submitted to it in accordance with
this Section 6 contains any Biogen Idec Confidential
Information other than the results and methods of the
Study, Biogen Idec shall inform the Provider of health
services in writing and identify such Confidential
Information. The Provider of health services 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 Provider
of health services 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.
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budou povinni pfevést své vyndlezy na poskytovatele
zdravotnich sluZeb a/nebo na spole¢nost Biogen Idec, a Ze
neuzaviou smlouvy s tfetimi osobami, které by byly s touto
povinnosti v rozporu.

5.3 VeSkera prava, naroky a podily (a) k vesSkerym
Udajim shromazdénym a databazim vytvofenym v ramci
provadeéni studie, (b) ke vS§em kompilacim dat souvisejicim
se studii (v€etné vybéru, koordinace nebo usporadani
téchto dat), které jsou vytvoreny pro studii, a (c) ke vSem
formulafim CRF a dal$im dokumentlim a zpravam v ramci
studie, v€etné autorskych prav k vySe uvedenému, jsou a
zUstanou vyhradnim vlastnictvim spole¢nosti Biogen Idec.

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
poskytovateli zdravotnich sluZzeb omezené pravo uziti k
vysledkim studie vytvofenym poskytovatelem zdravotnich
sluzeb, pro publikaéni uCely apro vilastni pouziti
poskytovatele zdravotnich sluzeb pro nekomeréni interni
vyzkumné, Skolici nebo vzdélavaci ucely, s vyhradou
podminek a ustanoveni ¢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 zakonem.

6.2 Nestanovi-li tento Clanek 6 jinak, po dokonceni
studie a vyhodnoceni vysledka spolecnosti Biogen Idec,
anebo po zruSeni studie muze poskytovatel zdravotnich
sluzeb (pfipadné prostfednictvim svého Iékafe &i tymu)
vysledky a metody studie publikovat &i jinak zvefejnit,
av8ak pouze pro nekomercéni ucely. Bez ohledu na vySe
uvedené nesmi poskytovatel zdravotnich sluZzeb zvefejnit
zadné jiné divérné informace spolecnosti Biogen Idec nez
vysledky a metody studie.

6.3 Aby mohl poskytovatel zdravotnich sluZeb zvefejnit
jakékoli vysledky studie v souladu s timto ¢lankem, musi
text tykajici se studie uréeny k prezentaci i publikaci
predlozit spole¢nosti Biogen Idec alespon Sedesat (60) dnu
pfed datem predani jakékoliv dalSi osobé (dale jen ,obdobi
lektorovani*). Poskytovatel zdravotnich sluzeb se
zavazuje, ze vdobré vife =zvazi jakékoli pisemné
pfipominky spole¢nosti Biogen Idec pfedané bé&éhem obdobi
lektorovani. Rozhodne-li spole€nost Biogen Idec, Ze text,
ktery ji byl pfedlozen v souladu stimto ¢&lankem 6,
obsahuje jiné davérné informace spole¢nosti Biogen Idec
nez vysledky a metody studie, sdéli to poskytovateli
zdravotnich sluzeb pisemné s uvedenim pfislusnych
divérnych informaci. Poskytovatel zdravotnich sluzeb
nevyzradi divérné informace spole¢nosti Biogen Idec a
odstrani tyto divérné informace z textu.

6.4 Je-li studie souc€asti multicentrické klinické studie,
poskytovatel zdravotnich sluZzeb neni opravnéno publikovat
ani prezentovat Zzadné udaje, dokud (a) nejsou pfedany
a analyzovany vysledky ze vSech center, jak je popsano
v protokolu, nebo (b) dokud nebyla studie ve vsech
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7. Compensation.
7.1 In consideration of the conduct of the Study, CRO

agrees to make payments to the Provider of health services
on behalf of Biogen Idec upon correctly completed CRFs,
in accordance with the terms stipulated in Schedule A.

7.2 Conditions of Payment.
(a) Biogen Idec shall have no obligation to
compensate Provider of health services for CRFs
completed for Study Subjects enrolled after Biogen ldec
has instructed the Provider of health services to cease
recruitment of Study Subjects.

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

(© Biogen lIdec, through CRO, shall make
payments to the Provider of health services by wire transfer
upon receipt by Biogen Idec of the relevant data every six
(6) months following enroliment of the first Study Subject.
Payment shall be made to the Provider of health services
as follows:

Bank Name & Address: [N

SWIFT Code:
IBAN:
Account No.:
Account Holder: Fakultni Nemocnice Plzen

8. Term and Termination of the Agreement.

8.1 The Agreement is effective as of the Effective Date
and expires when the Provider of health services 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 Provider of health services by registered letter with
acknowledgement of receipt.

8.3 In addition, this Agreement may be terminated by
Provider of health services 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
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centrech zrusSena.
7. Odména

7.1 Jako odménu za provadéni studie se CRO
zavazuje jménem spole€nosti Biogen Idec provést platby
poskytovateli zdravotnich sluzeb na zakladé spravné
vyplnénych formulafT CRF, v souladu s podminkami
uvedenymi v Priloze A.

7.2 Platebni podminky
€)) Spole€nost Biogen Idec neni povinna
uhradit poskytovateli zdravotnich sluzeb platby za

formulafe CRF vyplnéné pro subjekty hodnoceni zafazené
do studie poté, co spoleCnost Biogen Idec dala
poskytovateli zdravotnich sluZzeb pokyn k zastaveni naboru
subjektt hodnoceni.

(b) Platby provedené podle odstavce 7.1 vySe
jsou odménou za €innost poskytovatele zdravotnich sluzeb
v ramci studie dle této smlouvy, a dale nahradou vSech
souvisejicich vydaju vzniklych poskytovateli zdravotnich
sluzeb béhem plnéni této smlouvy. Poskytovatel
zdravotnich sluzeb za plnéni smlouvy neobdrzi zadné jiné
vyhody nad ramec odmeén uvedenych v ¢lanku 7.

(c) Spole¢nost Biogen Idec zaplati
poskytovateli zdravotnich sluZzeb bankovnim pfevodem
prostfednictvim CRO poté, co spole€nost Biogen Idec
obdrzi pfislusné udaje, a to kazdych Sest (6) mésicl po
zarazeni prvniho subjektu do studie. Platby poskytovateli
zdravotnich sluzeb budou provadény takto:

adresa:

bank a

Nazev

Kod SWIFT:
IBAN:
Cislo uétu:
Vlastnik uctu: Fakultni Nemocnice Plzen

8. Doba platnosti a zanik smlouvy

8.1 Tato smlouva je u€inna od data Gc€innosti a zanikne
poté, co poskytovatel zdravotnich sluzeb a lékaf dokonci
v§echny své povinnosti podle této smlouvy, véetné predani
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 mlize smlouvu z jakéhokoli
dbvodu pisemné vypovédét zaslanim doporu¢eného
dopisu s dorucenkou poskytovateli zdravotnich sluzeb.
Vypovédni lhdta je 15 dnd.

8.3 Dale muze poskytovatel zdravotnich sluzeb nebo
spoleCnost Biogen Idec od této smlouvy odstoupit:

€) doporu¢éenym  dopisem s doru€enkou
zaslanym druhé smluvni strané s vypovédni IhGtou 15 dnq,
pokud druha strana podstatnym zplsobem porusi tuto
smlouvu a nezjedna napravu v uvedeném 15dennim
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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.

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

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

9. Miscellaneous.

9.1 Conflicts. The Provider of health services 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 Provider of health services 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

138312v11

TOP IMA0602
Czech Rep Site No CZ-011 [Fiedler]

terminu (je sjednano, Ze poruSeni platné protikorupCni
legislativy nebo jinych platnych zakond a predpisu se
povaZzuje za podstatné poruseni této Smlouvy); nebo

(b) doporu¢éenym  dopisem s dorucenkou
zaslanym druhé smluvni strané s vypovédni lhGtou 15 dnd,
pokud se druha strana dostane do platebni neschopnosti,
je zruSena nebo v likvidaci, dojde k pfevodu jejiho majetku
ve prospéch véfitell, poda navrh na konkurz nebo je
takovy navrh podan proti ni, anebo je uren spravce
konkurzni podstaty pro tuto stranu & pro podstatnou ¢ast
jejiho majetku.

8.4 Odstoupi-li spole¢nost Biogen Idec od smlouvy a
provadénim dalSich cinnosti v souvislosti se studii povéfi
jiného  poskytovatele zdravotnich sluzeb, poskytne
poskytovateli zdravotnich sluzeb na pfiméfenou Zadost
spole€nosti Biogen Idec této soucinnost k zajisténi rychlého
a koordinovaného prfevodu na uvedeného poskytovatele
zdravotnich sluzeb.

8.5 V prfipadé, Ze spole¢nost Biogen Idec smlouvu
vypovi bez udani dlvodu, ma poskytovatel zdravotnich
sluzeb narok na platby za vSechny sluzby poskytnuté dle
této smlouvy do data uc€innosti vypovédi v€etné; avSak za
predpokladu, ze (a) tyto zavazky byly dfive pisemné
schvaleny spoleCnosti Biogen Idec, (b) poskytovatel
zdravotnich sluzeb i |ékaf fadné plnili své povinnosti podle
této smlouvy a (c) dané zavazky nelze zruSit. Navic
spole€nost Biogen Idec uhradi v8echny pfiméfené naklady
vzniklé poskytovateli zdravotnich sluZeb, které jsou nutné
nebo pfiméfené nezbytné v souvislosti s fadnym
ukonenim smlouvy; s podminkou, Ze poskytovatel
zdravotnich sluzeb od spole¢nosti Biogen ldec ziskal
predchozi pisemné schvaleni téchto vydaji. Odstoupi-li
spole€nost Biogen Idec od smlouvy dle ¢lanku 8.3, pism.
a), je spoleénost Biogen Idec povinna poskytovateli
zdravotnich sluZzeb uhradit vyhradné ¢&astku odmén
odbornikd a vydaji skute€¢né a pfiméfené vzniklych pfed
pfedmétnym poruSenim smlouvy.

9. Zavérecna ustanoveni
9.1 Stret zajmu Poskytovatel zdravotnich sluzeb a lékaf

spole¢nosti Biogen Idec prohlasuji, Zze pInéni jejich zavazkud
dle této smlouvy neni a nebude v rozporu s zadnou jinou
smlouvou, kterou uzavreli. Poskytovatel zdravotnich sluzeb
a lékaf se zavazuji spoleCnost Biogen Idec informovat o
vSech 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
spole¢nost Biogen Idec mlze sva prava a povinnosti nebo
jejich ¢ast prevést na své spole¢nosti ve skuping, nebo zajistit
vykon svych prav a pInéni povinnosti z této smlouvy &i jejich
Casti svymi spole€nostmi ve skupiné, vCetné vyplaceni a
pfijimani c¢astek splatnych dle této smlouvy. Spole¢nost
Biogen Idec nese vyhradni odpovédnost za €iny a opomenuti
svych spole¢nosti ve skupiné, které nejsou stranami této
smlouvy. Pro ucely této smlouvy se ,spolec¢nosti ve
skupiné“ rozumi jakékoli osoba nebo subjekt, kterd ma ve
spole€nosti Biogen Idec rozhodujici vliv, v niz ma tato
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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.

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:

If to the Provider of health services:
Fakultni Nemocnice Plzen
Edvarda Bene$e 1128/13
Plzen 305 99
Czech Republic

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

Attn:

94 Governing Law. 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.

9.5 Relationship of Parties. This Agreement shall not
create any relationship of agency or partnership between
Biogen Idec and the Institution or give either party any
authority to bind the other.

9.6 Use of Names. Neither Biogen Idec nor the
Provider of health services 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 Provider of health
services. 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

138312v11

TOP IMA0602
Czech Rep Site No CZ-011 [Fiedler]

rozhodujici vliv, nebo v niZ ma rozhodujici vliv stejna osoba
jako ve spole¢nosti Biogen Idec. ,Rozhodujicim viivem* se
rozumi pfimé ¢&i nepfimé drzeni alespori 50% podilu na
zakladnim kapitalu nebo hlasovacich pravech, anebo
pravomoc fidit nebo usmérfiovat fizeni a pravidla daného
subjektu, at jiz na zakladé drzeni cennych papird
s hlasovacimi pravy, smlouvy nebo jinak.

9.3 Oznamovani Veskera oznameni, ktera maji nebo
mohou byt ¢inéna dle této Smlouvy, musi byt v pisemné
formé a povazuji se za u€inéna dnem doruceni, pokud jsou
dorucena osobné, kuryrni sluzbou, faxem nebo doporué¢enym
dopisem s doru€enkou na nasledujici adresy:

Poskytovatel zdravotnich sluzeb:
Fakultni Nemocnice Plzen
Edvarda BeneSe 1128/13
Plzern 305 99
Czech Republic

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

K rukam

9.4 Rozhodné pravo Tato Smlouva a prava a povinnosti
smluvnich stran se fidi pravnim fadem Ceské republiky.

95 Vztah smluvnich stran Tato smlouva mezi
spole¢nosti Biogen Idec a poskytovatelem zdravotnich
sluzeb nezaklada vztah zastoupeni ani spole¢nost osob, a
zadné ze smluvnich stran nedava pravo druhou stranu
Zavazovat.

9.6 Pouziti nazvd SpoleCnost Biogen Idec ani
poskytovatel zdravotnich sluzeb 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 pfedmétu a rusSi a nahrazuje veskera
pfedchozi 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 Iékafem a opravnénymi zastupci
spole¢nosti Biogen Idec a poskytovatele zdravotnich sluzeb.
SkuteCnost, Ze néktera ze smluvnich stran nevymaha sva
prava z této smlouvy, nepfredstavuje vzdani se daného prava
nebo moznosti vymahat toto pravo nasledné vzhledem ke
konkrétni situaci, ani moznosti z divodu pozdéjSiho poruseni
nebo neplnéni smlouvy od smlouvy odstoupit.
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of any subsequent default or breach.

9.8 Language. The Agreement is made in Czech and
English languages, with each party receiving one

counterpart in both language versions. In case of any
discrepancy between the Czech and English versions, the
Czech version shall prevail.

9.9 Execution; Counterparts. This Agreement (a) may
be executed in counterparts, each of which shall be
deemed to be an original and all of which, taken together,
shall constitute a single agreement binding on all parties,
and (b) will be considered executed by a arty when the
signature of such party is delivered physically or by email
or facsimile transmission to the other party or parties, as
appropriate. The parties agree that any signature delivered
by email or facsimile transmission shall have the same
force and effect as an original signature.

[The remainder of this page is intentionally left blank.]
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9.8 Jazyk Tato smlouva je sepsana v Ceském a
anglickém jazyce, pfiemz kazda smluvni strana obdrzi po
jednom vyhotoveni z kazdé jazykové verze. V pfipadé
rozporu mezi ¢eskou a anglickou verzi ma prednost Ceska
verze.

9.9 Podpis smlouvy, vyhotoveni Tato smlouva (a)
mulze byt sepsana ve vice vyhotovenich, pfiéemz kazdé
znich se povazuje za origindl avSechna vyhotoveni
dohromady tvofi jedinou smlouvu zavaznou pro vSechny
strany, a (b) se povazuje za uzavienou danou smluvni
stranou po doruéeni podpisu této strany fyzicky, e-mailem
nebo faxem druhé strané nebo stranam. Smluvni strany se
dohodly, Ze podpis doru¢eny e-mailem nebo faxem ma
stejnou platnost a uc€innost jako originalni podpis.

[Zbytek této stranky je tmysiné ponechan prazdny.]
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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.

By

Date:

Fakultni Nemocnice Plzen

By

Date:

BIOGEN IDEC Research Limited

By

Date:
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NA DUKAZ TOHO smluvni strany uzaviely tuto Smlouvu k
datu ucinnosti prostfednictvim svych fadné opravnénych
zastupcl.

podepsal/a

Datum:

Fakultni Nemocnice Plzen

podepsal/a

Datum:

BIOGEN IDEC Research Limited

podepsal/a

Datum:
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Schedule A

Payments

CRO shall pay on behalf of Biogen Idec to the Institution €
ﬂ per Study Subject (plus VAT, if
applicable), to conduct the Study.

In addition Biogen Idec will pay through the CRO the
Provider of health services the amount of € JJJli| plus
value-added tax, if applicable (“remuneration”) for each
patient, which was enrolled to the study after third infusion
within period of 3 month after all approvals were obtained.
(Non-Interventional study Agreement and ERC), thereafter
all case report forms are received by Biogen Idec from the
physician. From the net of the renumeration for the clinical
trial, i.e. after deduction of all Provider of health services
costs, will be the physician and study team rewarded
according to internal guidelines. The Provider of health
services is responsible for determining according to
internal guidelines.

Payment shall be made every six (6) months. Afterwards
based on an approval on performed activity and a notice to
issue a tax document delivered upon the end of the
concerned payment period by CRO, the Provider of health
services shall be obliged to issue the tax document within
ten (10) days of the day of delivery of the notice. The tax
document must contain all requirements specified by legal
regulations. Payments to the Institution shall be subject to
the following:

. The final payment will not be due and payable until
the entirely and duly completed CRFs were sent to
and have been accepted by Biogen Idec;

. The Provider of health services shall only bill
according to the milestone schedule as set out
below and in respect of Study Subjects
participating in the Study for whom Biogen Idec
received Case Report Forms in the preceding six
(6) months.

. Subject to the remainder of the provisions of this
Agreement, CRO shall pay the amount set out in
the invoices within forty-five (45) days of the issue
of such invoices.

The amounts set forth in the following tables shall be
exclusive VAT. CRO shall pay VAT if legally required and
if, in addition, the Institution charges and details VAT on its
tax document which have to be in full compliance with the
applicable tax laws.

The Provider of health services shall be solely responsible
for the payment of any and all taxes or other charges that
are or may be levied. Unless expressly approved by Biogen
Idec and CRO prior to incurring the cost or expense, the
Provider of health services shall be responsible for all costs
and expenses incurred by it in conducting the Study. This
includes, among other things, the payment of all Staff,
including the Physician.
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Pfiloha A

Platby

CRO za provedeni studie uhradi jménem spoleénosti
Biogen ldec zdravotnickému zafizeni * za

kazdy subjekt hodnoceni (plus pfip. DPH).

Navic  spole¢nost Biogen Idec uhradi poskytovateli
zdravotnich sluzeb odménu ve vysi ] EUR plus dan z
pfidané hodnoty, pokud se na takovou c¢innost vztahuje
(dale jen ,odména“) za kazdého pacienta, ktery byl zafazen
do studie po vice jak 3 davkach pfipravku v daném obdobi
3 mésici od ziskani vSech podpisi (smlouva o
neintervenéni studii TOP a souhlas pfislusné etické
komise), poté co obdrzi vSechny formulafe pfipadovych
zprav od lékafe. Z netto odmény za klinické hodnoceni, .
po odedteni vSech nakladi poskytovatele zdravotnich
sluzeb, bude zkouSejici a studijni tym odménén dle
vnitropodnikové smérnice. Poskytovatel zdravotnich sluzeb
je odpovédny za rozdéleni dle vnitfnich predpisu.

Platby se budou provadét kazdych Sest (6) mésicu. Poté
na zakladé odsouhlaseni provedené ginnosti a vyzvé od
CRO k vystaveni danoveého dokladu doru¢ené po ukon&eni
daného platebniho obdobi, bude poskytovatel zdravotnich
sluzeb povinnen vystavit danovy doklad do deseti (10) dn(
ode dne doru€eni vyzvy. Dafiovy doklad musi obsahovat
vesSkeré poZadavky stanovené pravnimi pfedpisy. Platby
poskytovateli zdravotnich sluZzeb budou podléhat témto
podminkam:

o Konecna platba nebude splatna, dokud nebudou
plné a rfadné vyplnéné formulafe CRF odeslany a
doruéeny spole¢nosti Biogen Idec.

. Poskytovatel zdravotnich sluZeb bude fakturovat
pouze podle harmonogramu etap uvedeného nize
a podle ucasti subjektll hodnoceni ve studii, pro
néz spole€nost Biogen Idec obdrzela zaznamy

subjektdl  hodnoceni v pfedchozich Sesti (6)
mésicich.
. S vyhradou zbyvajicich ustanoveni této smlouvy

CRO uhradi ¢astku uvedenou na fakturach do
CtyFiceti péti (45) dnl od vystaveni kazdé faktury.

Castky v nasledujicich tabulkach jsou uvedeny bez DPH.
CRO =zaplati DPH, pokud k tomu existuje zakonna
povinnost, a pokud zdravotnické zafizeni DPH uctuje a
rozepisuje na svych Darfovy doklad , které musi byt plné
v souladu s platnymi dafovymi pfedpisy.

Poskytovatel  zdravotnich  sluZzeb  nese  vyhradni
odpovédnost za platbu veskerych pfipadnych dani a jinych
poplatku, které jsou nebo mohou byt uloZeny. Poskytovatel
zdravotnich sluZzeb dale nese veSkeré naklady a vydaje,
které mu vzniknou pfi provadéni studie, pokud spoleénost
Biogen Idec a CRO tyto naklady a vydaje vyslovné predem
neschvalily. To zahrnuje mimo jiné platby celému tymu
vCetné |ékare.
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All invoices shall be addressed to VSechny faktury budou adresovany na
Ergomed Virtuoso Sarl
18, Avenue Louis-Casai
1209-Geneva
Switzerland

Ergomed Virtuoso Sarl
18, Avenue Louis-Casai
1209-Zeneva
Svycarsko

[The remainder of this page is intentionally left blank.] [Zbytek této stranky je umysiné ponechan prazadny.]
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Schedule B
Bribery and Corruption

The Provider of health services, 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
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.
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Priloha B
Protikorupéni smérnice

Poskytovatel zdravotnich sluzeb, 1ékaf, tym a kazda dalSi
osoba podilejici se na klinickém hodnoceni (dale jen
.Uucastnici klinického hodnoceni) se zavazuji pfi
provadéni  klinického  hodnoceni vzdy dodrzovat
protikorupéni zakon Velké Britanie z roku 2010 (dale jen
sprotikorupéni  zakon®"), zakon Spojenych statl
americkych o zahrani¢nich korup&nich praktikach z roku
1977 (déle jen ,FCPA®) a dalSi platnou legislativu proti
Uplatkarstvi a korupci (dale spole¢né oznalovany jako
.platna protikorupéni legislativa“).

Ugastnici klinického hodnoceni jsou povinni seznamit se
s ustanovenimi platné protikorup¢ni 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 vylouceni
pochybnosti to plati jak pro jednani s ,vefejnymi Ciniteli“,
tak i pro jednani se zaméstnanci a zastupci komer&nich
podnikd.

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

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

jednajici v zastoupeni ministerstva, statniho orgéanu

nebo agentury ¢&i podniku viastnéného statem nebo s

rozhodujicim vlivem statu. To napfiklad zahrnuje

zdravotniky zaméstnané v nemocnici nebo na klinice

provozované statem nebo mistni samospravou a

zastupce mezinarodnich vefejnopravnich organizaci.

Ugastnici klinického hodnoceni nesmi provést, predat
nebo nabidnout Zadnou platbu, dar nebo jiny prospéch
¢i vyhodu Zzadné osobé s védomim nebo podezienim,
Ze tyto penize, dar, prospéch nebo vyhoda ¢i jejich
¢ast budou pouzity pfimo nebo nepfimo v rozporu
s body (B) nebo (C) vyse.

(E)
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(F) The Trial Parties shall make and keep books, records, | (F) Ug&astnici klinického hodnoceni musi vést agetni knihy,
and accounts which, in reasonable detail, accurately zdznamy a Ucty, které dostatecné podrobné, pfesné a
and fairly reflect the transactions and dispositions of vérné zobrazuji transakce a pouziti prostfedkl
the assets of the Trial Parties. ucastnikd klinického hodnoceni.
(G) The Trial Parties shall devise and maintain a system of | (G) U&astnici klinického hodnoceni vytvofi a budou
internal accounting controls sufficient to provide udrzovat systém interni Ucetni kontroly dostatecny
reasonable assurances that — k poskytnuti pfiméfené jistoty, ze:
(i) transactions are executed in accordance with (i) transakce jsou provadény v souladu s obecnym
management’s general or specific authorization; nebo konkrétnim povolenim vedent;
(iiy transactions are recorded as necessary (i) transakce jsou dokumentovany dle potfeby pro:
() to permit preparation of financial statements () vypracovani finan¢nich zavérek v souladu
in conformity with generally accepted s obecné uznavanymi ucetnimi pravidly nebo
accounting principles or any other criteria jinymi kritérii platnymi pro tyto zavérky; a
applicable to such statements, and

(I to maintain accountability for assets; (I  uchovani povinnych informaci o majetku;

(iii) access to assets is permitted only in accordance (i) pfistup k majetku je povolen pouze v souladu
with management’'s general or specific s obecnym nebo konkrétnim souhlasem vedeni; a
authorization; and

(iv) the recorded accountability for assets is (iv) uc€etni zaznamy o majetku jsou porovnavany se
compared with the existing assets at reasonable skuteCnym majetkem v pfiméfenych intervalech a
intervals and appropriate action is taken with v pFipadé rozdilt jsou podniknuty patficné kroky.
respect to any differences.
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