ZMLUVA O POZOROVACOM SKUSANI

Tato Zmluvu o pozorovacom skidSani (dalej
.Zmluva”) uzatvaraji k datumu dc€innosti
(definovanému nizsie) zmluvné strany:
spolo¢nost Biogen ldec Research Limited so
sidlom na adrese Innovation House, 70, Norden
Road, Maidenhead, Berkshire, SL6 4AY, Velka
Britania (dalej ,Biogen Idec 7),

FakultnA nemocnica Tren ¢&in,
oddelenie

so sidlom: Legionarska 28

911 71 Trencin, Slovenska republika
Identifikacné Cislo organizacie: 00 610 470
Darnové identifikaéné ¢islo: 2021254631
Zriadovacia listina MZ SR €. 1970/1991-A/VIII-1
(dalej ,zdravotnicke zariadenie *“)

Neurologickeé

a
MUDr. Andrea Cimprichova,
FakultnA nemocnica Tren ¢&in,
oddelenie

so sidlom: Legionéarska 28

911 71 Trencin, Slovenska republika
Bankové Udaje:

Néazov banky:

Cislo uétu:

SWIFT Code:

(dalej “lekéar™) a

zamestnanec
Neurologickeé

Quintiles Slovakia, s. r. 0 ., so sidlom na adrese
Zamocka 34, 811 01 Bratislava, Slovenska
republika, spolo€nost konajica na zaklade pinej
moci zo dria 30. juna 2014 (zmluvna vyskumna
organizacia, dalej ,CRQO").

UVODNE VYHLASENIA: Spolo&nost Biogen Idec
uviedla na trh a obchoduje s liekom
Tecfidera® (dimetylfumarét) ( dalej
» TECFIDERA");

Zdravotnicke zariadenie vedie klinické skiSania
pre vyskumné Gcely;

Lekar ma skusenosti s vedenim klinickych
skuSani so skdSanymi aj registrovanymi liekmi;

Spolo¢nost Biogen ldec si zeld, aby zdravotnicke
zariadenie a lekar vykonali pozorovacie skiSanie
s nazvom ,Multicentrické, globalne, pozorovacie
skiSanie pre zber informéacii o bezpecnosti a
zdokumentovanie spotreby lieku Tecfidera™
(dimetylfumarat) pri pouzivani v rutinnej klinickej

praxi na lieCcbu sklerozy multiplex (skdSanie
ESTEEM)“, ¢islo protokolu 109MS401, pre
vyhodnotenie Gc¢innosti a bezpecnosti  lieku

TECFIDERA na Slovensku (dalej ,skuanie”);

OBSERVATIONAL STUDY AGREEMENT

This Observational Study Agreement (the
“Agreement "), is made as of the Effective Date
(as defined below), by and between Biogen
Idec Research Limited with a place of business
at Innovation House, 70, Norden Road,
Maidenhead, Berkshire, SL6 4AY, United
Kingdom (“Biogen Idec "),

Fakultha nemocnica Trencin, Neurologicke
oddelenie
having a place of business at: Legionarska 28
911 71 Trencin, Slovak Republic
Organisation Identification No.: 00 610 470
Tax Identification No.: 2021254631
Deed of aquisition of MoH SR No.
1970/1991-A/VIII-1 (the “Institution "),

and

Andrea Cimprichova M.D, employee of
Fakultha nemocnica Trencin, Neurologicke
oddelenie

having a place of business at: Legionarska 28,
911 71 Trencin, Slovak Republic

Bank details:

Bank: VUB a.s.

Account No:

SWIFT: (the Physician”) and

Quintiles Slovakia, s. r. 0 . having a place
of business at Zamocka 34, 811 01
Bratislava, Slovak Republic acting on the
basis of Power of Attorney dated 30 June
2014 (the “CRO").

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;

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 Slovakia (the “Study "), and;
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Spoloénost Biogen Idec uzatvorila s CRO
samostatn zmluvu o plneni uréitych povinnosti v
slvislosti  so  skaSanim, ktoré  zahffiaju
| poukazovanie platieb zdravotnickemu zariadeniu
a lekarovi v mene spolo¢nosti Biogen Idec a
zmluvné strany sa dohodli, Ze CRO je zmluvnou
stranou tejto zmluvy vyhradne pre Ucely
poukazovania takychto platieb podfa tejto zmluvy
v mene spoloénosti Biogen Idec a ze CRO nema
podla tejto zmluvy Zziadne iné prava ani
povinnosti.

Po zvazeni vzajomnych prisfubov a zavazkov,
obsiahnutych v tejto zmluve a za riadne a
hodnotné protiplnenie, ktorého prevzatie a
dostato¢nost sa tymto potvrdzuje, sa spolo¢nost
Biogen Idec a zdravotnicke zariadenie tymto
dohodli na nasledujuacom:

1. Skudsanie

[1.1 Predmet zmluvy. Zdravotnicke
zariadenie a lekar sa zavazuju vykonat pre
spoloénost Biogen Idec skdSanie podla protokolu
s nazvom ,Multicentrické, globalne, pozorovacie
skuSanie pre zber informacii o bezpecnosti a
zdokumentovanie spotreby lieku Tecfidera™
(dimetylfumarat) pri pouzivani v rutinnej klinickej
praxi na lieCcbu sklerozy multiplex (skdSanie
ESTEEM)", &islo protokolu 109MS401, ktory sa
tymto stava neoddelitelnou sucastou tejto zmluvy
a ktory sa méze priebezne menit a dopifiat (dalej
.protokol” ) a vysledky klinického skuSania

odovzdat spolo¢nosti Biogen Idec. Féaza
zaradovania pacientov do skuSania sa zacne
| diiom 18.9.2015 potrva priblizne

tridsat’Sest' (36) mesiacov.

1.2 Pozorovacie skiSanie

(@) Zdravotnicke zariadenie a lekar sa budu
vyhybat akymkolvek krokom, ktoré by mohli viest
ku klasifikovaniu skudSania ako intervenéného
klinického skdSania podfa platnych pravnych
predpisov (definovanych nizSie v ¢lanku 2.1).

(b) Zmluvné strany tejto zmluvy potvrdzujq,
Ze tato zmluva nie je uzatvorena so zamerom
ovplyviiovat a v Ziadnom pripade neovplyvnuje
ich obchodné transakcie, najma transakcie
zdravotnickeho zariadenia, tykajuce sa
obstaravania. Zdravotnicke zariadenie a lekar tiez
potvrdzuji, Ze skuSanie nebude mat vplyv na
predpisy liekov, ktoré lekar v budicnosti vystavi.
Zdravotnicke zariadenie a lekar akceptuju a
potvrdzuji, Ze predpisy liekov sa vystavuju a
budd  vystavovat vyhradne na zaklade
zdravotnych indikacii.

WHEREAS, Biogen ldec 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 Physician 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:

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 on
and shall last approximately
thirty six (36) months.

1.2 Observational Study.

(a) 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.
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1.3 Dodatky protokolu. Zdravotnicke
| zariadenie a lekar nebude  akymkolvek
spdsobom menit a dopifiat protokol a nedovolia,
aby ¢&len skdSobného timu zucastriujici sa na
stadii  menil &  dopihal  Protokol  bez
predchadzajuceho pisomného suhlasu
spolo¢nosti Biogen Idec, pokial to nebude
poZzadované pravnymi predpismi na ochranu
bezpec¢nosti, zdravia alebo prav subjektov
| skigania (definovanych nizsie).

1.3 Amendments to the Protocol. The
Institution and Physician shall not alter or
amend, or permit 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).
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1.4 Zaradovanie pacientov
(a) Zaradovanie pacientov bude v
centrach skdSania prebiehat konkurenénym

| sposobom. Zamerom je zaradit do sk($ania
spolu pattisic (5000) pacientov (spolo¢ne dalej
ako ,subjekty skuaSania” a jednotlivo ako
»Subjekt skdsania” ) v rdznych krajinach, kde sa
skiSanie vykonava, ktoré maju rozdielnu
jurisdikciu. Kazdé zdravotnicke zariadenie ma
povolené zaradit 20 pacientov, po ktorych sa
| zaradovanie  pacientov v zdravotnickom
zariadeni prechodne zastavi. Po vyhodnoteni
| poétu zaradenych pacientov v danej krajine
poskytne spoloénost Biogen Idec bud priamo
alebo prostrednictvom CRO (definovanej nizsie)
pisomné schvalenie zvySenia celkového poctu
pacientov, ktoré moZe zdravotnicke zariadenie
zaradit do skdSania.

(b) Po predchadzajicom pisomnom
oznameni od spolo¢nosti Biogen Idec ma
zdravotnicke zariadenie a lekar zastavit
zaradovanie subjektov skuSania, ak (i) sa

dosiahol planovany maximalny celkovy pocet
subjektov skuSania, alebo (i) sa spolo¢nost
Biogen Idec rozhodla =zastavit zaradovanie
pacientov bud do celého skuSania alebo len na
pracovisku zdravotnickeho zariadenia.

| (c) Ak sa kvdli nepredvidanym
okolnostiam v priebehu definovaného obdobia
nedosiahne cielovy pocet zaradenych subjektov,
pricom zdravotnicke zariadenie  vynaloZilo
nalezité Usilie, mdZze spolo¢nost Biogen Idec
vyhradne podla vlastného uvazenia bud predizit
obdobie zaradovania alebo inak zmenit cielovy
pocet zaradenych subjektov pre skdSanie.

1.5 Zahdjenie skdsania

(@) Zdravotnicke zariadenie a lekar
neza¢ne zaradovanie potencidlnych subjektov
skdSania do Uc€asti na skusani, pokial a pokym
lekar (i) nedostane od spolo¢nosti Biogen Idec
alebo jej zastupcov pisomné oznamenie, ze boli
ziskané vSetky schvéalenia, povolenia a
dokumentéacia, potrebné pre vedenie skiSania a
(i) nepodpiSe protokol, ¢im sa zaviaze viest
skiSanie v sulade s podmienkami protokolu.
Lekar tiez nebude viest ziadny vyskum podla
tejto zmluvy, pokial a pokym subjekt skuSania
pisomne nepotvrdi, Ze prevzal, precital si a
podpisal informovany suhlas pre skidSanie,
ktorého vzorovy dokument vopred schvalila
spoloénost Biogen Idec a poskytla ho lekéarovi.

1.4 Recruitment.

(a) 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
enroliment, 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, 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.

(©) 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 ldec may at
its sole discretion either extend the Study
recruitment period or otherwise modify the
recruitment goal for the Study.

15 Commencement of the Study.

(a) The Institution and Physician
shall not 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. 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.
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(b) zZdravotnicke zariadenie ur¢i lekara a vSetok
personal (dalej ,personal skasania *“) potrebnych
na podporu vedenia skiSania. Lekar prehlasuje,
Ze ma prislusna kvalifikaciu na vykonavanie
svojich povinnosti podla tejto zmluvy a za
kazdych okolnosti bude dodrziavat podmienky a
povinnosti tejto zmluvy.

(c) Lekar poskytne spoloc¢nosti Biogen Idec alebo
jej opravnenym zastupcom informacie tykajuce
sa personalu skdSania nutné na dodrzanie
prisluSnych pravnych predpisov a nariadeni
alebo primerane pozadované spolo¢nostou
Biogen Idec alebo jej opravnenymi zastupcami.
Aby sa prediSlo pochybnostiam, personal
skiSania ma& po dobu platnosti tejto zmluvy
podliehat dozoru a kontrole zdravotnickeho
zariadenia a lekara.

(d) Slo¢nost Biogen Idec sa zavazuje, ze s
lekarom neuzatvori Ziadnu samostatnd zmluvu,
predmetom ktorej by bola akakolvek odmena za
klinické skuSanie uvedené v bode 1.1. tejto
zmluvy. V pripade, Ze spolo¢nost Biogen Idec
poruSi tato svoju povinnost, bude sa uvedené
povaZovat za podstatné porusSenie tejto zmluvy.

| (e) Zdravotnicke zariadenie nesmie
lekéara nahradit inym lekarom bez
| predchadzajiiceho pisomného suhlasu
spolo¢énosti Biogen Idec, ktorA& nemd takyto

stihlas bezdévodne odmietnut.

1.6 Pacientske zaznamové harky

(@) Lekar bude  zaznamenavat
vSetky Udaje do pozadovanych elektronickych
harkov pre zber ddajov, poskytnutych
spolo¢nostou Biogen Idec alebo v jej zastUpeni
|(d’a|ej pacientske zaznamové héarky alebo
,CRF"). Origindly CRF su wuréené do

| dokumentéacie spolognosti Biogen Idec a ich
képie na zaloZenie do dokumentacie lekara. Po
dorucéeni zavereéného CRF od lekara sa vSetky
zmeny databazy vykonaju prostrednictvom
vysvetlovacich formularov poskytnutych
spolo€nostou Biogen Idec alebo zmluvnou
vyskumnou organizaciou, vymenovanou
spoloénostou Biogen Idec v slvislosti so
skdSanim (dalej ,CRO").

(b) The Institution shall appoint the
Physician and any personnel (the “Staff”),
necessary to support the conduct of the Study.
The Physician represents and warrants that
he/she has 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.

(c) The Physician shall provide Biogen ldec or
its authorized agents with information
regarding the Staff as necessary to comply
with  applicable laws, regulations and
directives, or as Biogen Idec or its authorized
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 Idec’s and its
agents’ reasonable instructions

(d) Biogen Idec declares not conclude a
separate agreement regarding reimbursement
pursuant to section 1.1 in this Agreement with
the Physician.

(e) 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.

(a) The Physican 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 “CRQO").
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(b) CRF zaslané po zastaveni
zarad'ovania do skdSania nebudu brané do Uvahy
a nebude za ne poskytnuta Ziadna Ghrada.

(c) CRF musi lekar alebo personal
skiSania zadat do systému elektronického
zachytavania udajov (eDC) do piatich (5)
pracovnych dni od datumu néavstevy pacienta v
ramci Standardnej zdravotnej starostlivosti.

(d) Otazky tykajlice sa udajov musi
lekar alebo personal skdSania zodpovedat do
piatich (5) pracovnych dni od ich zadania
spolo¢nost'ou Biogen Idec alebo CRO.

1.7 Zavazné neziaduce udalosti Lekar ma
okamzite hlasit vyskyt zavaznych neziaducich
udalosti, definovanych protokolom
(oznagovanych skratkou ,SAE”) spolocnosti
Biogen Idec, podla pokynov v protokole. Ak bude
potrebné hlasit niektori SAE kompetentnym
Uradom, autor hlasenia suhlasi s prisluSnym
odovzdanim svojich osobnych Gdajov.

1.8 Pristup, pouZzitie, monitorovanie _a
inSpekcia. Zdravotnicke zariadenie a lekar

poskytna original alebo kopie (od pripadu k
pripadu) vSetkych Udajov skuSania CRO a
spolo€nosti  Biogen Idec pre ich pouzitie
spolo¢nostou  Biogen  Idec.  Zdravotnicke
zariadenie a lekar poskytni spolo¢nosti Biogen
Idec, CRO a ich zastupcom a predstavitelom
primerany pristup do priestorov zdravotnickeho
| zariadenia a k zdravotnym zdznamom a Gdajom
skiSania, aby umoznili spolo¢nosti Biogen Idec,
CRO a ich zastupcom a predstavitelom
vykonavat monitorovanie skusania.

Zdravotnicke zariadenie a lekar poskytnu
kontrolnym dradom primerany pristup do
priestorov  zdravotnickeho zariadenia a k

zdravotnym zaznamom a U(dajom skiSania a
umoznia im robit’ si z nich kopie.

Zdravotnicke zariadenie a lekar sa zavazuju
spolupracovat so zastupcami CRO a spolo¢nosti
Biogen Idec, ktori navStivia zdravotnicke
| zariadenie a zdravotnicke zariadenie sa zavazuje
zabezpedit, aby tychto zastupcov zamestnanci,
zastupcovia a predstavitelia zdravotnickeho
zariadenia nerusili, ani inak pre nich nevytvarali
nepriaznivé pracovné prostredie.

Zdravotnicke zariadenie a lekar budd CRO a
spolo€nost’ Biogen Idec okamzite informovat o
vSetkych  poziadavkach, koreSpondencii a
komunikécii tykajlcej sa skiSania (a poskytnu z

(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.

() 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 Idec 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.

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 ldec of,
and provide CRO and Biogen Idec copies of,
any inquiries, correspondence or
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nich CRO a spoloénosti Biogen ldec kopie) so
vSetkymi Statnymi alebo kontrolnymi Gradmi,
najmd poziadavkach na inSpekciu priestorov
zdravotnickeho zariadenia, a zdravotnicke
zariadenie umozni CRO a spolo¢nosti Biogen
Idec, aby sa takychto inSpekcii zucastnili.
| zdravotnicke  zariadenie vynaloZi primerané
Usilie na to, aby oddelilo a neodovzdalo zZiadne
déverné informacie, ktorych odovzdanie pocas
tychto inSpekcii nie je poZzadované.

2. Nélezitd starostlivos t a dodrziavanie
pravnych predpisov

2.1 Zdravotnicke zariadenie a lekar budu pri
realizacii skuSania dodrziavat vSetky prislusné a
platné pravne predpisy, nariadenia a smernice
(dalej ,platné pravne predpisy” ) a vyhlasuji a
zarucuju, Ze realizacia skdSania bude prebiehat s
vynaloZzenim nalezitej lekarskej starostlivosti, v
| silade so v&eobecne uznavanymi vedeckymi
normami a s kvalifikovanym personalom.

2.2 Zdravotnicke zariadenie a lekar
akceptuja, Ze spoloCnost Biogen Idec a jej
dcérske spolo¢nosti musia dodrziavat

ustanovenia (i) Protikorupéného zakona Velkej
Brithnie z roku 2010 (dalej ,protikorup ¢ény
zakon"); (ii) Zakona o zahrani¢nych korupénych
praktikach Spojenych Statov americkych z roku
1977, v zneni neskorsich predpisov,
kodifikovaného v Casti 15 zbierky zakonov USA,
88 78dd-1 a nasledujucich (dalej ,FCPA” ) a (iii)
akékolvek iné platné protikorupéné pravne
predpisy (dalej spolo¢ne ,platné protikorup ¢éné
pravne predpisy” ). Suhrn zéakladnych zéasad,
ktoré su podkladom protikorupéného zakona a
FCPA, je uvedeny v Prilohe B tejto zmluvy.
Kazda zmluvna strana bude informovat svojich
zastupcov, najma vsetok personal skiSania, o
ustanoveniach protikorupéného zakona a FCPA.
Ziadna zo zmluvnych stran ani Ziadny z ich
zastupcov sa priamo ani nepriamo nebude
zapajat do ziadnych ¢innosti, ktoré su zakazané
podla platnych  protikorupénych  pravnych
predpisov, vratane Uplatkarstva, provizii,
podplacania alebo inych korupénych obchodnych
praktik.

2.3 Zdravotnicke zariadenie sa zavazuje
uchovavat vSetky dokumenty slvisiace so
| skiganim, najma informované suhlasy subjektov

skuSania, tykajuce sa tohto skiSania, CRF,
origindlne  (daje a zlozku  dokumentov
skuSajuceho, zalozeni v centre skdSania

(,Investigator Site File“ — ISF) v stlade s platnymi
pravnymi predpismi.

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”); (i) the Foreign Corrupt Practices Act
1977 of the United States of America, as
amended, codified at 15 U.S.C. 8§ 78dd-1, et
seq. (“FCPA™); and (iii) any other applicable
anti-corruption  legislation  (together the
“Applicable Anti-Corruption Legislation ). A
summary of the key principles underlying the
Bribery Act and the FCPA is set out in
Schedule B attached hereto. Each Party shall
inform its representatives, including, but not
limited to any Staff of the provisions of the
Bribery Act and the FCPA. Neither party nor its
representatives shall, whether directly or
indirectly, engage in any activity that is
prohibited by the Applicable Anti-Corruption
Legislation, including bribery, kickbacks,
payoffs or other corrupt business practices.

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 ISF, in accordance with the
Applicable Laws and Regulations.
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|2.4 Zdravotnicke zariadenie vyhlasuje a
zaruCuje, ze ziskalo vSetky suhlasy a schvélenia
pre uzatvorenie a plnenie tejto zmluvy a
vykonanie sklUSania a Ze uzatvorenie a plnenie
tejto zmluvy ako aj prevzatie odmeny podla tejto
|zmluvy neporuduje Ziadne platné pravne
predpisy ani ziadne interné pravidla, nariadenia
| alebo predpisy zdravotnickeho zariadenia.

3. Dovernos t’

3.1 Okrem pripadov vyslovne povolenych
touto zmluvou alebo pisomnym povolenim od
spoloénosti Biogen Idec, zdravotnicke zariadenie
a lekar nebudl odovzdavat zZiadnej tretej strane
ani pouzivat v prospech zdravotnickeho
zariadenia, lekara alebo tretej strany Zziadne
doverné informacie (definované nizSie) a
obmedzia pristup k dbvernym informaciam na
spolo¢nost Biogen Idec a tie osoby, vratane
persondlu skdSania, ktoré tieto informacie
odovodnene potrebuju pre Gcely popisané v tejto
zmluve.  Zdravotnicke  zariadenie  alekar
podniknu vSetky prakticky realizovatelné kroky
na to, aby sa tieto osoby zaviazali dodrZiavat
povinnosti zachovania dovernosti tykajuce sa
dovernych informécii, minimélne také prisne, aké
platia pre zdravotnicke zariadenie a lekara podla
tejto zmluvy. Dbverné informacie su, stavaju sa a
zostavaju (podra situacie) vyhradnym
vlastnictvom spolo¢nosti Biogen Idec;
zdravotnicke zariadenie vSak ma pravo pouzivat
|déverné  informacie  na  svoje  vilastné
nekomeréné, interné vyskumné, Skoliace a
vzdelavacie ucely.
3.2 Pojem ,doverné informéacie” znamena a
zahfha:
(@) vSetky  informacie a  Udaje
poskytnuté spolo¢nostou Biogen
Idec alebo v jej mene, alebo
zozbierané zdravotnickym
zariadenim alebo lekdrom v
slvislosti s touto zmluvou, najma
protokol a dalSie dokumenty
skuSania;

(b) vratane protokolu a priloh tejto
zmluvy; a
(c) vSetky  informacie a  Udaje
| vytvorené v suvislosti S0
skiSanim, najma CRF a Udaje v
nich obsiahnuté.

3.3 Obmedzenia tohto ¢&lanku 3 ,Doverné
informéacie” sa nevztahuji na informécie, o
| ktorych moZe zdravotnicke zariadenie alebo
lekar prislusne zdokumentovanymi podkladmi
preukazat, ze:

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

3. Confidentiality .
3.1 Except as expressly authorized in this

Agreement or in writing by Biogen lIdec, 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;
including the Protocol and the
schedules attached hereto; and

(b)

(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 or Physician is
able to demonstrate by  competent
documentary evidence:
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zdravotnicke zariadenie alebo
lekar ich pravoplatne vlastnili
pred ich prevzatim od
spolo¢nosti Biogen Idec;

v sOCasnosti s alebo sa po
uzatvoreni tejto zmluvy stanu
stCastou verejnej sféry bez
konania alebo nekonania zo
strany lekara, zdravotnickeho
zariadenia alebo jeho riaditelov,
¢lenov predstavenstva, veducich
pracovnikov, zamestnancov,
zastupcov, konzultantov,
poradcov alebo
spolupracovnikov;

(c) sa lekéarovi alebo
zdravotnickemu zariadeniu _stanu
znamymi po ich odovzdani
tretou stranou s pravom vlastnit
a odovzdavat takéto informécie,
alebo

ich lekar alebo zdravotnicke
zariadenie nezavisle vytvorili bez
pomoci, aplikovania, pouZitia
alebo ziskania prospechu z
dbévernych informacii,
odovzdanych podla tejto zmluvy.
3.4 Povinnosti zachovania dovernosti
stanovené touto zmluvou nemaju lekarovi a
zdravotnickemu zariadeniu zabranovat
odovzdavat akukolvek Cast dévernych
informécii, ktora je potrebné (i) pouzit alebo
odovzdat lekarom alebo zdravotnickym
zariadenim pre cCely zdravotnej starostlivosti
alebo poradenstva poskytovaného subjektom
skiSania, avSak len za predpokladu, ze
spoloénost’ Biogen Idec, zdravotnicke zariadenie
a lekar potvrdzuju a akceptuju, ze takéto pouZzitie
alebo odovzdanie dévernych informacii bude
prisne obmedzené len na tie informacie, ktoré su
potrebné pre primerané informovanie a
starostlivost o subjekty skuSania, (ii) alebo ktorej
| odovzdanie je poZadované pravnym predpisom,
nariadenim, smernicou, zakonom alebo
vyhlaSkou akéhokolvek Statneho Uradu alebo
inStitdcie; v takom pripade vSak lekar alebo
zdravotnicke zariadenie (podla toho, o ktory
pripad pdjde) poskytnud spolo¢nosti Biogen Idec
pisomné oznamenie s primeranym predstihom,
ktory spolo¢nosti Biogen Idec umozni poziadat o
ochranny sudny prikaz alebo podobné opatrenie
na zabezpecenie dbéverného zaobchadzania s

(@)

(b)

(d)

tymito doévernymi informaciami a nasledne
odovzdat len také minimalne mnozZstvo
pozadovanych dévernych informécii, aby sa

tymto predpisom vyhovelo.

3.5 Zdravotnicke zariadenie akceptuje, ze
odovzdanie dbvernych informacii v rozpore s
podmienkami tejto zmluvy mdZe sposobit
nenapravitelné Skody, pre ktoré odSkodnenie

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

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,
representatives, consultants,
advisors or collaborators;

(b)

() becomes known to the
Physician or Institution
through disclosure by a third
party with the legal right to
possess and disclose such
information; or

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 ldec 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 ldec 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.

(d)

35 The Institution acknowledges that
disclosure of Confidential Information in
violation of the terms of this Agreement may
cause irreparable harm for which damages at
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podla zédkona nemusi byt dostatoénou nahradou
a zdravotnicke zariadenie suhlasi, Zze spolo¢nost
Biogen Idec ma, okrem inych prav alebo
opravnych prostriedkov podla zakona alebo
spravodlivosti, pravo pozadovat sidom nariadené
|opravné  prostriedky alebo na  zvlastne
vymahanie ustanoveni tohto ¢&lanku 3 sudom
prislusnej jurisdikcie.

3.6 Zdravotnicke zariadenie a lekar sa
zavazuju, Zze na poziadanie spolo¢nosti Biogen
Idec urychlene (a) vratia spolo¢nosti Biogen Idec
vSetky dbverné informécie a vSetky ich Ccasti
poskytnuté zdravotnickemu zariadeniu alebo
lekarovi spolo¢nostou Biogen Idec vo forme
dokumentéacie, vratane vSetkych kopii a ich
dalSich  hmotnych  vyhotoveni, vytvorenych
lekdrom alebo riaditelmi, ¢lenmi predstavenstva,
veddcimi pracovnikmi, zamestnancami,
zastupcami, konzultantmi, poradcami alebo
|sp0|upracovn|’kmi zdravotnickeho zariadenia a
(b) zlikviduji  vSetky dbverné informécie
prechovavané zdravotnickym zariadenim alebo
lekarom a ulozené na elektronickych alebo inych
| médiach dostupnych v- danom ¢&ase.

4, Ochrana osobnych Udajov

4.1 Zdravotnicke zariadenie a lekar dodrzia
vSetky platné nariadenia, predpisy, smernice a
zakony tykajice sa ochrany osobnych udajov
(dalej ,pravne predpisy na ochranu osobnych
Gdajov” ), ktoré sa mbzu priebezne menit a
| dopinat, najma smernice vydané
Medzinarodnym vyborom pre harmonizéaciu (ICH)
a platné medzinarodné a narodné pravne
predpisy na ochranu sukromia a osobnych
Udajov. Okrem inych poZadovanych opatreni sa
zdravotnicke zariadenie a lekar zavazuja vykonat
na miestnych Gradoch pre ochranu osobnych
Udajov vSetky registracie, pozadované podla
takychto pravnych predpisov na ochranu
osobnych udajov.

4.2 Osobné udaje subjektov skusSania

€)) S pouzitim informovaného suhlasu,
poskytnutého a schvaleného spoloénostou
Biogen Idec, ziska zdravotnicke zariadenie od
subjektov skiSania suhlas s odovzdavanim
zozbieranych Udajov spolo¢nosti Biogen Idec a s
uchovavanim a analyzou takychto Gdajov a
vSetkych vzoriek odobratych v suvislosti so
skusanim.

(b) Zdravotnicke zariadenie je povinné
uchovavat vSetky zdravotné zaznamy a
informované suhlasy podpisané v suvislosti so
skiSanim po dobu desiatich (10) rokov od konca
skiSania alebo po dobu pozadovanua platnymi
pravnymi predpismi, podla toho, ¢o je dlhSie.

law may not be an adequate remedy, and the
Institution 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 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 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.

4, Data Protection .

4.1 The Institution and the Physician shall
comply with all applicable rules, regulations,
guidelines and laws (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.
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4.3 Udaje zmluvnych stran

(a) Spoloénost Biogen Idec bude
spracovavat osobné Udaje lekara a personalu
| skusania vyhradne na administrativne,
Statistické, informacéné a komeréné ucely a pre
Ucely podavania sprav a hlaseni (vratane mena,
oblasti odbornosti, pracoviska a predchadzajucej
prace pre spolo¢nost Biogen Idec). Lekar suhlasi
s prenosom svojich osobnych Uddajov tretim
stranam. Lekar prehlasuje, Ze od personalu
skuSania ziskal prislusné suhlasy s prenosom ich
osobnych udajov, potrebnych pre vykonanie
skuSania, tretim stranam.

(b) Akékolvek osobné (daje tykajlice sa
zdravotnickeho  zariadenia, lekara  alebo
personalu skiSania, ktoré mozu byt obsiahnuté v
takomto spracovani, bude spolo¢nost Biogen
|iIdec pouzivat a prenaSat svojim dal$im
dcérskym spolo¢nostiam pre Ucely plnenia tejto
zmluvy, vSeobecnej komunikacie a pre vyvoj a
planovanie aktivit spolo¢nosti Biogen Idec.
Zdravotnicke zariadenie a lekar akceptuju, zZe
niektoré pravnické osoby spoloénosti Biogen Idec
moézu sidlit v krajinach, kde ochrana osobnych
Udajov nedosahuje tak( uroven, ako v krajine, v
ktorej obvykle vykonavaju svoje aktivity.

(c) Kazda zmluvna strana bude spracovavat
osobné Udaje druhej zmluvnej strany alebo jej
dcérskych spolo¢nosti podfla tejto zmluvy len v
sulade s pokynmi druhej zmluvnej strany.

(d) Po pisomnom oznameni spolo¢nostou
Biogen Idec v primeranom ¢ase vopred odovzda
zdravotnicke zariadenie spolo¢nosti Biogen Idec
kopiu vSetkych osobnych (dajov spolo€nosti
Biogen Idec a jej dcérskych spoloc¢nosti, ktoré
bude mat v tom ¢ase v drzbe, sprave alebo pod
kontrolou v takom formate, v akom ich bude
spolo¢nost Biogen ldec primerane pozadovat.

5. Vynalezy a vlastnictvo Gdajov
5.1 VSetky vynalezy, zamery, zlepSenia,
objavy, zdokonalenia, modifikacie, technické

znalosti (know how), Udaje, plany, navrhy a
informéacie  akéhokolvek druhu a popisu,
sformulované, vytvorené, vyrobené alebo
uvedené do praxe, podla toho, o ktory pripad
pbjde, ktoré sa akymkolvek spbsobom tykaju
vykonania skiSania, vyuzitia finanénych zdrojov
skuSania, lieku TECFIDERA alebo pouZitia,
zneuzitia, modifikacie alebo aplikovania lieku
TECFIDERA (dalej spolocne ,vynalezy” ), su
vyhradnym a vyluénym vlastnictvom spolo¢nosti
Biogen Idec. Zdravotnicke zariadenie a lekar sa
zavazuju urychlene (a) odovzdat takéto vynalezy

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
experience with Biogen ldec). The Physician
consents to the transfer to third parties of
his/her personal data. The Physician declares
that she 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.

(©) 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 ldec and
its Affiliates then in the possession, custody or
control of the Institution, in such format as
Biogen Idec reasonably requires.

5. Inventions and Da ta 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,
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
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spoloénosti Biogen Idec, (b) postupit vSetky svoje
prava, naroky a podiely na vSetkych takychto
vynalezoch na spolo¢nost Biogen Idec, bez
licenénych poplatkov alebo akéhokolvek iného
protiplnenia a (c) podpisat akékolvek dokumenty
pozadované spolo¢nostou Biogen Idec, ktoré jej
umoznia ziskat akukolvek formu ochrany
takychto vynalezov, vratane patentovych prav,
ktort bude spolo¢nost Biogen Idec povazovat za
potrebnl alebo Ziaducu. Zdravotnicke zariadenie
a lekéar sa tiez zavazuju plne so spolocnostou
Biogen Idec spolupracovat’ v procese zaistenia a
vymahania jej prav na takéto vynalezy pred
publikovanim akychkolvek informacii o takychto
vynalezoch a spolo¢nost Biogen Idec poskytne
| zdravotnickemu zariadeniu Uhradu (v
obojstranne prijatelnej primeranej sadzbe) za ¢as,
ktory zdravotnicke zariadenie na Ziadost
spoloénosti Biogen Idec vynalozi na tieto aktivity.

5.2 Zdravotnicke  zariadenie a lekéar
| vyhlasujii a zaruéujd, Ze s opravneni udelovat
vSetky prava udelené tymto ¢lankom 5 a ze ich
potencialni vynalezcovia sU0 a budd viazani
povinnostou postdpit svoje vynalezy na
zdravotnicke zariadenie a na spolo¢nost Biogen
|Idec. a neuzatvoria Ziadne zmluvy s tretimi
stranami, ktoré by boli v rozpore s touto
povinnostou.

5.3 VSetky prava, naroky a podiely vo (a)
vSetkych (dajoch zozbieranych a databazach
vytvorenych  pri  vykonavani skudSania, (b)
vSetkych kompilaciach Udajov suvisiacich so
skuSanim (vratane vyberu, zosuladenia alebo
usporiadania takychto Udajov), ktoré su vytvorené
pre skudSanie a (c) vSetkych CRF a dalSich
dokumentoch, spravach a hlaseniach zo
skUSania, vratane autorskych prav na kazdé z
vySSie menovanych, sU a zostavaju vyhradnym a
vyluénym vlastnictvom spolo¢nosti Biogen Idec.

5.4 Spolo¢nost Biogen Idec a jej zastupcovia
maju vyhradné pravo na pouZitie vSetkych dajov
a informécii, ktoré vzniknd pri vykonavani
skiSania alebo s nim savisia. Spolo¢nost Biogen
Idec tymto udeluje zdravotnickemu zariadeniu
obmedzené pravo na pouzitie vysledkov skuSania
vytvorenych zdravotnickym zariadenim pre Gcely
publikovania a pre jeho vlastné nekomeréné
interné vyskumné, Skoliace a vzdelavacie Ucely,
pod podmienkou dodrZzania podmienok a
| ustanoventi ¢lanku 3 (Dbvernost) a
¢lanku 6 (Publikovanie) tejto zmluvy.

6. Publikovanie

6.1 Spolo¢nost Biogen Idec a jej zastupcovia
maji  neobmedzeny pristup ku vSetkym
informéciam, ktoré vzniknd zo skuSania a

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 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 Idec 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 and Physician

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.

5.4 Biogen Idec and its agents shall have
the exclusive right to use all data and
information resulting from or relating to the
conduct of the Study. Biogen 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
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vyhradné prava na ich pouzitie na akékolvek a
vSetky zakonné ucely.

6.2 Pokial tento ¢lanok 6 neuvadza inak, po
dokonéeni skuSania a vyhodnoteni vysledkov
spolo¢nostou Biogen Idec alebo po zastaveni

| skasania  méze zdravotnicke  zariadenie
(prostrednictvom  lekdra  alebo  personélu
| skisania) publikovat alebo inak verejne

prezentovat vysledky a metddy skdSania, len pre

nekomeréné Gcely. Bez ohladu na vysSie
uvedené, zdravotnicke zariadenie nesmie
odovzdavat Zziadne iné dbéverné informéacie

spoloénosti Biogen Idec, nez vysledky a metody
skdSania.

6.3 Aby mohlo zdravotnicke zariadenie
publikovat akékolvek vysledky skuSania v sulade
s tymto c¢lankom, musi poskytnit spolo¢nosti
Biogen Idec text slvisiaci so skaSanim, ktory sa
ma prezentovat alebo publikovat, najmenegj
Sestdesiat (60) dni pred datumom jeho
odovzdania akejkofvek tretej strane (dalej
Jlehota na posudenie” ). Zdravotnicke
zariadenie sa zavazuje v dobrej viere zvazit
vSetky pisomné pripomienky, ktoré v tejto lehote
dostane od spolo¢nosti Biogen Idec. Ak
spolo¢nost Biogen Idec pride k zaveru, ze
akykolvek text zaslany jej v sulade s tymto

¢lankom 6 popisuje jeden alebo viacero
potencialne patentovatelnych vynalezov,
spolo¢nost  Biogen Idec  doruc¢i lekarovi
oznamenie (s ktorym lekar ihned oboznami

vSetkych autorov), Ze priSla k takémuto zaveru
eSte pred uplynutim lehoty na posudenie.
Spolo¢nost Biogen Idec ma dalSich devatdesiat
(90) dni od datumu doru€enia takéhoto
oznamenia na podanie patentovej prihlasky na
vSetky vyndlezy, popisané v texte a lekar nepoda
text na publikovanie alebo posudenie Zziadnej
tretej strane az do (i) podania vSetkych
prislusnych patentovych prihlaSok spolo¢nostou
Biogen Idec, (ii) skoncenia tejto devatdesiat (90)
driovej lehoty alebo (iii) vymazania vSetkych
|informacii o potencidine  patentovatelnych
vynalezoch z textu, podla toho, ¢o nastane skor.
V pripade, ze podla vysSie uvedeného bodu (i)
boli podané patentové prihlaSky, spolo¢nost
Biogen Idec doruci lekarovi oznamenie o tom, ze
vSetky takéto prihlasky boli podané.

Spolo¢nost Biogen Idec bude lekara pisomne
informovat’ o tom, Ze akykolvek text zaslany jej v
sulade s tymto ¢lankom 6 obsahuje iné déverné
informéacie spolo€nosti Biogen Idec, nez su
vysledky a metddy skiSania a uvedie, o ktoré
déverné informécie ide. Lek&r nesmie
odovzdavat déverné informacie spolo¢nosti
Biogen Idec a vymaze takéto déverné informacie
Z textu.

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 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 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 Institution 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 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 Idec
shall have an 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 ldec, (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 Idec Confidential Information other than
the results and methods of the Study, and shall
identify such Confidential Information. The
Physician shall not disclose Biogen Idec’'s
Confidential Information and shall remove such
Confidential Information from the text.
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|6.4 Ak je skusanie stgastou
multicentrického  klinického skd3ania, nesmie
zdravotnicke  zariadenie  vykonat  Ziadne

publikovanie alebo odovzdanie, kym (a) nebudu
odovzdané a analyzované vysledky zo vSetkych
centier tak, ako to popisuje protokol, alebo (b)
kym nebude skuSanie zastavené vo vSetkych
centrach.

7. Uhrada

7.1 Ako protiplnenie za vedenie skiSania sa
| spolo¢nost Biogen Idec zavazuje
prostrednictvom CRO poukazovat

zdravotnickemu zariadeniu a lekarovi platby po
prevzati prislusnej faktdry a spravne vyplnenych
| CRF, v stlade s podmienkami stanovenymi v
Prilohe A tejto zmluvy.

7.2 Platobné podmienky

€)) CRO v zastupeni spolo¢nosti Biogen Idec
nema Zziadnu povinnost uhradit zdravotnickemu
zariadeniu a lekarovi CRF vyplnené za subjekty
skiSania zaradené potom, ¢o spolo¢nost Biogen
Idec dala zdravotnickemu zariadeniu pokyny
zastavit zaradovanie subjektov skuSania.

(b) Platby poukazané v sulade s ¢lankom 7.1
uvedenym vySSie predstavuju Uhradu za aktivity
skuSania, vykonané zdravotnickym zariadenim a
lekarom podfa tejto zmluvy, ako aj za slvisiace
vydavky, ktoré zdravotnickemu zariadeniu,
lekarovi a personalu skdsania vznikna pri plneni
tejto zmluvy. Zdravotnicke zariadenie, lekar a
| personal skG$ania__nemaju narok na Ziadne
neslvisiace prispevky, presahujuce Uhradu
definovani v tomto ¢lanku 7 za plnenie tejto
zmluvy.

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, Biogen Idec, through CRO, shall make
payments to the Institution and Physician upon
receipt of a respective invoice and correctly
completed CRFs, in accordance with the terms
stipulated in Schedule A of this Agreement.

7.2 Conditions of Payment.

(@ CRO on behalf of Biogen Idec shall
have no obligation to compensate Institution
and Physician for CRFs completed for Study
Subjects enrolled after Biogen Idec has
instructed the Institution 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 and
Physician under this Agreement, as well as all
related expenses that are incurred by the
Institution, the Physician and the Staff while
implementing this Agreement. The Institution,
the Physician and the Staff shall not receive
any unconnected benefits above and beyond
the compensation specified in this Article 7 for
implementing the Agreement.
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(c) CRO v zastupeni spolo¢nosti Biogen Idec
bude poukazovat platby zdravotnickemu
zariadeniu a lekarovi elektronickym prevodom po
prevzati prislusnych Udajov kazdych Sest (6)
mesiacov od zaradenia prvého subjektu skdSania.
Platby sa budl zdravotnickemu zariadeniu
alekarovi poukazovat podla nasledujicich
Udajov:

Platby zdravotnickemu zariadeniu:

Prijemca: Fakultna nemocnica Trencin
Banka: Statna pokladnica

Cislo Gétu: 7000280438/8180

IBAN: SK23 8180 0000 0070 0028 0438
SWIFT: SPSRSKBA

Platby pre lekara:

Prijemca: MUDr. Andrea Cimprichova
Bankové spojenie:

SWIFT:

IBAN:

7.3 Kazda zmluvna strana vyhlasuje a
zaruCuje ostatnym zmluvnym stranam, Ze platba
odmien suvisiacich s vedenim skuSania (vratane
platieb subdodavatelom, konzultantom alebo
inym  zastupcom  pracujucim v  zastdpeni
zdravotnickeho zariadenia/lekara alebo v ramci
sluzieb zdravotnickeho zariadenia/lekara pre
spolo¢nost Biogen ldec, podla toho, o ktory
pripad ide), (i) predstavuje spravodlivi trhovd
hodnotu za vedenie skdSania, (i) nebola
stanovena Ziadnym takym spOsobom, ktory by
zohladroval objem alebo hodnotu akychkolvek
odpori¢ani na vySetrenia, Uhrad alebo
obchodnych transakcii medzi zdravotnickym
zariadenim alebo lekarom a spolo¢nostou Biogen
Idec a (iii) nepondka ani neposkytuje sa, ¢€i uz
Ciastoéne alebo Uplne, s cielom priamo alebo
nepriamo, predpokladane alebo  vyslovne
ovplyviiovat alebo nabadat prijemcu, aby
nakupoval, predpisoval, odporucal, predaval,
zariadil ndkup alebo predaj alebo odporacal
zvyhodnenu poziciu v liekopise pre niektory
produkt spolo¢nosti Biogen Idec, alebo ako
odmena za predchadzajlice konanie.

| 8. Doba platnosti a vypovedanie zmluvy

8.1 Tato zmluva nadobuda platnost k datumu
posledného z podpisov zmluvnych stran (dalej
.2datum platnosti” ) a zanika, ked zdravotnicke
zariadenie a lekar splnia svoje povinnosti podla
tejto zmluvy, vratane dorucenia vSetkych
vysledkov skuSania spolo¢nosti Biogen Idec.
Platnost’ ¢lankov 3, 4, 5, 6 a 9 pretrvava aj po
vypovedani zmluvy. Tato zmluva nadoblda

(c) CRO on behalf of Biogen Idec shall
make payments to the Institution and Physician
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 Institution and Physician
as follows:

Reference:

Payments to Institution:

Payee name: Fakultha nemocnica Trencin
Bank: Statna pokladnica

Account No: 7000280438/8180

IBAN: SK23 8180 0000 0070 0028 0438
SWIFT: SPSRSKBA

Payments to Physician:

Payee name: Andrea Cimprichova MD
Bank Co-ordinates:

SWIFT:

IBAN:

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 Idec, 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 valid as of the last

date of signature hereto (the “valid 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. This contract shall be in effect on
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platnos t drAom jej podpisania vSetkymi

zmluvnymi  stranami  a G€innos t  drfiom
nasledujiacim po dni jej zverejnenia v zmysle §
| 47a ods. 1 zékona ¢&. 40/1964 Zb. Obg&iansky

zakonnik v zneni neskorSich predpisov v
centrdlnom registri zmldv na www.crz.gov.sk,

| nakolko ide o povinne zverejiovant zmluvu v
zmysle § 5a ods. 1 zédkona €. 211/2000 Z.z. o
slobodnom pristupe k informaciam v zneni
neskorSich predpisov.

8.2 Spolo¢nost Biogen Idec a Zdravotnicke
zradenie mdze tato zmluvu vypovedat z
akéhokolvek dévodu pisomnou vypovedou s (45)
driovou vypovednou lehotou, doru¢enou druhej
zmluvnej strane  doporu¢enym listom s
potvrdenim dorucenia.

8.3 Tato zmluvu mo6Ze tiez zdravotnicke
zariadenie alebo spolo¢nost Biogen Idec
vypovedat:

€)) pisomnou vypovedou s patnast (15)

driovou vypovednou lehotou, doru¢enou druhej
strane doporu¢enym listom s potvrdenim
doruc€enia, ak sa druha zmluvna strana dopusti
podstatného poruSenia tejto zmluvy a takéto
poruSenie nenapravi v tejto patnast (15) dnovej
lehote (pre vacéSiu zrozumitelnost, za podstatné
porusenie tejto zmluvy sa povazuje okrem iného
kazdé porusSenie platnych  protikorupénych
pravnych predpisov alebo akychkolvek inych
platnych pravnych predpisov); alebo

(b) pisomnou vypovedou s patnast (15)
driovou vypovednou lehotou, doru¢enou druhej
strane doporuc¢enym listom s potvrdenim
dorucenia, ak sa druha zmluvna strana dostane
do platobnej neschopnosti, ukonéi ¢innost alebo
bude v likvidacii, vyda vyhlasenie o postupeni
majetku v prospech svojich veritelov, poda alebo
bude voéi nej podany navrh na konkurz, alebo
bude na podstatni Cast jej majetku vymenovany
spravca konkurznej podstaty.

8.4 V pripade, Ze spolocnost Biogen Idec
vypovie tato zmluvu a poveri iné zdravotnicke
zariadenie vykonavanim dalSich aktivit
suvisiacich so skdSanim, bude zdravotnicke
zariadenie na zaklade odévodnenej poziadavky
spolo¢nosti Biogen Idec spolupracovat so
spolo€nostou Biogen Idec na zabezpelenie
urychleného a koordinovaného prenosu tychto
aktivit na takéto nové zdravotnicke zariadenie.

8.5 V pripade, Ze spolo¢nost Biogen ldec
vypovie tuto zmluvu bez uvedenia dévodu, ma
zdravotnicke zariadenie alekar narok dostat
platbu za vSetky sluzby vykonané podla tejto
zmluvy aZz do datumu Gc€innosti vypovedania; za

the day following the day of its publication in
accordance with § 47(a)(1) of Act No. 40/1964
of the Civil Code as Amended in the Central

Registry of Contracts www.crz.gov.sk, as
these Contracts must be disclosed in

accordance with § 5(a)(1) of Act No. 211/2000,
the Freedom of Information Act as Amended.

8.2 The Agreement may be terminated for
any reason by Biogen Idecupon n (45) 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:

€) 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.

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 Idec,
cooperate with Biogen ldec 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 and Physician shall be entitled to
receive payment for all services performed
under this Agreement through the Effective

109MS401 OSA 1 BI-INSTIT-PHYSICIAN Tripartite Slovakia Draft 100ct2014 Andrea Cimprichova MD

138312_20 (Downloaded 16Jul14 — DO NOT DELETE)

16



predpokladu ze (a) takéto zavazky boli vopred
pisomne schvalené spolo¢nostou Biogen Idec,
(b) zdravotnicke zariadenie a lekar si riadne
splnili svoje povinnosti podla tejto zmluvy a (c)
takéto zavazky nie je mozné vypovedat.
Spolo¢nost Biogen Idec okrem toho uhradi vietky
primerané naklady, ktoré zdravotnickemu
zariadeniu a lekarovi vznikni a suU nevyhnutné
alebo odévodnene potrebné na usporiadané
ukonéenie platnosti tejto zmluvy; za predpokladu,
Ze zdravotnicke zariadenie vopred dostalo
pisomné schvalenie takychto vydavkov od
spolo¢nosti Biogen Idec. V pripade, Ze
spolo¢nost Biogen Idec vypovie tato zmluvu
podla ¢lanku 8.3(a), zodpoveda spolocnost
| Biogen Idec zdravotnickemu zariadeniu a
lekarovi vyhradne len za Uhradu Cdiastky za
| poplatky a vydavky na odborné vykony, ktoré mu

realne a odovodnene vznikli pred takymto
porusenim.
8.6. CRO ako zéastupca spolo¢nosti Biogen

Idec a zmluvnd strana tejto zmluvy len pre Gcely
uvedené v uvodnych vyhlaseniach potvrdzuje, ze
nebude zasahovat do rozhodovania o
vypovedani alebo nevypovedani tejto zmluvy.

9. Ostatné zmluvné ujednania
9.1 Rozpory. Zdravotnicke zariadenie

a lekéar, spolo¢nosti Biogen Idec zarucuja, Ze
plnenie ich povinnosti podla tejto zmluvy nie je a
nebude v rozpore s akoukolvek inou zmluvou,
ktorej s zmluvnymi stranami. Zdravotnicke
| zariadenie a lekdr sa zavazuji informovat
spoloénost Biogen Idec o vSetkych ostatnych
zmluvach s tretimi stranami, ktoré sa akymkolvek
spOsobom tykaju skusania.

9.2 Postipenie. Ziadna zo zmluvnych stran
nesmie postupit svoje prava alebo povinnosti
podla tejto zmluvy, s vynimkou prava spolo¢nosti
Biogen Idec postupit ktorékolvek alebo vSetky
tieto prava alebo povinnosti na svoje dcérske
spolo¢nosti, alebo zaobstarat si  plnenie
niektorych alebo vSetkych zo svojich prav a
povinnosti podla tejto zmluvy svojimi dcérskymi
spolo¢nostami, vratane vyplacania alebo
prijimania finanénych prostriedkov podla tejto
zmluvy. Za kazdé konanie alebo nekonanie
svojich dcérskych spolo¢nosti, ktoré nie su
zmluvnymi stranami tejto zmluvy, zodpoveda
vyhradne spolo¢nost Biogen Idec. Pre Ucely tejto
zmluvy znamena pojem ,dcérske spolo ¢énosti”
akukolvek fyzicku alebo pravnick( osobu, ktora
kontroluje spolo¢nost Biogen Idec, je nou
kontrolovana alebo je s nou pod spolo¢nou
kontrolou. Pojem ,kontrola” znamena priame
alebo nepriame vlastnictvo najmenej 50 %

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,
Biogen Idec shall pay all reasonable costs
incurred by the Institution and Physician 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 Idec
under Article 8.3(a), Biogen Idec shall be liable
to the Institution and Physician 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
Idec and party to this Agreement only for the
purposes stated in the preamble,
acknowledges that it shall not intervene in the
decision to terminate or not to 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 ldec 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 “Affiliate s” 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
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akciového kapitalu, hlasovacich prav alebo
priamu ¢ nepriamu pravomoc riadit alebo
ovplyviiovat riadenie vedenia a internych
predpisov fyzickej alebo pravnickej osoby, €i uz
prostrednictvom vlastnictva cennych papierov s
hlasovacim pravom, na zaklade zmluvy, alebo

inak.

9.3 Oznamenia. Akékolvek  ozndmenie
pozadované alebo povolené podia tejto zmluvy
musi byt v pisomnej forme a ma sa povazovat za
|dorugené k datumu prevzatia v pripade
dorucenia osobne, kuriérskou sluzbou s
doruéenim na nasledujaci den, faxom alebo
doporu¢enym  listom s  doru¢enkou na
nasledujucu adresu (adresy). Okrem pripadov
uvedenych nizSie sa oznamenia a hlasenia
uréené spolo¢nosti Biogen Idec, pozadované
podla tejto zmluvy, maju adresovat na CRO:

Pre zdravotnicke zariadenie:
Fakultnd nemocnica Tren ¢€in,
oddelenie

so sidlom: Legionarska 28

911 71 Trencin, Slovenské republika

Neurologickeé

Pre lekara:

MUDr. Andrea Cimprichova

Zamestnanec Fakultnd nemocnica Tren ¢€in,
Neurologické oddelenie

so sidlom: Legionarska 28

911 71 Trencin, Slovenské republika

Pre CRO: Quintiles, Inc.

Do pozornosti: Jordan
Mullis

4820 Emperor Blvd.
Durham, NC 27703
Tel.: +1 919 998 1664

Fax: + 1 919 805 3280

Oznamenia, hlasenia a dalSia koreSpondencia,
tykajica sa nasledujacich ¢lankov tejto zmluvy,
sa ma zasielat spolo¢nosti Biogen Idec a zaroven
v képii na spolo¢nost Quintiles na vySSie uvedenu
adresu:

1. Clanok 1.7 (hlasenie zavaznych neZziaducich
udalosti)

2. Clanok 5 (vynélezy a vlastnictvo Gdajov)

3. Clanok 6 (publikovanie)

4. Clanok 8 (doba platnosti a vypovedanie
zmluvy)

Pre spolognost Biogen Idec: Biogen ldec

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(es). Except
as detailed below, notices and reports to
Biogen Idec required under this Agreement
shall be directed to CRO:

If to the Institution:

Fakultha nemocnica Trencin, Neurologicke
oddelenie

having a place of business at: Legionarska 28,
911 71 Trencin, Slovak Republic

If to thr Physician:

Andrea Cimprichova, MD employee of
Fakultha nemocnica Trencin, Neurologicke
oddelenie

having a place of business at: Legionarska 28,
911 71 Trencin, Slovak Republic

If to CRO: Quintiles, Inc.

Attn: Jordan Mullis

4820 Emperor Blvd.
Durham, NC 27703
Tel: + 1 919 998 1664
Fax: + 1 919 805 3280

Notices, reports and other correspondence
related to the following Articles of this
Agreement shall be sent to Biogen Idec, with a
simultaneous copy to Quintiles at the above
address:

1. Article 1.7 (serious adverse event
reporting);

2. Article 5 (inventions and data ownership);

3. Article 6 (publication);

4. Article 8 (term and termination)

If to Biogen Idec:
Research

Biogen Idec
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Research Limited

Innovation House

70 Norden Road

Maidenhead

Berkshire SL6 4AY

Velka Britania

Do pozornosti: Viceprezident,
Hlavny  medzinarodny  pravny
poradca

Tel.: +41 41 39 21 700

Fax: +41 413921718

9.4 Nadriadené préavo a jurisdikcia. Této
zmluva a prava a povinnosti zmluvnych stran
podla tejto zmluvy sa riadia pravnymi predpismi
Slovenskej republiky a interpretuji sa v sulade s
nimi.

VSetky spory, ktoré vzniknd v slvislosti s touto
zmluvou, vratane sporov tykajucich sa existencie
a platnosti tejto zmluvy, sa budu rieSit na sudoch
v Slovenskej republike.

9.5 Vztah zmluvnych stran. Tato zmluva
nevytvara ziadny zastupitelsky ani partnersky
vztah medzi spoloénostou Biogen Idec, CRO a
zdravotnickym zariadenim a lekarom, ani nedava
Ziadnej zo zmluvnych stran pravomoc zavazovat
druht zmluvnu stranu.

9.6 Pouzitie nazvov. Bez predchadzajliceho
pisomného suhlasu druhej zmluvnej strany
nesmie ani spoloénost Biogen Idec ani
zdravotnicke zariadenie pouzit nazov druhej
zmluvnej strany v sdvislosti s akoukolvek
reklamou alebo publicitou.

9.7 Uplnost _ zmluvy/Oddelitelnost.  Této
zmluva predstavuje celé ujednanie zmluvnych
stran v predmetnej veci a je nadriadena vSetkym
predchadzajucim dohodam (Ci uz uUstnym alebo
pisomnym), rokovaniam a diskusiam, tykajicim
sa predmetu tejto zmluvy. Ziadny dodatok, zmena
ani doplnenie tejto zmluvy nie je platné, ak nie je
vyhotovené vo forme pisomného dokumentu
podpisaného lekarom a opravnenymi zastupcami
spolo¢nosti Biogen Idec a zdravotnickeho
zariadenia. Nevymahanie prav podla tejto zmluvy
niektorou z jej zmluvnych stran sa nema
povaZzovat za vzdanie sa tohto prava alebo
moznosti uplatfiovat toto pravo neskér podla
konkrétnej situacie, ktordA nastane, alebo
vypovedat tuto zmluvu v dbésledku akéhokolvek
neskorSieho neplnenia alebo poruSenia.

Limited

Innovation House

70 Norden Road

Maidenhead

Berkshire SL6 4AY

United Kingdom

Attn: Vice President,

Legal Chief International Counsel

Tel: +41 41 39 21 700
Fax: +41413921718

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
Slovak 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 the Slovak
Republic.

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

9.6 Use of Names. Neither Biogen ldec 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.
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|9.8 Jazyk  zmluvy. Téato zmluva je
vyhotovena v anglickom a slovenskom jazyku. V
pripade problémov s interpretaciou zmluvy je
nadriadena jej slovenska verzia.

9.9 Uzatvorenie zmluvy; pocet rovnopisov.
Tato zmluva (a) mdze byt vyhotovend vo
| viacerych rovnopisoch, z ktorych kazdy sa
povaZuje za original a ktoré spolo¢ne predstavuju
jednu zmluvu zavaznu pre vSetky zmluvné strany
a (b) sa povazuje za uzatvorenu danou zmluvnou
stranou po doruceni podpisu danej zmluvnej
strany ostatnym zmluvnym stranam osobne, e-
mailom alebo faxovym prenosom, podla toho,
ktory spbésob bude vhodny. Zmluvné strany
suhlasia, ze akykolvek podpis doruceny e-
mailom alebo faxovym prenosom ma rovnaku
platnost a U¢innost, ako originalny podpis.

9.10 NavsStevy centra skuSania. Sucastou
tohto skiSania budld kontakty pre vzdialené
monitorovanie, vzdialené monitorovacie navstevy
a  monitorovacie navstevy na  mieste.
Zdravotnicke zariadenie a lekar ber( na vedomie
vSetky druhy monitorovania v rozsahu skdSania a
prispdsobia sa im. Ak sa od lekara bude
pozadovat G€ast na vzdialenom monitorovani,
doru¢i sa mu oznadmenie vopred a stanovi sa
termin vyhovujuci vSetkym stranam.
Monitorovacie navstevy na mieste sa budu konat
po doru¢eni oznamenia vopred a takato navsteva
mdze trvat najviac 8 hodin.

[ZvySok tejto strany je Umyselne ponechany
prazdny.]

9.8 Language. The Agreement is made in
English and Slovak. In the event of problems of
interpretation, the Slovak 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 party 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.
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.]
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Na znak suhlasu s vySSie uvedenym zmluvné
strany uzatvaraju tato zmluvu k datumu ucinnosti
prostrednictvom  podpisov  svojich  riadne
opravnenych zastupcov.

MUDr Andrea Cimprichova

Zmluvnd strana zmluvy pre platobné tcely
Podpis:

Titul: lekar

Datum:

BIOGEN IDEC RESEARCH
v zastUpeni Quintiles Slovakia s.r.o.

LIMITED

Podpis

Datum

MUDr. Aurélia MojzeSova, AD Co

Datum:

Fakultnd nemocnica Tren ¢€in Zmluvna strana
zmluvy pre platobné tcely

Podpis

Podpis MUDr. Stanislav Pastva
Riaditel zdravotnickeho zariadenia

Datum:

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

Andrea Cimprichova, MD
Party to the Agreement for payment purposes
By:

Title: Physician

Date:

BIOGEN IDEC RESEARCH  LIMITED
represented by Quintiles Slovakia s.r.o.

By

Datum

By: Aurélia MojzeSova, MD, AD Co

Date:

Fakultha nemocnica Tren ¢&in Party to the
Agreement for payment purposes

By

Director,

By Stanislav Pastva, MD
Director,

Date:
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Priloha A
Platby

Spolo¢nost Biogen ldec bude prostrednictvom
CRO vyplacat zdravotnickemu zariadeniu
alekarovi Uhradu kazdych Sest mesiacov, za
skompletizované (daje zadané do eDC za
predchadzajucich 6 mesiacov v sllade s
pripojenym rozpoctom. Splatné platby sa budud
poukazovat na zéklade Udajov o zaradovani za
predchadzajucich Sest mesiacov, potvrdenych
pacientskymi zaznamovymi harkami (CRF),
prijatymi od zdravotnickeho zariadenia a lekara,
ktoré dokladaju navstevnost  subjektov.
Zaverecnd platba sa poukdze na zaklade
overenia skuto€nej navsStevnosti subjektov a
spoloénost’ Biogen Idec ju prostrednictvom CRO
uhradi zdravotnickemu zariadeniu a lekarovi po
kone¢nom prevzati vSetkych stranok CRF
spolo¢nostou Biogen Idec, vydani a vyrieSeni
vSetkych vysvetleni k (dajom, prevzati a
schvaleni vSetkych chybajdcich dokumentov pre
kontrolné Udrady, pozadovanych CRO alebo
spolo¢nostou Biogen Idec a po splneni vSetkych
dalSich prislusnych podmienok, uvedenych v
zmluve.

Platby zdravotnickemu zariadeniu a lekarovi
podliehaju nasledujiucim podmienkam:

. Kazdych Sest (6) mesiacov vystavi
zdravotnicke zariadenie v spolupraci s
lekdrom pre CRO faktiru na platbu za
sluzby, ktoré v predchadzajucich Siestich
(6) mesiacoch poskytlo k spokojnosti
spolo¢nosti Biogen Idec. Zdravotnicke
zariadenie a lekar bude uc¢tovat len podla
rozvrhu navstev, uvedeného nizSie a
bude brat do dvahy len tie subjekty

Schedule A
Payments

Biogen Idec shall through the CRO reimburse
the Institution and Physician every six months,
for the completed data entered in to the eDC
during the previous 6 months in accordance
with the attached budget. Payment due will be
made based upon prior six month enroliment
data confirmed by subject CRFs received from
the Institution and/or Physician supporting
subject visitation. Final payment will be issued
based upon verification of actual subject visits,
and will be paid by Biogen Idec through the
CRO to the Institution and Physician upon final
acceptance by Biogen Idec of all CRFs pages,
all data clarifications issued and resolved, the
receipt and approval of any outstanding
regulatory documents as required by CRO
and/or Biogen Idec and upon satisfaction of all
other applicable conditions set forth in the
Agreement.

Payments to the Institution and Physician shall
be subject to the following:

. Every six (6) months, the Institution in
cooperation with Physician will issue
an invoice or other tax papers to CRO
for payment of the services it has
provided, to Biogen Idec's satisfaction,
in the previous six (6) months. The
Institution and Physician shall only bill
according to the visit schedule as set
out below and in respect of Study
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zUCastiujuce sa na skuSani, pre ktoré

spolo¢nost Biogen Idec dostala v
priebehu predchadzajucich Siestich (6)
mesiacov vyplnené pacientske
zaznamové harky (CRF).

. Pod podmienkou dodrzania zvySnych
ustanoveni tejto zmluvy, spolo¢nost
Biogen Idec prostrednictvom CRO
vyplati Ciastky uvedené na tychto
faktrach do tridsiatich (30) dni od ich
prevzatia.

Ciastky stanovené v nasledujicich tabulkach sa
rozumejua bez dane z pridanej hodnoty (DPH).
Spolo¢nost Biogen ldec prostrednictvom CRO
zaplati DPH, ak je to pozadované pravnymi
predpismi a tiez ak zdravotnicke zariadenie
nauctuje a rozpiSe DPH na svojich faktdrach,
ktoré musia byt plne v sulade s platnymi
danovymi pravnymi predpismi.

Za platbu akychkolvek a vSetkych dani alebo
dalSich poplatkov, ktoré sa na platby vztahuja
alebo moézu vztahovat, zodpoveda vyhradne
zdravotnicke  zariadenie a lekar.  Pokial
spoloénost Biogen Idec vyslovne neschvali
naklady avydavky sudvisiace s vykonavanim
skuSania, zodovedd za ne zdravotnicke
zariadenie a lekar.

VSetky faktary musia byt adresované na CRO:

Quintiles Slovakia, s. r. 0.
Zamocka 34
811 01 Bratislava, Slovenska republika

Upozorfiujeme, Ze faktlry nebudud spracované, ak
nebudud obsahovat:

- Meno/nazov adreséta:

- Nazov zadavatela: Biogen Idec Research
Limited

- Cislo protokolu: 109MS401

- Meno skuSajiceho

Po prevzati a overeni bude Uhrada faktar

zahrnuté do najblizSej planovanej pravidelnej
platby za aktivitu subjektov skiSania.

Nasleduje rozpo ¢€et:

Zdravotnicke
Navsteva zariadenie

VN

96.06

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, Biogen
Idec shall through the CRO pay the
amount set out in the invoices within
thirty (30) days of the receipt of such
invoices.

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

The Institution and Physician 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 prior to incurring the cost or expense, the
Institution shall be responsible for any such
costs and expenses incurred by it in conducting
the Study.

All invoices shall be addressed to the CRO:

Quintiles Slovakia, s. r. 0.
Zamocka 34
811 01 Bratislava, Slovak Republic

Please note that invoices will not be processed
unless they reference:

- Name of the addressee:

- Sponsor name: Biogen Idec Research
Limited

- Protocol number:109MS401

- Investigator name

After receipt and verification, reimbursement of
invoices may be included with the next
regularly scheduled payment for subject
activity.

The Budget is as follows:

Institution
96.06

Visit
BV
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M6 85.8
M12 85.8
M18 85.8
M24 85.8
M30 85.8
M36 85.8
M42 85.8
M48 85.8
M54 85.8
M60 85.8
Spolu 954.06€
Lekar:
Navsteva Lekar
VN 224.14
M6 200.2
M12 200.2
M18 200.2
M24 200.2
M30 200.2
M36 200.2
M42 200.2
M48 200.2
M54 200.2
M60 200.2
Spolu 2226.14

Platby, pre pripad
vykonania pre

lekara EUR

SAE 36

SC za hodinu, za
EDC trening 26

Lekar za hodinu, za

EDC tréning 101

Dodatocna
platba

EUR

Start up poplatok
*Jednorazovy
nenavratny prislevok
v sume 706€ bude
uhradeny v prospech
zdravotnickeho
zariadenia a lekéara
po obdrzani
dokumentécie z

706€

M6 85.8
M12 85.8
M18 85.8
M24 85.8
M30 85.8
M36 85.8
M42 85.8
M48 85.8
M54 85.8
M60 85.8
Total 954.06€
Physician:

Physician:
Visit
BV 224.14
M6 200.2
M12 200.2
M18 200.2
M24 200.2
M30 200.2
M36 200.2
M42 200.2
M48 200.2
M54 200.2
M60 200.2
Total 2226.14
Conditional
procedures for
physician EUR
SAE 36
SC (per hour, for
EDC training) 26
Physician - per
hour, for EDC
training 101
Additional
costs EUR
Study Start-Up
Fee/Site Set-Up
Fee* *One-time non-
refundable set up
fee of 706 € will be
made upon
completion and
receipt by Quintiles
of all original 706€
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organov regulacie a
etickych komisii, na
zaklade faktiry v
pomere 30: 70
zdravotnicke
zariadenie : lekar.

» Platby pri pred €éasnom vyradeni alebo
vystupeni zo skdSania
Uhrady za subjekty, ktoré boli zo ski3ania
vyradené alebo z neho pred¢asne vystupili, budu
vyplatené pomernym spdsobom podla poctu
potvrdenych absolvovanych navstev.

e Zalohova platba

V tomto skdSani sa nebudld uhradzat Ziadne
zalohové platby.

» Platby nezavislym etickym komisiam

Poplatky nezavislym etickym komisiam sa budu
uhradzat ako prefakturovdvané naklady po
prevzati faktdry a nie su zahrnuté v pripojenom
rozpocte. VSetky nasledné podania alebo
predizenia platnosti sa po schvaleni CRO a
spolo¢nostou Biogen Idec budld uhradzat po
prevzati prisluSnej dokumentécie.

Priloha B
Uplatkarstvo a korupcia

Zdravotnicke zariadenie, lekar, personal skdsania
a vSetky dalSie osoby, ktoré prispievaju k vedeniu
skiSania (dalej ,osoby zapojené do skiSania” )
musia v priebehu skdSania za kazdych okolnosti
dodrziavat Protikorupény zékon Velkej Britanie z
roku 2010 (dalej ,Protikorup ¢ény zakon” ), Zakon
o zahraniénych korupénych praktikdch Spojenych
Statov americkych z roku 1977 (dalej ,FCPA” ) a
akékolvek iné platné pravne predpisy, namierené
proti Uplatkarstvu a korupcii (dalej spolocne
.platné protikorup ¢éné pravne predpisy” ).

Osoby zapojené do skdSania sU povinné
oboznamit sa s ustanoveniami platnych
protikorupénych pravnych predpisov a dodrziavat
ich. Nasledujici text ma poskytnat len suthrn
zakladnych  zasad, ktoré s  zadkladom
Protikorupéného zakona a FCPA.

(A)

Osoby zapojené do skiSania musia za

contractual and
regulatory
documentation and
receipt of an original
invoice with ratio
30:70 institution:
physician-

. Discontinued or Early Termination
Payments

Reimbursement for discontinued or early
termination subjects will be prorated based on
the number of confirmed completed visits.

e Advance Payment

No advance payment will be made for this
study.

« Institutional Review Boards (“IRBs”)
Independent Ethics Committees
(“IECs") Payments

IRB/IEC costs will be reimbursed on a pass-
through basis upon receipt of invoice and are
not included in the attached Budget. Any
subsequent re-submissions or renewals, upon
approval by CRO and/or Biogen Idec, will be
reimbursed upon receipt of appropriate
documentation.

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.

The Trial Parties must at all times act

(A)
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kazdych okolnosti konat cestne a poctivo a
dodrziavat najvysSie etické normy.

(B) Osoby zapojené do skdSania nesmu
poukazat, odovzdat ani ponukat Ziadnu platbu,
dar alebo iny prospech & vyhodu akejkolvek
osobe za Ucelom:

0] ziskania

nendlezitej  vyhody;

alebo

(i) nabadania prijemcu alebo ingj
osoby na konanie alebo nekonanie v rozpore s
ich povinnostami alebo zodpovednostou (alebo
za U¢elom odmenenia takéhoto konania).

Tento zakaz plati za kazdych okolnosti a
vo vSetkych situaciach. Aby sa prediSlo
akymkolvek pochybnostiam, plati tak v styku s
Lverejnymi predstavitelmi” ako aj SO
zamestnancami a zastupcami komerénych firiem.

© Zvlastnu pozornost je vSak potrebné
venovat stykom s verejnymi predstavitelmi.
Osoby zapojené do skiSania nesmiU poukazat,
odovzdat ani ponukat zZiadnu platbu, dar alebo
iny prospech ¢&i vyhodu za Géelom ovplyvnenia
akéhokolvek  konania  alebo  rozhodnutia
verejného  predstavitela (alebo nabadania
takéhoto predstavitela, aby vyuzil svoj vplyv na
inad fyzicka alebo pravnickd osobu, ¢&i Statnu
inStitdciu  alebo  ovplyvnil & zasiahol do
akéhokolvek konania alebo rozhodnutia takejto
inej fyzickej alebo pravnickej osoby, &i Statnej
institacie).

(D) Pojem ,verejny predstavite I" zahffha
kazdli osobu, konajucu v mene akéhokolvek
ministerstva, Uradu alebo institlcie vlady, alebo
Statom vlastneného ¢i kontrolovaného podniku.
To zahffa napriklad aj zdravotnickych
pracovnikov zamestnanych v nemocniciach alebo
poliklinikach, prevadzkovanych Statom alebo
obcami a zastupcov verejnych medzinarodnych
organizacii.

(E) Osoby zapojené do skdSania nesmu
poukazat, odovzdat ani ponukat ziadnu platbu,
dar alebo iny prospech ¢i vyhodu akejkolvek
osobe, ak maju vedomost alebo podozrenie, ze
tieto finanéné prostriedky, dar alebo iny prospech
¢i vyhoda sa Ciasto€ne alebo Uplne, priamo alebo
nepriamo pouZziju v rozpore s vysSie uvedenymi
¢lankami (B) a (C).

(3] Osoby zapojené do skuSania vytvoria a
budd viest G¢tovné knihy, zapisy a zaznamy,
ktoré budd do primeranych podrobnosti, presne a
poctivo zachytavat vSetky ich transakcie s
aktivami a prerozdelovanie aktiv.

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:

0] securing any improper
advantage; or
(ii) 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.

© 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.

(BE) 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.

(3] 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.
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(G) Osoby zapojené do skuSania vytvoria a
budu udrZiavat systém internej uc¢tovnej kontroly,
postacujuci na to, aby poskytol primerané zaruky
dodrzania nasledujucich podmienok:

0] transakcie sa vykonavaju v sulade so

vSeobecnymi alebo Specidlnymi povereniami
vedenia,;

(i) transakcie sa podla potreby
zaznamenavaju tak,

() aby umoznovali pripravovat financéné

vykazy v sllade so vSeobecne uznavanymi
uétovnymi zasadami a dalSimi kritériami, platnymi
pre takéto vykazy a

{l)) aby umoznovali viest evidenciu aktiv;
(iii) pristup k aktivam je povoleny len v
sulade so vSeobecnymi alebo Specialnymi

povereniami vedenia;

(iv) zaznamenana evidencia aktiv sa v
primeranych intervaloch porovnava s existujacimi
(redlnymi) aktivami a v pripade akychkolvek
nezrovnalosti sa podniknd primerané opatrenia.

devise and
accounting
reasonable

(G) The Trial Parties shall
maintain a system of internal
controls sufficient to provide
assurances that —

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

(ii) 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

(1 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.
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