RADIOLOGY SERVICES AGREEMENT

SMLOUVA O POSKYTOVANI RADIOLOGICKYCH
SLUZEB

This  Radiology  Services  Agreement
“Agreement”), is made by and between
Biogen Idec Research Limited, a corporation
established under the laws of England with its
principal executive offices located at Innovation
House, 70 Norden Road, Maidenhead, Berkshire, SL6
4AY, United Kingdom (“Biogen™), and

(this

Tato Smlouva o poskytovani radiologickych sluzeb
(dale jen ,,Smlouva®) je uzavirana mezi

spole¢nosti Biogen Idec Research Limited,
spolecnosti zalozenou podle zakond Anglie se sidlem
Innovation House, 70 Norden Road, Maidenhead,
Berkshire, SL6 4AY, Spojené kralovstvi (dale jen
,,Biogen®), a

IQVIA RDS Czech Republic, s.r.0. with offices
located at Pernerova 691/42, 186 00 Praha 8 — Karlin,
Czech Republic, Identification number: 247 68 651,
Tax Identification number: CZ24768651, acting on the
basis of Power of Attorney dated 30 August 2022 (the
“CRO”), and

spole¢nosti IQVIA RDS Czech Republic, s.r.o0., se
sidlem na adrese Pernerova 691/42, 186 00 Praha 8 —
Karlin, Ceska republika, ICO: 247 68 651, DIC:
CZ24768651, jednajici na zaklad¢ plné moci ze dne
30. srpna 2022 (dale jen ,,CRO%), a

Nemocnice Na Homolce, state funded organization
established under the laws of Czech Republic by the
Ministry of health with its registered offices located at
Roentgenova 37/2, 150 30 Praha 5, Czech Republic,
Identification number: 00023884,
VAT: CZ00023884, represented by MUDr. Petr
Polouéek, MBA, Director (“Service Provider”)

Nemocnici Na Homolce, statni ptispévkovou
organizaci zfizenou Ministerstvem zdravotnictvi
Ceské republiky se sidlem Roentgenova 37/2, 150 30
Praha 5, Ceska republika, ICO: 00023884, DIC:
CZ00023884, zastoupena MUDr. Petrem
Polou¢kem, MBA, feditelem (dale jen ,,Poskytovatel
sluzeb®)

Together the “Parties” or each, individually, a
“Party”).

Spolecné dale jen ,.Smluvni strany* nebo kazda
jednotliveé ,.Smluvni strana™).

WHEREAS, Biogen plans to conduct a certain study in
patients at the site of Fakultni nemocnice v Motole
located at VV Uvalu 84, 150 06 Praha 5, Czech Republic
under the supervision of NN
and at the site FORBELI s.r.o. located at Za valem
1497/6, 148 00 Praha 4, Czech Republic under the
supervision of | NN -
described herein and entitled “Randomized, Double-
Blind, Placebo-Controlled, Parallel-Group Study
to Assess the Efficacy, Safety, and Tolerability of
BIIBO80 in Subjects with Mild Cognitive
Impairment Due to Alzheimer’s Disease or Mild
Alzheimer’s Disease Dementia” — 247AD201” (the
“Trial”); Fakultni nemocnice v Motole and FORBELI
s.r.0. together as the “Institution”) and
and
together as “Investigator).

SPOLECNOST Biogen planuje provadéni urcitého
klinického hodnoceni pro pacienty na pracovisti
Fakultni nemocnice v Motole se sidlem V Uvalu 84,
150 06 Praha 5, Ceskd republika pod dohledem
a na pracovisti FORBELI
s.r.0. se sidlem Za valem 1497/6, 148 00 Praha 4,
Ceska republika pod dohledem
tak, jak je zde popsano, snazvem
»-Randomizované, dvojité zaslepené, placebem
kontrolované klinické hodnoceni s paralelnimi
skupinami  posuzujici tcinnost, bezpecnost
a snasenlivost pripravku BIIB080 u pacienti
S mirnym Kkognitivnim postiZenim v disledku
Alzheimerovy choroby nebo S mirnou
Alzheimerovou demenci — 247AD201“ (dale jen
,Klinické  hodnoceni). Fakultni nemocnice
vV Motole a FORBELI s.r.o. spoleéné¢ dale jako

Ldravotnické zaiizeni*‘) a
- a spolecné dale

jako ,.ZkousSejici).

WHEREAS, Biogen has entered into a separate
agreement with the CRO to perform certain duties in
connection with the Trial, including making payments
to Payee (as defined below) on behalf of Biogen 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, and the CRO
shall have no other rights or obligations under this
Agreement;

Spole¢nost Biogen uzaviela samostatnou smlouvu
SCRO, vniz ji povétila plnénim nékterych
povinnosti tykajicich se Klinického hodnoceni,
véetn¢ provadéni plateb Piijemci plateb (jak je
definovan nize) jménem spolecnosti Biogen, a
smluvni strany se dohodly, Ze se CRO stane smluvni
stranou této Smlouvy, a to vyhradné¢ za ucelem
provadéni plateb podle této Smlouvy jménem
spolecnosti Biogen s tim, ze CRO nebude mit z této
Smlouvy z&dna dal$i prava ani povinnosti.
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WHEREAS, Biogen desires Service Provider to
perform certain services for Biogen in connection with
the Trial and Service Provider is willing to perform
such services for Biogen, under the terms and
conditions of this Agreement. The details of the
services to be performed in connection with the Trial
shall be identified in Schedule A attached to this
Agreement (“Schedule A”);

Spolecnost Biogen si pfeje, aby pro ni Poskytovatel
sluzeb v souvislosti s Klinickym  hodnocenim
poskytovat urcité sluzby, a Poskytovatel sluzeb je
ochoten takové sluzby pro Biogen podle podminek
této Smlouvy provadét. Podrobny popis sluzeb
poskytovanych v souvislosti s Klinickym
hodnocenim bude uveden“ v Priloze A k této
Smlouvé (dale jen ,,Priloha A®).

NOw, THEREFORE, in consideration of the mutual
covenants contained in this Agreement and for other
good and valuable consideration, the receipt and
sufficiency of which are hereby acknowledged, Parties
hereby agree as follows:

Po zvédzeni vzajemnych zavazkd a prisliba
uvedenych v této Smlouvé a za pfimétené a hodnotné
protiplnéni, jehoz piijeti a dostatecnost jsou timto
potvrzeny, se Smluvni strany dohodly na uzavieni
Smlouvy Vv tomto znéni:

1. Performance of Services and Compliance with | 1. Poskytovani sluzeb a dodrzovani platnych
Laws. zakonu.
11 Service Provider shall perform certain | 1.1 Poskytovatel sluzeb bude spole¢nosti Biogen

services (the “Services”) and create certain
deliverables (the “Deliverables”) for Biogen, as
described in Schedule A, in accordance with the
timelines set forth in this Schedule. The terms of the
Schedule are incorporated into this Agreement by
reference and shall be binding upon each Party and its
respective employees, directors, officers,
subcontractors, consultants, agents and representatives
(together, its “Representatives”).

poskytovat uréité sluzby (dale jen ,SluZby*)
a vytvaret pro ni plnéni (dale jen ,,Plnéni*‘) popsané
v Pfiloze A v terminech, které jsou v ni stanoveny.
Podminky Pfilohy se odkazem na né stavaji soucasti
této Smlouvy a jsou zavazné pro vSechny Smluvni
strany vcetné jejich zaméstnanct, ¢lent statutarnich
organt, vykonnych fidicich pracovnikd,
subdodavatelti, poradcti, prostfedniki a zastupct
(dale jen ,,Zdstupci*).

1.2 In performing the Services, Service Provider
shall comply with (a) any standard operating
procedures that have been mutually agreed upon in
advance by the Parties, (b) the Trial protocol, (c)
written instructions from Biogen, the Institution or the
Investigator, as the case may be, (d) all relevant
professional standards and (e) all applicable laws,
regulations and guidelines. In particular, Service
Provider shall at all times comply with (i) the
regulations issued by the ICH on Good Clinical
Practice, (ii) all relevant national laws, rules and
regulations in relation to Good Clinical Practice, (iii)
to the extent applicable, Directive 2005/28/EC, dated
8 April 2005, and Directive 2001/20/EC, dated 4 April
2001, identifying the principles and detailed
guidelines for Good Clinical Practice, (collectively,
“Good Clinical Practices” or “GCP”).

1.2 Pii poskytovani Sluzeb se bude Poskytovatel
sluzeb fidit (a) standardnimi pracovnimi postupy
dohodnutymi mezi Smluvnimi stranami pfedem, (b)
protokolem Klinického hodnoceni, (c) pisemnymi
pokyny od spolecnosti Biogen, Zdravotnického
zafizeni nebo Zkousejiciho, (d) platnymi profesnimi
normami a smernicemi a (e) vSemi platnymi zakony,
smernicemi a pokyny. Zejména bude Poskytovatel
sluzeb jednat vzdy vsouladu (i) s ptedpisy ICH
0 spravné klinické praxi, (ii)) se vSemi platnymi
narodnimi  predpisy, pravidly a smérnicemi
upravujicimi  spravnou  klinickou praxi a (iii)
v rozsahu, v jakém se na né&j vztahuji, také v souladu
s ustanovenimi smérnice 2005/28/ES z 8. dubna
2005 a smérnice 2001/20/ES ze 4. dubna 2001, které
vymezuji zasady a podrobné pokyny pro spravnou
klinickou praxi (dale jen souhrnné ,,zdsady sprdavné
klinické praxe‘ nebo ,,GCP*).

13 Service Provider shall report to Biogen any
breach of GCP, or facts that may lead to a potential
breach of GCP, or breach of the Trial protocol within
seven (7) days of such a breach or of Service
Provider’s awareness of the relevant facts that may
lead to a breach.

1.3 Poskytovatel sluzeb bude spolecnost Biogen
upozoriiovat na pripadna poruSeni zasad spravné
klinické praxe vcetné skutecnosti, které¢ by mohly
vést kjejich poruSeni, a na pfipadnd porusSeni
protokolu Klinického hodnoceni do sedmi (7) dnt od
poruseni nebo od okamziku, kdy se dozvi
0 podstatnych skutec¢nostech, které by k nému mohly
vést.

14 Service Provider and its Representatives
acknowledge that Biogen and its Affiliates (as defined
in Section 15.3 below) must adhere to the provisions
of (i) the Bribery Act 2010 of the United Kingdom
(“Bribery Act™); (ii) the. Foreign Corrupt Practices

14 Poskytovatel sluzeb a vSichni jeho Zastupci
jsou si védomi toho, Ze spole¢nost Biogen a jeji
Ptidruzené spolecnosti (definice viz nize v ¢lanku
15.3) jsou povinny dodrzovat ustanoveni (i) zakona
Spojeného kralovstvi o korup¢nich praktikach z roku
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Act 1977 of the United States of America, as amended,
codified at 15 U.S.C. §§ 78dd-1, et seq. (“FCPA”),
and (iii) any other applicable anti-corruption
legislation (together the “Applicable Anti-Corruption
Legislation”). A summary of the key principles
underlying the Bribery Act and the FCPA is set out in
schedule B (“Schedule B”) attached hereto. Each
Party shall inform its Representatives of the provisions
of the Bribery Act and the FCPA. Neither Party nor its
Representatives shall engage in any activity that is
prohibited by the Applicable Anti-Corruption
Legislation, including bribery, kickbacks, payoffs or
other corrupt business practices.

2010 (dale jen ,,Protikorupcni zdakon®), (ii) zakona
Spojenych stath americkych 0 zakazu korupénich
praktik v zahrani¢i zroku 1977, v platném znéni,
ktery je soucasti sbirky zakont 15 U.S.C. §§ 78dd-1
a nésl. (dale jen ,.zdkon FCPA*)a (iii) ptipadnych
dalsich platnych predpist zakazujicich korupcni
praktiky (dale spole¢n¢ jako ,,Platné protikorupcni
DPiedpisy). Shrnuti zakladnich principt
Protikorupéniho zékona a zakona FCPA je uvedeno
v Priloze B (dale jen ,,Priloha B*) k této Smlouve.
S ustanovenimi Protikorupéniho zikona a zékona
FCPA seznami Smluvni strany své Zastupce.
Smluvni strany a jejich Zastupci se nebudou podilet
na zadnych Ccinnostech, které jsou Platnymi
protikorup¢nimi predpisy zakazany, jako je napiiklad
uplaceni, poskytovani nezdkonnych provizi a odmén
nebo jiné korup¢ni obchodni praktiky.

15 Service Provider shall use only experienced
and qualified personnel to perform the Services.
Service Provider shall use its best efforts to ensure that
its Representatives comply with all of the terms and
provisions of this Agreement and Service Provider
shall be held liable for all acts and omissions of its
Representatives in the performance of this Agreement.

Biogen and CRO acknowledge that neither the
Representatives nor any other person in the Service
Provider's employ are authorized to enter into any
direct contractual relationship with Biogen or CRO or
any other person acting in concert with, at the direction
of, or for the benefit of Biogen or CRO in connection
with the provision of the Services under this
Agreement, or to receive any consideration under such
contractual relationship, unless the Service Provider is
a party to such a contract.

15 K poskytovani Sluzeb bude Poskytovatel
sluzeb vyuzivat pouze zkusené a kvalifikované
pracovniky. Poskytovatel sluzeb ucini vse pro to, aby
jeho Zastupci dodrzovali vSechny podminky a
ustanoveni této Smlouvy, a ponese odpovédnost za
veskeré Cinnosti a opomenuti svych Zastupct pfi
plnéni této Smlouvy.

Spolecnost Biogen a CRO berou na védomi, ze
Zastupci, ani jakakoli jind osoba v pracovnim
poméru k Poskytovateli sluzeb nejsou opravnéni
vstupovat v souvislosti s poskytovanim Sluzeb dle
této Smlouvy do jakychkoli pfimych smluvnich
vztahli se spolecnosti Biogen nebo CRO nebo s
jakoukoli jinou osobou jednajici s nimi ve shod¢, na
jejich prikaz nebo v jejich prospéch, a prijimat na
zakladé téchto smluvnich vztahti jakékoli plnéni,
ledaze je Poskytovatel Sluzeb ucastnikem takové
smlouvy.

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

1.6 Poskytovatel sluzeb je povinen vést po celou
dobu zaznamy, kterymi bude moci dolozit pouzivani
pfiméfenych systémd a kontrol fizeni jakosti
zaruCujicich  spolehlivost, kvalitu a integritu
veskerych udaji.

1.7 Biogen and Investigator undertake to order the
Services associated only with such amyloid PET
examination with use of Amyvid/ Vizamyl/ Neuraceq,
within the meaning of Section 71 par. 1 lit. a) of Act
No. 373/2011 Caoll., on Specific Healthcare Services,
as amended, that shows its net benefit, weighing the
total potential diagnostic or therapeutic benefits it
produces, including the direct health benefits to an
individual and the benefits to society, against the
individual detriment that the exposure associated with
the examination might cause (Section 72 par. 2 of Act
No. 373/2011 Coll.).

1.8 Biogen and Investigator undertake to order the
Services associated only with such tau-PET CT

1.7 Biogen a Zkousejici se zavazuji pozadovat
Sluzby spojené pouze s takovym PET amyloidovym
vySetfenim s pouzitim Amyvid/ Vizamyl/ NeuraCeq,
ve smyslu § 71, odst. 1, pism. a) zdkona ¢. 373/2011
Sb. o specifickych zdravotnich sluzbach, v platném
znéni, u néhoz bude prokazan piimy piinos pro
zdravi osoby ve srovnani s Ujmou, kterou muze
1ékatské ozareni spojené s vySetienim zptsobit (§ 72
odst. 2 zakona ¢. 373/2011 Sb.).

1.8 Biogen a ZkouSejici se zavazuji pozadovat
Sluzby spojené pouze s takovym tau-PET CT
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examination within the meaning of Section 71 par. 1
lit. a) of Act No. 373/2011 Coll.,, on Specific
Healthcare Services, as amended, that shows its net
benefit, weighing the total potential diagnostic or
therapeutic benefits it produces, including the direct
health benefits to an individual and the benefits to
society, against the individual detriment that the
exposure associated with the examination might cause
(Section 72 par. 2 of Act No. 373/2011 Coll.).

vySetienim ve smyslu § 71, odst. 1, pism. a) zdkona
¢.373/2011 Sb. o specifickych zdravotnich sluzbach,
v platném znéni, u né¢hoz bude prokazan primy piinos
pro zdravi osoby ve srovnani s ijmou, kterou muze
1ékatské ozareni spojené s vySetienim zpusobit (§ 72
odst. 2 zakona ¢. 373/2011 Sb.).

2. Payment for Services and Expenses.

2. Platby za Sluzby a Naklady.

2.1 A budget and payment schedule for the
Services (the “Budget ) shall be included in Schedule
A. Services shall be billed in accordance with the
payment terms outlined in Schedule A. The aggregate
fees and expenses payable by Biogen, through the
CRO, to Service Provider for the Services shall not
exceed the applicable Budget without the prior written
approval of Biogen. Except as otherwise agreed in the
applicable Budget, Service Provider shall be
responsible for all costs and expenses incurred by it in
providing the Services and otherwise fulfilling its
obligations under this Agreement. Biogen, through the
CRO, shall pay invoices received from Service
Provider in accordance with the terms outlined in
Schedule A. CRO will receive Payee (as defined
below) invoices and process payments unless
otherwise agreed in writing. Any queries regarding
Payee invoices or payments should be directed to CRO
at the contact details outlined in Schedule A. Service
Provider represents and warrants that its computation
of each Budget shall be made in good faith and based
on its knowledge of the Services to be performed

2.1 Rozpocet akalendat platebnich termint
(déle jen ,,Rozpocet) budou soucasti Prilohy A.
Sluzby budou fakturovany podle platebnich
podminek stanovenych v Priloze A. Bez predchoziho
pisemného schvaleni spole¢nosti Biogen nesmi
celkova castka poplatkli a vydaja, které bude Biogen
prostfednictvim CRO proplacet Poskytovateli sluzeb
za Sluzby, piekro¢it piislusny Rozpocet. Pokud
nebude v pfislusném Rozpoétu dohodnuto jinak,
bude Poskytovatel sluzeb hradit veskeré naklady a
vydaje, které mu vzniknou pti poskytovani Sluzeb a
dalsim plnéni jeho zavazkd ztéto Smlouvy.
Spolecnost Biogen bude faktury od Poskytovatele
sluzeb hradit prostfednictvim CRO podle podminek
stanovenych v Pfiloze A. CRO obdrzi faktury
Piijemce plateb (jak je definovan nize) abude
zpracovavat platby, pokud nebude pisemné
dohodnuto jinak. Veskeré dotazy tykajici se faktur
Pfijemce plateb nebo plateb je tieba sméfovat na
kontaktni tidaje uvedené v Ptiloze A. Poskytovatel
sluzeb prohlasuje a zaruCuje, ze kalkulaci
jednotlivych Rozpocti provede v dobré vife a na

under this Agreement. zakladé svych znalosti Sluzeb, které budou
poskytovany podle této Smlouvy.
Biogen and the CRO shall have no payment liability in | Spole¢nost Biogen a CRO nebudou hradit

respect of unscheduled scans that are not specified
under the Protocol, except for those unscheduled scans
requested and approved by Biogen. The fee for an
unscheduled scan shall not exceed the fee stated in the
Schedule A for the same or substantially similar scan.

neplanovand snimkovani, pokud nejsou stanovena
Vv Protokolu, ledaze o né¢ pozada a jejich provedeni
schvali spole¢nost Biogen. VySe poplatku za
neplanované snimkovani bude odpovidat maximalné
poplatku uvedenému v Pfiloze A za stejné nebo
V podstaté shodné snimkovani.

2.2 Biogen, through CRO will not honor any
invoices received more than three (3) months
following completion of the Services.

2.2 Biogen prostfednictvim CRO nebude hradit
faktury, které budou doruceny az po uplynuti ti (3)
m¢ésict od poskytnuti Sluzeb.

2.2 Each Party represents and warrants to the
others that the payment of the fees related to the
performing of the Services (including payments to
subcontractors, consultants, or other agents working
on behalf of the Service Provider or as part of the
Service Provider’s services to Biogen, as applicable)
(i) represents the fair market value for the performing
of the Services, (ii) has not been determined in any
manner that takes into account the volume or value of
any referrals, reimbursements or business between the
Service Provider and Biogen and/or the CRO, and (iii)

2.2 Smluvni strany prohlasuji a zarucuji, Ze
poplatky, které budou hrazeny za poskytovani Sluzeb
(véetné¢ plateb subdodavatelim, poradciim nebo
dalsim  prostfednikim  pracujicich ~ jménem
Poskytovatele sluzeb nebo vramci sluzeb
poskytovanych Poskytovatelem sluzeb spolecnosti
Biogen) (i) predstavuji pfiméfenou trzni odménu za
poskytovani ~ Sluzeb, (ii) nebyly stanoveny
s ptihlédnutim k mnozstvi nebo hodnoté jakychkoli
doporuceni, thrad nebo obchodnich transakci mezi
Poskytovatelem sluzeb a spolecnosti Biogen a/nebo
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is not offered or provided, in whole or in part, with the
intent of, directly or indirectly, implicitly or explicitly,
influencing or encouraging the recipient to purchase,
prescribe, refer, sell, arrange for the purchase or sale,
or recommend favorable formulary placement of a
Biogen product or as a reward for past behavior.

CRO a (iii) nejsou nabizeny ani poskytovany, zcela
ani ¢astecn¢, s umyslem pfimo, neptimo, implicitné
nebo otevien¢ ovlivnit jejich piijemce nebo jej
nabadat k tomu, aby nakupoval vyrobky spole¢nosti
Biogen, ptedepisoval je, odkazoval se na né,
prodaval je, zafizoval jejich ndkup ¢i prodej ani
doporucoval jejich vyhodné umisténi v 1ékopisu, a
nejsou nabizeny nebo poskytovany ani jako odména
za takové jednani v minulosti.

3. Confidentiality.

3. Duvérnost informaci.

3.1 For the purposes of this Agreement, the term
“Confidential Information” means and includes all
information or data that is (a) disclosed by or on behalf
of Biogen or Service Provider (in such case, the
“Disclosing Party”), to the other Party (in such case,
the “Receiving Party”), in connection with or by
reason of the Services, whether disclosed orally or in
writing, in graphic or electronic form, or observed by
the Receiving Party at the Disclosing Party’s facilities
or at a meeting with the Disclosing Party’s employees
or agents, including, without limitation, commercial,
scientific, medical and technical information and data
relating to the Disclosing Party and its business,
activities or products, the Trial drug or the Trial, (b)
created or developed in connection with the
performance of the Services, including, without
limitation, any Deliverables. References to either
Party in this Section 3 shall include references to its
Representatives. Each Party shall at all times cause its
Representatives to comply with the confidentiality
obligations of this Section 3.

3.1 Pro tucely této Smlouvy se ,Duvérnymi
informacemi“ rozuméji veskeré informace nebo
udaje, které (a) budou druhé Smluvni stran€ (dale jen
~Prijimajici strana*) sdéleny spolecnosti Biogen,
resp. Poskytovatelem sluzeb piimo nebo jejich
jménem (dale jen ,,Sdélujici strana*) v souvislosti se
Sluzbami nebo ztitulu jejich poskytovani, at' jiz
V ustni, pisemné, grafické nebo elektronické podobé,
nebo odpozorované Pfijimajici stranou v prostorach
Sdélujici strany nebo na setkanich se zaméstnanci ¢i
prostiedniky Sdé€lujici strany, jako jsou napiiklad
informace a udaje obchodni, védecké, l¢kaiské a
technické povahy tykajici se Sd€lujici strany a jejiho
podnikani, ¢innosti nebo vyrobkli, Hodnoceného
pripravku nebo Klinického hodnoceni, (b) vytvorené
nebo vyvinuté v souvislosti s poskytovanim Sluzeb,
mj. véetné veskerych Plnéni. Odkazy na Smluvni
strany vtomto clanku 3 se rozumi i Zastupci
Smluvnich stran. Smluvni strany jsou povinny dbat
na to, aby zavazky dtvérnosti stanovené v tomto
¢lanku 3 byly po celou dobu dodrzovany také jejich
Zastupci.

3.2 The Receiving Party shall treat all of the
Confidential Information of the Disclosing Party as the
confidential and exclusive property of the Disclosing
Party, and, except as expressly provided herein, shall
not reveal, publish, distribute or otherwise disclose
any such Confidential Information to any third party
without first obtaining the prior written consent of the
Disclosing Party. The Receiving Party shall not cause
or permit reverse engineering, copying, reproduction,
translation or decompilation of any Confidential
Information of the Disclosing Party.

3.2 Sveskerymi  Divérnymi  informacemi
Sdélyjici strany bude Ptijimajici strana nakladat jako
s divérnymi informacemi, které jsou ve vyhradnim
vlastnictvi Sd€lujici strany. S vyjimkou pfipadd,
které jsou vyslovné popsény v této Smlouvé, je
nebude zpfistupniovat, zvetejniovat, $ifit ani jinym
zpisobem sdélovat tfetim osobam, pokud k tomu
pfedem neziska pisemny souhlas Sdé€lujici strany.
Ptijimajici strana nebude provadét a ani neumozni
zpétnou analyzu, kopirovani, reprodukci, pieklad
nebo dekompilaci Duvérmnych informaci Sdé€lujici

strany.
3.3 Service Provider shall use the Biogen | 3.3 Dutivérné informace spoleénosti Biogen bude
Confidential Information solely to provide the | Poskytovatel sluzeb vyuZzivat vyhradné
Services. K poskytovani Sluzeb.
34 Service Provider shall take all reasonable | 3.4 Piijetim pfiméfenych opatieni zajisti
steps to ensure that the Biogen Confidential | Poskytovatel sluzeb, aby Duvérmné informace

Information is used by Service Provider or its
Representatives only on the terms of confidentiality
and nonuse set forth in this Agreement. Service
Provider shall disclose the Biogen Confidential
Information only to those persons within its
organization who have a need to know such
Confidential Information in the course of performance
of their duties and who are bound by a written

spolecnosti Biogen byly vyuZzivany jim nebo jeho
Zastupci vyhradné v souladu s podminkami této
Smlouvy tykajicimi se zachovani divérnosti a
nevyuzivani takovych informaci pro jiné ucely.
Duvérné informace spolecnosti Biogen bude
Poskytovatel sluzeb sdélovat pouze osobam ve své
spolecnosti, které je budou muset znat pti plnéni
svych povinnosti, pokud se Poskytovateli sluzeb
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agreement, enforceable by Service Provider, to protect
the confidentiality of such Confidential Information.

pisemné¢ zavazou ve smlouvé, jejiz plnéni bude
vynutitelné Poskytovatelem sluzeb, ze budou chranit
divérnost takovych informaci.

35 Service Provider may disclose or distribute
the Biogen Confidential Information to its
Representatives, but only to the extent necessary to
perform the Services. Service Provider agrees that any
such Representative to whom such Confidential
Information is disclosed shall be advised of Service
Provider’s obligations under this Agreement and shall
be bound by terms at least as restrictive as the
confidentiality terms hereof to protect the
confidentiality of the Biogen Confidential Information
pursuant to (a) a written agreement with Service
Provider or (b) the rules and standards of professional
conduct to which such Representative is bound.

3.5 Poskytovatel sluzeb je opravnén sd€lovat
nebo poskytovat Diivérné informace spolecnosti
Biogen svym Zastupcim, avSak pouze v rozsahu,
Vjakém je to nezbytné pro poskytovani Sluzeb.
Poskytovatel sluzeb se zavazuje, ze kazdého
Zastupce, jemuz budou Diveérné informace sdéleny,
pouci osvych =zavazcich ztéto Smlouvy aze
Zastupce bude vazan pringjmensim  stejné
omezujicimi podminkami, jako jsou podminky
zachovani davérnosti informaci v této Smlouve, aby
chranil divérnost Divérnych informaci spolecnosti
Biogen vsouladu (a) spisemnou smlouvou
uzavienou s Poskytovatelem sluzeb nebo (b)
s pravidly a normami zavaznymi pro Zastupce.

3.6 The term Confidential Information shall not
include information which the Receiving Party is able
to demonstrate, by competent documentary evidence:

3.6 Za Duvérné informace nebudou povazovany
informace, unichz mize Pfijimajici strana
prislusnym zptisobem pisemné dolozit, Ze:

@) was rightfully and fully in the Receiving
Party’s possession prior to receipt from the Disclosing
Party;

@) je Prijimajici strana zakonnym zplsobem a
V plném rozsahu vlastnila uz pted jejich pfijetim od
Sdélujici strany,

(b) is now, or hereafter becomes, part of the
public domain through no act or failure to act on the
part of the Receiving Party or its Representatives;

(b) jsou nebo se vbudoucnu stanou veiejné
znamymi jinak neZz prostfednictvim jakéhokoli
jednani ¢i opomenuti Pfijimajici strany nebo jejich
Zastupct,

() becomes known to the Receiving Party
through disclosure by a third party lawfully having
possession of such information and lawfully
empowered to disclose such information; or

(©) Piijimajici strana je ziska od tieti osoby,
ktera tyto informace opravnéné vlastni a je opravnéna
je sdélovat, nebo

(d) was independently developed by the
Receiving Party without the aid, application, use or
benefit of Confidential Information of the Disclosing
Party.

(d) je nezavisle vytvofi Pfijimajici strana bez
pomoci, uplatnéni, pouziti nebo pfispéni Diveérnych
informaci Sdé€lujici strany.

3.7 The obligations of confidentiality set forth in
this Agreement shall not prohibit the Receiving Party
from disclosing any part of the Confidential
Information of the Disclosing Party which the
Receiving Party is required by law, regulation, rule,
act or order of any governmental authority or agency
to be disclosed; provided, however, that the Receiving
Party gives the Disclosing Party sufficient advance
written notice to permit the Disclosing Party 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. In addition, in such
event, the Receiving Party will seek assurance from
the requesting Party that confidential treatment will be
accorded any such Confidential Information the
Receiving Party is compelled to disclose. Further, the
Receiving Party will not oppose action by the
Disclosing Party to obtain an appropriate protective
order or other reliable assurance that confidential

3.7 Zavazky zachovavani divérnosti podle této
Smlouvy nezakazuji Pfijimajici strané¢ sd€lovat
Dtvémné informace Sdé€lujici strany nebo jejich cast
Vv ptipad¢, Ze jejich sdéleni je vyzadovano ze zakona,
podle platnych smérnic, pfedpisti nebo nafizeni statni
spravy ¢i statnich ufadd. Pfijimajici strana vSak
Vv takovém pfipad¢ bude muset Sd€lujici strané zaslat
V dostatecném  Casovém  predstihu  pisemné
upozornéni, aby méla Sdé€lujici strana moznost
pozadat o predbézné opatfeni nebo jiny podobny
prosttedek  k zajisténi  divérného  nakladani
s takovymi Diavérnymi informacemi, a Davérné
informace bude moci poté sdé¢lit pouze v minimalnim
rozsahu  nezbytném  k dodrzeni  pozadavku.
Piijimajici strana bude v takovém pfipadé¢ navic
pozadovat od strany, kterd o Divérné informace
zada, ujisténi, ze s Divérnymi informacemi, které je
Pfijimajici strana povinna sdélit, bude nakladano se
zachovanim dtvérosti. Pfijimajici strana také
nebude Sd€lujici stran¢ branit ve snaze ziskat
odpovidajici ochranné opateni nebo jiné spolehlivé
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treatment will be accorded to the Confidential

Information.

ujisténi, Zze bude sDuUvérnymi informacemi

nakladano se zachovanim davérnosti.

3.8 Upon the earlier of (a) the termination or
expiration of this Agreement or (b) the Disclosing
Party’s request, the Receiving Party shall use its best
efforts to promptly (i) return to the Disclosing Party
any and all parts of the Confidential Information
provided by the Disclosing Party to the Receiving
Party in documentary form, including all copies and
other tangible embodiments thereof made by the
Receiving Party’s Representatives, and (ii) destroy all
Confidential Information in Receiving Party’s
possession and stored in then-accessible electronic or
other media; provided, that the Receiving Party may
retain one copy of the Confidential Information in its
confidential files for archival purposes, subject to the
obligations hereunder of nondisclosure and nonuse.

3.8 Na zadost Sdélujici strany, nejpozdéji vsak
pii ukonceni nebo skonceni platnosti této Smlouvy
ucini Pfijimajici strana vSe pro to, aby byly (i)
Sdélujici stran€ vraceny veskeré Duvérné informace
a vSechny jejich ¢asti, které Sdélujici strana poskytla
Piijimajici strané¢ v pisemné podobe, vcetné
veskerych kopii a dal§ich hmotnych podob takovych
informaci pofizenych Zastupci Pfijimajici strany,
a (ii) zniceny veskeré Duveérné informace v drzeni
Pfijimajici strany aulozené¢ na elektronickych ¢i
jinych médiich, k nimz bude mit v té dobé pfistup.
Pro ucely archivace apfi dodrzeni zavazkl této
Smlouvy upravujicich nesdélovani a nevyuzivani
Dtvérnych informaci si bude moci Pfijimajici strana
ponechat ve svych divérnych zaznamech jednu kopii
Dutvémych informaci.

3.9 Each Party acknowledges that disclosure or
distribution of the Confidential Information of the
other Party or use of such Confidential Information
contrary to the provisions of this Agreement may
cause irreparable harm to the other Party for which
damages at law may not be an adequate remedy, and
agrees that each Party shall have, in addition to any
other rights or remedies available to it at law or in
equity, the right to seek (a) injunctive relief to enjoin
any breach or violation or (b) specific performance of
the provisions of this Agreement prohibiting
disclosure and use of Confidential Information.

3.9 Smluvni strany jsou si védomy toho, ze
sdélenim nebo Sifenim Duvérnych informaci druhé
Smluvni strany nebo jejich vyuzivanim v rozporu
S ustanovenimi této Smlouvy mize druhé Smluvni
strané¢ vzniknout nenahraditelnd wjma, pro niz
nahrada Skody podle platnych pravnich piredpist
nemusi predstavovat odpovidajici nahradu, a proto
souhlasi s tim, ze Smluvni strany budou mit krome
piipadnych dal§ich prav a pravnich prostiedk ze
zédkona nebo podle prava ekvity navic pravo
pozadovat (a) vydani napravného soudniho opatieni
zakazujiciho poruSovani ustanoveni této Smlouvy
0 nesdélovani a nevyuzivani Diavérnych informaci
nebo (a) specifické dodrzeni takovych ustanoveni.

3.10 Biogen shall be responsible  for
communicating with the regulatory authorities in any
country (the “Competent Authorities™), regarding the
Trial and the results thereof, and Service Provider shall
not contact any Competent Authority regarding the
Trial or the results thereof unless Service Provider has
been instructed in writing by Biogen to do so, or as
required by applicable law.

3.10 Za komunikaci s kontrolnimi  Gfady
Vv jednotlivych zemich (dale jen ,,Prislusné uiady*)
ohledné Klinického hodnoceni a jeho vysledki
odpovidd spolecnost Biogen. Poskytovatel sluzeb
muze Ptislusny ttad kontaktovat ohledné Klinického
hodnoceni nebo jeho vysledkt pouze v piipadé, Ze jej
k tomu spole¢nost Biogen pisemné vyzve, nebo kdyz
to vyzaduji platné pravni predpisy.

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

3.11  Bez ohledu na ptedchozi ustanoveni Biogen
a CRO timto berou na védomi, ze Poskytovatel
sluzeb musi uvefejnit tuto smlouvu podle zakona
¢. 340/2015 Sb. o registru smluv. Jakékoli informace,
které jsou obchodnim tajemstvim kterékoli strany,
predstavuji vyjimku z povinnosti uvefejnéni. Pro
ucely této Smlouvy se za obchodni tajemstvi
povazuji mimo jiné rozvrzeni jednotlivych navstév
popsané v tabulce (tabulkach) plateb v Priloze A,
minimalni cilovy pocet zatazeni, ocekavany pocet
Subjekti zatazenych do Klinického hodnoceni,
ocekavana doba trvani Klinického hodnoceni a
vSechny dal$i podrobnosti souvisejici s Protokolem.
Kromé toho predstavuji vyjimku z povinnosti
uvetejnéni také osobni udaje jednotlivych osob,
pokud jiz nebyly dfive uvefejnény v jiném vefejném
rejstiiku.
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3.12 As and between the Parties, the Service
Provider agrees to publish the Agreement pursuant to
the foregoing. The version of this Agreement intended
for publication shall be agreed upon, promptly upon
execution of this contract, by the Service Provider and
CRO and Biogen in writing, but shall, in any event,
exclude all trade secrets and personal data. In the event
the Service Provider fails to publish the Agreement
terms as required thirty (30) days prior to the legally
required publication deadline as specified in the above
referenced law, the terms of this Agreement may be
published by the CRO or Biogen.

3.12  Vramci ujednani mezi Smluvnimi stranami
se Poskytovatel sluzeb zavazuje uvefejnit tuto
Smlouvu v souladu s pfedchozim ustanovenim.
Verze této Smlouvy urcend pro uvefejnéni bude
odsouhlasena ihned po wuzavieni této smlouvy
Poskytovatelem sluzeb, CRO a spolecnosti Biogen
pisemné, ale v kazdém ptipadé nebude obsahovat
zadna obchodni tajemstvi a osobni udaje. V piipadé,
ze Poskytovatel sluzeb neuvefejni podminky
Smlouvy podle pozadavku do tficeti (30) dnl pied
pravné¢ pozadovanym datem uvetejnéni, jak je
specifikovano ve vyse uvedeném zakonu, mohou byt
podminky této Smlouvy uvetejnény CRO nebo
spole¢nosti Biogen.

The third party assigned by Biogen(Clarion) will be
provided centralized image collection and quality
control for this clinical Trial. The Service Provider is
authorized by Biogen to transfer the data for central
reading to this third party in accordance with

3.13Tteti strana (Clario) bude poskytovat
centralizovany sbér snimkti a kontrolu kvality pro
toto Klinické hodnoceni. Poskytovatel sluzeb ma
zmocnéni od spolecnosti Biogen predavat data
k centralnimu ¢teni této tfeti strané v souladu

applicable law. S platnymi pravnimi ptedpisy.
4. Intellectual Property. 4. Dusevni vlastnictvi.
4.1 Ownership of all Intellectual Property Rights | 4.1 Veskera prava k dusevnimu vlastnictvi

(as defined below) as may come into existence under
the laws of [country in which the Service is being
provided] or foreign law, in relation to any and all
materials, methods, data, drawings, information,
reports, know-how, inventions, trade secrets,
improvements, techniques and other results generated
or created during the Trial and ownership of all
documentation in which the results are embodied,
whether computerized or not (the “Documentation”)
and of all Intellectual Property Rights in the
Documentation, shall vest exclusively in Biogen as of
the moment of creation and not in Service Provider or
any other third party.

(definice viz nize), ktera vzniknou podle zakonu
Ceské republiky nebo zahrani¢nich zakont a budou
se tykat veskerych materialti, metod, udaji, vykrest,
informaci, zprav, know-how, vynalezii, obchodniho
tajemstvi, zdokonaleni, postupt a dalSich vysledkt
vytvorenych v pribéhu Klinického hodnoceni, jakoz
i veSkera dokumentace obsahujici vysledky, at’ uz
V pocitacové ¢i jakékoli jiné podobé (dale jen
,Dokumentace*), aveskera prava k duSevnimu
vlastnictvi  obsazena v Dokumentaci  budou
okamzikem jejich vzniku ndlezet vyhradné
spole¢nosti Biogen, nikoli Poskytovateli sluzeb nebo
jiné tfeti strang.

4.2 For the purpose of this Agreement, the term
“Intellectual Property Rights” means all patents,
trademarks, copyrights, neighboring rights, chip-
rights, typography rights, database rights (including
rights of extraction), registered and unregistered
designs and model rights, utility models, all rights to
(file for protection of) inventions, know-how and trade
secrets, and all rights or forms of protection of a
similar nature or having equivalent or similar effect,
which may subsist anywhere in the world, whether or
not any of them are registered and including
applications for registration, reissues, divisions,
continuations, amendments or extensions of any of
them.

4.2 Pro ucely této Smlouvy se ,.Pravy
k duSevnimu viastnictvi rozuméji veskeré patenty,
ochranné znamky, autorska prava, prava piibuzna
autorskému pravu, prava k integrovanym obvodam,
prava na ochranu typografie, prava k databazim
(vCetn¢ prava extrakce dat z databazi), prava
K registrovanym i  neregistrovanym  vzorim
amodelim, uzitnym vzorim, vSechna prava
k vynadlezim (vCetné prava pozadat o jejich
ochranu), prava k know-how aobchodnimu
tajemstvi a veSkerd prava nebo formy ochrany
podobné povahy, nebo stejného ¢i podobného
ucinku, existujici  kdekoli na svété, at uz
registrovana, ¢i neregistrovand, vcetné zadosti
0jejich registraci, opétovné udéleni, rozdéleni,
pokracovani, zménu nebo prodlouzeni.

15Mar2022 247AD201 Radiology Services Agreement -

Service provider: Nemocnice Na Homolce
144264 _12

long form not connected to CTA_With CRO

| Fakultni nemocnice v Motole; h FORBELI s.r.0.

8/29




5. Publication and Publicity.

5. Zvetejtiovani a reklama.

5.1 Service Provider shall not publish any articles
or make any presentations relating to the Services or
referring to any data, information or materials
generated as part of the Services, in whole or in part,
without the prior written consent of Biogen.

51 Bez pfedchoziho pisemného souhlasu
spolecnosti Biogen nebude Poskytovatel sluzeb
zvetejnovat zadné clanky ani pofadat prezentace
tykajici se Sluzeb nebo odvolavajici se na tdaje,
informace ¢i materidly vytvofené zcela nebo castecné
V ramci poskytovanych Sluzeb.

5.2 Except as required by law, neither Party shall
use the name of the other Party in connection with any
notification, publication, publicity or advertising
without the other Party’s prior written consent.

5.2 Bez ptedchoziho pisemného souhlasu druhé
Smluvni strany nebudou Smluvni strany pouzivat
jméno druhé Smluvni strany v souvislosti
S jakymikoli sd€lenimi, zvetejiiovanim, propagaci i
reklamou, pokud to nebude vyzadovano ze zakona.

6. Record Storage.

6. Uchovavani zdznamu.

6.1 During the term of this Agreement, Service
Provider shall maintain all materials and all other data
obtained or generated by Service Provider in the
course of providing the Services, including all
computerized records and files, in a secure area
reasonably protected from fire, theft and destruction.
At the expiration or termination of this Agreement and
upon the written request of Biogen, all materials, data
and information then in possession of Service Provider
and obtained or generated by Service Provider in the
course of providing the Services shall, at Biogen’s
option, be returned to Biogen unless otherwise agreed

6.1 Veskeré materialy a veskeré dal§i udaje
ziskané nebo vytvorené béhem poskytovani Sluzeb,
vcetné veskerych pocitacovych zdznami a soubort,
bude Poskytovatel sluzeb béhem doby platnosti této
Smlouvy uchovavat na bezpe¢ném misté priméiené
chranéném proti pozaru, kradezi a znicCeni. Po
skonceni nebo ukonceni platnosti této Smlouvy
budou na Zzadost spoleCnosti Biogen veskeré
materialy, udaje a informace, které¢ budou v t¢ dobé
ve vlastnictvi Poskytovatele sluzeb a které byly
ziskany nebo vznikly v pribéhu poskytovani Sluzeb,
vraceny spolecnosti Biogen podle jejiho uvazeni,

in writing. pokud nebude pisemné dohodnuto jinak.
7. Indemnification. 7. Nahrada $kody.
7.1 Biogen shall indemnify Service Provider and | 7.1 Spole¢nost Biogen odskodni Poskytovatele

its Representatives for any and all damages, costs,
expenses and other liabilities, including reasonable
attorneys’ fees and court costs, incurred in connection
with any third party claim, action or proceeding
(a “Claim”), arising from (a) any breach by Biogen of
any of its obligations, representations or warranties
hereunder, or (b) any materials Service Provider
prepares, publishes or disseminates for Biogen, to the
extent that such materials are based upon information
provided by Biogen to Service Provider prior to their
preparation, publication or dissemination; provided,
however that Biogen shall have no obligation
hereunder with respect to any Claim to the extent
arising from the negligence or willful misconduct of
Service Provider or any of its Representatives or the
breach by Service Provider of any of its obligations
under this Agreement.

sluzeb a jeho Zastupce za veskeré nahrady Skody,
naklady, vydaje a dalsi zavazky vcetné primétenych
vydajl na pravni zastoupeni a soudnich vyloh, které
jim vzniknou v souvislosti s naroky, zalobami nebo
fizenimi uplatnénymi, podanymi ¢i zahajenymi
tietimi stranami (dale jen ,,Ndrok™) (a) z divodu
poruseni jakychkoli zavazkii spolecnosti Biogen ¢i
jejich prohlaseni nebo ujisténi v této Smlouve, nebo
(b) v souvislosti s materialy, které Poskytovatel
sluzeb pripravi, zverejni nebo rozsiti pro spolecnost
Biogen, pokud budou vychazet zinformaci, které
spolec¢nost Biogen poskytla Poskytovateli sluzeb
pred pfipravou, zvefejnénim nebo rozSifenim
takovych materiald. SpoleCnosti Biogen vSak
nevznikne zadny zavazek v souvislosti s Naroky,
pokud se bude jednat o disledek nedbalého jednani
nebo umyslného poruSeni povinnosti ze strany
Poskytovatele sluzeb nebo nékterého z jeho Zastupct
nebo poruseni zévazki Poskytovatele sluzeb z této
Smlouvy.

7.2 Service Provider shall indemnify Biogen and
its Representatives for any and all damages, costs,
expenses and other liabilities, including reasonable
attorneys’ fees and court costs, incurred in connection
with any Claim arising from (a) any breach by Service
Provider of any of its obligations, representations or
warranties hereunder, or (b) the negligence or willful
misconduct of Service Provider or any of its

7.2 Poskytovatel sluzeb odskodni spolecnost
Biogen a jeji Zastupce za veskeré nahrady Skody,
naklady, vydaje a dalsi zavazky vcetn€ primétenych
vydajii na pravni zastoupeni a soudnich vyloh, které
jim vzniknou v souvislosti s Naroky uplatnénymi (a)
z diivodu poruseni zavazkl Poskytovatele sluzeb ¢i
jeho prohlaseni nebo ujisténi v této Smlouve nebo (b)
v disledku nedbalého jednani nebo tumyslného
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Representatives in the performance of the Services;
provided, however, that Service Provider shall have no
obligation hereunder with respect to any Claim to the
extent arising from the negligence or willful
misconduct of Biogen or any of its Representatives or
the breach by Biogen of any of its obligations under
this Agreement.

poruseni povinnosti ze strany Poskytovatele sluzeb
nebo nékterého zjeho Zastupcu pii poskytovani
Sluzeb. Poskytovateli sluzeb vSak v souvislosti
s Naroky nevznikne zadny zavazek, pokud se bude
jednat o dusledek nedbalého jednani nebo umyslného
poruSeni povinnosti ze strany spole¢nosti Biogen
nebo nékterého z jejich Zastupcl nebo o poruseni
zévazkl spolecnosti Biogen z této Smlouvy.

7.3 The indemnification obligations of each Party
(the “Indemnifying Party”) are subject to the
following conditions:

7.3 Povinnost Smluvni strany (dadle jen
»OdSkodnujici strana*) nahradit Skodu vznikaji jen
za téchto podminek:

@ The Indemnifying Party shall have received
prompt notice from the Party seeking to be
indemnified (the “Indemnified Party”) of the Claim or
events likely to give rise to a Claim (in any event,
within sufficient time so as not to prejudice the defense
of such Claim);

(@ Odskodnujici strana byla Smluvni stranou
domabhajici se odskodnéni (dale jen ,,OdSkodriovand
strana‘) neprodlené upozornéna na Narok nebo na
udalosti, kter¢é by mohly vést ke vzniku Naroku
(v kazdém piipadé v dostate¢ném ¢asovém piedstihu
na to, aby nebyla ohroZena obhajoba proti Naroku).

(b) The Indemnifying Party shall be given the
opportunity at all times to control the defense and
disposition of the Claim, with the cooperation and
assistance of the Indemnified Party; provided,
however, that the Indemnifying Party shall not settle
any Claim with an admission of liability or
wrongdoing by the Indemnified Party with such
Party’s prior written consent; and

(b) Odskodnujici  strané musi byt vzdy
poskytnuta moznost vést obhajobu a vyporadani
Naroku v soucinnosti s Odskodnovanou stranou,
avSak za predpokladu, Zze Narok nebude
Odskodnujici stranou bez predchoziho pisemného
souhlasu Odskodiiované strany vypotradan pfiznanim
odpovédnosti  nebo  pochybeni ze  strany
Odskodnované strany.

(c) The Indemnified Party shall take all
reasonable steps to mitigate the amount of any Claim.

(c) Odskodnovana strana podnikne veSkeré
pfiméfené kroky ke snizeni Ccastky jakéhokoli
Naroku.

8. Limitation of Liability. 8. Omezeni odpovédnosti.
8.1 Neither Party shall be liable to the other for | 8.1 Smluvni strany si nebudou navzajem
any special, incidental, indirect, punitive or | odpovédné za ptipadné zvlastni, nahodné, nepiimé,

consequential damages (including, but not limited to,
business interruption, lost business, lost profits or lost
savings), that may arise in connection with the
execution and/or performance of this Agreement, even
if such Party was aware or had been advised of their
possible existence; provided, however, that the
foregoing limitation of liability shall not apply (a) to
damages awarded to a third party for which a Party
hereunder has an indemnification obligation under this
section or (b) in the event of damages caused by the
gross negligence or intentional misconduct of a Party.

sankéni ani nasledné Skody (naptiklad naruseni
podnikani, ztratu zakazky, uSly zisk nebo ztratu
uspor), které mohou vzniknout v souvislosti
S uzavienim a/nebo plnénim této Smlouvy, a to ani
V ptipad¢, Ze si Smluvni strana byla mozné existence
takovych $kod védoma nebo na né byla upozornéna.
Vyse uvedené omezeni odpovédnosti vSak neplati (a)
pro nahradu Skody pfiznanou tieti osobé, jestlize
Smluvni strana ma podle tohoto ¢lanku povinnost
nahradit takovou Skodu, nebo (b) v ptipadé nahrady
Skody zpasobené hrubou nedbalosti Smluvni strany
nebo imysInym porusenim jejich povinnosti.

9. Term and Termination.

9. Doba platnosti a ukoncéeni.

9.1 This Agreement becomes binding on the date
of signature by the last party to this Agreement (the
Binding Date) and shall continue until the due
completion of the Services to be performed in
accordance with Schedule A, unless earlier terminated
as indicated below or in accordance with Section 13
“Force Majeure”. The Agreement becomes duly
effective on the date of publication in the Agreement
Register

9.1 Tato Smlouva vstupuje v platnost dnem
jejiho podpisu posledni ze stran této Smlouvy (dale
jen ,Datum platnosti*) a plati do ukonéeni Sluzeb
poskytovanych podle Piilohy A, pokud jeji platnost
nebude ukoncena diive v pfipadech uvedenych nize
nebo v souladu sustanovenimi ¢lanku 13 ,,VySsi
moc*“. Utinnosti nabyvé tato smlouva dnem jejiho
uvetejnéni v Registru smluv.

9.2 This Agreement may be terminated for any
reason by Biogen upon fifteen (15) days’ prior written
notice (or immediately if Biogen reasonably believes

9.2 Spole¢nost Biogen je opravnéna tuto
Smlouvu vypovédét zjakychkoli divodi pisemné
S patnactidenni  (15denni)  vypovédni  dobou
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in its sole discretion that there would be any safety risk
related to or caused by any of the Services to be
performed).

(ptipadné i s okamzitou Ucinnosti, bude-li podle
jejiho minéni v souvislosti s poskytovanim nékteré
ze Sluzeb nebo v dusledku jejiho poskytovani
ditvodné hrozit néjaké bezpecnostni riziko).

9.3 This Agreement may be terminated by Biogen
or Service Provider:

9.3 Spole¢nost Biogen nebo Poskytovatel sluzeb
mohou tuto Smlouvu vypoveédét:

(@) Upon fifteen (15) days’ prior written notice
(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 fifteen-day (15-day) period (for the sake of
clarity, any violation of the GCP, or the Applicable
Anti-Corruption Legislation, as defined above, or of
any other applicable law or regulation, shall be
deemed to be a material breach of this Agreement); or

@) pisemné s vypovédni dobou patnacti (15)
dni (dopisem zaslanym doporucenou postou
S potvrzenim o prevzeti), jestlize se druhd Smluvni
strana dopusti zdvazného poruseni této Smlouvy a
takové poruseni nebude odstranéno béhem této
patnactidenni  (15denni)  lhaty  (k vylouceni
pfipadnych pochybnosti se za zdvazné poruseni této
Smlouvy bude povazovat kazdé poruseni zasad
spravné  klinické  praxe, nebo  Platnych
protikorup¢nich ptedpist, jak jsou definovany vyse,
nebo veskerych dalSich platnych pravnich ptredpisi a
natizeni), nebo

(b) Upon fifteen (15) days’ prior written notice
(by registered letter with acknowledgement of receipt)
if the other Party has become bankrupt, is insolvent,
dissolved or liquidated, or has made an assignment for
the benefit of creditors, or if a trustee or receiver has
been appointed for the other Party, for all or a
substantial part of the assets of the other Party’s
property, or any case or proceeding has been
commenced or other action taken by or against the
other Party in bankruptcy or seeking reorganization,
liquidation, dissolution, winding-up, arrangement,
composition or readjustment of its debts or any other
relief under any bankruptcy, insolvency or
reorganization or other similar act of law of any
jurisdiction now or hereafter in effect (any such event
or proceeding, a “Bankruptcy”).

(b) pisemné s vypovédni dobou patnact (15) dni
(dopisem zaslanym doporucenou postou
S potvrzenim o prevzeti), jestlize se druha Smluvni
strana dostane do upadku nebo do platebni
neschopnosti, bude zruSena bez likvidace C¢i
s likvidaci, uzavie s véfiteli dohodu o narovnani
nebo byla na veskery jeji majetek nebo jeho
podstatnou ¢ast uvalena nucend sprava, piipadné
bylo zahdjeno fizeni ¢i poddn navrh bud’ druhou
Smluvni stranou, nebo proti ni na prohlaseni upadku
nebo schvaleni reorganizace, zruseni s likvidaci ¢i
bez likvidace, vyporadani, narovnani,
restrukturalizaci zavazkli nebo uplatnéni jiného
prosttedku podle pravnich piedpisti upravujicich
konkurz, platebni neschopnost ¢i reorganizaci nebo
podobnych pravnich ptedpisti v kterékoli jurisdikci
platnych nyni nebo v budoucnu (kazdd takova
udalost ¢&i tizeni dale jen ,,Upadek™).

94 Upon termination or expiration of this
Agreement pursuant to this Section, Service Provider
shall cooperate with Biogen to provide for an orderly
cessation of the Services. Service Provider shall (a)
perform any Services necessary in connection with the
orderly wind-down of the Trial at the expense of
Biogen in compliance with its obligations under this
Agreement and any applicable laws, regulations or
guidelines, (b) promptly prepare and submit and issue
to CRO, as informed in Schedule A, a final invoice and
reconciliation and copies of all records relating to the
relevant Services, (c) deliver to Biogen all data,
reports and any other Documentation produced as a
result of all Services performed by Service Provider,
and (d) return all data and materials provided by
Biogen to Service Provider for the conduct of the
Services within thirty (30) days of receipt of the
termination notice. Service Provider hereby waives
any retention rights in relation to the conveyance of
the data and materials regarding the Services and

9.4 Po skonceni platnosti Smlouvy nebo po jejim
vypovézeni podle tohoto ¢lanku zajisti Poskytovatel
sluzeb v soucinnosti se spolecnosti Biogen tadné
ukonceni poskytovanych Sluzeb. Poskytovatel
sluzeb (a) poskytne v souladu se svymi zavazky
ztéto Smlouvy a platnymi pravnimi piedpisy,
nafizenimi a smérnicemi a na naklady spolecnosti
Biogen veskeré Sluzby, které budou nezbytné
v souvislosti s fadnym dokoncenim Klinického
hodnoceni, (b) neprodlené pfipravi, vystavi a zasle
spolecnosti CRO dle informaci v Ptiloze A konecnou
fakturu a zavéreéné vyuctovani vcetné kopii vSech
zdznamu tykajicich se poskytnutych Sluzeb, (c)
preda spolecnosti Biogen veskeré udaje, vykazy a
dalsi Dokumentaci, které Poskytovatel sluzeb
vyhotovil béhem poskytovani Sluzeb, a (d) do tficeti
(30) dntt od doruceni oznameni o vypovézeni
Smlouvy vrati spolecnosti Biogen veskeré udaje a
materialy, které mu predala k poskytovani Sluzeb.
Poskytovatel sluzeb se timto vzdava ptipadného
zadrzovaciho prava k udajim a materidlim tykajicim
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agrees to transfer all data and materials as requested

se Sluzeb a zavazuje se, Ze je preda spolecnosti

by Biogen. Biogen, jakmile 0 né pozada.
95 If Biogen appoints another provider to | 9.5 Povéfi-li  spolenost  Biogen  jiného
conduct additional activities in relation to the Services | poskytovatele  vykonavanim dalSich  Cinnosti

that have been terminated or expired, Service Provider
shall ensure an expedient and coordinated transition
with such provider.

souvisejicich se Sluzbami, jejichz poskytovani bylo
ukonceno nebo skoncilo, zajisti Poskytovatel sluzeb
rychlé a koordinované ptredani piislusnych udaji a
materialii takovému poskytovateli.

9.6 Upon receipt of any termination notice from
Biogen, or upon expiration of this Agreement, Service
Provider shall use its best efforts to minimize costs
associated with the cessation of the Services. In the
event that this Agreement is terminated by Biogen
without cause, Service Provider will be entitled to
receive payment for all Services performed by Service
Provider, or committed to any Biogen-approved
subcontractors, through the effective date of
termination; provided, that (a) such Services and
commitments have been previously authorized in
writing by Biogen or CRO, (b) Service Provider has
properly performed the Services and has complied
with GCP and (c) Service Provider justifies any such
commitments that cannot be terminated. In addition,
Biogen, through the CRO, shall pay all reasonable
costs incurred by Service Provider that are necessary
or reasonably required in connection with the orderly
cessation of the Services provided that Service
Provider has requested prior written approval from
Biogen. In the event that this Agreement is terminated
by Biogen under Section 9.3(a), Biogen and CRO shall
be liable to Service Provider solely for the payment of
professional fees and expenses actually and
reasonably incurred prior to such Service Provider
breach.

9.6 Po doruceni vypovédi od spolecnosti Biogen
nebo po skonceni platnosti této Smlouvy ucini
Poskytovatel sluzeb vse pro to, aby omezil na
minimum naklady spojené sukoncenim Sluzeb.
Pokud bude tato Smlouva vypovézena spolecnosti
Biogen bez udani divodu, bude mit Poskytovatel
sluzeb narok na odménu za veskeré Sluzby, které
poskytl nebo jejichz poskytnutim povetil nekterého
ze subdodavatelti schvalenych spolec¢nosti Biogen
nejpozdéji k Ga¢innému datu vypovédi, ale pod
podminkou, Ze (a) spole¢nost Biogen nebo CRO
takové Sluzby, resp. poveéfeni pfedem pisemné
schvalila, (b) Poskytovatel sluzeb Sluzby fadné
poskytl a dodrzel zasady spravné klinické praxe a (c)
Poskytovatel sluzeb odGvodni veskera povéteni,
ktera nebude mozné ukoncit. Biogen prostiednictvim
CRO také uhradi Poskytovateli sluzeb veskeré
pfiméfené naklady nezbytné nebo vyzadované
k fadnému ukonéeni Sluzeb, a to pod podminkou, Ze
Poskytovatel sluzeb predem pozadal spolecnost
Biogen o pisemné schvaleni takovych nakladu.
V pfipadé, Zze bude tato Smlouva vypovézena
spole¢nosti Biogen podle ustanoveni odst. 9.3 pism.
(a), bude spole¢nost Biogen a CRO povinna uhradit
Poskytovateli sluzeb pouze pfiméiené poplatky a
vydaje, které mu skuteéné vznikly, nez se dopustil
poruseni zavazki.

9.7 If this Agreement is terminated before the
Services have been performed completely, Service
Provider shall refund to Biogen, through the CRO, all
funds advanced to Service Provider for costs not yet
incurred to the extent that the payments for the
liabilities associated with such costs can be avoided in
whole or in part.

9.7 Bude-li tato Smlouva vypovézena jesté pied
dokoncenim vSech poskytovanych Sluzeb, vrati
Poskytovatel sluzeb spole¢nosti Biogen
prostiednictvim CRO veskeré ¢astky, které mu byly
vyplaceny piedem jako thrada za naklady, které mu
dosud nevznikly, tak, aby bylo mozné vyhnout se
zcela nebo z€asti platbam za zavazky souvisejici
s takovymi ndklady.

9.8 Biogen and the CRO shall not be obligated to
make any final payments to Service Provider until
Service Provider has performed all of its obligations
under this Agreement.

9.8 Céstku ze zavéreéného vytétovani budou
spolecnost Biogen a CRO povinny vyplatit
Poskytovateli sluzeb aZz poté, co splni veskeré své
zavazky z této Smlouvy.

9.9 The CRO, as representative of Biogen 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.

9.9 CRO jako zastupce spolecnosti Biogen a
smluvni strana této Smlouvy pouze pro ucely
uvedené v tvodnim ustanoveni prohlasuje, ze nebude
nijak zasahovat do rozhodovani o pripadném
vypovézeni Smlouvy ani ji sama vypovidat.

9.10 The obligations of the Parties contained in
Sections 3 to 22 of this Agreement shall survive
termination of this Agreement.

9.10 Zavazky Smluvnich stran v ¢lancich 3 az 22 této
Smlouvy zlstavaji v platnosti i po vypovézeni
Smlouvy.

10. Insurance.

10. Pojisténi.
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10.1  Service Provider represents and warrants to
Biogen that it maintains sufficient insurance according
to Act 372/2011 Coll. On Health Services, to secure
the performance of its obligations under the
Agreement. Upon request, Service Provider shall
provide to Biogen a certificate of insurance as
evidence of such coverage. Service Provider shall
maintain such coverage for the duration of this
Agreement and for two (2) years thereafter.

10.1  Poskytovatel sluzeb prohlasuje a zarucuje se
spoleCnosti Biogen, ze k zaji§téni plnéni svych
zavazki z této Smlouvy uzavftel a udrzuje v platnosti
dostate¢né pojisténi dle zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach. Jako doklad o takovém
pojistném kryti ptedlozi Poskytovatel sluzeb
spolecnosti Biogen na jeji zadost doklad o pojisténi.
Pojisténi bude Poskytovatel sluzeb udrzovat
Vv platnosti po celou dobu trvani této Smlouvy, a jesté
dalsi dva (2) roky po skonceni nebo ukonceni jeji
platnosti.

10.2 Biogen represents and warrants to Service
Provider that it maintains adequate product liability
and clinical trials insurance.

10.2  Spolecnost Biogen prohlasuje a zarucuje se
Poskytovateli sluzeb, Ze wuzaviela a udrzuje
V platnosti pfiméfené pojisténi odpoveédnosti za
ptipravek a pojisténi klinickych hodnoceni.

11. Independent Contractor.

11. Nezavislost smluvnich stran.

11.1  Inconnection with this Agreement, each Party
is an independent contractor. This Agreement shall not
create any relationship of employment, agency or
partnership between the Parties and shall not give
either Party any authority to legally bind or obligate
the other Party. Neither Service Provider nor any of its
Representatives shall be entitled to any benefits
provided by Biogen to its employees. Service Provider
shall be solely responsible for payment of all
employment-related and  compensation-related
charges and taxes associated with Service Provider’s
performance of Services hereunder.

11.1  Vsouvislosti s touto Smlouvou jsou v§echny
Smluvni strany navzajem nezavislé. Tato Smlouva
nezaklada mezi Smluvnimi stranami zaméstnanecky
pomér, zprostiedkovatelsky vztah ani partnerstvi a
nezmocnuje zadnou ze Smluvnich stran, aby
vstupovala do pravnich zavazkti jménem druhé
Smluvni strany. Poskytovateli sluzeb ani jeho
Zastupcim nevznikd narok na zadné vyhody, které
spolecnost Biogen poskytuje svym zaméstnanctm.
Za uhradu veskerych odvodd a dani =ze
zameéstnaneckych poméri a z vyplacenych odmén
v souvislosti s poskytovanim Sluzeb podle této
Smlouvy odpovida vyhradné Poskytovatel sluzeb.

12. Conflicts.

12. Stiety zajma.

12.1  Service Provider represents and warrants to
Biogen that its signature and performance of this
Agreement do not and will not conflict with any other
agreement(s) to which Service Provider is a party.
Service Provider warrants that, for the Term of this
Agreement, it shall remain free from any
commitments that would impede the completion of the
obligations hereunder.

12.1  Poskytovatel sluzeb prohlasuje a zarucuje se
spole¢nosti Biogen, ze se uzavienim a plnénim této
Smlouvy nedostal a nedostane do rozporu
S ptipadnymi jinymi smlouvami, v nichZ je jednou ze
smluvnich stran. Poskytovatel sluzeb se zarucuje, ze
po Dobu platnosti této Smlouvy nevstoupi do
zaddnych zavazkd, které by mu branily v plnéni
zavazkl z této Smlouvy.

13. Force Majeure.

13. Vvys$§i moc.

13.1  In the event that either Party is delayed or
hindered in or prevented from the performance of any
of its obligations under this Agreement by reasons of
strike, lockouts, labor troubles, inability to procure
materials, failure of power, restrictive government or
judicial orders or decrees, riots, insurrection, war, acts
of God, inclement weather or any similar reason or
cause beyond the Party’s control, and such Party has
exerted all reasonable efforts to avoid or remedy such
event, then performance of such act shall be excused
for the period of such delay; provided, however, that if
such delay continues in excess of one (1) month, either
Party may terminate the Agreement by providing
written notice of such termination to the other Party.
Notice of the start and stop of any such force majeure
shall be provided in writing to the other Party.

13.1  V ptipadé, ze se Smluvni strana dostane do
prodleni s plnénim nékterého ze svych zavazk z této
Smlouvy, ze ji v tom bude branéno nebo ji to bude
znemoznéno Vv dusledku stavky, vyluky z prace,
pracovnich nepokojii, nemoznosti ziskani surovin,
vypadku energii, vladnich omezeni nebo rozsudki a
nafizeni soudd, obcanskych nepokojt, povstani,
valky, zasahu vys$§i moci, nepiizné pocasi nebo
zjiného podobného davodu ¢i zjiné podobné
pric¢iny, kterou Smluvni strana nemtize ovlivnit, a
Smluvni strana vynalozi veskeré pfimétrené Usili, aby
takové udalosti zabranila nebo ji napravila, neponese
po dobu trvani takové udalosti odpovédnost za
neplnéni. Bude-1i vSak takova udalost trvat déle nez
jeden (1) mésic, bude moci kterakoli ze Smluvnich
stran tuto Smlouvu vypovedét na zakladé pisemné
vypoveédi zaslané druhé Smluvni strané. O zacatku
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a konci kazdé takové vyssi moci musi byt druha
Smluvni strana pisemn¢ informovéana.

14, Audits; Review of Work.

14, Audity a hodnoceni prace.

14.1  Biogen and its financial auditors shall have the
right, at reasonable times during normal business
hours, to inspect and examine the books and records
of Service Provider, to make copies of the same, and
to discuss the same with appropriate officers of
Service Provider to confirm the accuracy and
appropriateness of payments made by Biogen, through
CRO, hereunder. Such audits will be limited to books
and records relating to the provision of the Services by
Service Provider.

141  Spolecnost Biogen a jeji financni auditofi
maji pravo v piimefenych terminech v bézné
pracovni dob¢ nahlizet do ucetnich knih a zdznamu
vedenych Poskytovatelem sluzeb, zkoumat je,
pofizovat si jejich opisy a projednavat je
s pfislusSnymi  vykonnymi fidicimi pracovniky
Poskytovatele sluzeb, aby tak mohli ovéfit pfesnost a
opravnénost plateb uskutectiovanych spolecnosti
Biogen prostiednictvim CRO podle této Smlouvy.
Tyto audity budou omezeny na ucetni knihy a
zaznamy  tykajici  se  poskytovani  Sluzeb
Poskytovatelem sluzeb.

14.2  In addition, Service Provider shall permit
Biogen and its Representatives, during normal
business hours and at mutually agreeable times, to (a)
perform quality assurance audits of the Services
provided under this Agreement, record keeping
procedures and storage facilities and (b) inspect and
make abstracts of records and reports collected and
generated by Service Provider in the course of
performing the Services to verify compliance with this
Agreement, the Protocol, GCP, and other applicable
laws and regulations such as the Applicable Anti-
Corruption Legislation, and the accuracy of
information provided in connection with the Services.
Service Provider shall make its Representatives
reasonably available to Biogen and its Representatives
in order to discuss such records and reports and to
resolve any questions relating to such records and
reports. At the request of Biogen or its
Representatives, Service Provider shall immediately
correct any errors or omissions in such records and
reports.

14.2  Poskytovatel sluzeb také umozni spolecnosti
Biogen a jejim Zastupctim v bézné pracovni dobé a
po vzajemné dohod¢ (a) provadét audity zajiSténi
kvality Sluzeb poskytovanych podle této Smlouvy,
postupi pro vedeni evidence a zafizeni pro
uchovavani zaznami a (b) kontrolovat zaznamy a
vykazy shromazd’ované a potizované
Poskytovatelem sluzeb v pribéhu poskytovani
Sluzeb a potizovat si znich vypisy, aby mohli
ovéiovat dodrzovani této Smlouvy, Protokolu, zasad
spravné klinické praxe a dalSich platnych predpist a
nafizeni, napfiklad Platnych protikorupcnich
predpist, a také piesnost udaji poskytovanych
v souvislosti se Sluzbami. Poskytovatel sluzeb
zajisti, aby byli spoleCnosti Biogen a jejim
Zastupcim v pfiméfené mife k dispozici jeho
Zastupci Kk projednani  zaznamid a vykaz a
k zodpovézeni piipadnych dotazi k nim. Budou-li
v zaznamech a vykazech zjistény n&jaké chyby nebo
opomenuti, Poskytovatel sluzeb je na zadost
spolecnosti Biogen nebo jejich Zastupct neprodlené
opravi.

14.3  Service Provider shall reasonably cooperate,
and shall cause its Representatives, as applicable, to
reasonably cooperate, with Biogen and its
Representatives in the event of any internal
inspections or audits.

143 Vpiipadé internich kontrol a auditi
poskytne Poskytovatel sluzeb spolecnosti Biogen
ajejim Zastupcim piiméfenou soucinnost a zajisti,
aby jim pfipadnou pfiméfenou soucinnost poskytli
také jeho Zastupci.

14.4  The cost of any such audit will be borne by | 14.4  Naklady na takové audity ponese spoleénost
Biogen., Biogen.

15. Assignment. 15. Postoupeni.

15.1  Neither Party may assign its rights or | 15.1  Smluvni strany nejsou opravnény postupovat

obligations hereunder, except that (a) either Party may
assign this Agreement to a successor in interest or
transferee of all or substantially all of its assets and
business to which the subject matter of this Agreement
relates, (b) Biogen may assign its rights and
obligations hereunder in respect of Services under this
Agreement to a third party that acquires, by purchase
or license, rights to further develop or commercialize
the pharmaceutical, biologic or program that is the
subject of such Services, and (c) Biogen may assign its

sva prava a své zavazky z této Smlouvy jiné strané
s vyjimkou téchto ptipadd: (a) Smluvni strany jsou
opravnény postoupit tuto Smlouvu svému pravnimu
nastupci nebo osob¢, na niz budou pievedena veskera
aktiva a veskeré podnikatelské Cinnosti, kterych se
tyka predmét této Smlouvy, nebo jejich podstatna
¢ast, (b) spole¢nost Biogen je opravnéna postoupit
sva prava a své zavazky z této Smlouvy tykajici se
Sluzeb poskytovanych podle této Smlouvy treti
0sob¢, ktera koupi nebo na zaklad¢ licence ziska
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rights and obligations hereunder to its Affiliates or
procure the performance by its Affiliates of some or
all of such rights and obligations, including the
payment or receipt of money due hereunder.

prava na dalsi vyvoj nebo komercni vyuziti
farmaceutického, biologického ¢i jiného programu,
ktery je pfedmétem téchto Sluzeb, a (C) spolecnost
Biogen je opravnéna postoupit sva prava asvé
zévazky z této Smlouvy Pfidruzenym spolecnostem
nebo poverit Pridruzené spolecnosti  plnénim
nékterych nebo vSech prav a zavazki z této Smlouvy,
véetn€ vyplaceni a pfijimani penéznich castek podle
této Smlouvy.

15.2  Service Provider shall not, at any time,
subcontract all or part of its obligations under this
Agreement to any third party without the prior written
approval of Biogen as to the subcontractor. Any
request for approval of a subcontractor shall be
delivered in writing by Service Provider to Biogen in
accordance with Section 17, with a copy delivered
contemporaneously to the relevant Biogen contract
manager. Service Provider shall be solely responsible
for the performance of any Biogen-approved
subcontractors and any subcontracted Services.

15.2  Poskytovatel sluzeb neni opravnén povefit
plnénim svych zavazkl z této Smlouvy nebo jejich

¢asti zadného subdodavatele bez piedchoziho
pisemného schvaleni takového subdodavatele
spolecnosti Biogen. Zadost o schvaleni

subdodavatele musi Poskytovatel sluzeb dorudit
spole¢nosti Biogen Vv pisemné formé v souladu
Sustanovenimi  ¢lanku 17  soucasn¢ s kopii
prislusnému manazerovi smluv spolecnosti Biogen.
Za plnéni poskytované subdodavateli schvalenymi
spolecnosti Biogen a za veskeré Sluzby, jejichz
poskytovanim budou takovi subdodavatelé povéereni,
ponese vyhradni odpovédnost Poskytovatel sluzeb.

15.3  For the purposes of this Agreement, the term
“Affiliates” means any person or entity that controls
or is controlled by or is under common control with
Biogen and/or Service Provider, as the case may be.
The term “Control” means the possession, directly or
indirectly, of at least 50% of the share capital or voting
rights or of the power to direct or cause the direction
of the management and policies of an entity, whether
through the ownership of voting securities, by contract
or otherwise.

15.3  Pro ucely této Smlouvy se ,,Pridruzenymi
spolecnostmi* rozuméji fyzické ¢i pravnické osoby,
které  jsou ovladany  spolecnosti  Biogen,
resp. Poskytovatelem sluzeb, ovladaji spolecnost
Biogen, resp. Poskytovatele sluzeb, nebo jsou
ovladany stejnou spolecnosti jako spole¢nost Biogen,
resp. Poskytovatel sluzeb. ,,Ovlddanim‘ se rozumi
piimé ¢i nepfimé vlastnictvi minimalné¢ 50 %
akciového kapitalu, hlasovacich prav nebo opravnéni
rozhodovat pfimo ¢i nepfimo o vedeni pravnické
osoby a jeji strategii, a to na zaklad¢ vlastnictvi
cennych papirQl s hlasovacimi pravy, smlouvy ¢i
jinak.

16. Data Protection.

16. Ochrana osobnich tdaja.

For the purpose of this Clause 16, the following terms
shall have the meanings set forth below.

“Biogen Data” means any Personal Data in respect of
which Biogen or any of its Affiliates is a Data
Controller. Biogen Data includes data from subjects
enrolled in a Trial that the Service Provider processes
in accordance with the Trial protocol.

“Data Controller” means a person who, alone or
jointly with others, determines the purposes and means
of the processing of Personal Data.

“Data Processor” means a person who processes

Personal Data on behalf of a Data Controller.

“Data Protection Law” means the legislation
protecting the fundamental rights and freedoms of

Pro ucely tohoto ¢lanku 16 budou mit nasledujici
pojmy nize uvedené vyznamy.

»Biogen Data* znamena jakékoliv osobni tdaje ve
vztahu k nimiz je spole¢nost Biogen nebo kterakoliv
z jejich pfidruzenych spolecnosti  spravcem
udaji. Biogen Data zahrnuji data subjektt hodnoceni
zafazenych do klinického hodnoceni, které
Poskytovatel ~ sluzeb  zpracovava v souladu
s protokolem klinického hodnoceni.

»Spravce osobnich udaju* znamena osobu, ktera
sama nebo spolu s dalsimi osobami stanovuje Gcely
a prostfedky zpracovavani Osobnich tdaja.

sZpracovatel osobnich idaju* znamena osobu,
ktera Osobni udaje zpracovava v zastoupeni
Spravce osobnich udaju.

Prislusné predpisy o ochrané osobnich udaju“
znamena legislativu na ochranu zakladnich prav a
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persons and, in particular, their right to privacy, with
regard to the processing of Personal Data.

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

“EU Equivalent Protection Area” means the area that

comprises:

. countries within the European Economic
Avrea; and

. countries which the European Commission

may, from time to time, officially recognise as
ensuring an adequate level of protection, for
so long as this is the case (which currently
includes Canada and Switzerland).

“Personal Data” means any information relating to a
Data Subject.

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

svobod osob a zejména jejich prava na soukromi v
souvislosti se zpracovavanim Osobnich udaji.

»Subjekt osobnich udaju‘ znamena
identifikovanou nebo identifikovatelnou fyzickou
osobu. ldentifikovatelna fyzicka osoba je fyzicka
osoba, kterou Ize pfimo ¢i nepiimo identifikovat,
zejména odkazem na urcity identifikator, naptiklad
jméno, identifikacni Cislo, loka¢ni udaje, sitovy
identifikator nebo na jeden Ci vice zvlaStnich prvka
fyzické, fyziologické, genetické, psychické,
ekonomické, kulturni nebo spolecenské identity
této fyzické osoby.

»Oblast s ekvivalentni ochranou jako v EU“
znamena oblast, kterd zahrnuje:
. zem¢ v Evropském hospodaiském prostoru a
. zemé, jez muze Evropska komise ¢as od casu
oficialné uznat jako poskytujici odpovidajici
uroven ochrany po tak dlouhou dobu, dokud
to bude platit (coz v soucasné dobé zahrnuje
Kanadu a Svycarsko).
»Osobni udaje* znamenaji veSkeré informace
vztahujici se k Subjektu osobnich tdaju.

wZpracovavat“ a dal$i odvozené tvary, naptiklad
wZpracovavani“ (s velkym i malym pocateCnim
pismenem), znamena jakoukoli operaci nebo soubor
operaci s Osobnimi udaji nebo soubory Osobnich
udaju, které jsou provadény pomoci ¢i bez pomoci
automatizovanych postupti, jako je shromazd’ovani,
zaznamenavani, usporadani, uchovavani,
prizptisobeni ¢i pozménéni, vyhledani, nahlédnuti,
pouziti, zpfistupnéni pienosem, Sifenim ¢i jakymkoli
jinym zptistupnénim, sefazeni ¢i zkombinovani,
omezeni, vymazani ¢i zniceni.

16.1 Subject to the provisions of this Clause 16,
Biogen appoints the Service Provider as its Data
Processor and the Parties agree that Biogen is Data
Controller in relation to any Biogen Data.

16.1  Svyhradou ustanoveni tohoto Cclanku 16
jmenuje spolecnost Biogen Poskytovatele sluzeb
svym Zpracovatelem osobnich tdaji a smluvni
strany se dohodly, Ze spole¢nost Biogen je Spravcem
osobnich tdajt, pokud jde o jakakoli Biogen Data.

16.2  To the extent the Service Provider processes
Biogen Data, the Service Provider shall:

16.2 Vrozsahu, vnémz Poskytovatel sluzeb
zpracovava Biogen Data, bude Poskytovatel sluzeb:

16.2.1 comply with all applicable Data Protection
Laws in the processing of Biogen Data;

16.2.1 pti zpracovani Biogen Dat dodrzovat veskeré
platné Prislusné predpisy o ochran¢ osobnich tdaju;

16.2.2 process Biogen Data only:
(@) so far as necessary to provide
the Services; and
(b) in accordance with Biogen's
instructions from time to time.

16.2.2 zpracovavat Biogen Data pouze:
(@) pokud to bude nezbytné pro
poskytovani Sluzeb a
(b) v souladu S ptipadnymi
pokyny spoleénosti Biogen.
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16.3  The Service Provider shall promptly comply
with any request from Biogen requiring the Service
Provider to amend, transfer or delete Biogen Data.

16.3  Poskytovatel sluzeb neprodlené¢ vyhovi
jakékoli zadosti spole¢nosti Biogen poZadujici, aby
Poskytovatel sluzeb pozménil, pfedal nebo vymazal
Biogen Data.

16.4 The Service Provider shall reasonably
cooperate with Biogen and provide reasonable
assistance in respect of any subject access requests or
other requests or objections received in connection
with Biogen Data, including providing Biogen with
Biogen Data in a structured, commonly used and
machine readable form, free of charge, should this be
necessary to fulfil a request from a Data Subject.

16.4  Poskytovatel sluzeb bude primérené
spolupracovat se spolecnosti Biogen a poskytne
priméienou soucinnost, pokud jde o jakékoli zadosti
0 ptistup subjekti nebo jiné Zzadosti ¢i namitky
obdrzené v souvislosti s Biogen Daty, véetné toho, ze
poskytne spole¢nosti Biogen Biogen Data ve
strukturovaném, bézné pouzivaném  a strojové
Citelném formatu, ato zdarma, pokud by to bylo
nezbytné pro splnéni zadosti od Subjektu osobnich
udaju.

16,5 The Service Provider shall implement and
maintain technical and organisational measures
(including organisational processes and procedures,
and including any specific security obligations set out
or referred to in this Agreement) to protect the Biogen
Data from unauthorised use or access, accidental loss,
damage, destruction, theft or disclosure, and ensure
that such measures are commensurate with the harm
that may result from unlawful processing,
unauthorised use or access, accidental loss, damage,
destruction, theft or disclosure of the Biogen Data and
the nature of the Biogen Data itself. Such measures
shall include:

16.5 Poskytovatel sluzeb zavede a bude udrzovat
technicka a organizacni opatieni (vCetné
organizaénich procest a postupt, a véetné jakychkoli
povinnosti zabezpeceni stanovenych ¢i zminovanych
vV této Smlouve), aby chranil Biogen Data pied
neopravnénym pouzitim nebo piistupem, nahodnou
ztratou, poskozenim, znicenim, kradezi nebo
zptistupnénim, a zajisti, aby tato opatifeni byla
umeérna skodg, ktera mize vyplynout z nezakonného
zpracovani, neopravnéného pouziti nebo piistupu,
nahodné ztraty, poskozeni, zniceni, krddeze nebo
zpiistupnéni Biogen Dat aze samotné povahy
Biogen Dat. Tato opatieni budou zahrnovat:

16.5.1 ensuring the pseudonymisation and encryption
of Biogen Data where appropriate;

16.5.1 zajisténi pseudonymizace a Sifrovani Biogen
Dat tam, kde je to vhodné;

16.5.2 measures to ensure the ongoing confidentiality,
integrity, availability and resilience of processing
systems and services;

16.5.2 opatfeni k zajisténi trvalé davérnosti,
integrity, dostupnosti a odolnosti systému a sluzeb
zpracovani;

16.5.3 the ability to restore the availability and access
to Biogen Data in a timely manner in the event of a
physical or technical incident; and

16.5.3 schopnost v¢as obnovit dostupnost a pristup
k Biogen Datim v piipadé fyzického nebo
technického incidentu a

16.5.4 a process for regularly testing, assessing and
evaluating the effectiveness of technical and
organisational measures for ensuring the security of
the processing.

16.5.4 proces pro pravidelné testovani, posouzeni
a hodnoceni ucinnosti technickych a organiza¢nich
opatieni s cilem zajistit bezpecnost zpracovani.

16.6  Inthe event that the Service Provider becomes
aware of any unauthorised use or access, accidental
loss, damage, destruction, theft or disclosure of
Biogen Data it shall inform Biogen promptly and in
any event within 24 hours of discovery.

16.6  V piipade, ze se Poskytovatel sluzeb dozvi
0 jakémkoli neopravnéném pouziti nebo piistupu,
nahodné ztraté, poskozeni, zniceni, kradezi nebo
zpiistupnéni  Biogen Dat, bude neprodlené¢
informovat spoleénost Biogen, v kazdém piipadé do
24 hodin od zjisténi.

16.7 The Service Provider shall restrict the
disclosure of Biogen Data to those employees required
to assist it in providing the Services and shall ensure
that such employees:

16.7  Poskytovatel sluzeb omezi zpfistupnéni
Biogen Dat na ty zaméstnance, od nichz je
vyzadovana spoluprace pii poskytovani Sluzeb,
a zajisti, aby tito zaméstnanci:

16.7.1. have undergone training in processing Personal
Data and the law and practice of data protection and
privacy; and

16.7.1. absolvovali skoleni o zpracovani Osobnich
udaji a 0 pravu a praxi v oblasti ochrany osobnich
udaji a soukromi a
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16.7.2 are bound by contractual obligations which
provide equivalent protections in relation to Biogen
Data to those set out in this Clause 16.

16.7.2 byli vazani smluvnimi zévazky, které zajistuji
ekvivalentni ochranu ve vztahu k Biogen Datim,
jaka je uvedena v tomto ¢lanku 16.

16.8  The Service Provider shall cooperate fully
with Biogen in implementing such further measures as
Biogen may reasonably require to protect Biogen Data
in accordance with Data Protection Law, including
entering into (or procuring that a sub-processor enters
into) a further data processing agreement with Biogen
or its Affiliates.

16.8  Poskytovatel sluzeb bude se spolecnosti
Biogen plné spolupracovat pii zavadéni takovych
opatieni, které muze Biogen pifiméfené pozadovat na
ochranu Biogen Dat vsouladu s Pfislusnymi
predpisy o ochran¢ osobnich tdajt, véetné uzavieni
dalsi dohody o zpracovani udaji (nebo zajisténi, aby
ji uzaviel subdodavatel) se spole¢nosti Biogen nebo
jejimi Piidruzenymi spole¢nostmi.

16.9 The Service Provider shall not process or
transfer the Biogen Data outside the EU Equivalent
Protection Area without the prior written consent of
Biogen. Such written consent shall only be given
subject to the Service Provider’s compliance with
Clause 16.8.

16.9 Bez predchoziho pisemného souhlasu
spole¢nosti Biogen nebude Poskytovatel sluzeb
zpracovavat ani predavat Biogen Data mimo Oblast
s ekvivalentni ochranou jako v EU. Takovyto
pisemny souhlas bude poskytnut pouze pod
podminkou dodrzovani c¢lanku 16.8 ze strany
Poskytovatele sluzeb.

16.10 Biogen authorises the Service Provider to
appoint subcontractors as further Data Processors on
behalf of the Service Provider (sub-processors),
provided that such further Data Processors are:

16.10 Spolecnost Biogen opraviiuje Poskytovatele
sluzeb, aby jmenoval subdodavatele jako dalsi
Zpracovatele osobnich tdaji jménem Poskytovatele
sluzeb (dil¢i zpracovatele) za piedpokladu, Ze tito
dalsi Zpracovatelé osobnich udaji:

16.10.1 located within the EU Equivalent Protection
Area; and

16.10.1 sidli v Oblasti s ekvivalentni ochranou jako
VEU a

16.10.2 engaged on terms which provide equivalent
protections in relation to Biogen Data to those set out
in this Clause 16.

16.10.2 jsou najati za podminek, které zajistuji
ekvivalentni ochranu ve vztahu k Biogen Datim,
jako jsou podminky uvedené v tomto ¢lanku 16

The foregoing also applies to affiliates of the Service
Provider. The Service Provider shall remain liable for
the acts and omissions of such subcontractors. Other
than as set out in this Clause 0, the Service Provider
may not appoint subcontractors as sub-processors in
relation to Biogen Data without Biogen’s written
approval.

Pfedchozi ustanoveni rovnéz plati pro ptidruzené
spole¢nosti  Poskytovatele sluzeb. Poskytovatel
sluzeb ziustava odpovédny za jednani a opomenuti
svych subdodavateli. Kromé toho, co je uvedeno
v tomto ¢lanku 0, nesmi Poskytovatel sluzeb bez
pisemného souhlasu spoleénosti Biogen jmenovat
subdodavatele jako dalsi Zpracovatele osobnich
udaju ve vztahu k Biogen Datim.

16.11 Biogen is entitled, on giving
reasonable notice to the Service Provider, to inspect
(or appoint representatives to inspect) all facilities,
equipment, documents and electronic data relating to
the processing of Biogen Data by the Service Provider
to ensure the Service Provider’s compliance with this
Clause 16.

16.11 Spolecnost Biogen je opravnéna po véasném

upozornéni  poskytnutém Poskytovateli sluzeb
zkontrolovat (nebo jmenovat zastupce, aby
zkontrolovali) ~ vSechna  zafizeni,  vybaveni,

dokumenty aelektronické tudaje v souvislosti se
zpracovanim Biogen Dat Poskytovatelem sluzeb, aby
bylo zajisténo, Zze Poskytovatel sluzeb dodrzuje tento
¢lanek 16.

16.12 On expiry or termination of this
Agreement for whatever reason the Service Provider
shall forthwith cease to use or process any Biogen
Data (unless their further processing is required by
applicable law) and shall, at Biogen’s option:

16.12 Po vyprSeni platnosti nebo ukonceni této
Smlouvy z jakéhokoli divodu Poskytovatel sluzeb
pfestane okamzit¢ pouzivat nebo zpracovavat
jakakoli Biogen Data (neni-li jejich dalsi zpracovani
vyzadovano platnymi pravnimi predpisy) adle
uvazeni spolecnosti Biogen:

16.12.1 return, in a format and on storage media that
Biogen may reasonably specify, all Biogen Data that
the Service Provider (or its subcontractors) is
electronically storing (or is under its (or its

16.12.1 vrati v8echna Biogen Data ve formatu a na
uloznych médii, jaka mulze Biogen piimétené
specifikovat, ktera Poskytovatel sluzeb (nebo jeho
subdodavatelé) elektronicky uklada nebo kterd jsou
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subcontractors’) possession or control) and upon
Biogen’s confirmation of receipt of the Biogen Data
delete or destroy the Biogen Data, in such manner as
Biogen may reasonably request, including destroying
relevant copies and back-ups; or

Vv jeho drzeni nebo pod jeho kontrolou (¢i v drzeni
nebo pod kontrolou jeho subdodavateld) apo
potvrzeni spole¢nosti Biogen o obdrzeni Biogen Dat
Biogen Data vymaze nebo zlikviduje takovym
zpusobem, jaky mutize Biogen ptiméfené pozadovat,
v&etné znifeni piislusnych kopii a zaloh; nebo

16.12.2 directly delete or destroy the Biogen Data, in
such manner as Biogen may reasonably request,
including destroying relevant copies and back-ups.

16.12.2 ptimo vymaze nebo zlikviduje Biogen Data,
takovym zpiisobem, jaky muize Biogen pfiméfené
pozadovat, véetné znifeni piislusnych kopii a zaloh.

16.13 The Service Provider shall indemnify Biogen
for any fine, action, proceeding, liability, cost, claim,
loss or expense (including reasonable legal fees and
disbursements) incurred by Biogen or its Affiliates
arising out of any breach of this Clause 16 by the
Service Provider or any subcontractor.

16.13 Poskytovatel sluzeb odSkodni spolecnost
Biogen za jakoukoli pokutu, zalobu, fizeni, zavazek,

naklad, narok, ztratu nebo vydaje (vCetné
ptiméfenych poplatkl a vydaji za pravni zastoupent)
vzniklych  spole¢nosti  Biogen nebo  jejim

Pfidruzenym spolecnostem na zaklad¢ jakéhokoli
poruseni tohoto ¢lanku 16 Poskytovatelem sluzeb
nebo kterymkoli subdodavatelem.

17. Notices.

17. Oznameni.

17.1  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:

17.1  Veskera oznameni, ktera jsou vyzadovana
nebo povolena podle této Smlouvy, musi mit
pisemnou formu a budou povazovéana za dorucena
dnem pievzeti v piipadé osobniho doruceni, doruceni
expresni kuryrni sluzbou, faxem nebo doporucenou
postou s potvrzenim o pievzeti zasilky na tuto
adresu:

If to Service Provider:
Nemocnice Na Homolce, Roentgenova 37/2, 150 30
Praha 5, Ceska republika,

V piipadé  oznameni  Poskytovateli  sluzeb:
Nemocnige Na Homolce, Roentgenova 37/2, 150 30
Praha 5, Ceska republika,

Tel: Tel.:
If to Biogen: V ptipadé oznameni spole¢nosti Biogen:
Biogen MA Inc. Biogen MA Inc.

225 Binney Street
Cambridge, MA 02142
Attention: General Counsel
Telephone:

Facsimile: (Il

225 Binney Street
Cambridge, MA 02142

K rukam: General Counsel
Tel.:

Facsimile: (Il

With a copy to:

V kopii:

Biogen Idec Research Limited
Innovation House,

70 Norden Road,
Maidenhead,

Berkshire SL6 4AY

United Kingdom

Attn: Corporate Counsel

Biogen Idec Research Limited
Innovation House,

70 Norden Road,
Maidenhead,

Berkshire SL6 4AY

Velka Britanie

K rukdm: podnikovy pravnik

If to CRO:

IQVIA RDS Czech Republic s.r.o.
Adresa: Pernerova 691/42

186 00 Praha 8

Czech Republic
Tol. I

V ptipad€ oznameni pro CRO:
IQVIA RDS Czech Republic s.r.o.
Pernerova 691/42

186 00 Praha 8

Ceska republika
Tol:

Legal Department:

Pravni oddéleni:
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IQVIA Inc. Global Legal Department
100 IMS Drive Parsippany

IQVIA Inc. Global Legal Department
100 IMS Drive Parsippany

NJ 07054 USA NJ 07054 USA
Attention: General Counsel Attention: General Counsel
Email: Email:
18. Governing Law & Jurisdiction. 18. Rozhodné pravo a soudni pfislu$nost.
18.1  This Agreement and the rights and | 18.1  Tato Smlouva a prava a zavazky Smluvnich

obligations of the Parties hereunder shall be governed
by and construed in accordance with the laws of the
Czech Republic with the exception of its conflict of
law provisions. All disputes arising in connection with
this Agreement, including disputes concerning the
existence and validity of this Agreement shall be
resolved by the courts in the Czech Republic.

stran, které zni vyplyvaji, se budou fidit zdkony
Ceské republiky s vyjimkou jejich  koliznich
ustanoveni a budou vykladany v souladu s nimi.
Veskeré spory vzniklé v souvislosti se Smlouvou,
vCetné sporl o jeji existenci a platnost, budou
rozhodovany soudy v Ceské republice.

19. Entire Agreement; Amendment; Waiver.

19. Uplna dohoda, dodatky a vzdéni se prava.

19.1  This Agreement, together with all Schedules
attached hereto, contains and represents the entire
understanding of the Parties and supersedes all prior
agreements, arrangements and communications,
whether oral or written, with respect to the subject
matter hereof.

19.1 Tato Smlouva spolené se vSemi svymi
Prilohami obsahuje a ptedstavuje Uplné ujednéni
Smluvnich stran a nahrazuje veskeré predchozi ustni
i pisemné dohody, ujednani a komunikaci ohledné
jejiho predmétu.

19.2  No amendment, modification or supplement
to this Agreement or any Schedule hereto may be
made, except by means of a written document which
is signed by the authorized Representatives of the
Parties.

19.2  Veskeré dodatky, zmény a doplilky k této
Smlouvé nebo ke kterékoli z jejich Ptiloh musi mit
pisemnou formu a byt podepsany opravnénymi
Zastupci Smluvnich stran.

19.3  The delay or failure by either Party to exercise
or enforce any of its rights under this Agreement shall
not constitute or be deemed to be a waiver of that
Party’s right thereafter to enforce those rights, nor
shall any single or partial exercise of any such rights
preclude any other or further exercise thereof or the
exercise of any other right. No waiver of any provision
of this Agreement shall be effective unless it is in
writing and signed by the Party against which it is
sought to be enforced.

19.3  Jestlize Smluvni strana neuplatni neprodlené
nebo viibec nékteré ze svych prav podle této Smlouvy
nebo na ném nebude trvat, nebude to znamenat, ze se
vzdava svého prava i do budoucna, a ani to tak
nebude vykladano. Uplatnénim takového prava, a to
i jen castecné, nebude vyloucena moznost uplatnit
takové pravo znovu nebo pokracovat v jeho
uplatiiovani nebo ptipadné uplatnit jakékoli jiné
pravo. Vzdat se nékterého z ustanoveni této Smlouvy
je mozno u¢inné pouze na zakladé pisemného
prohlaseni podepsaného Smluvni stranou, vici niz
ma byt takové ustanoveni uplatnéno.

20. Severance.

20. Oddélitelnost ustanoveni.

If a court of competent jurisdiction holds that any term
of this Agreement is unenforceable, illegal or void,
such term shall be enforced only to the extent that it is
otherwise enforceable or is not in violation of such
law, and all other terms of this Agreement shall remain
in full force and effect.

Shleda-li prislusny soud, ze n€ktera z podminek této
Smlouvy je nevymahatelnad, nezakonna nebo
neplatnd, bude dodrzovani takové podminky
vymahano pouze v rozsahu, v jakém je vymahatelné
nebo neporusuje platné pravni piedpisy. Veskeré
ostatni podminky této Smlouvy zlstanou platné a
ucinné v plném rozsahu.

21. Counterparts; Signatures.

21. Stejnopisy a podpisy.

If this Agreement is made out in hard copy, it shall be
executed in four counterpartsBI, each of which shall
have the force of an original. Service Provider shall
receive two counterparts and Biogen and CRO shall
each receive one counterpart. In the event that this
Agreement is executed in electronic form, it shall be a
single copy with electronic signatures of the Parties in
accordance with Act No. 297/2016 Coll., on trust
services for electronic transactions, as amended.. This

Je-li tato Smlouva uzaviena v listinné podobé, je
vyhotovena ve Ctyfech stejnopisech, z nichz kazdy
ma platnost originalu. Poskytovatel sluzeb dva
stejnopisy a spolecnost Biogen a CRO obdrzi kazdy
po jednom stejnopise. V ptipade, ze je tato Smlouva
vyhotovena v elektronické podobg, jedna se o jedno
vyhotoveni s elektronickymi podpisy Smluvnich
stran v souladu se zakonem ¢. 297/2016 Sb., o
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mailto:officeofgeneralcounsel@iqvia.com

Agreement is drawn up in the Czech and English
languages. In case of any ambiguity in interpretation,
the Czech text shall prevail.

sluzbach vytvarejicich davéru pro elektronické
transakce, ve znéni pozdéjsich piedpist.

Tato Smlouva je vyhotovena v ¢eském a anglickém
jazyce. V piipad¢ vykladovych nejasnosti je
rozhodné Ceské znéni.

22. Transparency.

22. Transparentnost.

As a member of the European Federation of
Pharmaceutical ~ Industries and  Associations
("EFPIA™), Biogen shall comply with the codes
enacted by the EFPIA, including the EFPIA Code on
Disclosure of Transfers of Value adopted on 24 June
2013 and the corresponding applicable national
disclosure codes (the "Applicable EFPIA Disclosure
Codes"). Accordingly Biogen shall collect, record and
publish Information (as defined below) regarding any
Transfer of Value (as defined below) made as from 1%
January 2015.

Jako clen Evropské federace farmaceutického
pramyslu a asociaci (,,EFPIA®) bude spolecnost
Biogen dodrzovat kodexy ustanovené EFPIA véetné
Kodexu upravujiciho zvefejiiovani plateb a jinych
plnéni piijat¢tho 24. cervna 2013 a prisluSnych
narodnich kodexti o zvefejnovani (dale jen ,,Platné
kodexy EFPIA upravujici zvefejiiovani®).
Spolecnost Biogen proto bude shromazdovat,
zaznamenavat a zvefejiiovat Informace (definované
nize) tykajici se veSkerych Pfevodd hodnotného
plnéni (definovanych nize) uskutecnénych od
1. ledna 2015.

For the purpose of this clause, ""Transfer of Value™
means any direct or indirect transfer of value, in cash
or in kind or otherwise, which relates to the following
categories, as defined under the Applicable EFPIA
Disclosure Codes: donations and grants, funding for
research and development, including but not limited
to, studies, clinical trials and non-interventional
studies, non-monetary benefits in connection with
attending continuing medical education conferences,
including conference/registration fees, sponsorship
agreements, as well as travel and accommodation

Pro ucely tohoto ¢lanku se ,,PFevodem hodnotného
plnéni“ rozumi pfimy nebo nepfimy pievod
hotovostniho ¢i  jiného plnéni tykajici se
nasledujicich kategorii definovanych v Platnych
kodexech EFPIA pro zvefejniovani informaci: dary
a granty, financovani vyzkumu a vyvoje, naptiklad
studii, klinickych hodnoceni a neintervenénich
studii, nepenézité vyhody v souvislosti s ucasti na
l1ékatskych konferencich v rdmci dalsiho vzdélavani
véetné  konferencnich/registracnich ~ poplatk,
sponzorské smlouvy, jakoz 1 cestovni vylohy

expenses, service and consultancy fees, as well as | anaklady na ubytovani, poplatky za sluzby
other benefits in kind. a konzultace a jiné nepenézité vyhody.
For the purpose of this clause, "Information™ | Pro tuc¢ely tohoto ¢lanku zahrnuje pojem

includes, without limitation, and as further detailed
under the Applicable EFPIA Disclosure Codes, the
amounts attributable to Transfers of Value, the name
and business address of the Healthcare Professionals
and/or Healthcare Organizations (“HCPs” and
“HCOs”), types of non-monetary benefits received,
the relevant reporting period for a Transfer of Value
and the purpose of the Transfer of Value.

wInformace* napriklad ¢astky predstavujici Pfevody
hodnotného plnéni, jméno a obchodni adresu
zdravotnickych pracovnikli a/nebo zdravotnickych
organizaci, typ obdrZzenych nepenézitych vyhod,
prislusné oznamovaci obdobi pro dany Prevod
hodnotného plnéni a jeho tcel, jak je dale podrobné
uvedeno v Platnych kodexech EFPIA upravujicich
zvetejiovani.

Service Provider acknowledges and agrees that
Biogen and its affiliates and subsidiaries may have
certain disclosure and reporting obligations in relation
to this Trial pursuant to the Applicable EFPIA
Disclosure Codes, including, without limitation, the
disclosure/reporting of fees and amounts payable
pursuant to this Agreement. Accordingly, Biogen will
report all necessary Information regarding Transfer of
Value made from 1st January 2015 to all relevant
Financial Transparency reporting authorities.

Poskytovatel sluzeb bere na védomi a souhlasi s tim,
ze spole¢nost Biogen a jeji Pridruzené spole¢nosti
mohou mit na zadkladé Platnych kodexii EFPIA
upravujicich zvetejiiovani urcité povinnosti tykajici
se poskytovani udaju a hlaseni, zejména poskytovani
udaji / hlaseni poplatkd a plateb splatnych na zakladé
této Smlouvy. Spolecnost Biogen proto bude hlasit
vSechny  nezbytné  Informace o Pfevodech
hodnotného plnéni uskute¢nénych od 1. ledna 2015
vSem pfisluSnym ufadim zajistujicim financni
transparentnost.

IN WITNESS WHEREOF, this Agreement has been
executed by Biogen, the CRO and Service Provider
through their duly authorized officers as of the
Effective Date.

NA DUKAZ TOHO byla tato Smlouva v Den
ucinnosti podepsana fadné opravnénymi zastupci
spolecnosti Biogen, CRO a Poskytovatele sluzeb.
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NEMOCNICE NA HOMOLCE

PODEPSANO IQVIA RDS CZECH REPUBLIC
S.R.O. NA ZAKLADE PLNE MOCI: BIOGEN
IDEC RESEARCH LIMITED / SIGNED BY
IQVIA RDS CZECH REPUBLIC S.R.O. ON
BEHALF OF: BIOGEN IDEC RESEARCH
LIMITED

Datum / Date:

Datum / Date:

Podepsal/a / By: MUDr. Petr Polouéek, MBA

Podepsal/a / By:

Director / Reditel

Smluvni strana této Smlouvy pouze pro ucely plateb |
Party to the Agreement for payment purposes only

IQVIARDS CZECH REPUBLIC S.R.O.

Datum / Date:

Podepsal/a / By:
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Schedule A

Priloha A

DESCRIPTION OF SERVICES

POPIS SLUZEB

BUDGET & PAYMENT SCHEDULE

ROZPOCET A ROZPIS PLATEB

A. Services:

A. Sluzby:

The scope of Services is fully described in the
”Procedure Manual for PET Imaging of the Brain for
study 247AD201” specifications. [The terms starting
with a capital letter that are not defined in this
Agreement are defined in the [Radiology Services
Protocol]].

Rozsah Sluzeb je podrobné popsan ve specifikacich
»Manual postupu pro PET zobrazovani mozku ke

studii  247AD201¢. [Neni-li vyraz uvadény
S pocateCnim velkym pismenem definovan v této
Smlouvé, je jeho definice soucasti [Protokolu

radiologickych sluzeb]] .

B. PAYEE DETAILS

B. UDAJE O PRIJEMCI PLATEB

The Parties agree that the payee designated below is the
proper payee for this Agreement, and that payments under
this Agreement will be made by the CRO only to the
following payee (‘“Payee”):

Smluvni strany se dohodly, Ze nize uvedeny piijemce plateb
je fadnym pfijemcem plateb z této Smlouvy a Ze platby
vyplacené CRO podle této Smlouvy budou hrazeny
vyhradné¢ tomuto piijemci plateb (dale jen ,Pfijemce
plateb®):

PRIJEMCE PLATEB ZE SMLOUVY/ CONTRACT PAYEE

Nazev/jméno Pfijemce plateb:

(musi se shodovat s ndzvem/jménem ve
smlouvé)/ Payee Name

(Must match name in the contract)

Nemocnice Na Homolce

Adresa Piijemce plateb:/ Payee Address

Roentgenova 37/2, 150 30 Praha 5 — Motol, Czech Republic / Ceska

neni platcem DPH)/ VAT/Tax ID
(Tax ID must exactly match the payee hame
indicated above, or tax exempt when applicable)

republika
DIC
(DIC musi ptesné odpovidat jménu/nazvu vyse
uvedeného Piijemce plateb; piipadné uved’te, ze C700023884

BANKOVNI SPOJENI:/ BANKING INFORMATION:

Nézev banky/Bank Name Ceska narodni banka

Ulice/ Bank Street Na Ptikopé 28

Mésto/ Bank City Praha 1

Stat/kraj/ Bank State/Province Czech Republic / Ceské republika
PSC/ Bank Postal Code 115 03

Zem¢/ Bank Country Czech Republic / Ceské republika
Me¢éna ctu prijemce/ Receiving Account Currency K&/ CZK

IBAN (24 znaku)/ IBAN (24 Digits) CZ57 0710 0000 0000 1773 4051
Swift kod (8 nebo 11 znakl)/ Swift Code (8 or 11 Digits) CNBACZPP

instructions

Pokud dohodnutd ména platby neodpovida méné Vaseho bankovniho uctu, je mozné, ze budete muset uvést jeste
zprostiedkovatelskou banku. Informujte se u své banky. Bude-li nutné pouzivat zprosttedkovatelskou banku,
uved’te spolecné s ostatnimi udaji k bankovnimu ptevodu také jeji ndzev a ptripadné ¢islo uctu a kod SWIFT/ If the
contracted Payment Currency does not match your bank account, you may need to provide an Intermediary Bank.
Please contact your Financial institution for details. If an Intermediary bank is required, please provide Bank
Name, Account Number if applicable and SWIFT Code of Intermediary Bank along with all other required Wire

KONTAKTNI UDAJE/ CONTACT INFORMATION

Jméno urcené osoby piijemce, ktery bude posilat faktury /
Name of recipient sending invoices

Telefonni ¢islo a e-mail/ Phone number & Email

Preferovany jazyk/ Language Preference

Czech

! Dopliite podle potieby, pokud budou pouzity terminy definované v jiném dokumentu ke klinickému hodnoceni
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Jméno urcené osoby piijemce platby, kterému maji byt
zasildna oznameni a udaje o platbach/

Telefonni ¢islo a e-mail/ Phone number & Email

Preferovany jazyk/ Language Preference

Czech

In case of changes in the Payee’s bank details, Payee must
inform CRO in writing by sending an email to:

. The parties agree that
in case of changes in bank details which do not involve a
change of Payee/Bank Account Name or change of country
location of bank account, no further amendments are
required.

Dojde-li ke zméné v udajich o bankovnim spojeni Ptijemce
plateb, bude Piijemce plateb povinen o tom CRO pisemné
informovat zaslanim emailu na adresu:
. Smluvni strany se dohodly,
ze kdyz se zména bude tykat pouze bankovnich udaja
Piijemce plateb, které v8ak neplisobi zménu v subjektu
Pfijemce plateb nebo zménu statu, v némz je bankovni ucet
ziizen, nebude zapotiebi uzavirat jakykoli dalsi dodatek.

The Parties acknowledge that the designated Payee is
authorized to receive all of the payments for the services
performed under this Agreement.

Strany timto berou na védomi, Ze uvedeny Pfijemce plateb
je opravnén piijimat veskeré platby za sluzby poskytované
na zaklad¢ této Smlouvy.

C. PAYMENT TERMS

C. PLATEBNI PODMINKY

CRO, will administer payment to the Payee quarterly, for
the services it has provided in the previous three (3) months.

CRO bude poskytovat finan¢ni plnéni Pi{jemci plateb
étvrtletné za sluzby, které poskytl v piedchozich tiech (3)
mésicich.

All taxes and any other fees, expenses or costs, including
but not limited to, the remuneration of all personnel,
incurred by Payee in performing this Agreement that is not
specifically designated as reimbursable by CRO or Biogen
under the Agreement (including this Schedule) is Payee's
sole responsibility unless otherwise agreed by the parties in
a written amendment to the Agreement.

Veskeré dané avSechny ostatni vydaje nebo naklady,
napfiklad veskeré odmény Personalu, které Piijemci plateb
vzniknou pfi plnéni této Smlouvy, av§ak nejsou konkrétné
uvedeny jako vydaje nebo naklady proplacené CRO nebo
spolecnosti Biogen podle této Smlouvy (vcetné této
prilohy), uhradi Piijemce plateb, pokud se Smluvni strany
v pisemném dodatku Smlouvy nedohodly jinak.

In case that the Service Provider is a payer of VAT,
appropriate rate of VAT according to a mandatory statute,
will be included to the above mentioned invoice amount

Pokud je Poskytovatel sluzeb platcem DPH, bude k vyse
uvedenym fakturovanym c¢astkdm pfipoctena DPH
Vv zédkonné vysi.

Major, disqualifying Protocol violations are not payable

Zavazna diskvalifikujici poruseni Protokolu nebudou podle

under this Agreement.

podminek této Smlouvy proplacena.

All payments for this Trial in accordance with the attached
budget will be administered by CRO and paid by the CRO
electronically.

Veskeré platby za toto Klinické hodnoceni podle
prilozeného rozpocétu bude spravovano CRO a hrazeno
CRO elektronicky.

D. PAYMENT DISPUTE

D. PLATEBNIi SPORY

Payee will have thirty (30) days from the receipt of final

Pfijemce plateb bude opravnén ve lhité triceti (30) dnd od

payment to dispute any payment discrepancies during the | obdrzeni  zavére¢né platby  rozporovat  jakoukoli

course of the performance of this Agreement. nesrovnalost v platbach, k niz doslo po dobu plnéni této
Smlouvy.

E. INVOICES E. FAKTURY

Payments will be issued by CRO based on Budget Table
below, payment frequency and payment terms as outlined in
this Schedule A. Payments will be made only upon receipt
of  corresponding  invoices, including  back-up
documentation, in the specified currency, as described
below. Invoices will be payable within thirty (30) days from
the date of receipt by CRO of the invoice, including any
supporting documentation.

Platby bude CRO hradit na zakladé Tabulek rozpoctu,
cetnosti plateb a platebnich podminek uvedenych v této
Pfiloze A. Platby budou uskutenény az po piijeti
odpovidajicich faktur véetné podkladové dokumentace, ve
stanovené mengé, jak je popsano nize. Faktury budou splatné
do 30 dnt od data doruceni faktury CRO vcetné piislusné
podkladové dokumentace.

Invoices for any additional payments to those stated in this
Agreement (i.e., additional reimbursements) must also be
sent to CRO and approved by Biogen. All invoices shall be
raised in the following manner:

Faktury za pfipadné dal$i platby neuvedené v této Smlouve
(napf. proplaceni dodate¢nych néakladil) museji byt rovnéz
zasilany CRO a musi je schvalit spolecnost Biogen.
Vsechny faktury budou vystavovany takto:

Invoices to be billed to:

Faktury budou vystavovany na:

IQVIA RDS Czech Republic s.r.o.

IQVIA RDS Czech Republic s.r.o.

Pernerova 691/42

Pernerova 691/42

186 00 Praha 8

186 00 Praha 8
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Czech Republic

Ceska republika

Invoices to be sent to:

Faktu ri budou zasilany na adresu:

Email original invoices, including backup, to:

Originaly faktur véetné zaloh zasilejte e-mailem na adresu:

Emailed invoices and backup are preferred. In the
event invoices in hard copy need to be sent, please
send to the following address:

Preferujeme zasilani faktur a zaloh e-mailem. V pfipadg,
Ze je potieba zaslat fakturu v tisténé podobé, zaslete ji
prosim na nasledujici adresu:

Invoices to be sent to:

Faktury budou zasilany na adresu:

Attn: Clinical Trial Payments
IQVIA, 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom
Email: _

Attn: Clinical Trial Payments
IQVIA, 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

Spojené kralovstvi

Email:

The following information should be included on the
invoice:

o  Complete Investigator name, address and
phone number
Site number
Invoice date
Invoice number
Payee/ Service Provider name (must
match Payee indicated in the Agreement)
Sponsor name
Trial protocol number
Payment amount
Complete  description  of
performed
Invoices should be printed on Service
Provider letterhead

O O O O

O O O O

Services

(@)

Na faktufe museji byt uvadény tyto nalezitosti:

0 Celé jméno ZKOUSEJICIHO, jeho adresa a
telefonni ¢islo

Cislo centra

Datum vystaveni faktury

Cislo faktury

Jméno/nazev prijemce plateb a ¢islo centra (musi
byt shodné s Piijemcem plateb uvedenym v CTA)
Cislo protokolu

Castka platby

Uplny popis poskytnutych sluzeb

Cislo klinického hodnoceni:

Nazev zadavatele:

O O O O

O O O O O

All invoice and payment related inquiries shall be addressed

directli to Clinical Trial Payments at:

Veskeré dotazy tykajici se faktur a plateb posilejte piimo

IQVIA Clinical Trial Paiments na adresu

F. BUDGET TABLE(S)

F. ROZPOCET (ROZPOCTY)

Service Provider shall provide the Services listed below for
the duration of the Trial within the timelines requested by
the Investigator and according to the Trial Protocol.
Performance of the Services shall only occur upon Biogen’s
instructions, and in any event, not before approval of the
Trial protocol by the Competent Authority. Biogen will
inform Service Provider after receiving the approval of the
Competent Authority without any delay. All visit payments
noted below include reimbursement for all Trial procedures

Poskytovatel sluzeb bude poskytovat nize uvedené Sluzby
po dobu trvani Klinického hodnoceni v ¢asovych lhttach
pozadovanych  ZkouSejicim a  podle  Protokolu.
K poskytovani Sluzeb bude dochazet pouze na zékladé
pokynu spoleénosti Biogen a v kazdém piipadé nikoli pred
schvalenim protokolu Klinického hodnoceni PfislusSnym
ufadem. O schvaleni bude spolecnost Biogen Poskytovatele
sluzeb bez zbytecného odkladu informovat. VSechny nize
uvedené platby za navstévy zahrnuji uhradu za vSechny
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and associated personnel time on the Trial. In consideration
of Service Provider agreeing to perform the below Services,
Biogen, through CRO, agrees to pay to Service Provider on
the account indicated above the following amounts:

postupy Klinického hodnoceni a souvisejici ¢as personalu
Klinického hodnoceni. Jako protiplnéni za souhlas
Poskytovatele sluzeb stim, Zze bude poskytovat nize
uvedené Sluzby, spole¢nost Biogen prostiednictvim CRO
souhlasi stim, ze zaplati Poskytovateli sluzeb na vyse
uvedeny ucet nasledujici ¢astky:

The costs for radiopharmaceuticals are not included in the
below mentioned amounts for tauPET CT and Amyloid
PET scan examinations. Radiopharmaceuticals will be
provided centrally by Biogen.

Nize uvedené Castky za vySetfeni tau PET CT a Amyloid
PET sken neobsahuji naklady na radiofarmaka. Ta budou
dodavana centralné Biogenem.

Planned Subject Visits: / Planované navstévy subjekti

Navstéva / Visit Name

Celkova ¢astka za subjekt/ Total Cost
per Patient*

Platba za navstévu za TauPET
podstudii (K¢ bez DPH)/ Visit Payment
for Tau PET Sub Study (CZK without
VAT)*
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Schedule B

Priloha B

Bribery and Corruption

Uplaceni a korupce

Service Provider and its Representatives together with
the Institution, the Investigator, their staff, and any
other person contributing to the Trial (the Trial
Parties) shall at all times in the conduct of the Trial
comply with the Bribery Act 2010 of the United
Kingdom (Bribery Act), the Foreign Corrupt Practices
Act 1977 of the United States of America (FCPA), and
any other applicable anti-bribery and anti-corruption
legislation (together the Applicable Anti-Corruption
Legislation).

Poskytovatel sluzeb ajeho Zastupci se spolené se
Zdravotnickym  zafizenim, ZkouSejicim, jejich
persondlem a veskerymi dalSimi osobami podilejicimi
se na Klinickém hodnoceni (dale jen ,,Osoby podilejici
se na Klinickém hodnoceni*‘) zavazuji, ze budou po
celou dobu provadéni Klinického hodnoceni
dodrzovat ustanoveni zakona Spojeného kralovstvi
0 zékazu uplaceni z roku 2010 (Protikorupéni zdakon),
zédkona Spojenych stati americkych o zdkazu
zahrani¢nich korupénich praktik z roku 1977 (zdkon
FCPA) aveskerych dalSich platnych pravnich
ptredpist zakazujicich uplaceni a korupci (dale jen
souhrnné ,,Platné protikorupéni piedpisy).

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.

Povinnosti kazdé Osoby podilejici se na Klinickém
hodnoceni je seznamit se s ustanovenimi Platnych
protikorup¢nich predpist a dodrzovat je. Presto zde
shrmujeme zéakladni principy, z nichz Protikorup¢ni
zakon a zakon FCPA vychazeji.

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

(A) Osoby podilejici se na Klinickém hodnoceni
jsou povinny jednat vzdy moraln¢€ bezithonné a ¢estne
a dodrZovat nejptisnéjsi etické normy.

(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:

(B) Osoby podilejici se na Klinickém hodnoceni
nesméji nikomu poskytovat nebo nabizet financni
¢astky, dary ani jina plnéni ¢i vyhody za Gcelem:

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

(1) securing any improper advantage; or (1) zajisténi  jakékoli  neopravnéné
vyhody; nebo
(i) inducing the recipient or another (i) nabadani ptijemce nebo jiné osoby,

aby ucinili, nebo naopak neucinili néjaky tikon, a tim
porusili svoji zdkonnou povinnost (nebo jako odménu
za takové jednani).

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

Tento zakaz plati neomezené a za vSech
situaci. Aby se vyloucily jakékoli ptipadné pochyby,
vztahuje se jak na jednani s ,,vefejnymi Ciniteli®, tak i
na jednani se zaméstnanci a zastupci obchodnich
spolecnosti.

© 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).

© Pti jednani s vefejnymi Ciniteli je vSak tieba
postupovat zvlast' obezfetné. Osoby podilejici se na
Klinickém hodnoceni nesméji poskytovat nebo
nabizet financni ¢astky, dary ani jiné plnéni ¢i vyhody
s cilem ovlivnit jednani nebo rozhodnuti verejného
Cinitele (nebo jej piimét, aby vyuzil svého vlivu na
dalsi fyzické ¢i pravnické osoby nebo na organy statni
spravy, nebo pifimo ovlivnil jednani nebo rozhodnuti
dalsi fyzické ¢i pravnické osoby nebo organu statni
spravy).
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(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.

(D) ,Verejnym Cinitelem™ se rozumi jakakoli
osoba jednajici za jakékoli vladni odd¢€leni, Gifad nebo
organ statni spravy, nebo za jakykoli podnik vlastnény
nebo ovladany statem. Napiiklad se jedna také
0 lékafe, zdravotni sestry a dal§i zdravotnické
pracovniky statnich nebo obecnich nemocnic nebo
klinik a zastupce vetejnych mezinarodnich organizaci.

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

(E) Osoby podilejici se na Klinickém hodnoceni
nesméji poskytovat nebo nabizet financni ¢astky, dary
ani jiné plnéni ¢i vyhody jakymkoli osobam, jestlize
védi nebo maji podezieni, ze by finan¢ni ¢astka, dar,
plnéni ¢i vyhoda byly zcela nebo castecné pouzity
pfimo ¢i nepfimo k poruseni zakazti uvedenych v bodé
(B) nebo (C) vyse.

(P 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.

P Osoby podilejici se na Klinickém hodnoceni
jsou povinny vést ucetni knihy, zdznamy a udty, které
dostate¢né podrobné, piesn€ a poctiveé odrazeji jejich
transakce a nakladani s jejich aktivy.

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

(G) Osoby podilejici se na Klinickém hodnoceni
zavedou a budou udrzovat systém internich ucetnich
kontrol poskytujici pfiméfenou jistotu, ze:

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

Q) jsou  transakce  provadény v souladu
Sobecnym nebo konkrétnim povéfenim vedeni
spolecnosti,

(i) transactions are recorded as necessary

(i) je o transakcich vedena nezbytna evidence,

M to permit preparation of financial statements
in conformity with generally accepted accounting
principles or any other criteria applicable to such
statements, and

0] je mozné sestavovat financni vykazy podle
vSeobecné piijimanych ucetnich zdsad nebo jinych
kritérii platnych pro sestavované vykazy a

(m to maintain accountability for assets; (m je zajisténa evidence a sledovani pohybu
aktiv,

(ili)  access to assets is permitted only in| (iii)  pfistup k aktiviim je mozny pouze na zakladé

accordance with management’s general or specific | obecného nebo konkrétniho povéfeni vedeni

authorization; and

spole¢nosti a

(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.

(iv)  ucetni evidence aktiv je piiméfené Casto
porovnavana se skuteCnym stavem aktiv a v piipadé
zjisténi jakychkoli rozdili jsou pfijata potiebna
opatfeni.
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