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INSTITUTION CLINICAL DEVICE AGREEMENT

This Institution Clinical Device Agreement (“Agreement”)
entered into as of the last date of signature (hereinafter
referred to as “Date of Validity”) and effective as of the day
of its publication according to Act no. 340/2015 Coll. on
Register of Contracts (hereinafter referred to as “Effective
Date”) by and among:

Covance Inc. with its registered office at 206 Carnegie
Center, Princeton, NJ 08540, USA, Tax ID No.: 22-3265977
and the branch office Covance Clinical and Periapproval
Services Limited, organizational unit, V Parku 2343/24, 148
00 Prague 4, Czech Republic, Reg. No.: 273 70 976, Tax ID
No.: CZ27370976 kept in the Commercial Register of the
Municipal Court in Prague, file number A 52158 at Prague 6,
Karolinska 661, 186 00 Czech Republic, which is
represented by xxx, Clinical Operations Manager (hereinafter
referred to as “Covance’); and

Fakultni nemocnice v Motole (Motol University Hospital)
organization co-financed by the state

V Uvalu 84

150 06 Praha 5

Reg. No.: 00064203

Tax ID No.: CZ 00064203

Represented by xxx on the basis of authorisation (hereinafter
referred to as “Institution”)

Whereas, Covance and Institution are hereinafter referred to
individually as “Party” and collectively as “Parties”;

Whereas, Covance is acting in its capacity as a contract
research organization as defined in 1SO-14155 as an
independent contractor of LG Chem, Ltd., LG Twin Towers
128, Yeoui -daero, Yeon-deungpo-gu, Seoul, South Korea
(“Sponsor”) to assist Sponsor in conducting the clinical
research investigation (“Clinical Investigation”) detailed
below:

Clinical Hyruan ONE® (cross linked hyaluronic
Investigation | acid [HA]) (hereinafter referred to as
al Device: “Clinical Investigational Device” or
“Investigational Device”)
Clinical A Prospective, Active-Controlled,
Investigatio | Randomised, Parallel-Group, Double-
nal  Plan | Blind, Multicentre Investigation to Assess
Title: the Safety and Effectiveness of Hyruan
ONE versus a Compara-tor for the

SMLOUVA O PROVEDENI KLINICKEHO HODNOCENI
PROSTREDKU

Tato smlouva o provedeni klinického hodnoceni (dale jen
"Smlouva") se uzavira ke dni pfipojeni posledniho podpisu
(dale jen"Datum platnosti') a je u€inna dnem zvefejnéni
dle zakona €. 340/2015 Sb., o registru smluv (dale jen
"Datum G€innosti") mezi témito Smluvnimi stranami:

Covance Inc. se sidlem na adrese 206 Carnegie Center,
Princeton, NJ 08540, USA, DIC: 22-3265977 a odstepny
zavodCovance Clinical and Periapproval Services Limited,
organizacni slozka, V Parku 2343/24, 148 00 Praha 4,
Ceska republika, ICO: 273 70976, DIC: CZ27370976
vedena v obchodném registru Méstského soudu v Praze,
Cislo slozky A 52158 na adrese Praha 6, Karolinska 661,
186 00 Ceska republika, kterd je reprezentovana xxx,
manazerem klinickych operaci. (dale jen "Covance"); a

Fakultni nemocnice v Motole
statni pfispévkové organizace
V Uvalu 84

150 06 Praha 5

ICO: 00064203

DIC: CZ 00064203
Zastoupena xxx na
,poskytovatel’).

zakladé povéfeni (dale jen

Jelikoz jsou spole¢nost Covance a Poskytovatel zde dale
oznaCovani jednotlivé jako ,Strana“ a spoleéné jako
»Strany;

Jelikoz, spoleCnost Covance jednd jakozto smluvni
vyzkumna organizace, jak je definovana v normé 1SO-14155
, jako nezavisla smluvni strana jménem spole¢nosti LG
Chem, Ltd., LG Twin Towers 128, Yeoui -daero, Yeon-
deungpo-gu, Seoul, Jizni Korea ("Zadavatel"), aby
Zadavateli poskytla pomoc pfi provadéni klinického
hodnoceni ("Klinické hodnoceni") popsaného nize:

Klinicky Hyruan ONE® (zesiténa kyselina
hodnoceny | hyaluronova) (dale jen ,Klinicky
prostfedek: | hodnoceny prostredek" nebo
,Hodnoceny prostfedek*)
Nazev Prospektivni,  aktivné  kontrolovana,
planu randomizovana, dvojité zaslepend a
klinického | multicentricka  studie s  paralelnimi
hodnoceni: | skupinami  hodnotici  bezpeCnost a
ucinnost prostfedku Hyruan ONE ve
srovnani s komparatorem, podavanych
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Treatment of Knee Osteoarthritis in
Europeas amended from time to time and

jako 1é¢ba osteoartitidy kolene v Evropé,
jak vyplyva z pozdégjSich zmén, doplnéni a

Covance wishes to engage and Institution desires to
participate in conducting the Clinical Investigation;

Whereas, the Parties shall enter into a Data Protection
Agreement (hereinafter referred to as “DPA’ and
incorporated herein by reference) relating to General Data
Protection Regulation 2016/679 in connection with clinical
trials

Now, therefore, the Parties hereto agree as follows:

1. CONDUCT OF THE CLINICAL INVESTIGATION

(a) Provider agrees that its employees, agents and xxx.
Orthopedic Clinic of the Motol University Hospital,
V Uvalu 84, 150 06 Praha 5, Czech Republic
(Investigator's name, title and department) (hereinafter
referred to as “Investigator”) will conduct the Clinical Trial at
the Institution under terms and conditions separately agreed
between Covance and Investigator. Wherever, in this
Agreement, reference is made to obligations which are
incumbent on the Investigator, such reference is intended for
the purpose of informing the parties to this Agreement
accordingly.

(b) Institution shall ensure that all persons who have
involvement in the Clinical Investigation and who are
employees, independent contractors or agents of Institution
and/or Investigator, including but not limited to pharmacy,
laboratory. radiology, pathology, cardiology and nursing
staff(hereinafter ,Research Staff’) have the knowledge and
experience to undertake the Clinical Investigation and shall
accurately, efficiently and expeditiously perform the Clinical
Investigation in a professional and competent manner.
Institution shall ensure and warrant compliance with the
provisions and requirements of this Agreement by Research
Staff. Wherever, in this Agreement, reference is made to
obligations which are incumbent on the Institution andor
Investigator for services which may be performed by
Research Staff, such reference is intended to include
Research Staff.

() By agreeing to the terms and conditions of this

incorporated  herein by  reference Uprav, a uvadéném zde odkazem (dale
(hereinafter referred to as the “CIP”) jen “CIP")

CIP LG-HACL026 Cislo CIP; | LG-HACL026

Number:

Covance si pfeje zapojit Poskytovatele do Klinického
hodnoceni za ucelem provadéni Hodnocenti;

Jelikoz Strany souhlasi, Ze uzaviou Smlouvu o ochrané
udaji (dale jen ,DPA", ktera se do této Smlouvy zafazuje
odkazem), kterd se tyk& obecného nafizeni Evropského
parlamentu a Rady (EU) na ochranu osobnich Udaju
2016/679 v souvislosti s klinickymi hodnocenimi;

Nyni proto zde Strany dohodly nasledujici:

1. PROVEDENI KLINICKEHO HODNOCENI

(a) Poskytovatel souhlasi s tim, Ze jeho zaméstnanci,
zastupci a xxx. Ortopedicka Klinika Fakultni nemocnice
Motol, V Uvalu 84, 150 06 Praha 5, Ceska republika (déle
jen ,Zkousejici®) provedou Klinické hodnoceni na pracovisti
Poskytovatele v souladu s podminkami, které byly dohodnuty
v samostatné smlouvé mezi spoleénosti Covance a
ZkouSejicim. Bude-li kdekoli v této Smlouvé uvedena zminka
0 z&vazcich, které spoCivaji na Zkousejicim, bude takova
zminka ur€ena pro UCely fadného informovani Smiuvnich
stran.

(b) Poskytovatel zajisti, aby vSechny osoby ucastnici
se Klinického hodnoceni, které jsou zaméstnanci,
nezavislymi dodavateli nebo zastupci Poskytovatele a/nebo
Zkousejiciho, zejména pracovnici |1ékarny, laboratofe,
radiologie, patologie i kardiologie a zdravotnicky personal
(dale jen "Vyzkumny personal") maji znalosti a zkuSenosti k
provedeni  Klinického hodnoceni a provedou Klinické
hodnoceni pfesné, rychle a ucinné a profesionalnim a
kompetentnim zpusobem. Poskytovatel zajisti a zarudi
dodrZovani ustanoveni a pozadavkd této smlouvy
Vlyzkumnym personalem. Pokud je v této Smlouvé uveden
odkaz na z&vazky, z nichZ Poskytovateli a/nebo Zkousejicimu
plynou povinnosti vzhledem ke sluzbam, ktery mize poskytovat
Vlyzkumny persondl, takovy odkaz je i odkazem na Vyzkumny
personal

(c) Udélenim svého souhlasu s podminkami této
Smlouvy a provedenim sluzby pro spoleénost Covance
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Agreement and performing the services for Covance, Institution
represents and warrants that it and the Investigator are not in
violation of any terms and conditions of any agreement for
services or employment with any other individual or entity.

(d) To the extent terms and conditions in this Agreement
and the CIP conflict, the terms and conditions of the CIP shall
control with respect to scientific, medical, patient consent, and
any other issues directly relating to the conduct of the Clinical
Investigation and keeping of records (e.g. case report forms)
associated therewith, and the provisions of the main body of
this Agreement shall control with respect to all other issues.

(e) Institution agrees to perform formal patient screening
and randomisation for the Clinical Investigation only after
Covance has confirmed in writing (which could be via email) to
Institution that all essential documents, as defined by ISO-
141550r equivalent standard, are in place and proper or
appropriate Ethics Committee, or other sub-committees
required per local requirements, Regulatory Authority and/or
other competent authority approval has been received.

2. APPLICABLE LAW

Institution shall ensure  the Clinical Investigation is
conducted in accordance with the CIP, this Agreement,
written  instructions  from  Sponsor or  Covance
(“Instructions”); relevant professional standards of medical
practice, generally binding legal regulations of the Czech
Republic, applicable privacy laws including Data Protection
Laws, rules and regulations, ISO-14155, and conditions of a
favourable opinion given by the applicable Ethics Committee
in accordance with applicable laws for assessment of clinical
trials (hereinafter referred to as “Ethics Committee)
(“Applicable Laws”).

In the event of a conflict between the terms of this
Agreement and the Clinical Investigational Plan scientific and
medical matters, as well as questions concerning the
consent of the subject, and any other issues directly related
to the conduct of the Clinical Investigation and record
keeping (e.g. case report forms) shall be governed by the
terms of theClinical Investigational Plan, while the provisions
of the main text of this Agreement will govern all other
issues.

3. OBLIGATIONS

(a) Anti-Bribery & Anti-Corruption

Institution shall not and shall cause its Research Staff to not
directly or indirectly pay or promise to pay, or authorize the
payment of any money, or give, promise to give or authorize
the giving of anything of value to any person or entity,

Poskytovatel prohlaSuje a potvrzuje, ze Poskytovatel ani
ZkouSejici neporusuji podminky jakékoli smlouvy na sluzby
nebo pracovni smlouvy s Zadnou jinou fyzickou ¢i pravnickou
osobou €i jinym subjektem.

(d) V pfipadé rozporu mezi podminkami této Smiouvy a
CIP se védecké a |ékafské otazky, jakoz i otazky tykajici se
souhlasu subjektu, a veSkeré dalSi otdzky, které pfimo
souviseji s provadénim Klinického hodnoceni a vedenim
souvisejicich zaznamu (napf. formulafe zprav), se budou fidit
podminkami CIP, pfi¢emz ustanovenimi hlavniho textu této
Smlouvy se budou fidit vdechny dalSi otazky.

(e) Poskytovatel se zavazuje provést formaini skrinink
pacienta a randomizaci pro Klinické hodnoceni az poté, co
spoleénost Covance pisemné (coz mize byt i prostfednictvim
e-mailu) Poskytovateli potvrdi, ze byly vypracovany vSechny
podstatné dokumenty, jak je definuje norma 1SO-14155 nebo
jeji ekvivalent, nebo Ze bylo ziskano povoleni od pfislusné
Etické komise, regulacniho a/nebo jiného prisluSného organu.

2, PLATNE ZAKONY

Poskytovatel provede Klinické hodnoceni v souladu s CIP,
touto Smlouvou, pisemnymi pokyny Zadavatele nebo
spoleCnosti Covance (dale jen "Pokyny"), pfislusnymi
profesnimi normami |ékafské praxe, obecné z&vaznymi
pravnimi predpisy Ceské republiky, platnymi pravnimi
pfedpisy na ochranu soukromi, véetné zakon(i na ochranu
osobnich udaju, pravidly, pfedpisy, normou ISO-14155, a
podminkami souhlasného stanoviska k provedeni Studie
udéleného pfislusnou etickou komisi opravnénou na zakladé
Platného zakona k posouzeni Studie (dale jen ,Eticka komise®)
(dale ,Platné zakony*).

V pfipadé rozporu mezi podminkami této Smlouvy a Protokolu
se vedecké a lékarské otazky, jakoz i otazky tykajici se
souhlasu subjektu, a veSkeré dali otazky, které pfimo
souviseji s provadénim Studie a vedenim souvisejicich
zaznami (napf. formulafe zprav), se budou fidit podminkami
Protokolu, pfiemz ustanovenimi hlavniho textu této Smlouvy
se budou fidit vSechny ostatni otazky.

3. POVINNOSTI

(a) Proti uplaceni & Proti korupci

Poskytovatel nesmi, a zajisti, Ze tak neu€ini ani Vyzkumny
persondl, pfimo ani nepfimo zaplatit, slibit nebo autorizovat
zaplaceni penéz, ani poskytnout, slibit ¢i autorizovat
poskytnuti  Eehokoli hodnotného jakékoliv osobé nebo
subjektu, at' uz se jedna o osobu ¢&i subjekt viadni, kvazi-
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whether governmental, quasi-governmental or private, to
obtain or retain business or secure improper advantage for
Covance or for Sponsor. Institution shall not and shall cause
its Research Staff to not directly or indirectly receive or solicit
any money or anything of value from any person or entity,
whether governmental, quasi-governmental or private, in
order to secure an improper advantage to such person or
entity. Institution will not take any action which could render
Covance or Sponsor liable under any other applicable laws
for the prevention of fraud, corruption, racketeering, money
laundering and/or terrorism. Institution also agrees to be
bound by anti-bribery policy as set out in this) Agreement.

Notwithstanding any other provision herein, the obligation of
Covance to enter into any order under this Agreement shall
be, at all times, subject to its ability to do so in a manner
consistent with all applicable anti-boycott laws and
regulations. Covance shall not be required to take, or to
refrain from taking, any action where to do so would be
inconsistent with or penalized under applicable anti-boycott
laws.

(b) Institution Obligations

Institution undertakes to ensure that Investigator, who is
employed by Institution, appropriately performs his/her
functions in the framework of the Clinical Investigation.

Institution also agrees that its Research Staff will devote their
best efforts to accurately and efficiently perform the work
required under this Agreement, which efforts shall include but
are not limited to the following:

(i) exercise of independent medical judgment as

to the compatibility of each Clinical
Investigation ~ patient  with the CIP
requirements;

(i) notification of Covance and Sponsor, if
required of any deviations from or failure to
comply with the CIP;
promptly replying to any questions from
Covance or Sponsor regarding any matter
related to the Clinical Investigation;
promptly notifying Covance of any significant
changes that occur at any time during the
Clinical Investigation which may affect
Investigator or Institution’s ability to conduct
the Clinical Investigation, including but not
limited to, changes in personnel involved in the
Clinical Investigation

vladni nebo soukromy, s cilem ziskat nebo zachovat
obchodni vztah &i zajistit jinou neopravnénou vyhodu pro
spole¢nost Covance nebo pro Zadavatele. Poskytovatel
nebude pfimo & nepfimo pfijimat ani vyZadovat penize ani
jakoukoli cennou véc od jakékoli osoby ¢&i subjektu, at' uZ se
jedna o osobu Ci subjekt vladni, kvazi-vliadni nebo
soukromou, s cilem ziskat od této osoby Ci subjektu
neopravnénou vyhodu a zajisti, Ze tak neucini ani Vyzkumny
personal. Poskytovatel nepodnikne Zzadné kroky, které by
mohly spoleénost Covance nebo Zadavatele Cinit
odpovédnym podle jinych platnych pravnich pfedpisti o boji
proti podvodim, korupci, vydirani, prani Spinavych penéz
alnebo terorismu. Poskytovatel se rovnéz zavazuje, ze se
bude fidit protikorupcnimi zasadami jak jsou uvedeny v tyto
smlouve.

Aniz by tim bylo dotéeno jakékoliv jiné ustanoveni této
smlouvy, povinnost Covance spinit objednavku podle této
Smlouvy je po celou dobu podfizena jeji schopnosti tak ucinit
zplisobem, ktery je ve shodé se vSemi platnymi zakony a
pfedpisy proti bojkotu. Covance neni povinna provést
jakoukoliv €innost, Ci se takové Cinnosti zieknout, kdy by to
bylo v rozporu s platnymi zakony proti bojkotu ¢i by to bylo
jimi postihovano.

(b) Povinnosti Poskytovatele

Poskytovatel se zavazuje, ze zajisti, aby Zkousejici, ktery je
Poskytovatelem zaméstnan, fadné provadél své ¢innosti v
ramci Klinického hodnoceni.

Poskytovatel rovnéz souhlasi, ze jeho Vyzkumny personal
vynaloZi své nejlepsi Usili na to, aby pfesné a efektivné
vykonaval préci vyplyvajici z této Smlouvy, pfiCemz tyto
¢innosti budou zejména zahrnovat:

()  provést nezavislé |ékafské posouzeni, zda
jednotlivé  Subjekty Klinického hodnoceni
splfiuji poZzadavky CIP;

(i) informovani spole¢nosti Covance a Zadavatele

0 jakémkoli odchyleni se od CIP nebo jeho
nedodrzovani,;

neprodlené odpovidat na vSechny dotazy
spoleCnosti Covance nebo Zadavatele na
jakékoli  zalezitosti tykajici se Klinického
hodnoceni;

neprodlené spoleénost Covance informovat o
jakychkoli vyznamnych zménach, které se
vyskytnou kdykoli v pribéhu Klinického
hodnoceni a které mohou mit vliv na
schopnost Zkousejiciho nebo Poskytovatele
provést Klinické hodnoceni, zejména o
zmeénach pracovniku Ucastnicich se Klinického
hodnoceni

)
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Institution guarantees that the appropriate facilities (including
any equipment, but excluding those to be provided by
Covance on behalf of Sponsor to the Institution) necessary
and adequate for conducting the Clinical Investigation are
available at the Institution.

4. SCHEDULE AND NUMBER OF CLINICAL

Poskytovatel zajisti, aby bylo odpovidajici pracovisté (véetné
veSkerého vybaveni, ale s vyjimkou toho, které bude
Poskytovateli poskytnuto spoleénosti Covance jménem
Zadavatele), nezbytné a vhodné k provedeni Klinického
hodnoceni, v zafizeni Poskytovatele k dispozici.

4. HARMONOGRAM A POCET _ SUBJEKTU

KLINICKEHO HODNOCENI

INVESTIGATION PATIENTS

The expected number of subjects enrolled in the clinical trial
is xx [unless otherwise agreed to by Covance], for the
Clinical Investigation according to the inclusion and exclusion
criteria and time schedule specified by the CIP. Institution
shall stop enrollment in accordance with prior written
Instructions.

The expected duration of the clinical trial is from January
2021 to January 2022.

5. PERSONAL DATA OF THE INVESTIGATOR AND

Predpokladany poCet zafazenych subjektti hodnoceni je xx
[neni-li se spole¢nosti Covance dohodnuto jinak] pro Klinické
hodnoceni v souladu se vstupnimi a vylu¢ovacimi kritérii a
harmonogramem stanovenym timto CIP.  Poskytovatel
ukon€i nabor v souladu s pfedchozimi pisemnymi pokyny.

Pfedpoklddana doba trvani klinického hodnoceni je od ledna
2021 do ledna 2022

5.  OSOBNi  UDAJE  ZKOUSEJICIHO A
VYZKUMNEHO PERSONALU

RESEARCH STAFF

(a) In order to comply with their obligations under
applicable privacy and data security laws, Institution agrees
to comply with the terms of GDPR in relation to Data
Protection.

(b) Covance may make available such Personal
Information to affiliated companies of Sponsor and/or
Covance, legal and regulatory agencies and authorities.

(c) Investigator warrants that it has obtained the
necessary consents of the Research Staff, in accordance
with applicable data protection laws for the collection,
processing, storage and transfer of their Personal
Information for the above mentioned purposes.

"During the clinical trial and after its completion, the parties
are obliged to duly protect personal data during its
processing and transfer to another country, especially in
accordance with Act No. 101/2000 Coll., on the protection of
personal data, with later amendments, and in accordance
with the EU law. Both the Sponsor and CRO are obliged to
ensure protection of personal data at a level corresponding
to that in the Czech Republic/EU. Therefore, the parties
agree that the transfer of personal data to (e.g. the United
States of America or South Korea, which proves necessary
for the fulfillment of the intended purpose of this agreement,
will be carried out by means of a standard contractual clause,
which forms Annex C of the agreement.”

(a) V zajmu spInéni svych povinnosti podle platnych
zakon( 0 ochrané soukromi a bezpecénosti Udaji souhlasi
Poskytovatel s tim, Ze bude v souvislosti s ochranou udaju
dodrzovat podminky GDPR.

(b) Spole¢nost Covance muze zpfistupnit Osobni udaje
svym pfidruzenym spole¢nostem a/nebo pfidruzenym
spoleénostem Zadavatele a/nebo Covance a prévnim a
regulaénim agenturam a Gradim.

(c) Zkousejici zaruCuje, Ze v souladu s platnymi zakony
na ochranu osobnich Udaji ziskal potfebné souhlasy
Vyzkumného Personélu pro sbér, zpracovani, ukladani a
pfenos jejich osobnich udajd pro vySe uvedené Ucely.

»omluvni  strany jsou povinny v pribéhu klinického
hodnoceni i po jeho ukonCeni dbat podle pfislusnych
pravnich pfedpisi o ochranu osobnich udaju pfi jejich
zpracovani i pfedani do jiné zemé, a to zejm. v souladu se
zakonem ¢. 101/2000 Sb., o ochrané osobnich Udajl, ve
znéni pozdgjSich predpisi a pravnimi predpisy EU.
Zadavatel i CRO je povinen zajistit odpovidajici Uroven
ochrany osobnich tdajli jako v Ceské republice/EU. Proto se
smluvni strany shodné dohodly, Ze zajiSténi pfedani
osobnich Udaju do napf. Spojenych stati americkych nebo
Jizny Korey), které se ukaze byt nezbytné nutnym k naplnéni
stanoveného  (Celu  této  smlouvy,  provedenou
prostfednictvim standardni smluvni dolozky, ktera tvofi
pfilohy C smlouvy*
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6. CONFIDENTIALITY

(a) Institution shall not, and Institution shall ensure that
the Investigator and Research Staff shall not disclose to any
third party or use for any purposes other than for the
performance of the Clinical Investigation any data, records or
other information disclosed to Institution and Investigator by
Covance, Sponsor, Sponsor’s independent contractors or
generated as a result of this Clinical Investigation
(hereinafter, collectively "Information") without the prior
written consent of Sponsor. Such Information shall remain
the confidential and proprietary property of Sponsor and shall
be disclosed only to the Investigator and Research Staff
bound by obligations of confidentiality consistent with this
Agreement who have a “need to know” for the performance
of the Clinical Investigation. The obligation of nondisclosure
shall not apply to the following Information:

(i) Information that is or becomes publicly
available through no fault of Institution,
Investigator or Research Staff;

(i) Information that is disclosed to Institution,

Investigator, and/or Research Staff by a third

party legally entitled to disclose such

information in a non-confidential fashion;

Information that is already known to

Institution, Investigator, and/or Research

Staff as shown by its prior written records;

Information required to be disclosed to a

government authority or by order of a court of

competent jurisdiction, provided that to the
extent permissible by law (i) such disclosure
is subject to all applicable governmental or
judicial protection available for like material
and Institution cooperates with Sponsor in
seeking such protection as reasonably
requested thereby; (ii) reasonable advance

notice is given to Sponsor; and (iii)

Institution, Investigator, and/or Research

Staff shall take reasonable steps to limit the

scope of such disclosure.

1. CLINICAL INVESTIGATIONAL DEVICE AND

6. ZACHOVANI DUVERNOSTI

(a) Poskytovatel nesmi zvefejnit a Poskytovatel musi
zajistit, aby ZkouSejici a Vyzkumny personal nezvefejnil
zadnym tfetim stranam nebo nepouzil pro zadné jiné Ucely
nez pro Ucely Klinického hodnoceni zadné Udaje, zaznamy

nebo jiné informace poskytnuté  Poskytovateli a
ZkouSejicimu  spoleCnosti  Covance,  Zadavatelem,
Zadavatelovymi  nezavislymi smluvnimi stranami nebo

vytvorené v dlsledku Klinického hodnoceni (spole¢né dale
jen ,Informace“) bez pfedchoziho pisemného souhlasu
Zadavatele. Takové informace zistanou i nadale divérnym a
soukromym majetkem Zadavatele a budou zpfistupnény
pouze ZkouSejicimu a Vyzkumnému personalu vazanému
zavazkem miCenlivosti v souladu s touto Smlouvou, ktery ma
pfistup k informacim potfebnym k provedeni Klinického
hodnoceni. Z&vazek miCenlivosti se nebude vztahovat na
nasledujici informace:

() Informace, které jsou nebo se stanou vefejné
dostupnymi  bez  zavinéni  Poskytovatele,
ZkouSejiciho nebo Vyzkumného Personalu;

(i) Informace, které jsou zpfistupnény

Poskytovateli, Zkousejicimu a/nebo

Viyzkumnému Personélu tfeti stranou, ktera je

opravnéna  zvefejnit  takové  informace

neutajovanym zplsobem;

Informace, které jsou jiz Poskytovateli,

ZkouSejicimu a/nebo Vyzkumnému Personalu

znamy, jak lze prokazat prostfednictvim jejich

pfedchozich pisemnych zaznam(;

Informace, které je nutno zpfistupnit viadnim

organim nebo na zakladé soudniho pfikazu

pfislusné jurisdikce za pfedpokladu, ze v

rozsahu povoleném zakonem (i) takové

zpfistupnéni informaci bude podléhat veskeré

platné vladni a soudni ochrané, kterd je k

dispozici pro takovy material, a Poskytovatel

bude spolupracovat se Zadavatelem za U&elem
ziskani takové ochrany, kterd bude vyZadovana;

(i) Ze Zadavatel obdrzi pfijatelné véasné

vyrozuméni; a (i) Poskytovatel, ZkouSejici

a/lnebo Vyzkumny personal ucini pfijatelna
opatfeni k omezeni rozsahu takového zvefejnéni
informaci..

7. KLINICKY HODNOCENY PROSTREDEK A
VYBAVENI

EQUIPMENT

(a) Institution and Investigator will be provided with
sufficient amounts of the Clinical Investigational Device
solely for the purposes of the conduct of the Clinical

(a) Poskytovateli  bude  bezplatné  poskytnuto
dostateéné mnozstvi Klinického hodnoceného prostiedku, a
to vyhradné pro ucely provadéni Klinického hodnoceni.
RovnéZ budou poskytnuty dostupné informace o Klinickém
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Investigation, free of charge. Available information on the
Clinical Investigational Device, which Sponsor considers
necessary or useful for conducting the Clinical Investigation,
will also be provided.

(b) Institution agrees to limit access to the Clinical
Investigational Device to only Research Staff who, under
Investigator's direct control, will be engaged in using the
Clinical Investigational Device as contemplated by the CIP

() Investigator will maintain a record of receipt and
dispensing of the Clinical Investigational Device.

(d) Upon completion of the Clinical Investigation or
early termination thereof, all unused Clinical Investigational
Device, compounds, devices, Covance or Sponsor provided
equipment, and related Clinical Investigation materials
furnished to Institution and Investigator by or on behalf of
Sponsor or Covance shall be returned or destroyed in
accordance with the CIP and as directed by Covance. Costs
for return or destruction are at no cost of Covance and/or
Sponsor.

(e) Institution  acknowledges that the  Clinical
Investigational Device is experimental in nature, and
therefore shall exercise prudence and reasonable care in,
and comply with any Instructions regarding, the use,
handling, secure storage, transportation, disposition and
containment of the Clinical Investigational Device, including
any derivatives thereof. No warranty or representation,
whether express or implied, is made with regard to the
Investigational Device.

4] The sponsor or Covance will ensure the delivery of
the consignment with the study device to the sitesite.,
Assigned study team member will pick it up and check it (like
other consignments — i.e. if it is not damaged and if special
transport requirements — if any — have been complied with,
and confirms the receipt of the consignment), and take full
responsibility for them. Sponsor or Covance is obliged to
notify the assigned study team member within 3 working
days before delivery, either by email or by telephone.
Sponsor will arrange the disposal of unused drugs at its own
expense.

Sponsor or Covance will arrange delivery to the address:

Ortopedicka Klinika Fakultni nemocnice Motol, V Uvalu 84,
150 06 Praha 5, Ceska republika and mark it with of the
responsible pharmacist.

hodnoceném prostfedku, které Zadavatel povazuje za nutné
nebo uzite¢né pro provadéni Klinického hodnoceni.

(b) Poskytovatel se zavazuje, ze omezi pfistup ke
Klinickému hodnocenému prostfedku pouze na Vyzkumny
Personal, ktery bude pod pfimou kontrolou Zkousejiciho
pouzivat Klinicky hodnoceny prostfedek zpisobem dle CIP

(c) ZkouSejici povede zaznamy o pfijmu a vydeji
Klinického hodnoceného prostfedku.

(d) Po dokonéeni Klinického hodnoceni nebo jeho
pfedCasném ukonCeni se veSkery nepouzity Klinicky
hodnoceny prostfedek, preparaty, zafizeni, vybaveni
poskytnuté spoleCnosti Covance nebo Zadavatelem a
souvisejici materialy pro Klinické hodnoceni poskytnuté
Poskytovateli a Zkousejicimu Zadavatelem nebo spole¢nosti
Covance i jejich jménem musi vratit nebo znicit v souladu s
CIP a podle pokyn( spole¢nosti Covance, pficemz naklady
na vraceni &i zni¢eni ponese Covance a/nebo Zadavatel.

(e) Poskytovatel bere na védomi, Ze Klinicky
hodnoceny prostiedek je experimentalni IéCivo, a proto musi
postupovat obezietné a opatrné a dodrzovat vSechny Pokyny
tykajici se pouziti, zachazeni, bezpeéného skladovani,
pfenosu, likvidace a ochrany Klinického hodnoceného
prostfedku, vCetné vSech jeho derivatd. S ohledem na
Hodnoceny prostfedek neni poskytovana zadna zaruka ani
nejsou uadéna Zadnd tvrzeni, at iz vyslovnd nebo
konkludentni.

(f) Zadavatel nebo Covance zajisti distribuci zasilky
hodnoceného prostiedku do ordinace ZkouSejiciho, kde je
zodpovédna osoba pfevezme a zkontroluje (jako jiné zasilky
- tzn. neni-li poskozena, v pfipadé zvlastnich pozadavkd na
transport, byly-li tyto pozadavky dodrzeny, pfijem zasilky
potvrdi). Zadavatel nebo Covance je povinen oznamit do 3
pracovnich dnu pfed dodanim, kdy bude zasilka do ordinace
pfedana budto emailem nebo telefonicky zodpovédné osobe.
Likvidaci nevyuzitych 1ék0 si zadavatel zajisti na vlastni
naklady.

Zadavatel nebo Covance zajisti dodavku na adresu:

Ortopedicka Klinika Fakultni nemocnice Motol, V Uvalu 84,
150 06 Praha 5, Ceska republika a oznai ji jménem
Zkousejiciho.”

(9) Poskytovatel se timto zavazuie:

Page 7 of 33

LG Chem_8407527_CZ_Master Czech Device Institution Agreement_xxx_FINAL_Version 1_03Mar2021




Protocol Ref: LG-HACL026
Covance: 8407527

Covance Master Template: Version 1, 17Aug2018
Sponsor/Study Approved Template: Version 1, 26MAY2020

(9)

The Institution hereby undertakes:

(i) that the Clinical Investigational Device
shall be handled in accordance to Act
No. 268/2014 Sbh., Collection of Laws,
on medical devices as amended and
within the meaning of Council Directive
93/42/EEC on medical devices

(h) Institution and Investigator shall exercise reasonable
care and comply with any Instructions regarding the use and
storage of Equipment. Institution understands and agrees
that Institution fees will be offset if the Institution and/or
Research Staff are negligent with any equipment provided,
including misuse, damage or loss.

8. REPORTING  CLINICAL
DEVICE SAFETY

Clinical Investigational Device safety reporting shall be
conducted strictly as per CIP, ISO-14155 and local
requirements.

INVESTIGATIONAL

9. DEREGISTRATION

Institution, on behalf of itself, the Investigator and its
Research Staff represents and warrants that neither it, nor
any other person retained by it to perform the Clinical
Investigation pursuant to this Agreement (i) has previously
been “struck-off’, debarred, deregistered or otherwise had
it/his/her right to conduct clinical studies revoked by any
national, foreign or international authority/organization, (i) is
aware of the initiation of any proceedings involving his/her
disqualification, deregistration or debarment, or (iii) has been
charged with crimes resulting in the revoking of such right.
Institution, on behalf of itself and its Research Staff and
Investigator shall inform Covance without delay should any
revocation, deregistration or debarment be announced during
the Clinical Investigation.

10. AUDIT, MONITORING AND INSPECTION

(a) Institution shall cooperate with Covance, Sponsor,
and any governmental or regulatory authorities in their efforts
to monitor, audit, or inspect the progress of the Clinical
Investigation at Institution. Authorized representatives of
Covance and Sponsor shall have the right, upon

(i) ze s Klinickym
prostiedkem bude nakladano v
souladu s poZadavky zdkona C.
268/2014  Sb., o zdravotnickych
prostfedcich, v platném znéni a ve
smyslu Smérnice Rady 93/42/EHS, o
zdravotnickych prostfedcich.

hodnocenym

(h) Poskytovatel a ZkouSejici vynaloZi pfiméfenou péci a
budou dodrzovat jakékoliv Pokyny ohledné pouzivani a
uchovavani Vybaveni. Poskytovatel bere na védomi a
souhlasi, Ze v pfipadé nedbalého zachazeni s jakymkoli
poskytnutym vybavenim, véetné jeho nespravného pouZiti,
poSkozeni nebo ztraty, ze strany Poskytovatel a/hebo
Vlyzkumnych pracovnikd bude Skoda zapoctena proti jejich
odméné.

8. HLASENi  BEZPECNOSTI KLINICKEHO
HODNOCENEHO PROSTREDKU

HiaSeni bezpeénosti Klinického hodnoceného prostiedku

musi byt provedeno vyhradné podle CIP, normy ISO-14155 a

mistnich pozadavka.

9. ZRUSENI REGISTRACE

Poskytovatel svym jménem a jménem ZkouSejiciho a svého
Vyzkumného Personélu samostatné prohlasuji a zaruuji, ze
on sam ani zZadna jind osoba, které zadal provadéni
Klinického hodnoceni podle této Smlouvy, (i) nebyla v
minulosti "vySkrtnuta", vylou€ena, odregistrovana ani ji
jakykoli narodni, zahraniéni nebo mezinarodni organ i
organizace neodnala pravo provadét klinické studie, (i) si
neni védoma zahajeni jakéhokoli fizeni souvisejiciho s jejim
vylou¢enim, zruSenim registrace nebo vylou€enim, nebo (iii)
nebyla obvinéna z trestnych ¢&inG s dlsledkem odejmuti
takového prava. Poskytovatel svym jménem a jménem
ZkouSejiciho a svého Vyzkumného Personalu jsou povinni
spoleCnost Covance bez odkladu informovat, pokud b&hem
provadéni Klinického hodnoceni dojde k odejmuti, zruSeni
registrace nebo vylouceni.

10.  AUDIT, MONITOROVANI A INSPEKCE

(a) Poskytovatel musi spolupracovat se spole¢nosti
Covance, Zadavatelem a pfisluSnymi viadnimi a regulaénimi
organy v jejich Usili o sledovani, audit nebo kontrolu pribéhu
Klinického hodnoceni u Poskytovatele. Povéfeni zastupci
spoleCnosti Covance a Zadavatele maji na zakladé
upozornéni u¢inéného s pfiméfenym pfedstihem tato préva:

reasonableadvance notice, to: (i) zkoumat a kontrolovat prostory Poskytovatele

(i) examine and inspect the Institution’s facilities used vyuzivané pro provadéni Klinického hodnoceni;

for the performance of the Clinical Investigation; (ii) kontrolovat a kopirovat vesSkera data a vysledky
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(ii) inspect and copy all data and work products related
to the Clinical Investigation; and

(iii) examine source documents and other medical
records of Clinical Investigation patients reasonably
necessary to monitor the Clinical Investigation.

The Institution shall allow the CRO/Sponsor or their
representatives to inspect, monitor or audit the work at the
study site or other contractually designated premises, as per
this Agreement, where or using which the clinical
investigationis conducted - exclusively during normal
working hours. However, such inspection or audit must be
agreed at least 3 days in advance and must not disrupt the
normal operation of the Institution.

(b) In the event Institution receives notice that
Institution or Investigator shall be the subject of an
investigation or audit by any governmental or regulatory
authority, Institution shall notify Covance immediately. In the
event Institution does not receive prior notice of said
investigation or audit, Institution shall notify Covance as soon
as practicable after receiving knowledge of said investigation
or audit. Institution will provide Covance and Sponsor copies
of all Clinical Investigation specific materials, external
correspondence, statements, forms and records that
Institution or Investigator receives, obtains or generates
pursuant to any such investigation, including providing
Covance and Sponsor a reasonable opportunity to comment
in advance on any correspondence generated by Institution
or Investigator to the appropriate authority.

() Institution shall promptly correct all errors identified
by Sponsor, Covance or their representatives during any
audit, as well as any items that are identified as being non-
compliant with the CIP, 1SO-14155 or with Institution’s
obligations under this Agreement.

1. PUBLICATION

(a) All data or results arising out of the performance of
this Clinical Investigation shall be considered Information as
defined above and shall not be used for the commercial
benefit of Institution, Investigator, or Research Staff.

(b) Any and all data resulting from the Clinical
Investigation will not be presented or published in any form
or media by the Institution, Investigator or Research Staff
without the prior written consent of Sponsor which consent

prace spojené s Klinickym hodnocenim; a

zkoumat zdrojové dokumenty a jiné lékafské
zaznamy o subjektech Klinického hodnoceni, které
jsou pfiméfené nezbytné ke sledovani Klinického
hodnoceni.

(i)

Poskytovatel zdravotnich sluzeb umozni CRO/zadavateli
nebo jejich zastupcim, aby provedli kontrolu, monitorovani
nebo audit praci ve smyslu této smlouvy u studijniho
pracovidté, nebo v jinych smluvné uréenych prostorach, v
nichz nebo s jejichz pomoci se provadi studie (klinické
hodnoceni), a to vyhradné b&hem bézné pracovni doby.
Takova kontrola nebo audit vSak musi byt domluven
minimalné 3 dny pfedem a nesmi narusit bézny chod
poskytovatele zdravotnich sluzeb.

(b) V pfipadé, ze Poskytovatel obdrzi oznameni, Ze
Poskytovatel nebo ZkouSejici maji byt pfedmétem
vySetfovani nebo auditu ze strany jakéhokoliv statniho nebo
regulaéniho  organu, musi Poskytovatel neprodlené
informovat spole¢nost Covance. V pfipadé, Ze Poskytovatel
neobdrZi pfedchozi ozndmeni o zminéném vy3etfovani nebo
auditu, je o tom povinen co nejdfive poté, co se dozvi o
vySetfovani nebo auditu, informovat spoleCnost Covance.
Poskytovatel poskytne spole¢nosti Covance a Zadavateli
kopie vSech specifickych materiall o Klinickém hodnoceni,
externi korespondenci, pfikazy, formuléfe a zaznamy, které
Poskytovatel nebo ZkouSejici ziska Ci vytvofi na zékladé
takového vySetfovani, a poskytne také spolecnosti Covance
a Zadavateli pfiméfenou moznost se pfedem vyjadfit k
veskeré korespondenci, kterou Poskytovatel nebo ZkouSejici
pro dany organ vytvori.

(c) Poskytovatel bezodkladné opravi vSechny chyby
zjisténé Zadavatelem, spoleCnosti Covance nebo jegjich
zastupci v pribéhu jakéhokoli auditu, jakoZ i veSkeré polozky
oznaCené za neodpovidajici CIP, normé ISO-14155 nebo
povinnostem Poskytovatele podle této Smiouvy.

11.  ZVEREJNENI

(a) VSechny udaje a vysledky vyplyvajici z plnéni
tohoto Klinického hodnoceni se povazuji za informace dle
vySe uvedené definice, a nesmi byt pouZity pro komercni
prospéch Poskytovatele, Zkousejiciho nebo Vyzkumného
personalu.

(b) Veskeré udaje vyplyvajici z Klinického hodnoceni
nebude Poskytovatel, ZkouSejici ani Vyzkumny Personal
nijak uvadét ani publikovat v zadném médiu bez pfedchoziho
pisemného souhlasu Zadavatele, kteryzto souhlas Ize udélit
podle pokynu v CIP.
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maybe as directed within the CIP.

The parties agree to the publication of the agreement by the
Institution in order to fulfill the obligations imposed on it by
applicable and effective laws, in particular Act No. 340/2015
Coll., on the Register of Contracts, as amended, as well as
instructions and decrees of the Ministry of Health of the
Czech Republic.

Covance and Sponsor acknowledge that the Institution, as a
state-financed organization, is obliged to provide information
at the request of a third party in accordance with the Act
106/1999 Coll. as amended.

The Institution shall take sufficient steps in accordance with
applicable laws so that the scope of information provided
does not exceed the level required by law and is approved by
Sponsor before publication in the registry. The Institution
shall inform Covance upon receipt of a request for
information

The parties agree to the publication of this contract, all its
requirements except for the annexes in the Register of
Contracts, remotely accessible at https://smlouvy.gov.cz

Information that constitutes a trade secret of any Party (i.e.
Clinical Investigation Plan, study design, payment terms,
study schedule, number of subjects, detailed payment
schedule) will not be disclosed. The parties agree that the
annexes to this contract are not subject to publication. The
amount to be paid for the performance under this contract is
specified in the estimated total amount for the services
performed for the maximum number of clinical trial subjects
who complete the visits prescribed by the Clinical
Investigation Plan , and is 856 000 CZK.

Annex D to this agreement includes a version of the
agreement intended for publication, in which personal data of
natural persons will be blinded, as well as information which
constitutes trade secrets according to Article 504 of Act No.
89/2012 Coll., Civil Code, i.e. Clinical Investigation Plan,
study design, payment conditions, study schedule, number of
clinical trial subjects, and detailed breakdown of payments.
Annex D will be provided as a separate document by email.

The parties have agreed that the Institution will ensure the
publication of the said version of the agreement. If it is not
published within 30 days of signing, the agreement will be
published by Covance or Sponsor.

The Institution will inform Covance about the publication at
the email address: xxx.

Smluvni  strany souhlasi s  uvefejnénim  smlouvy
Poskytovatelem za Ucelem spInéni povinnosti uloZzenych mu
platnou a U¢innou pravni Upravou, a to zejména zakonem ¢.
340/2015 SB., o registru smluv, ve znéni pozdéjSich
pfedpisti, a dale pokyny a rozhodnutimi Minsterstva
zdravotnictvi Ceské republiky.

Covance a Zadavatel berou na védomi, ze Poskytovatel
jakozto statni pfispévkova organizace je povinna na dotaz
tfeti osoby poskytnout informace podle zakona 106/1999
Sb. v platném znéni.

Poskytovatel pfijme v souladu s pravnimi pfedpisy
dostateCné kroky, aby rozsah poskytnutych informaci
neprekrodil miru pozadovanou zakonem. Poskytovatel bude
informovat spoleénost Covance po obdrzeni zadosti o
poskytnuti informaci.

Smluvni strany souhlasi s uvefejnénim této smlouvy, v3ech
jejich nélezitosti kromé pfiloh v Registru smluv, dalkové
pfistupném na https://smlouvy.gov.cz

Informace které tvofi obchodni tajemstvi jakékoli smluvni
strany, (tj. protokol, design studie, platebni podminky, Casové
rozvrzeni studie, poCet subjektt hodnoceni, detailni rozpis
plateb) nebudou pfedmétem zvefejnéni. Strany se dohodly,
Ze prilohy této smlouvy nejsou pfedmétem zvefejnéni. Vyse
plnéni podle této smlouvy je specifikovana predpokladanou
celkovou Castkou za provedené sluzby za maximalni podet
subjektt  hodnoceni, ktefi dokonéi navstévy pfedepsané
protokolem, a ¢ini 856 000 K¢.

Verze smlouvy urené ke zvefejnéni, ve které budou
zaslepeny informace tykajici se osobnich Udaju fyzickych
ososb, a informace které tvofi obchodni tajemstvi podle §
504 zé&kona €. 89/2012 Sb., obCansky zakonik, {j.protokol,
design studie, platebni podminky, ¢asové rozvrzeni studie,
poCet subjektl hodnoceni, detailni rozpis plateb tvofi pfilohu
D této smouvy.

Strany se dohodly, ze Poskytovatel zajisti zvefejnéni
uvedené verze smlouvy. Pokud nedojde ke zvefejnéni v
pribéhu 30 dni od podpisu smlouvy, zvefejni smlouvu
spoleénost Covance, nebo Zadavatel.

O zvefejnéni bude Poskytovatel informovat spoleCnost
Covance na emailové adrese xxx
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12. DATA AND REPORTS

Institution shall submit all data, reports, queries, and other
requested information in a timely manner. Institution shall
maintain Clinical Investigation reports as required by the CIP
and Instructions. Institution agrees to provide Covance with
the data called for in the CIP via the appropriate electronic
data capture system in accordance with the schedule
communicated by Covance and in compliance with the
Electronic Access Terms and Conditions attached hereto as
Exhibit A and incorporated by reference into this Agreement.

13. INTELLECTUAL PROPERTY
(a) Any inventions or discoveries (whether patentable
or not), data, new uses, processes, compositions,

innovations, suggestions, ideas, work product, results and
reports made or developed by Institution, Investigator and/or
Research Staff during the course of this Clinical Investigation
shall be promptly disclosed to Sponsor and shall become, be
and remain the exclusive property of Sponsor. Institution
hereby assigns with full title guarantee and shall ensure
Investigator and all Research Staff assign with full title
guarantee all right, title, and interest in and to such
inventions or discoveries (whether patentable or not), data,
new uses, processes, compositions, innovations,
suggestions, ideas, work product and reports, and all
intellectual property rights with respect thereto, to Sponsor,
free and clear of all liens, claims, and encumbrances. All
such property is intended to be the result of “work for hire” for
the benefit of Sponsor. Upon Sponsor's request, and at
Sponsor’s sole cost and expense, Institution shall take (and
will cause Investigator and Research Staff to take) such
actions as Sponsor deems necessary or appropriate to
perfect Sponsor’s exclusive ownership of such property and
obtain patent or other proprietary protection in Sponsor's
name with respect to any of the foregoing.

(b) Neither Covance nor Sponsor shall transfer to
Institution or Investigator (or Research Staff) by operation of
this Agreement or by any other means any patent right,
copyright or other proprietary or property right of Sponsor.

(c) Clinical Investigational Device is and shall remain
the sole property of Sponsor. The transfer of physical
possession of the Clinical Investigational Device hereunder,
and/or the possession or use of the Clinical Investigational
Device by Institution and Investigator, shall neither constitute
nor be construed as a sale, lease, or offer to sell or lease the
Clinical Investigational Device or other transfer of title in or to
the Clinical Investigational Device.

12.  UDAJE A ZPRAVY

Poskytovatel pfedlozi veskeré Udaje, zpravy, dotazy a dalSi
poZzadované informace v€as. Poskytovatel je povinen vést
zpravy Klinického hodnoceni, jak vyZzaduje CIP a Pokyny.
Poskytovatel se zavazuje poskytnout spoleénosti Covance
data pozadovand v CIP prostfednictvim pfislusného
elektronického  systému shéru dat v souladu s
harmonogramem sdélenym spole¢nosti Covance a v souladu
s Podminkami pro elektronicky pfistup, které tvofi Pfilohu A k
této Smlouvé, které jsou zahrnuty odkazem do této Smlouvy.

13.  DUSEVNIi VLASTNICTVi

(a) Veskeré vynalezy a objevy (bez ohledu na to, zda
jsou zpUsobilé k patentovani, ¢i nikoli), data, nové vyuZziti,
postupy, prostfedky, inovace, navrhy, napady, vysledky
prace, vysledky a zpravy, které Poskytovatel, ZkouSejici
a/nebo Vyzkumny Personal vytvofi nebo vyvinou v pribéhu
tohoto Klinického hodnoceni musi byt neprodlené sdéleny
Zadavateli a stanou se a nadale zlstanou jeho vyhradnim
majetkem. Poskytovatel timto zaru€uje Zadavateli, Ze bude
vlastnikem veSkerych prav, vlastnickych prav a podild k
témto vynalezim nebo objevim (bez ohledu na to, zda jsou
zpUsobilé k patentovani, ¢i nikoli), Udajum, novym vyuZitim,
postupdm, prostfedkdm, inovacim, navrhim, napadim,
vysledk(m prace, vysledkim a zpravam, a veSkerym pravim
dusevniho vlastnictvi k nim, a zajisti, aby totéZ Zadavateli
zaru€ili i veSkery Vyzkumny personal, pfiemz musi byt
odprostén vSech zastavnich prav, narokl a vécnych bfemen.
VySe uvedené statky budou vytvofeny jako tzv. "work for
hire" (dilo na objednavku) ve prospéch Zadavatele. Na
Zadost Zadavatele a na jeho vyhradni naklady a vydaje
pfijme Poskytovatel takova opatfeni, ktera Zadavatel
povazuje za nezbytna nebo vhodna k upevnéni vyluéného
vlastnictvi tohoto majetku a ziskani patentu nebo jiné
proprietdrni ochrany jménem Zadavatele s ohledem na
kterykoli z vySe uvedenych statkl, pficemz zajisti pfijeti
téchto opatfeni i ze strany ZkouSejiciho a Vyzkumného
personalu.

(b) Ani  spoleCnost Covance ani Zadavatel na
Poskytovatele ani Zkousejiciho (nebo Vyzkumny Personal)
na zakladé této Smlouvy ani jinak nepfevedou Zz&dna
patentova, autorska ani jina vlastnicka prava Zadavatele.

(c) Klinicky hodnoceny prostfedek je a zistava ve
vyhradnim vlastnictvi Zadavatele. Pfevod fyzické drzby
Klinického hodnoceného prostfedku podle této Smiouvy,
a/nebo jeho drzba &i pouziti ze strany Poskytovatele a
ZkouSejiciho nesméji predstavovat ani se povazovat za
prodej, prondjem nebo nabidky k prodeji & prondjmu
Klinického hodnoceného prostfedku, ani za pfevod
vlastnického prava k nému.
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14, INDEMNITY, LIABILITY AND INSURANCE

Covance and Sponsor shall not be responsible for, and
Institution shall indemnify, defend and hold Covance and
Sponsor harmless from any loss or third party claim resulting
from Institution, Investigator or Research Staff's negligence,
willful misconduct, or their breach of this Agreement. For this
purpose, the Sponsor shall provide INDEMNITY FORM FOR
CLINICAL STUDIES.

Institution undertakes to:

(i) notify Covance and Sponsor promptly of
any action or negligence which can result
in claims against Sponsor, Covance,
Institution, Investigator or Research Staff,
in relation to the Clinical Investigation, or of
filing of such claim; and

fully cooperate with Sponsor and/or
Covance to determine the actions in the
cases referred to above, and take no
action that could harm the interests of
Sponsor in Covance.

(a)

(il

(b) Sponsor maintains liability insurance as required by
national law. Proof of such insurance is available upon
request.

(c) Sponsor declares and confirms that in accordance
with the provisions of Article 52 section 3, letter f) of Act. No.
378/2007 Coll., on Medicinal Products, as amended, the
Sponsor will arrange insurance for the clinical trial.

(d) Institution, Investigator and all Research Staff have
such current licenses and permits as may be required to
perform clinical studies, including but not limited to training
records.

(e) Institution shall maintain in full force and effect
throughout the performance of the Clinical Investigation
professional and general liability insurance in amounts
appropriate to cover its liability for any damage which may be
caused as a result of fault or negligence of Institution,
Investigator or Research Staff in the performance of the
Clinical Investigation.  Proof of such insurance shall be
provided to Covance or Sponsor upon request.

14.  NAHRADA ODPOVEDNOST A
POJISTENI

Spole¢nost Covance a Zadavatel nebudou nést odpovédnost
a Poskytovatel odSkodni, obhaji a ochrani spoleCnost
Covance a Zadavatele pred jakoukoli $kodou nebo narokem
ucinénym tfeti stranou vyplyvajicim z nedbalosti, umysiného
nespravného jednani nebo porudeni této Smlouvy ze strany
Poskytovatele, ZkouSejiciho nebo Vyzkumného Personélu.
Za timto Gcelem bude poskytnut Zadavatelem FORMULAR
pro ZBAVENI ODPOVEDNOSTI PRO KLINICKE
STUDIE.

(a)

SKODY,

Poskytovatel se zavazuje:

(i) Informovat ~ spoleCnost ~ Covance a
Zadavatele bez zbyte¢ného odkladu o
veSkerém jednani nebo nedbalosti, které

mohou vést ke vzniku narokd vUCi
Zadavateli, spolecnosti Covance,
Poskytovateli, ZkousSejicimu nebo

Vyzkumnému Personalu ve vztahu ke
Klinickému hodnoceni, nebo o vzneseni
takového naroku; a

plnné spolupracovat se Zadavatelem
a/nebo spolecnosti Covance s cilem
stanovit ve vySe uvedenych pfipadech
pfislusné kroky, a nepfijmout Zadné kroky,
které by mohly poSkodit zajmy Zadavatele
na spoleCnosti Covance.

(b) Zadavatel musi mit uzaviené zakonné pojiSténi
odpovédnosti za Skodu podle zakona v dané zemi. Dikaz o
uzavreni takového pojisténi je k dispozici na vyZzadani.

(c) Zadavatel prohlaSuje a potvrzuje, Zze v souladu s
ustanovenim § 52 odst. 3, pism. f) zak. &. 378/2007 Sb., o
léCivech, ve znéni pozdéjSich pfedpist, zajisti pojisténi
klinického hodnoceni.

(d) Poskytovatel, ZkouSejici a veSkery Vyzkumny
Personal musi mit pozadovana platna opravnéni a povoleni
k provadéni klinickych studii, mj. dokumentace Skoleni.

(e) Poskytovatel musi mit po celou dobu provadéni
Klinického hodnoceni v piné platnosti a Uéinnosti pojisténi
profesni odpovédnosti za Skodu a pojisténi obecné
odpovédnosti za Skodu v pfislusné castce k pokryti
jakychkoli $kod, které mohou byt zplsobeny v dusledku
zavinéni nebo nedbalosti ze strany Poskytovatele,
ZkouSejiciho nebo Vyzkumného Persondlu pfi provadéni
Klinického hodnoceni. Dlkaz o uzavieni takového pojisténi
bude poskytnut spolenosti Covance nebo Zadavateli na
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(f) The Institution declares that according to Article 45
section 2 letter n) of Act No. 372/2011 Coll., on Health
Services, it has an insurance policy for liability insurance for
damage caused during the provision of health care.
According to Article 45 section 2 letter n) of Act No. 372/2011
Coll., the insurance must be taken out for as long as the
provider provides healthcare.

The Institution does not accept as a reason for
indemnification if damage is caused by the trial subject's
action or omission or negligence.

15. PAYMENTS

(a) All payments will be made payable to the following
payees (‘Payee”) in accordance with the fee split delineated
in Exhibit B;

vyZzadani.

(f) Poskytovatel prohlaSuje, Ze ma dle § 45 odst. 2
pism. n) zékona ¢&. 372/2011 Sb., o zdravotnich sluzbach
uzavienu pojistnou smlouvu na pojisténi odpovédnosti za
Skodu zpusobenou pfi poskytovani zdravotni péce. Dle § 45
odst. 2 pism. n) zakona €. 372/2011 Sb. musi byt pojiSténi
uzavieno po celou dobu, po kterou poskytovatel poskytuje
zdravotni péci.

Poskytovatel neakceptuje jako duvod Kk vyvinéni Skodu
vzniklou jednénim ¢i opomenutim ¢i nedbalosti subjektu
hodnoceni.

15. PLATBY

(a) V$echny platby budou vyplaceny témto pFijemcim
(dale jen "Pfijemce platby" i "Pfijemci platby") v souladu s
rozdélenim poplatk( definovanym v Pfiloze B:

Payee Payee Payee Payee Payee
Name | Address | TaxID | Contact | Contact
Email Number

Univer | VUvalu |CZ fakturykhl | xxx

sity 84 000642 | @fnmoto

Hospit | 150 06 | 03 l.cz

al Praha 5,

in Mot | Czech

ol Republic
(b) The approved payments for the Clinical

Investigation and related services to be conducted by
Institution are provided for in the budget attached hereto as
Exhibit B and incorporated by reference herein (‘Exhibit B).
The payments noted in Exhibit B include all applicable
overheads due to any Party or entity as result of or in
connection with the Clinical Investigation.  Institution
acknowledges that Covance will not be held liable for
payments until they have been paid by Sponsor for such
payments and/orfees due. Covance will use its best efforts
to collect funds from Sponsor in a timely manner to ensure
prompt payment to Payee.

(c) Payments are dependent upon the performance of
procedures in full compliance with the CIP and this
Agreement, as well as the timely and satisfactory submission
of complete and correct data on the CRFs. The Payee will
not be compensated for any Clinical Investigation patients
who were enrolled without a properly executed ICF, who do

Jméno | Adresa DIC Kontakt | Kontakt
Pfijemc | Pfijemce | Pfijemce | nie-mail | niislo
e platby | platby platby | pfijemce | pfijemc
platby | e plathy

Fakultni |V Uvalu |CZ fakturykhl | xxx
nemocni | 84 0006420 | @fnmotol
ce 150 06 |3 .cZ
v Motol | Praha 5,
e Ceska

republika
(b) Schvalené platby za Klinické hodnoceni a

souvisejici sluzby, které ma Poskytovatel provadét, jsou
uvedeny v rozpoCtu pfilozeném k této Smlouvé jako Pfiloha
B a zaClenény zde odkazem ("Pfiloha B"). Platby uvedené v
Pfiloze B zahrnuji vSechny pfislusné rezijni naklady splatné
kterékoli Smluvni strané nebo subjektu v dusledku Klinického
hodnoceni nebo v souvislosti s nim. Poskytovatel bere na
védomi, ze spole¢nost Covance nenese odpovédnost za
platoy, dokud Zadavatel neuhradi takové platby a/nebo
splatnou odménu.  Spoleénost Covance vyvine maximalni
usili, aby ziskala finanéni prostfedky od Zadavatele v¢as s
cilem zajistit rychlé zaplaceni Pfijemci platby.

(c) Platby jsou podminény postupem v piném souladu s
CIP a touto Smlouvou, jakoz i vEasnym a uspokojivym
predloZenim Uplnych a spravnych Gdajl z formulafi subjekti
hodnoceni (Case Report Form). Pfijemce &i pfijemci plateb
neziskaji nahradu za subjekty hodnoceni, které byly do
Klinického hodnoceni zafazeny bez fadné provedeného
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not meet the inclusion/exclusion criteria, or that are deemed
violations of or deviations from the CIP or this Agreement.
Payments are dependent upon the reports and other
information required by this Agreement and the CIP being
submitted to Covance in a timely and satisfactory manner.
Payment for partially completed cases, i.e., early
withdrawals, shall be made on a pro-rata basis for Services
performed according to Exhibit B. Notwithstanding the
foregoing, if this Agreement is terminated by Covance or
Sponsor due to the Institution or Investigator's failure to
enroll a Clinical Investigation patient, all advance payments
(unless non-refundable as agreed in this Agreement) shall be
promptly returned to Covance.

(d) Except as expressly provided for in this Agreement
and its exhibits and attachments, no payments will be made to
Institution or any other person or entity in connection with the
Clinical Investigation. Payment for any costs outside of this
Agreement and its exhibits and attachments must be approved
in advance in writing by Covance.

(e) If a dispute arises between the Parties in respect of
any part of an invoice, Covance shall notify Payee promptly of
the particulars of the dispute, and Covance may withhold
payment of the disputed part of the invoice provided that
Covance and Payee endeavor promptly and in good faith to
resolve the dispute.

(f) Institution shall not bill any third party for any
Clinical Investigational Device or other items or services
furnished by Sponsor through Covance in connection with
the Clinical Investigation, or any services provided to patients
in connection with the Clinical Investigation for which
payment is made as part of the Clinical Investigation, except
as may be specifically authorized by the Exhibit B.

16. TERM AND TERMINATION

(a) The term of this Agreement shall begin on the
Effective Date and shall continue until all services have been
properly completed and all queries resolved unless sooner
terminated in accordance with this Agreement.

(b)

reserves

Covance, with written authorization from Sponsor,
the right to terminate this Agreement;

(i) upon thirty (30) days written notice to
Institution; or

informovaného souhlasu, které nespliuji vstupni/vyluovaci
kritéria nebo jejichz zafazeni |ze povazovat za porueni nebo
odchylku od CIP nebo této Smlouvy. Platby jsou podminény
pfedlozenim zprav a dal$ich informaci pozadovanych podle
této Smlouvy a CIP spole¢nosti Covance, a to véas a
uspokojivym zpusobem. Platba za &asteCné provedené
pfipady, tj. pfipady pfedCasného odstoupeni, musi byt
provedena na pomérném zakladé za sluzby provedené podle
Pfilohy B. Pokud je tato Smlouva bez ohledu na vySe
uvedené ukonéena ze strany spoleCnosti Covance nebo
Zadavatele v disledku toho, ze Poskytovatel nebo Zkousejici
nezafadili subjekt Klinického hodnoceni, vSechny zalohy
(pokud nejsou dle této Smlouvy nevratné) musi byt
neprodlené vraceny spolecnosti Covance.

(d) Poskytovatel nebo jakékoli dalSi osobé nebo entité
zapojené do Klinického hodnoceni nebudou ucinény zadné
jiné platby, kromé pfipadl vyslovné uvedenych v této
Smlouvé a jejich pfilohach a doplricich. Platba za jakékoli
naklady vynalozené mimo rdmec této Smlouvy a jejich pfiloh
a dopliiki musi byt spole¢nosti Covance pfedem pisemné
schvalena.

(e) V pfipadé sporu mezi Smluvnimi stranami tykajiciho
se jakékoli &asti faktury je spoleCnost Covance povinna
bezodkladné ozndmit Pfijemci platby podrobnosti sporu, a
spoleénost Covance mlZe zadrzet platbu sporné Casti
faktury za pfedpokladu, Ze se spoleénost Covance a
Pfijemce platby snaZi rychle a v dobré vife spor vyresit.

(f) Poskytovatel nebude zadné tfeti strané uctovat za
jakykoli Klinicky hodnoceny prostfedek nebo jiné polozky &i
sluzby poskytnuté Zadavatelem prostfednictvim spole¢nosti
Covance v souvislosti s Klinickym hodnocenim, ani jakékoli
sluzby poskytnuté pacientim v souvislosti s Klinickym
hodnocenim, za néz je v ramci Klinického hodnoceni
stanovena platba, kromé pfipadi vyslovné povolenych v
Pfiloze B.

16.  DOBA PLATNOSTI A UKONCENI

(a) Smlouva vstoupi v platnost v Den platnosti a jeji
platnost potrva do fadného dokonCeni vSech sluzeb a
vyfeSeni vdech dotazl, pokud neni ukonéena dfive v souladu
S touto Smlouvou.

(b) Spoleénost Covance si na zakladé pisemného
povoleni od Zadavatele vyhrazuje pravo vypovédét tuto

Smlouvu;
() na zakladé vypovédi s fficetidenni (30)
vypovédni dobou doruéené Poskytovateli; nebo
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(ii) upon immediate effect if Sponsor
terminates its clinical research agreement
with Covance for the conduct of the Clinical
Investigation; or

if Investigator has failed to recruit or enroll
a sufficient number of Clinical Investigation
patients for participation in the Clinical
Investigation to make it likely that the
statistical requirements applicable to the
Clinical Investigation will be met, as
determined by Sponsor.

(i)

() Either Party may terminate this Agreement by
written notice to the other Party, which will take effect
immediately, if

(i) the other Party breaches any provisions of

this Agreement which are capable of
remedy, and such breach is not remedied
within thirty (30) days of the breaching
Party's receipt of a written notice
requesting such a remedy;

(i) either Party reasonably considers that risk
to the Clinical Investigation patients
associated with continuation of the Clinical
Investigation becomes unacceptable for
scientific or Clinical Investigation patients
safety and welfare reasons;
any relevant certificate, authorization,
approval or exemption for conducting the
Clinical  Investigation is  revoked,
suspended or expires without renewal; or
the Investigator becomes unable to work
for the Clinical Investigation and no
replacement of him/her acceptable to
Sponsor or Covance is available in
accordance with the Replacement section
hereunder.

(d) Immediately upon receipt of a notice of termination
of this Agreement, Institution shall ensure that the
Investigator shall, to the extent required by 1SO-14155,
cease entering patients into the Clinical Investigation, shall
cease conducting procedures to the extent medically
permissible on Clinical Investigation patients already entered
into the Clinical Investigation and shall refrain from incurring
additional costs and expenses to the extent possible.

(e) The Parties agree that upon termination of the
Services in so far as they relate to Covance Personal Data,
Institution and all its Subprocessors, as defined in the GDPR,
shall, at the choice of Covance, return all Covance Personal
Data and the copies thereof to Covance, or securely destroy

(i) s okamzitou ucinnosti, jestlize Zadavatel ukonéi
smlouvy o provadéni klinického hodnoceni se
spoleénosti Covance za Ucelem provadéni
Klinického hodnoceni; nebo

pokud se ZkousSejicimu nepodafi nabrat nebo do
Klinického hodnoceni zafadit dostateCny pocet
subjektl  hodnoceni pro u€ast v Klinickém
hodnoceni tak, aby bylo pravdépodobné, Ze
budou naplnény statistické pozadavky vztahujici

)

se ke Klinickému hodnoceni  uréené
Zadavatelem.
(c) KaZda ze Smluvnich stran mdze od této Smlouvy

odstoupit pisemnym oznamenim druhé Smluvni strané s
okamZitou platnosti, pokud

() druhd Smluvni strana porudi jakékoli ustanoveni

této Smlouvy, které Ize napravit, a toto poruseni
neni napraveno ve |h(té tficeti (30) dnd ode dne
doruceni pisemného oznameni o tomto poruseni
Smluvni strané, v némz se pozaduje naprava;

(i) kterdkoli ze Smluvnich stran se duvodné
domniva, Ze se riziko pro subjekty Klinického
hodnoceni v souvislosti s pokradovanim
Klinického hodnoceni stane nepfijatelnym pro
védeckou bezpecénost nebo bezpeénost subjekt
Klinického hodnoceni a z divodu jejich dobrych
Zivotnich podminek;
dojde ke zrueni, pozastaveni nebo vyprseni
bez obnoveni jakéhokoli relevantniho osvédéeni,
opravnéni, povoleni nebo vyjimky pro provadéni
Klinického hodnoceni; nebo
ZkouSejici neni schopen pracovat v ramci
Klinického hodnoceni a k dispozici neni zadny
nahradnik pfijatelny pro Zadavatele nebo
spolecnost Covance v souladu s ustanovenimi o
Nahradnicich podle této Smlouvy.

(i)

(v)

(d) lhned po obdrzeni oznameni o ukonceni této
Smlouvy je Poskytovatel povinen v rozsahu pozadovaném
normou ISO 14155 zastavit zépis pacientd do Klinického
hodnoceni, pfestat v |ékafsky mozném rozsahu provadét
postupy na subjektech Klinického hodnoceni, které jiz byly
do Klinického hodnoceni zapsany a je povinen zamezit
vzniku dodateénych nakladi a vydaji v nejvy$$i mozné
mife.

(e) Strany souhlasi s tim, Ze po ukon&eni poskytovani
sluzeb v rozsahu, v némz se tykaji osobnich udaji Covance,
Poskytovatel a vSichni jeho Diléi zpracovatelé, jak je definuje
GDPR, vrati podle rozhodnuti Covance vSechny osobni
udaje Covance a jejich kopie Covance, nebo bezpetné znici
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all Covance Personal Data and certify to Covance that it or
they have done so, unless a European Union or European
Member State law to which Institution or a Subprocessor are
subject prevent Institution or a Subprocessor from returning
or destroying all or part of Covance Personal Data. In such a
case, Institution warrants that it will guarantee the
confidentiality of Covance Personal Data and will not actively
Process Covance Personal Data further and will guarantee
the return and/or destruction of Covance Personal Data as
requested by Covance when the legal obligation to not return
or destroy the information is no longer in effect.

(f) In the event of termination of this Agreement, the
sum payable under this Agreement shall be limited to
prorated fees based on actual work properly and timely
performed through the date of termination pursuant to the
CIP as determined in accordance with Exhibit B. Any funds
not due Payee, as defined herein, under this methodology for
payment but already paid to Payee shall be returned to
Covance within thirty (30) days of the site close-out visit by
Covance.

17. REPLACEMENT

(a) In the event that Investigator becomes either
unwilling or unable to perform the duties required by this
Agreement, Institution will cooperate, in good faith and
expeditiously, to find a replacement investigator with similar
qualifications acceptable to Sponsor and Covance; however
Investigator shall continue to be bound by the provisions
herein relating to Confidentiality, Deregistration, Publication,
Intellectual Property, Indemnity, Liability and Insurance
notwithstanding his or her replacement hereunder.

(b) In the event a substitute acceptable to Sponsor and
Institution is not found within a reasonable time period, this
Agreement may be terminated in accordance with the Term
and Termination section herein. Institution’s cooperation in
finding an acceptable replacement does not release
Investigator from its obligations to perform this Agreement up
to and including the effective date of termination.

18. RECORD RETENTION
(a) All Essential Documents, as defined in 1SO-14155
will be retained in accordance with 1ISO-14155and the CIP.

(b) Institution will promptly contact Sponsor in the event
of accidental loss or destruction of any Clinical Investigation
documents. Investigator will also notify Covance should
he/she relocate or move the Clinical Investigation related
files to a location other than that specified in the submitted
Clinical Investigation documentation.

vSechny osobni Udaje Covance a potvrdi Covance, ze tak
ucinily, pokud zakon Evropské unie nebo jejiho Elenského
statu, jimZz se fidi Poskytovatel nebo Dil¢i zpracovatel,
nebrani Poskytovateli &i Dil€imu zpracovateli ve vraceni ¢i z
nieni vSech osobnich Udaji Covance nebo jejich ¢asti. V
takovém pfipadé Poskytovatel zaruCuje, Ze zajisti divérnost
osobnich Udaji Covance a nebude dale aktivné zpracovavat
osobni Udaje Covance a zaru€i vraceni a/nebo zniceni
osobnich udaju Covance, jak to Covance pozaduje, kdyz jiz
zakonna povinnost nevratit a neznicit informace neni dale
uéinna.

(f) V pfipadé ukonCeni této Smlouvy se Castka splatna
podle této Smlouvy omezi na pomérné poplatky na zakladé
skuteéné prace fadné a v€as provedené do data ukonceni
podle CIP, jak je stanoveno v souladu s Prilohou B. Veskeré
prostfedky, které nejsou Pfijemci ¢i Pfijemcim plateb
splatné, ale které jim jiz byly vyplaceny, musi byt vraceny
spoleénosti Covance do fficeti (30) dnG ode dne
zavéreCnénavstévy spoleénosti Covance na misté.

17.  NAHRADNICI

(a) Pokud ZkouSejici bud’ nechce nebo nemlZze plnit
povinnosti podle této Smlouvy, Poskytovatelbude v dobré
vife a bez pritah( spolupracovat na nalezeni nahradniho
Zkousejiciho s obdobnou kvalifikaci pfijatelného  pro
Zadavatele a spole¢nost Covance; Zkousejici vSak bude i
nadale vazan ustanovenimi této Smlouvy tykajicimi se
davérnosti, vylouCeni, poskytovani finan¢nich informaci,
zvefejiiovani, dusevniho vlastnictvi, odSkodnéni,
odpovédnosti a pojisténi bez ohledu na své nahrazeni podle
této Smlouvy.

(b) V' pfipadé, Ze nedojde k nalezeni nahradnika
pfijatelného pro Zadavatele a Poskytovatel v pfiméfené
IhGté, muZe byt tato Smlouva vypovézena v souladu s
ustanovenimi o dobé trvani a ukonéeni podle této Smiouvy.
Spoluprace  Poskytovatele pfi  hledani pfijatelného
nahradnika je nezbavuje povinnosti plnit tuto Smlouvu az do
(a v€etné) ucinného data ukonéeni.

18.  UCHOVAVANIi ZAZNAMU

(a) V§echny Dulezité Dokumenty, které jsou definovany
v normé 1SO-14155, budou uchovavany v souladu s normou
ISO-14155 a CIP.

(b) Poskytovatel ~ bude  neprodlené  informovat
Zadavatele v pfipadé nahodné ztraty nebo zniCeni
dokumentl Klinického hodnoceni. ZkousSejici bude rovnéz
informovat spolecnost Covance v pfipadé pfemisténi nebo
pfesunu dokumentl Klinického hodnoceni na jiné misto nez
je uvedeno v piedloZené dokumentaci Klinického hodnoceni.
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(c) The Institution shall archive the relevant records of
the clinical trial under adequate conditions to prevent their
damage or destruction for a period of fifteen (15) years from
the end of the clinical trial (hereinafter referred to as the
"Archiving Period"). The Sponsor will inform the Institution no
later than 2 months before the expiration of the archiving
period about how these records and documents of the
clinical trial will be handled. If the Sponsor does not inform
the Institution within the specified time, it will be understood
that Sponsor agrees to their shredding. In the event that
Sponsor requests an extension of the archiving period with
the Institution, the Institution is entitled to demand adequate
fee from the Sponsor.

19. ASSIGNMENT

This Agreement may not be assigned or transferred by
Institution without the prior written consent of Covance and
Sponsor. Covance may assign or transfer this Agreement
upon written notice to Institution. In the event Covance
assigns or transfers this Agreement to a third party who will
assume all obligations hereunder, Institution shall release
and forever discharge Covance and its subsidiaries and
affiliates from any and all liabilites and obligations of
Covance arising under the Agreement from and after the
effective date of such assignment.

20. INDEPENDENT CONTRACTOR

(a) Each of the parties to this Agreement shall act as an
independent contractor and not be interpreted, on any basis,
as an appointee, employee, servant or representative of the
other party. Accordingly, the employee(s) of one Party shall
not be regarded as employee(s) of the other Party and none
of the Parties shall conclude a contract or agreement with a
third party the meaning of which obligates or binds the other
contractual Party. For the avoidance of doubt Covance shall
not be liable to Payee for any employer related taxes and
Payee shall not be entitled to enroll in any employee benefits
of Covance.

21. PUBLICITY

Institution nor its Research Staff shall not disclose the
existence of this Agreement or its association with Covance
or Sponsor without the express written approval of the Party
whose name is the subject of the potential disclosure, except
as required by law.

22. GOVERNING LAW
This Agreement and the legal relationships arising therefrom
shall be construed in accordance with the generally binding

(c) Poskytovatel bude archivovat pfislusné zaznamy o
klinickém hodnoceni v adekvatnich podminkach
zamezujicich jejich poSkozeni nebo zniCeni, a to po dobu
patnacti (15) let od ukonceni klinického hodnoceni (dale jen
,doba archivace®). Zadavatel bude informovat Poskytovatele
nejpozdéji 2 mésicl pred uplynutim doby archivace o tom,
jakym zplsobem bude s témito zdznamy a dokumenty
patficimi ke klinickému hodnoceni nalozeno, v pfipadé, Ze
Zadavatel ve stanovené dobé poskytovatele informovat
nebude, ma se za to, ze souhlasi se skartaci. V pfipadé, Ze
bude Zadavatel Zadat o prodlouzeni doby archivace u
Poskytovatele, je Poskytovatel opravnén po zadavateli
pozadovat Umémé zpoplatnéni.”

19.  POSTOUPENi SMLOUVY

Poskytovatel nesmi tuto Smlouvu postoupit nebo prevést bez
pfedchoziho pisemného souhlasu spole¢nosti Covance a
Zadavatele. SpoleCnost Covance mlze tuto Smlouvu
postoupit nebo pfevést na tfeti stranu po predlozeni
pisemného ozndmeni Poskytovateli. V pfipadé, ze
spole¢nost Covance postoupi nebo pfevede tuto Smlouvu na
tfeti stranu, ta pfevezme vSechny povinnosti podle této
Smlouvy, Poskytovatel zprosti a navzdy zbavi spolenost
Covance a jeji pfidruzené spole¢nosti veskerych zavazkl a
povinnosti spoleCnosti Covance plynouci z této Smlouvy a po
dni platnosti takového postoupeni.

20.  NEZAVISLA SMLUVNi STRANA

(a) V8echny smluvni strany budou vykonavat funkci
nezavislé smluvni strany a nebudou v Z&dném pfipadé
povazovany za povéfené osoby, zaméstnance, pomocniky
nebo zastupce dané strany. Zaméstnanci jedné Strany
nebudou proto povazovani za zaméstnance druhé Strany a
zadna Strana neuzavie smlouvu nebo dohodu s tfeti stranou,
coz by smluvné zavazovalo druhou smluvni Stranu. Pro
vylou€eni pochybnosti spole¢nost Covance nenese VUi
Pfijemci platby odpovédnost za dané tykajici se
zaméstnavatell a Pfijemce platby neni opravnén k ucasti na
zameéstnaneckych vyhodach spole¢nosti Covance.

21.  UVEREJNENi SMLOUVY

Poskytovatel ani jeho Vyzkumny personal nesmi uvefejnit
existenci této Smlouvy nebo jeho spolupraci se spole¢nosti
Covance nebo Zadavatelem bez vyslovného pisemného
souhlasu Strany, jejiz jméno podléhda moznému uverejnéni
vy$e uvedeného, neni-li tak pozadovano zakonem.

22. ROZHODNE PRAVO
Tato Smlouva a pravni vztahy zni vyplyvajici musi byt
vykladana v souladu obecné z&vaznymi prévnimi pfedpisy
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legislation of the Czech Republic without regard to its conflict
of laws provisions.

All disputes arising from this agreement and related to it will
be resolved in the court with substantive and territorial
jurisdiction in the Czech Republic.

23. SURVIVAL

Provisions herein regarding Confidentiality, Deregistration
Audits, Monitoring and Inspection, Publication, Intellectual
Property, Indemnity, Liability and Insurance, Record
Retention, Assignment, and Governing Law shall survive
upon expiration or termination of this Agreement.

24, MISCELLANEOUS

(a) This Agreement, and any and all exhibits,
attachments, etc., constitutes the entire agreement among
the Parties regarding the Clinical Investigation and
supersedes all prior and contemporaneous agreements and
understandings, whether written or oral.

(b) This Agreement, and any and all exhibits,
attachments, etc., may be modified only by written document
signed by the Parties hereto.

(c) If any provision of this Agreement conflicts with the
law under which this Agreement is to be construed or if any
such provision is held invalid by a court, such provision shall
be deemed to be restated to reflect as nearly as possible the
original intentions of the Parties in accordance with
applicable law and the remainder of this Agreement shall
remain in full force and effect.

(d) Waiver or forbearance by any Party with respect to
a breach of any provision of this Agreement or any applicable
law shall not be deemed to constitute a waiver with respect
to any subsequent breach of any provision hereof.

(e) If any dispute, controversy or claim arises out of this
Agreement, the Parties agree that they will attempt in good
faith to resolve the matter through negotiations. If
negotiations fail to resolve the dispute, controversy or claim,
the matter may be submitted to an appropriate court for
resolution. The proceedings shall be conducted in English
where possible.

(f) This Agreement shall be binding upon the Parties,

Ceské republiky bez ohledu na kolizni ustanoven.

VSechny spory vyplyvajici z této smlouvy a s touto smlouvou
souvisejici se budou feSit u vécné a mistné pfisludného
soudu v Ceskeé republice.

23.  PRETRVANI PLATNOSTI USTANOVENI
Ustanoveni této Smlouvy tykajici se Davérnosti, Vylu€ovani,
Auditu, Monitorovani a Kontroly, zvefejiovani, DuSevniho
vlastnictvi, Nahrady Skod, Odpovédnost a Pojisténi,
Uchovavani Zéaznam(, Postoupeni a Rozhodného Prava
zustavaji v platnosti i po vyprSeni nebo ukonéeni platnosti
této Smlouvy.

24.  DALSi USTANOVENI

(a) Tato Smlouva a veSkeré pfilohy, dopliky atd., tvofi
Uplnou dohodu mezi Smluvnimi stranami ve vztahu ke
Klinickému hodnoceni a nahrazuji vSechny pfedchozi a
docasné smlouvy a ujednani, at' uz pisemné nebo Ustni.

(b) Tato Smlouva a veSkeré dopliiky, pfilohy atd. Ize
ménit pouze pisemnym dokumentem podepsanym
Smluvnimi stranami.

(c) Je-li nékteré ustanoveni této Smlouvy v rozporu s
pravnimi pfedpisy, podle nichz se tato Smiouva vyklada,
nebo pokud je jakékoli takové ustanoveni prohladeno za
neplatné soudem, musi byt toto ustanoveni povazovano za
pfeformulované tak, aby co nejblize vyjadfovalo plvodni
zamér Smluvnich stran v souladu s platnymi pravnimi
predpisy, pfiCemz zbyvajici Cast této Smlouvy zlstane v piné
platnosti a u€innosti.

(d) Pokud se néktera ze Smluvnich stran vzda svého
prava vzhledem k poruSeni jakéhokoli ustanoveni této
Smlouvy nebo pfisluSného zakona, nebo jej promine, nesmi
to byt povazovano za zfeknuti se prava vzhledem k
jakémukoli naslednému poruseni kteréhokoli ustanoveni této
Smlouvy.

(e) Pokud z této smlouvy vznikne jakykoli spor nebo
narok, Smluvni strany se zavazuji, ze se pokusi véc vyreSit
jednanim v dobré vife. Pokud se jednanim nepodafi spory
nebo naroky vyfeSit, mize Smluvni strana pfedloZit véc k
rozhodnuti pfisluSnému soudu.

(f) Tato Smlouva je pro ob& Smluvni strany, jejich
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their heirs, successors, and permitted assigns.

(9) Any notice required or permitted to be given
hereunder by any Party hereto shall be in writing and shall be
deemed given on the date received if delivered personally,
by recognized overnight courier, or five (5) days after the
date postmarked if sent by registered or certified, mail, return
receipt requested postage prepaid, to the following address:

If to Covance:
Covance Inc. 206 Carnegie Center, Princeton, New Jersey,
08540-6233, USA

If to Institution:

Fakultni nemocnice v Motole
statni prispévkova organizace
V Uvalu 84

150 06 Praha 5,

Czech republic

If to Sponsor:
LG Chem, Ltd., LG Twin Towers 128, Yeoui -daero, Yeon-
deungpo-gu, Seoul, South Korea

Any Party may change its notice address and/or contact
person by giving notice of same in the manner herein
provided. For the avoidance of doubt, an amendment to this
Agreement or any Task Order will not be required in order to
provide notice of a change of address.

(h) This Agreement shall not be considered accepted,
approved, or otherwise effective until signed below by the
appropriate Parties. Each of the Parties hereto represents
and warrants that the person signing below on such Party’s
behalf has the authority to enter into this Agreement, and that
this Agreement does not conflict with any existing agreement
or obligations of such Party. This Agreement may be
executed in two or more counterparts, each of which shall be
an original and all such counterparts together shall constitute
the entire Agreement and a single legal document. Electronic
signatures,  electronically  transmitted and  facsimile
transmitted signatures shall have the same full force and
effect of an original signature.

The Agreement is drawn up in the Czech and English
language versions. In the event of a conflict, the Czech
version shall prevail.

The number of counterparts of the agreement is 3, each with
the validity of the original.

dédice, nastupce a pfipustné nabyvatele zavazna.

(9 Vedkera ozndmeni, kterd jakakoli Smluvni strana
musi nebo mlze ucinit podle této Smlouvy musi mit
pisemnou formu a musi se povazovat za ucinéna k datu
pfijeti, pokud budou doruéena osobné, vyznamnou kuryrni
sluzby, nebo pét (5) dni po datu uvedeném na poStovnim
razitku v pfipadé zaslani doporuéenym dopisem nebo
dopisem s doruéenkou na nasledujici adresu:

Za spole¢nost Covance:
Covance Inc. 206 Carnegie Center, Princeton, New Jersey,
08540-6233, USA

Za Poskytovatele:

Fakultni nemocnice v Motole
statni pfispévkové organizace
V Uvalu 84

150 06 Praha 5,

Ceska republika

Pro Zadavatele:
LG Chem, Ltd., LG Twin Towers 128, Yeoui -daero, Yeon-
deungpo-gu, Seoul, Jizni Korea

Kazda ze Smluvnich stran mlZe zménit svou doruCovaci
adresu a/nebo kontaktni osobu pfislusnym oznamenim
stanovenym v této Smlouvé. Pro vylouéeni pochybnosti neni
tfeba tuto Smlouvu nebo jakykoliv Pfikaz k plnéni Ukolu
ménit pro ucinéni oznameni 0 zméné adresy.

(h) Tuto Smlouvu nelze povazovat za schvalenou ani
jinak platnou, dokud nebude podepsana vSemi Smiluvnimi
stranami. Kazda ze Smluvnich stran prohlaSuje a zaruluie,
Ze osoba, kterd se nize podepisuje jménem této Smluvni
strany, je opravnéna tuto Smlouvu uzavfit, a ze tato Smlouva
neni v rozporu s jakoukoli stavajici smlouvou nebo zavazkem
této Smluvni strany. Tato Smlouva mulze byt vyhotovena ve
dvou nebo vice stejnopisech, kdy se kazdy povazuje za
original, ale v3echny takové stejnopisy spolecné tvofi celou
smlouvu a jediny pravni dokument. Elektronické podpisy,
elektronicky prenaSené a faxem prfenaSené podpisy maji
stejnou platnost a ucinnost jako plivodni podpis.

Smlouva je vyhotovena v Ceském a anglickém jazykovém
znéni, kdyz v pfipadé rozporu ma pfednost ¢eské znéni.

Pocet vyhotoveni smlouvy je 3 kazdé s platnosti originalu.
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List of attachments:

Annex A: Electronic Access Terms and Conditions
Annex B: Budget

Annex C: Standard Contractual clause - separate
document

Annex D: Extract from the Commercial Register

THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT BLANK
SIGNATURE PAGE TO FoLLow

Seznam pfiloh:

Priloha A: Podminky pro pfistup k elektronickym tdajim
Priloha B: Rozpocet

Pfiloha C: Standardni smluvni dolozka -samostatny
dokument

Pfiloha D: Vypis z obchodniho rejstfiku

ZBYTEK TETO STRANKY JE ZAMERNE PONECHAN PRAZDNY
NASLEDUJE STRANKA S PODPISY
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Pfijato a schvaleno / Accepted and Agreed:
Covance Inc.

Podpis / Signature:

Jméno hilkovym pismem / Printed Name:

Datum/ Date;

Titul / Title:

Fakultni nemocnice v_Motole (,Poskytovatel*)

Podpis / Signature:

Jméno hllkovym pismem / Printed Name: xxx
Titul / Title: Na zakladé povéfeni/ on the basis of authorisation

Datum/ Date:

The undersigned XXX as an investigator, | confirm that | have duly acquainted myself with the agreement and the relevant documentation for
the clinical trial of the device and | undertake to ensure compliance with the obligations arising from them. | further undertake not to disclose
information relating to the clinical trial in question without a prior written permission from the sponsor, to maintain the confidentiality of all
information provided, to keep it confidential and to refrain from any use of this information and results other than for the purposes of this clinical
trial. As investigator, | agree that the sponsor (and possibly also the CRO) will collect, use, process and disclose my personal information,
including my name, qualifications and experience in the clinical trial, my financial information relating to, among others, the remuneration
received, and financial compensation and other personal data for administrative purposes in connection with the clinical trial, or that the
sponsor will provide it to ethics committees and state authorities and | undertake to secure this consent from co-investigators and other
members of the study team. /

,Nize podepsany/a/ilé xxx jako zkouSejici potvrzuji, Ze jsem se Fadné sezndmil se smlouvou a pfislusnou dokumentaci ke klinickému
hodnoceni prostfedku a zavazuji se zajistit dodrZzovani povinnosti z nich vyplyvajicich. Dale se zavazuji nezvefejiiovat informace tykajici
se pfedmétného klinického hodnoceni bez pfedchoziho pisemného souhlasu zadavatele, zachovéavat mi¢enlivost o vSech poskytnutych
informacich, povazovat tyto za divérné a zdrzet se jakéhokoliv jiného uZiti téchto informaci a vysledkd nez pro Uéely tohoto klinického
hodnoceni. Jako zkou$ejici souhlasim stim, Ze zadavatel (a popf. i CRO) bude/budou shromazdovat, pouZivat, zpracovavat a
zverfejfiovat mé osobni Udaje, véetné jména, kvalifikace a zkuSenosti v klinickém hodnoceni, mé finanéni Udaje vztahujici se mimo jiné
k obdrzené odméné a finanéni nahradé a dalsi osobni Udaje k administrativnim Gcelim v souvislosti s klinickym hodnocenim, popf.
k poskytnuti etickym komisim a statnim Ofadim a zavazuji se zajistit tento souhlas i od spoluzkousejicich a ostatnich ¢lend studijniho
tymu.

XXX

Podpis / Signature:

Titul / Title: Investigator/ Zkousejici

Datum/ Date:
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Exhibit A Priloha A
Electronic Access Terms and Conditions Podminky pro pristup k elektronickym tdajiim
Exhbit A will not be published in contract registry. Pfiloha A nebude zvefejnéna v registru smiuv.
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Exhibit B: Budget

Pfiloha B: Rozpocet

DEFINITIONS:

DEFINICE:

“Evaluable Patient” — A Study patient who was
screened and Enrolled in accordance with theCIP, received
at least one dose of study medication and adhered with the
procedures requested by the Protocol. This includes Study
patients who are withdrawn by reason of adverse event or
any other reason that is not the responsibility of Institution
and/or Investigator or Study patients who withdraw due to
death, during the Study. All investigations have been
entered into the electronic case report form (“¢CRF”) and all
queries arising from Sponsor or Covance’s monitoring were
clarified.

»Vyhodnotitelny pacient“ — Pacient Studie, ktery
proSel screeningem a byl Zafazen v souladu s
Protokolem, uZil nejméné jednu davku hodnoceného
pfipravku a dodrzel postupy pozadované v Protokolu.
To zahrnuje pacienty Studie, ktefi jsou v pribéhu Studie
vyfazeni z dlvodu neZadouci pfihody nebo jakéhokoli
jiného divodu, za ktery nezodpovida Poskytovatel a/nebo
ZkousSejici, nebo pacienty, ktefi jsou vyfazeni z divodu
umrti. VeSkery vyzkum byl zaznamenén v elektronickych
zaznamech subjektu hodnoceni (,eCRF*) a veskeré dotazy
vze$lé z monitorovani ze strany Zadavatele nebo
spoleCnosti Covance byly vyjasnény.

Institution understands and agrees that the terms and
amounts mentioned in this Exhibit B cover any and all fees
to Institution, including any costs which are to be allocated
by Institution to any other involved department and costs
and expenses to be incurred by Institution under this
Agreement.

Poskytovatel bere na védomi a souhlasi s tim, ze terminy a
Castky uvedené v této Pfiloze B zahrnuiji veSkeré poplatky
Poskytovateli, vCetné jakychkoli nékladi, které ma
Poskytovatel pfidélit jakémukoli jinému zU¢astnénému
oddéleni, , a naklady a vydeje, které Poskytovateli vzniknou
podle této Smlouvy.

[ 1. Payment Per Visit

| 1. Platba za navstévu

In consideration of the performance of Institution and
Investigator under this Agreement, Covance, upon receipt
of funds from Sponsor, agrees to pay the remuneration
(‘Remuneration”) which shall be calculated as detailed in
this Exhibit B.

Spoleénost Covance souhlasi, ze po pfijeti financi od
Zadavatele zaplati Poskytovateli a Zkou$ejicimu za plnéni
podle této Smlouvy odménu (,Odména“), ktera bude
vypoctena zplisobem podrobné uvedenym v této Pfiloze B.

All fees payable for a completed visit type per patient will be
reimbursed for each patient who completes all required
visits and protocol procedures:

VSechny poplatky splatné za absolvovany typ navstévy na
pacienta budou uhrazeny pro kazdého pacienta, ktery
absolvuje v8echny pozadované navstévy a postupy podle
protokolu:

Table 1: xxx / Tabulka 1: xxx

. e TN Payment (CZK)/
Visit Description / Popis navstévy Platba (K¢)
XXX XXX
XXX XXX
XXX XXX XXX

XXX XXX
XXX XXX
XXX XXX
Maximum Fee Per Patient / Maximalni poplatek za pacienta XXX
Table 2: xxx / Tabulka 2: xxx
| Visit Description / Popis navstévy | Payment (CZK) |
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| Platba (K¢)

XXX

XXX

Maximum Fee Per Patient / Maximalni poplatek za pacienta XXX

For each Evaluable Patient, payment will be made
according to actual visits performed and the evaluable data
produced and entered correctly in the eCRF.

Platba za kazdého Vyhodnotitelného pacienta bude
provedena podle skute¢ného poctu vykonanych navstév a
vyhodnotitelnych ~ udaju  spravné  vytvofenych  a
zaznamenanych v eCRF.

It is understood and agreed that no payment will be made
by Covance for any visits performed after screening in
relation to any Study patient who does not conform to the
Protocol's inclusion and exclusion criteria or in relation to
whom serious deviations from the Protocol have been
made.

Strany berou na védomi a souhlasi, Zze spole¢nost Covance
neprovede Zadné platby za navstévy po screeningu za
Zadného pacienta Studie, ktery nesplfiuje zafazovaci a
vyluovaci kritéria Protokolu, nebo u kterého doslo k
zavaznym odchylkam od Protokolu.

Payments for services performed by the Department of
Imaging Methods of the 2nd Medical Faculty of Charles
University and the University Hospital Motol (KZM) will be
made quarterly. Representative of KZM (xxx) shall prepare
quarterly summary document for invoicing for radiological
services performed in theClinical Investigation, which are
listed in the financial annex to this agreement, and shall
send it for approval to the responsible person of the
sponsor (xxx). The approved summary document for
invoicing will be sent by the responsible representative of
the sponsor to the financial accounting office of the
University Hospital Motol (fakturykhl@fnmotol.cz). Based
on the summary document, the financial accounting office
of FN Motol shall prepare an invoice, which it will send to
the sponsor as per instructions specified in this agreement.

Platby za sluzby provadéné Klinikou zobrazovacich metod
2. LF UK a FN Motol (KZM) budou probihat Ctvrtletné.
Zastupce KZM (xxx) - pfipravi ctvrtletné podklad k fakturaci
za radiologické sluzby provedené ve studii, jeZ jsou
uvedeny ve financni pfiloze této smlouvy, a zasle je ke
schvaleni zodpovédné osobé zadavatele (xxx). Schvaleny
podklad k fakturaci bude zodpovédnym zastupcem
zadavatele zaslan do financni uctarny FN  Motol
(fakturykhl@fnmotol.cz). Na zéakladé podkladu pfipravi
financni uctara FN Motol fakturu, kterou zasle zadavateli
dle instrukci uvedenych v této smlouvé."

| 2. Conditional Procedures

| 2. Podminéné postupy

Tabulka 3: Podminéné postupy / Tabulka 3: Podminéné postupy

Estimated. Qty per | Unit Cost with OH / Total per Patient /
Conditional (Invoiced) Items / Patient / Jednotkova cena Celkem na pacienta
P f oy s A . Odhadovano (vEetné rezie) (CZK/ (CZK/ K¢)
odminéné (fakturované) polozky c oy "
mnozstvi na K¢)
pacienta
XXX all will be reimbursed XXX XXX
| VSechno bude
proplaceno
XXX All will be reimbursed XXX XXX
/ VSechno bude
proplaceno
XXX 2 XXX XXX
XXX 1 XXX XXX
XXX 1 XXX XXX
XXX 1 XXX XXX
XXX All will be reimbursed XXX XXX
/ VS8echno bude
proplaceno
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XXX All will be reimbursed XXX XXX
/ VS8echno bude
proplaceno
XXX 3 XXX XXX

Maximum cost per Patient /

Maximalni naklady za pacienta

(a) Patient Travel Costs

(a) Cestovné pacientt

Patient travel expenses and associated other reasonable
out of pocket expenses (e.g. parking) will be paid to a
maximum of xxx (xxx) per visit per patient upon Covance’s
receipt of an invoice detailing actual amounts from
Institution, which shall be supported by appropriate
documentation. Higher expenses exceeding xxx (xxx) per
visit can only be reimbursed prior written approval from
Covance is obtained.

Cestovné pacientl a souvisejici pfiméfené naklady v
hotovosti (napf. parkovné) budou proplaceny do maximalni
vySe xxx (xx) za navstévu a pacienta poté, co spoleénost
Covance obdrzi od Poskytovatele fakturu podrobné
uvadéjici  skutecné  Castky, dolozenou  pfisluSnou
dokumentaci. Vy38i vydaje prekraCujici xxx (xx) za
navstévu mohou byt proplaceny pouze na zakladé
pfedchoziho pisemného souhlasu spolecnosti Covance.

Reimbursement payments under this section 2 (a) are
payable quarterly. upon receipt of an invoice detailing
actual amounts reimbursed by Institution to each patient in
the preceding quarter. All payments are subject to
verification.

Uhrada ¢astek podle tohoto bodu 2 (a) bude provadéna
Ctvrtletné po pfijeti faktury podrobné uvadgjici skutecné
Castky, které Poskytovatel proplatil kazdému pacientovi
béhem pfedchoziho Ctvrtleti. VSechny platby podiéhaji
ovéfeni.

Patient names and any personal information must be
removed or redacted from any expense documentation
(receipts and/or tickets) submitted to Covance. Expense
documentation  submitted should only indicate the
Institution number, protocol number, and the patient
number.

Jména a vSechny osobni Udaje pacientd musi byt
odstranény z veSkeré dokumentace (Uctenky a/nebo
jizdenky) pfedané spoleCnosti Covance. Predana
dokumentace vydaji ma obsahovat pouze Cislo
Poskytovatele, ¢islo protokolu a €islo pacienta.
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(

XXXXXXXXXXXXXXXXXXKXKXKXXXXXKXX XXXXXXXXXXXXXXXXX
P 09.0.0.0.9.0.0.0.0.0.9.0.0.0.9.0.0.0.0.0.9.0.9.0.9.0.0.09.0.9,0.9.0.90.0.0900060¢
PRGNS 0000 0000000000 000000000000 0000000000000

XXXXXXXXXXXXXXXXXXKXKXKXXXXXXX XXXXXXXXXXXXXXXX
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PSSP0 000000000000 000000000000 0000.009000.9.0.04

Table 4: Re-screen / Tabulka 4: Opakovany screening

Description / Popis E?g/]ment [CZK] / Platba
Re-screen / Opakovany screening COST / NAKLADY
TOTAL Re-screening COST PER SITE / ;
CELKOVE NAKLADY NA OPAKOVANY SCREENING NA PRACOVISTE COST/NAKLADY
4, Institution Fees 4, Poplatky pro Zdravotnické zafizeni

XXXXXXXXXXXXXXXXXXXXXKXKXKXXXKXX XXXXXXXXXXXXXXXXX
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Institution Fee/ Poplatky pro Poskytovatele

Amount per Unit/ Jednotka Condition/ Podminka
unit/ Suma

Item/ Polozka za jednotku

XXX XXX XXX XXX

XXX XXX XXX XXX

XXX XXX XXX XXX

XXX XXX XXX XXX

XXX XXX XXX XXX

Page 26 of 33
LG Chem_8407527_CZ_Master Czech Device Institution Agreement_xxx_FINAL_Version 1_03Mar2021




Protocol Ref: LG-HACL026
Covance: 8407527

Covance Master Template: Version 1, 17Aug2018
Sponsor/Study Approved Template: Version 1, 26MAY2020

(VAT) excluded. VAT or other sales taxes, if applicable,
shall be shown separately on valid invoice. The payment
will not be subject to withholding tax. In the limit of
applicable regulation it is the responsibility of the Payee to
declare this income and Covance is not liable for any
taxes due.

5. Overheads, VAT and other taxes, costs & | 5. Rezijni naklady, DPH a jiné dané, naklady a
fixed amounts pevné ¢astky
(a) All agreed upon amounts are Value Added Tax | (a) V8echny odsouhlasené Castky jsou bez

zapoCitané dané z pfidané hodnoty (DPH). DPH nebo
jinych dani z obratu, je-li to relevantni, budou uvedeny
zvIa8t na platnych fakturach. Platby nepodléhaji srazkové
dani. V souladu s platnymi pfedpisy je povinnosti Pfijemce
plateb deklarovat tento pfijem a spolenost Covance
nenese odpovédnost za pfipadné splatné dané.

(b) All other taxes, costs and fixed amounts are
included in the above payments. Institution is responsible
for the payment of all taxes and levies to the relevant
authorities. If Institution fails with the national, local,
federal or any other taxes and charges required per local,
federal or national law, Covance is not responsible for this
failure.

(b) ViySe uvedené platby zahrnuji veSkeré ostatni
dané, naklady a pevné Castky. Poskytovatel odpovida za
zaplaceni vSech dani a odvodd pfislusnym organam.
Pokud Poskytovatel nezaplati néjaké statni, mistni Ci jiné
dané nebo odvody poZadované podle mistnich ¢&i statnich
platnych pravnich pfedpisu, spolecnost Covance za to
nenese odpovédnost.

(c) All fees in this Exhibit B are inclusive of any
overheads incurred by Institution where applicable.

(c) Vedkeré poplatky v této Pfiloze B zahmuji
vSechny pfipadné rezijni naklady vzniklé Poskytovateli,
kde je to relevantni.

documentation. Payment will be made based on invoices
sent by the Institution according to the number of
completed visits as developed by the Covance and
approved by the investigator. Payments will be made
XXXXKKXKKXKKXKKXKXXKXXKKXKXXKX XXXKXXKXXKXXKXKX
XXXOOKXKKXKKXXKXKXXKXXKKXKKXKXXKXXKXXKXXKXXKXX
XXXOKXKKXKKXKKXKXXKXXKKXKKXKKXKXXKKXKXXKXXKXX
XXXOKKXKIXXKXKKXKKXKIXKKXXKXKKXKKXKXXKXXKXXX
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX.  All - payments  for
conditional procedures are subject to Covance verification
and approval. No additional cost for conditional
procedures shall be paid without prior written approval
from Covance.

6. Payment Terms 6. Platebni podminky
(a) Payment shall be made with receipt of valid | (a) Platba bude provedena po obdrzeni platné
invoice and any additional required supporting | faktury a pfipadnych dalSich pozadovanych podkladu.

Platba bude provadéna na zékladé fakturace
zdravotnickym zafizenim dle kalkulace uskute¢nénych
navstév vytvorené spole¢nosti Covance a odsouhlasenych
zkouSejicim. Platby budou probihat
XXXXXXKXXXKXXXKXXKKXXKKXXKKXXK XXKXXXKXXXXXXXXX
XXXXOXKKXXKKXXKKXXKKXXKKXXKKXXKKXKKXXXKXXXKXXKX
XXXXOXKKXXKKXXKKXXKKXXKKXXKKXXKKXKKXXXKXXKKXXKX
XXKXXXKXXXKXXKKXXKKXXKKXXKKXXKKXXKKXXKKXXXKXXX
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX V§echny platby za
podminéné postupy podléhaji ovéfeni a schvéleni
spoleCnosti  Covance. Bez pfedchoziho pisemného
souhlasu spoleénosti Covance nebude provedena Zadna
platba dalSich naklad za podminéné postupy.

(b) All invoices shall be submitted to Covance
promptly — and  X000KXXXXXXXXKXXKXXKXXKXXXXXX.
Covance reserves the right not to pay an invoice which is
submitted after this period and/or in case required
supporting missing documentation is not provided.

(b) V8echny faktury museji byt zaslany spole¢nosti
Covance neprodleng,
XXXXXKKXXXKXXKKXXKKXXXKXXKKXXKXXX. Spole¢nost
Covance si vyhrazuje pravo neuhradit faktury zaslané po
uplynuti tohoto obdobi nebo v pfipadé, kdy nebyly
poskytnuty vyzadované chybéjici podklady.

(c)

has:

The final payment will be made when Institution

(c) ZavéreCna platba bude uhrazena, az
Poskytovateli:

(i) completed the Study;

(i) dokongi studii;

(i)  satisfactorily accounted for all unused
Study Drug; Study supplies; Equipment;

(i) uspokojivé doloZi vSechen nepouZity
Hodnoceny pfipravek, Materialy a Vybaveni
Studie;

(iiy completed CRF, eCRF and/or data
resolution forms (“DRF”) for each patient in
the Study;

(i) vyplni CRF, eCRF a/nebo formulafe pro
feSeni dotazu k Udajum (,DRF*) pro kazdého
pacienta ve Studii;

(iv) the receipt and approval of any

(v) po obdrzeni a schvéleni dosud
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outstanding  regulatory  documents
required by Covance; and

as

nevyfizenych  regulatornich ~ dokument
pozadovanych spoleénosti Covance a

(v)  satisfactorily answered all of Covance
inquiries regarding the Study.

(v)  poté, co uspokojivé odpovi na vSechny
dotazy spoleénosti Covance ohledné Studie.

(d) XXXXCKXXKXXKXXKXXKXXKXKKXKKXXKXXXXKX XXXXX
XXXXXXKXKKXKXX XXKKXKXXKXXKKXKXXK XXXXKXXKXXKXXX X X
XXXXXKXXXXKXXKKXKK XXXKXXKXXKXXXX XXXKXXXXXXXXXX X X
XXXXXXXXXXXXXX  XXXXXXXXXXXXXX. Amounts payable shall
be adjusted to account for subjects who withdraw from the
Study for reasons including but not limited to adverse
event(s) or non-completion of the Study for reasons
including but not limited to insufficient clinic attendance,
voluntary withdrawal, withdrawal of consent or other
Protocol violations. Randomized patient who terminate
participation and who will not return for follow-up visits will
also have the relevant payments prorated per completion
of the visits.

(d) XXXXXKKXXKKXXCKXXKKXXXKXXKKXXKKXXKKX XXXXX
XXXXKXXXKXXXKXX XXXXKKXXKXXXKXXXKX XXXXXXXXXXXXXX X X
XXXXXKKXXXKXXKKXXX XXKXXXKXXXKXXX XXKXXXKXXXKXXX X X
XXOOKXKKXXXK Xxxoooooooxx. Castky k Ghradé budou
upraveny tak, aby zohlednily subjekty, které odstoupi ze
Studie zejména z duvodu nezadouci pfihody
(neZadoucich pfihod) nebo nedokonéi Studii z duvodd,
jako je zejména nedostateény pocet navstév na klinice,
dobrovolné odstoupeni ze studie, odvolani souhlasu nebo
jind Poruseni protokolu. U randomizovanych pacientd,
ktefi ukonci Ucast a nedostavi se na navstévy nasledného
sledovani, budou pfislusné castky rovnéz uhrazeny
pomérné podle provedenych navstév.

(e) XXXXXXXXXXXXXXXXKXKXKXXXKXXXXXXXXXXXXX XXXXX
XXXXXXXXXKXXXK XXXXKXKXKXKXKXKXKK XXXXXXXXXXXXXX X X
XXXXXXXXXXXXXXXXXX XXXXKXXXXKXKXXK XXXXXXXXXXXXXX X X
XXXXXXXXXXXXXX XXXKXXXXXXXXXX

(e) XXXXXKXKXXXXXKXKXKXKXKXKXKXXXKXXXXXX XXXXX
XXXXXXXXXKXKXK XXXXKXKXKXKXKXKXKX XXXKXXXXXXXXXX X X
XXXXXXXXXXXXRXXXXK XXXXXKXXXKXKXK XXXXXXXXXXXXXX X X
XXXXXXXXXXXXXX XXXXXXXXXXXXXX:

() completed the Study;

(i) dokonéi Studi;

(ii) satisfactorily accounted for all unused Study

(i) uspokojivé dolozi vSechen nepouzity
Hodnoceny pfipravek;

Drug;
(iii) completed eCRF and answered all data
queries for each patient in the Study;

(i) vypIni eCRF a odpovi na vSechny
dotazy k Udajum pro kazdého pacienta ve
Studii;

(iv) unused

satisfactorily accounted for all
supplies and

(iv)  uspokojivé dolozi vSechny nepouZité
materialy a

(V)

satisfactorily answered all of Covance
inquiries regarding the Study.

(iv)  uspokojivé odpovi na vSechny dotazy
spole€nosti Covance ohledné Studie.

and upon satisfaction of all other applicable conditions set
forth in the Clinical Trial Agreement and all terms and
conditions thereof. All requests for payment (outstanding
invoices, etc.) must be received by the time of the
Institution close out visit for final payment evaluation.
XXXXXXXX  XXXX  XXXXXXXXXXX  XXXXXXXXX  XXXX  XXXXX
XXXOKKXXXKXXKK XXXXXKXXKKXXXKXXKKX XXXXXKXXXXXXXX X X

a po splnéni vSech ostatnich relevantnich podminek
stanovenych ve Smlouvé o provedeni klinického
hodnoceni a v8ech jejich ustanoveni a podminek.
V8echny pozadavky plateb (neuhrazené faktury apod.)
musi byt obdrzeny k vyhodnoceni zavére¢né platby do
doby zavéreCné navstévy Poskytovatele. XXXXXXXX XXXX
XXXXXXXXXXX  XXXXXXXXX  XXXX XXXXX XXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXX XXKXXXKXXXXXXX X X

4] If the Study is terminated prematurely for
whatever reason and Institution has received payments
totalling more than the actual Remuneration to be
calculated in accordance with this Exhibit B up to the point
of termination of the Study, Institution shall promptly
reimburse such overpayments to Covance XXXXXXXX XXXX
XXXXXKXXKXX XXXKXXKXX XXXX XXXXX KXXXKXXKXXXXXX XXXXX

(f) Pokud bude Studie z jakéhokoli dlvodu
pfedCasné ukonCena a Poskytovatel obdrZi do doby
ukonceni Studie celkové platby pfesahujici vySi skuteéné
Odmény vypocitané v souladu s touto Pfilohou B,
Poskytovatel takové preplatky neprodlené uhradi
spoleCnosti  Covance  XXXXXXXX  XXXX  XXXXXXXXXXX
XXXXXXXXX XXXX XXXXX KXXXXXXXXXXXXX

(9) Covance upon receipt of funds from Sponsor
shall pay the Remuneration specified above to Institution
and/or Investigator by bank transfer to the following bank
accouNt XXXXOXKXKKXKXXKXXKXXKXXKXXKXXX.

(9) Spolecnost Covance po pfijeti financi od
Zadavatele uhradi vySe uvedenou Odménu Poskytovateli
a/nebo ZkouSejicimu bankovnim pfevodem na nasleduijici
bankovni U¢et XXXXXXXXXXXXXXXXXXXXXXXX.
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(h) Institution certifies that the designated payees are
the proper payees for this Agreement. The Parties agree
that payments under this Agreement shall be made by
bank transfer in accordance with payee bank transfer
information detailed below:

(h) Poskytovatel potvrzuje, ze urCeni pfijemci plateb
jsou spravnymi pfijemci pro Ucely této Smlouvy. Smluvni
strany se dohodly, ze platby podle této Smlouvy budou
provadény bankovnim pfevodem podle informaci o
bankovnim pfevodu pfijemcu plateb podrobné uvedenych
nize:

Banking details for Payees: / Bankovni informace Pfijemcl plateb:

Name of account holder: / Jméno drzitele Uctu:

Fakultni nemocnice v Motole

Bank name: / Nazev banky:

Ceska narodni banka

Bank address/ Adresa Banky

Na Piikopé 28, Praha 1, 115 03, Ceska republika

Sort code / Bank and Branch ID number: / 0710
Kod banky / Identifikaéni &islo banky a pobocky:
Account code: / 17937051/0710

Kod Udtu :

IBAN Code/kdd IBAN:

CZ42 0710 0000 0000 1793 7051

SWIFT/ABA Routing/CLABE: /
Kod SWIFT/ identifikator banky ABA (v
USA) / CLABE:

CNBACZPP

Reference text / Referenéni text

Invoice No., Study Protocol
No./Cislo faktury, Cislo protokolu
studi

Invoices will be made out to: Covance Inc., 206 Carnegie
Center, Princeton, New Jersey, 08540-6233, USA

Faktury budou vystaveny na: Covance Inc., 206 Carnegie
Center, Princeton, New Jersey, 08540-6233, USA

All invoices, questions on invoices or payments will be sent
for processing to: local CRA by e-mail

or

to: Covance Clinical and Periapproval Services Limited,
organisational unit, V Parku 2343/24, 148 00 Praha 4,
Czech Republic, Reg. No.: 273 70976, Tax ID No.:
CZ27370976

ViSechny faktury, dotazy ohledné faktur nebo plateb budou
zaslany ke zpracovani na adresu: mistni CRA emailem
nebo

na adresu: Covance Clinical and Periapproval Services
Limited, organizaCni slozka, V Parku 2343/24, 148
00 Praha 4, Ceska republika, ICO: 273 70976, DIC:
CZ27370976

referencing Code: XXXMKXXXKXXXKXXXKXKXKXXXXXXXXXXX

referencni K&d: XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX

Please note that the Accounts Payable Department at
Covance processes all payments electronically instead of
paper cheques/checks. Such electronic payments will be
sent directly to the Payee’s bank account information
provided above.

Vezméte prosim na védomi, ze platebni oddéleni
spolecnosti Covance provadi vSechny platby elektronicky a
nevystavuje papirové Seky. Takovéto elektronické platby
budou zasilany pfimo na ucet Pfijemce plateb podle vyse
uvedenych informaci.

Documents for invoicing the study will be sent to
fakturykhl@fnmotol.cz. All notifications to Institutionwill be
sent to FNM, Clinical Trials of Drugs, Secretariat of the
Deputy Minister for medical and preventive care, V Uvalu
84, 150 06, Prague 5 or to the contact email address
studie@fnmotol.cz

Podklady pro fakturaci studie budou zaslany na adresu
fakturykhl@fnmotol.cz. VeSkera oznameni poskytovateli
zdravotnich sluzeb budou zaslana do FNM, Klinicka
hodnoceni légiv, sekretariat naméstka pro LPP,V Uvalu 84,
150 06, Praha 5 ¢i na kontaktni email studie@fnmotol.cz

Exhibit C: Standard Contractual clause - separate
document

Priloha C: Standarni
dokument

smluvni  dolozka-samostatny
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Exhibit D: Extract from the Commercial Register Priloha D: Vypis z obchodniho registra

Uplny vypis

z obehodniho rejstriku, vedengho
Méstskym soudem v Praze
oddi| A, vliozka 32158

Datum vzniku a zapisu:

25, srpna 2005

Spisova znacka:

A 52158 vedend u Méstského soudu v Praze
zapsano 25, srpna 2005

Oznadeni od3itépného zadvodu:

COVANCE CLINICAL AND PERIAPPROVAL SERVICES LIMITED, crganizacni sloZzka
zapsano 25, srpna 2005

Sidlo:

Praha 1 - Bredovsky dviir, Oliveva 2096/4, PsC 11000
7apsano 25, srpna 2005

vymazano 24, srpna 2010

Praha 8, Karclinska 661, PSC 18600
zapsano 24, srpna 2010

vymazange 10, zaf 2020

W parku 2343/24, Chodov, 148 00 Praha 4
zapsano 10, zar 2020

Identifikacni €islo:

273 70 976

zapsano 25, srpna 2005

Pravni forma:

Oditépny zaved zahraniénl pravnicks osoby
zapsano 25, srpna 2005

Predmét podnikani:

zpracovan! dat, sluzby databank, sprava siti
zapsano 25, srpna 2005

sluzby v oblasti administrativni spravy a sluzby organizacné hospodarskeé povahy
zapsano 25, srpna 2005

zprostredkovani zameéstnani

zapsano 2, zafi 2019

Vedouci oditépného zavodu:

ROBERT PRINGLE, dat, nar. 9, dnora 1964

Maidenhead, Berkshire, Roxbarough Way, 6, SL6 3UD, Spojené krilovstvl Velké Briténie a Severnlho Irska
Zapsano 25, srpna 2005

vymazano 27, brezna 2013

ROBERT PRINGLE, dat, nar. 9, Unara 1964

LS29LH Leeds, West Yorkshire, Springfield House, Hyde Street, Spojené kralovstvi Velké Britanie a Severniho
Irska

zapsano 27, bfezna 2013

Zrizovatel - zahrani€ni osoba:

COVANCE CLINICAL AMD PERIAPPROVAL SERVICES LIMITED

Maidenhead, Berkshire, Roxborough Way, 5, SLS 3UD, Spojené kralovstyi Velké Britdnie a Severniho Irska
zapsano 25, srpna 2005

vymazano 27, brezna 2013

COVANCE CLINICAL AND PERIAPPROVAL SERVICES LIMITED
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SL63QH Maidenhead, Berkshire, Westacott Way, Maidenhead Office Park, Osprey House, Spojend kralovstvi
Velké Britanie a Severniho Irska

zapsano 27, bfezna 2013
Statutarni organ zrizovatele - zahranicni osoby:
£len predstavenstva:

ALAN WOOD, dat. nar. 26, listopadu 1949
Maidenhead, Berkshire, Roxborough Way, 6, SLE 3UD, Spojené kralovsitvi Velké Britanie a Severniho Irska
Den vzniku funkee: 15, fijna 2003
Den zaniku funkce: 30, éervna 2006
Cen vzniku clenstvi: 15, fijna 2003
Den zaniku flenstvi: 30, dervna 2006
Zplsob jedndni iménem zfizovatele: samaostatné,
zapsano 25, srpna 2005
vymazana 27, biezna 2013
£len predstavenstva:

WILLIAM KLITGAARD, dat, nar. 15, bfezna 1953
Princeton, New Jersey, Carnegie Center, 210, 08540, Spojend staty americke
Den vzniku funkce: 12, dnora 2003
Den zaniku funkee: 21, zaf 2012
Den vzniku clenstvi: 12, Unora 2003
Den zaniku denstvi: 21, zaf 2012
Zplsob jednani iménem zfizovatele: samostatné,
zapsano 25, srpna 2005
vymazana 27, bfezna 2013
tlen predstavenstva:

CHRISTOPHER KUEBLER, dat, nar. 31, fijna 1953
Teterboro, New Jersey, One Malcalm Avenue, Spojené staty americké
Den vzniku funkce: 9. ledna 1995
Den zaniku funkee: 7. listopadu 2005
Den vzniku Elenstvi: 9. ledna 1935
Den zaniku clenstvi: 7. listopadu 2005
Zplsob jedndni jménem zfizovatele: samaostatné,
zapsano 25, srpna 2005
vymazane 27, biezna 2013
clen predstavenstva:

ROBERT DAVIE, dat, nar, 20, prosince 1559
SL630H Maidenhead, Berkshire, Osprey House, Westacott Way, Spojend krilovstvl Velké Britdnie a Severniho
Irska
Den vzniku funkce: 14, listopadu 2008
Den zaniku funkce: 10, ledna 2020
Den vzniku clenstvi: 14, listopadu 2008
Den zaniku Elenstvl; 10, ledna 2020
zapsano 27, bfezna 2013
vymazano 21, dubna 2020
clen predstavenstva:

ALISON CORMELL, dat, nar. 18, bfezna 1962
PAL17517 Denver, 310 Swampbridge Road, Spojené staty americke
Den veniku funkece: 21, zaf 2012
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Den zaniku funkce: 2, éervence 2015
Den vzniku clenstvi: 21, zar 2012
Den zaniku denstvi: 2. éervence 2015
zapsano 27, bfezna 2013
vymazano 23, bfezna 2017

£len piredstavenstva:

ROBERT PRINGLE, dat, nar, 9, dnora 1964

LS29LH Leeds, West Yorkshire, Springfield House, Hyde Street Way, Spojené kralovstyi Velké Britdnie a
Severnino Irska

Den vzniku funkce: 9, zaf 2009

Den vzniku dlenstvi: 9, zafi 2009

zapsano 27, bfezna 2013

£len predstavenstva:

RICHARD CIMINO, dat. nar. 7. listopadu 1959
NJOB540-6233 Princeton, 206 Carnegie Center, Spojené staty americké
Den vzniku funkce: 22, listopadu 2005
Den zaniku funkee: 30, zaf 2015
Den vzniku clenstvi: 22, listopadu 2005
Den zaniku denstvl: 30, zaf 2015
zapsano 27, bfezna 2013
vymazano 23, brezna 2017
Statutarni organ zfizovatele - zahranicni osoby:

GLEMMN ANDREW EISENBERG, dat, nar, 10, kvétna 1961
28210-6058 Charlotte, Marth Carolina, 8950 Heydon Hall Circle, Spojeng staty americké
Den vzniku funkee: 10, ledna 2020
Den vzniku clenstvi: 10, ledna 2020
zapsano 21, dubna 2020
statutarni organ zfizovatele - zahranicni osoby:

SANDRA DANMNET VAN DER VAART, dat, nar, 14, zaf 1959

27516-2589 Chapel Hill, North Carolina, 140 W, Franklin Street, Unit 707, Spojend staty americks
Den vzniku funkce: 10, ledna 2020

Den vzniku denstvi: 10, ledna 2020

zapsano 21, dubna 2020

Ostatni skute€nosti:

rejstiik, do kterého je zfizovatel zapsan a Eislo zapisu:

Obchodni rejstrik pro Anglii a Wales { Companies House), dislo zapisu: 2022667

zapsano 25, srpna 2005

Clenové pfedstavenstva zfizovatele mohou ustanovit tajemnika spolefnosti, ktery je opravnén jednat jménem
zrizovatele.

Tajemnik spolecnosti ( zfizovatele):

Robert Pringle, nar, 9.2.1964

Roxborough Way 6, Maidenhead Berkshire,

SL6 3UD, Spojené kralovstvi Velké Britdnie a Severniho Irska

- zplisob jednani jménem zfizovatele: samostatné

datum vzniku funkee:; 7.5,2002

zapsano 25, srpna 2005

vymazano 23, biezna 2017

Clenové pfedstavenstva zfizovatele mohou ustanavit tajemnika spaleénosti, ktery je opravnén jednat jménem
ziizovatele,
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zapsano 23, bfezna 2017

Spalecnost COVANCE CLINICAL AND PERIAPPROVAL SERVICES LIMITED jednajici prostrednictvim svého
oditépného zédvedu COVANCE CLINICAL AND PERIAPPROVAL SERVICES LIMITED, arganizaéni sloZzka nabyla
zévod od spoleénosti CHILTERN INTERNATIONAL, s.ho, se sidlem Praha 4, Pod Vigfovkou 166131, PSC
14000, identifikacni cislo 28178777, & to na zakladé smlouvy o koupi zéavodu ze dne 31, 01, 2019, pFicemz se
strany dohodly na datu pfevadu vlastnického prava ke dni 01, 02, 2019,

zapsano 1, dnora 2019

Tento vypis je neprodejny a byl pofizen na Internetu (http/fwww justice oz,

Dne: 13,1.2021 15:35

Udaje platné ke dni 13,1,2021 03:37
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